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Preface

Much has happened since the first edition of this book appeared in 2002.
Despite the continuing paucity of robust scientific evidence to support
most of its constituent therapies, complementary and alternative medicine
(CAM) remains popular with clients who appreciate the holistic approach
and have a belief in its effectiveness. Some elements of CAM such as
aromatherapy and herbalism have acquired a more dedicated following,
whereas others including homeopathy have been subjected to a campaign
of scepticism in the UK in recent years, resulting in a reduction in the
services available under the country’s National Health Service. Interest in
traditional medicine, in particular Chinese and Indian medicine has
increased both by the arrival of immigrants, making it important for
health providers to have some knowledge of the principles and treatments
involved, and by host communities, resulting in the opening of Chinese
herbal medicine shops on the high streets of British cities.

Among healthcare providers there is an increasing realisation that
CAM is here to stay and must at least be acknowledged as a credible
option in appropriate circumstances. The concept of integrative medi-
cine is gaining ground. As statutory control of practitioners in many CAM
therapies and licensing of medicines becomes established full recognition
must surely follow.

This second edition has been reorganised and expanded with three
important new chapters covering integrative medicine, pharmacovigilance
and the marketing of CAM products in the USA. I am grateful to three
highly experienced colleagues from New Zealand and the USA for agree-
ing to contribute to these chapters, thus strengthening the content. The
book also provides an introduction to a much wider range of CAM
therapies. It is divided into four parts:

1. The first part serves as an introduction and deals with the
concepts that underpin CAM practice

2. The second part looks at therapies that generally, but not ex-
clusively, involve the use of medicines after a consultation or
through self-treatment

Vii
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3. The third part gives information on traditional medicine
4. The fourth part covers a range of other therapies and diagnostic
procedures.

An abbreviated FASTtrack version of this book, covering the major top-
ics and providing self-assessment exercises, was also published by the
Pharmaceutical Press in 2008. It has been designed as a resource to as-
sist students preparing for examinations

Steven B Kayne
Glasgow, August 2008
steven.kayne@nhs.net
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Infroduction to the complementary

concept of healthcare

Steven B Kayne

Definitions

Trying to construct a definition that covers a large heterogeneous group
of complementary and alternative therapies is difficult. Many therapies
are well known whereas others may be exotic, mysterious or even dan-
gerous. Some relaxation techniques, massage therapies, special diets and
self-help groups could be considered to be lifestyle choices rather than
true therapeutic interventions, although it could be argued that an
enhanced feeling of well-being is sufficient to warrant the inclusion of a
procedure in the latter.

Support for the complementary notion of healthcare is far from
universal. Saks rejects the term complementary and alternative
medicine (CAM) because, in his view, it ‘excludes therapies such as
homoeopathy which in their purest form are based on philosophies that
fundamentally conflict with medical orthodoxy’.! He opts for the term
‘alternative medicine’ and defines it thus:

Alternative Medicine can be taken to encompass all the health care prac-
tices that at any specific point in time generally do not receive support
from the medical establishment in the British context, whether this be
through such mechanisms as orthodox medical research funding, sympa-
thetic coverage in the mainstream medical journals or routine inclusion in
the mainstream medical curriculum. (page 4)

The term ‘alternative’ is used widely in the USA, the point being
made that not all alternative therapies complement allopathic
medicine.> The opposite approach has been expressed by a paper in
which the authors’ aim was to determine the association between the
use of non-conventional and conventional therapies in a representative
population survey.? A total of 16 068 people aged 18 years or older
were involved in the study. Participants were asked about their visits to
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non-conventional and conventional practitioners during the past year.
From the resulting data it was estimated that:

e 6.5% of the US population had visited both types of practitioner
during the year studied

e 1.8% visited only non-conventional practitioners

e 59.5% visited only conventional practitioners

*  32.2% visited neither type of practitioner.

It appeared, therefore, that unconventional therapies were being
used to complement orthodox treatments rather than to replace them.

In fact, CAM is often used alongside orthodox medicine (OM) to
treat different aspects of a disease. Rarely are the two therapies used
to treat exactly the same symptoms. In fact evidence suggests that
many Americans use CAM in addition, rather than as an alternative
to, OM.*

The following definition has been suggested by colleagues working
at Harvard Medical School:’

Alternative medicine refers to those practices explicitly used for the pur-
pose of medical intervention, health promotion or disease prevention
which are not routinely taught at US Medical Schools nor routinely
underwritten by third-party payers within the existing US health care
system. (page 5)

Lannoye has suggested that it may be misleading to make a firm distinc-
tion between the terms ‘complementary’ and ‘alternative’, because it is
the precise context within which a therapy is being used that will
determine just how it should be defined at any one time.°

Not all proponents of complementary medicine agree with the
terms ‘complementary’ and ‘alternative’. They believe that the use of
such terminology serves to emphasise the gap between the OM and
CAM approaches. They would prefer to see the various CAM therapies
referred to as specialities within an integrated medical system of
practice (see Chapter 2) and not grouped together under a separate label.

Complementary and alternative medicine is frequently described by
what it is not, rather than what it is. Thus, it may be described as being
‘not taught formally to health professionals’ or ‘not having a robust evi-
dence base’. Current definitions often obscure the debate about holism
and integrative care and give therapies and therapists precedence over
patients in the design of healthcare systems, for example:”

CAM is a group of non-orthodox and traditional therapies that may be
used alone, or to complement orthodox or other non orthodox therapies,
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in the treatment and prevention of disease in human and veterinary
patients. (pages 413-16)

The term ‘traditional therapy’ is defined in Chapter 11. Ernst et al
have proposed the following definition:®

Complementary medicine is a diagnosis, treatment and/or prevention
which complements mainstream medicine by contributing to a common
whole, by satisfying a demand not met by orthodoxy or by diversifying
the conceptual framework of medicine.

This definition poses at least two questions:

1. What is meant by ‘mainstream’?
2. Whom does complementary medicine seek to satisfy?

A rather more comprehensive definition by the Cochrane Collaboration
was reported by Zollman and Vickers in 2000.° The Cochrane
Collaboration is an international organisation that aims to help people
make well informed decisions about healthcare by preparing, maintain-
ing and promoting the accessibility of systematic reviews of the effects
of healthcare interventions. The main output of the Collaboration is
through the Cochrane Library an electronic database that is updated
quarterly and distributed on CD-Rom and via the Internet.
The Cochrane definition is as follows:

CAM is a broad domain of healing resources that encompasses all health
systems, modalities and practices and their accompanying theories and
beliefs, other than those intrinsic to the politically dominant health systems
of a particular society or culture in a given historical period.

CAM includes all such practices and ideas self-defined by their users
as preventing or treating illnesses or promoting health and well-being.
Boundaries within CAM and between the CAM domain and that of the
dominant system are not always sharp or fixed.

The definition of CAM differs slightly from country to country. For
example, in Japan, Japanese herbal medicine (part of Kampo medicine)
and acupuncture are covered by public health insurance, so Japanese
practitioners of Kampo and acupuncture would object to their inclusion
in CAM and would rather regard themselves as belonging to the authen-
tic traditional medicine. However, these treatments are categorised as
CAM in Europe and the USA.

The following definition is preferred by the author because it
implies a greater degree of flexibility:

CAM is a group of non-orthodox and traditional therapies that may be
used alone, or to complement orthodox or other non-orthodox therapies,
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in the treatment and prevention of disease in human and veterinary
patients.

It would be appropriate to offer two further definitions at this stage.

Patients: by convention anyone who is unwell is usually called a patient
derived from the Latin patior — ‘to suffer’. Throughout this book this
generic term will be used to identify people who are unwell, whether
they are to be treated by orthodox or complementary medicine. This is
not meant to imply that other words such as ‘client’ or ‘customer’ are
inappropriate in certain circumstances, merely that one word is being
used to prevent confusion.

Disease is used in its orthodox sense to mean the following related items,
collectively recognised as having a separate coexistence and origin:

® A group of subjective problems reported by the patient (symptoms)

®  Objective alterations in body functions, usually identified by a
trained observer (signs)

e The results of various investigations or procedures (investigations).

It has been pointed out that disease and health are commonly thought
of as distinct opposites.'? In fact, both may be considered to be facets
of healthy functioning, each necessary for the other and each giving rise
to the other. Thus, disease may be thought of as a manifestation of
health — it is the healthy response of an individual striving to maintain
equilibrium within his or her body. Disease can be viewed as a mean-
ingful state that can inform health professionals how to help patients
heal themselves. People’s problems then become ‘diseases of meaning’.

The art and science of medicine

Throughout history there have been two separate traditions in the prac-
tice of medicine. One is the so-called ‘art of healing’ and usually
involves its own specialised brand of training and relies mainly on a pre-
scriber’s intuition and patient perceptions of successful outcomes. The
tradition should not be confused with the art of healing programme, an
initiative that aims to use the arts as a form of therapy to soothe
patients’ minds and bodies and help them on their path to recovery!!
(see Chapter 18). The second tradition, the ‘science of healing’, is based
on technological and scientific ideas and leaves much less opportunity
for practitioners to express an innovative and intuitive approach to
medicine.
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In the past, the phrase ‘art of medicine’ was often applied to the
practice of CAM. Practitioners have used the phrase to cover up a good
deal of muddled thinking and uncritically accepted prejudices. The term
is perhaps most misleading when applied to aspects of medical practice
that are amenable to empirical study but about which sufficient data
have not been accumulated. Practitioners commonly used the word
‘philosophy’ in a similar context, e.g. ‘My philosophy for using antihis-
tamines to treat allergies is . . .”. Implicit in such usage is the erroneous
assumption that what has been labelled a matter of philosophy or per-
sonal opinion is thereby exempt from rigorous evaluation. This view
has hampered the progress of CAM. However, the situation is being
forced to change with the growing importance of evidence-based
medicine to purchasers, providers and patients alike.

There has not always been a clear and strict division between art and
science.'? The purpose of anatomical images from the Renaissance until
the nineteenth century had as much to do with aesthetics and disclosing
the ‘divine architecture’ as with the intention of medical illustration.
Medical science was more closely linked with a ‘naturalistic observation’
than with ‘intervention’, and this was the dominant view until well into
the nineteenth century. Since then scientific medicine and non-scientific
medicine have interacted. In some cases this interaction has had pos-
itive results, with one supplying features that the other has lacked, e.g.
homeopathic remedies may be used alongside orthodox medicines to
treat different aspects of the same disease. Complementary therapies
usually stress the idea of restoring a patient’s overall wellness rather
than merely seeking a reduction in any particular clinical symptom.

Unfortunately, there has been considerable suspicion, and scepti-
cism, voiced by members of the scientific and medical community when
referring to CAM. Orthodox medicine insists that the evidence support-
ing CAM is flimsy or absent.!3!* Some treatments are not supported by
any randomised clinical trials at all. In other cases there are trials that
are methodologically flawed with inappropriate conclusions. Sceptics
go on to claim that the inability to explain mechanisms of action of
most complementary disciplines equates to a simple placebo response at
best, and quackery at worst. CAM proponents point out that many
orthodox interventions are not proven to be effective beyond reason-
able doubt nor can their mechanisms be adequately explained, yet they
still remain in routine use. Further a placebo effect is evident in ortho-
dox medicine. A study testing pain relief from analgesics showed that
merely telling people that a novel form of codeine that they were taking
(actually a placebo) was worth $US2.50 (£1.25 or €1.58) rather than
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10 cents increased the proportion of people who reported pain relief
from 61% to 85.4%.!> When the ‘price’ of the placebo was reduced, so
was the pain relief.

Modern scientific thinking believes that knowledge should be
pursued by the following criteria:'®

e Objectivism: the observer is separate from the observed

®  Reductionism: complex phenomena are explainable in terms of
simpler component phenomena

e  Positivism: all information can be derived from physically
measurable data

®  Determinism: phenomena can be predicted from scientific laws
and environmental conditions.

Complementary medicine just does not fit into this mould. Most
complementary disciplines have developed from patient-oriented stud-
ies — observational and anecdotal information assembled over hundreds
and, in some cases, even thousands of years. This does not answer the
very real criticisms about lack of detailed evidence of effectiveness or
concerns over possible dangers.

Complementary and alternative approaches to healthcare

Complementary and alternative medicine is a term applied to over 700
different treatments and some diagnostic methods. A distinction is
sometimes made between CAM (involving the use of medicines or other
products) and complementary and alternative therapies (including inter-
ventions that rely on procedures alone). In this book the term ‘comple-
mentary and alternative medicine’ (CAM) is used to describe all types
of non-orthodox medicine.

The words complementary and alternative are often used inter-
changeably. In the UK, health professionals prefer to use the former
because it implies an ability to complement or complete other treat-
ments. There is evidence to show that this is what happens in practice.
Users of CAM are not so much seeking alternatives as a result of direct
dissatisfaction, but are more probably using complementary therapies
in parallel,!” except in the case of purchasing homeopathic medicines
over the counter in a pharmacy.'® Alternative, on the other hand,
implies ‘instead of’ or a choice between two courses of action, e.g.
whether to treat a patient with orthodox (or ‘allopathic’) medicine or
with homeopathy. In fact there are many instances where patients can
benefit from using the best of both worlds. It is not unusual for homeo-
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pathic doctors in the UK to prescribe an antibiotic and a homeopathic
medicine (e.g. Belladonna) on the same prescription form. In some cases
CAM practitioners may use more than one complementary discipline
concurrently. Asthma, for example, may be treated by a whole range of
therapies, including relaxation, breathing exercises, yoga, as well as
neutraceuticals, homeopathy and acupuncture.'’

It is significant that the 1986 BMA report was entitled ‘Alternative
medicine’,?? whereas 6 years later in its next report it was using the title
‘Complementary medicine’. A similar trend in the literature can be
observed over the same period of time. In the early 1990s a British phar-
macy launched an involvement in what it initially called alternative
medicine, quickly changing its promotional material to use the term
‘complementary medicine’ within some months (see also Chapter 2).

Perceptions of the OM and CAM approaches to healing

The following terms have been applied to describe the OM and CAM
approaches to healing:*!

oM CAM

Orthodox Unorthodox, unconventional
Conventional Alternative

Established Fringe

Scientific Natural

Proven Unproven

All of these words communicate a particular viewpoint, some
betraying the preconceptions of people who apply them to the practice
of medicine.

The words ‘orthodox’ and ‘conventional’ clearly imply a certain
correctness in the approach to healing. ‘Established’ similarly suggests
that a degree of authority has been applied, perhaps by learned bodies
or even society as a whole. ‘Scientific’ and ‘proven’ imply an expected,
almost guaranteed, successful outcome.

By contrast, in the other column we find ‘unorthodox’ defined as
being irregular, unwanted or unusual. From a sociological viewpoint
unconventional therapy refers to medical practices that are not in confor-
mity with the accepted standards of the medical community and there-
fore not taught at medical schools. ‘Alternative’ is a neutral word
meaning presenting a choice. ‘Fringe’ and ‘unproven’ are words associ-
ated with a wish to marginalise the subject. Used in this context ‘natural’
could mean unstandardised.
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Over recent years OM has become better at curing and helping
with diseases but worse at relieving illness and sickness, and providing
comfort. One of the key roles of CAM is in the management of illness
and sickness and the provision of human comfort.??

The healing response

What does healing mean? In the minds of many CAM practitioners heal-
ing means restoring an unwell patient to his or her own particular state
of wellness — not simply seeking to treat a condition in isolation. Does the
term mean actively treating, i.e. a meaningful intervention provided by a
practitioner during a consultation? Reilly?® has suggested that the heal-
ing response begins long before the consultation and ends long after it
finishes. A potential for change is inherent — and a creative ‘meeting’ may
be the potent agent of its release — with or without prescriptions.

Self-healing

One aspect of healing that is common to all the therapies that collec-
tively make up CAM is the belief that they work by stimulating the
body to heal itself.

This response can be initiated by administering carefully chosen
interventions — medicines or a physical procedure by the practitioner
alone during a well-structured consultation. The quality of the consul-
tation can be an important element in initiating a positive response in
human patients?* and perhaps in animals too. It is an interesting argu-
ment that, if this is indeed the case, i.e. if the interaction is so important,
then self-treating with CAM including the purchase of over-the-counter
(OTC) medicines without advice, might exclude a major source of the
healing process. Not being able to see the wood for the trees might be
the appropriate expression!

One could consider whether a definition of healing should include
a reference to a person’s intrinsic genetic or acquired ability to with-
stand disease itself, without external intervention. There are many
examples of the body’s ability to heal itself if given the chance.

Hippocrates was born on the Greek island of Kos, now a popular
holiday destination. During his lifetime it is said that people came to
him in their thousands to seek his advice for their ills. They found a
Temple of Healing dedicated to the god Asclepius. Inside the stone walls
of the Temple and beside bubbling mineral springs, the medical pilgrims
experienced a ritual relaxation programme called incubation or temple
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sleep. Hippocrates made little use of drugs, relying on fomentations,
bathing and diet. The last was very simple and included vinegar and
honey. Above all he did not attempt to interfere with nature; he made
no attempts to modify or block biochemical pathways. He knew that
many diseases were self-limiting. He is said to have believed that:

Our natures are physicians of our diseases.

Further examples come from modern times. Proportionally more sol-
diers died of their wounds in Vietnam than in the Falkland Islands
conflict between the UK and Argentina. In Vietnam helicopter evacu-
ation was quick, and casualties were given blood transfusions and kept
warm. In the Falklands, evacuation was often impossible because of the
appalling weather. Doctors could not reach soldiers on exposed moor-
land to administer transfusions. Many casualties survived despite
injuries that could have been expected to kill them. Without transfusion
natural clotting mechanisms were not disturbed and haemorrhage was
less severe. The cold weather complemented the normal effects of
shock, slowing the body mechanisms.

A second example comes from an African sex worker. Despite the
fact that over the past 20 years 1 or 2 of the 8 men she serviced each
day at a cost of less than 50p ($US1) had HIV, the girl has never become
infected. While many people are dead and dying of AIDS in Africa,
there are about 200 sex workers, all of whom appear to be disease free.
Are these girls genetically protected? When these girls give up their
repeated exposure to the deadly virus they seem to lose their immunity.
The spiritually minded might say that divine providence is at work
offering protection during the working life of these girls.

A final example of what might be called intrinsic self-treatment is
provided by the treatment of asthma. The UK has one of the highest
prevalence rates for asthma in the world, along with New Zealand,
Australia and Ireland. The 2001 Asthma Audit by the National
Asthma Campaign provided a higher estimate of the number of people
suffering with asthma in the UK than ever before. The audit estimated
that 5.1 million people — 1 in 13 adults and 1 in 8 children — were
being treated for asthma.?’ By contrast, it is almost unheard of in
parts of Africa where there is more exposure to germs in childhood,
and families are bigger. Research has found that young children in a
family are less likely to develop asthma in later childhood than their
older siblings.?® Fewer babies would develop asthma, hayfever and
other allergic diseases in the first place if they were exposed to dirt.
Parents who are over-concerned with hygiene may be weakening their
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children’s resistance. This comes as good news to grubby little boys
and girls everywhere!

The foregoing is by way of providing evidence that there does
seem to be an intrinsic ability — genetic or acquired — to self-heal one’s
body. Stimulating or encouraging this ability in some way might there-
fore be a reasonable approach to healing. This is the aim for most CAM
disciplines.

The holistic approach to healing

The term ‘holistic’ has traditionally been understood to refer to CAM.
In fact the concept is being increasingly adopted by OM.?7-28

Definition

The origin of the word ‘holism’ is attributed to Jan Christian Smuts
(1870-1950), a South African botanist and philosopher with the dis-
tinction of having the international airport at Johannesburg named in
his memory. Smuts, who was Prime Minister of his country after World
War I, wrote a book entitled Holissn and Evolution*® in which he
described holism as:

. . . the principle which makes for the origin and progress of wholes in the
universe.

He further explained his idea thus:

*  Holistic tendency is fundamental in nature.

e It has a well-marked ascertainable character.

e  Evolution is nothing but the gradual development and stratifica-
tion of progressive series of wholes, stretching from the inorganic
beginnings to the highest levels of spiritual creation.

The concept of holism is much, much older, dating back to Cicero
(106—43 BC), to whom the following has been attributed:

. a careful prescriber before he attempts to administer a remedy or
treatment to a patient must investigate not only the malady of the
person he wishes to cure, but also his habits when in health, and his
physical condition.

The precise definition of what is now understood by a ‘holistic
approach’ seems to vary between practitioners according to Rosalind
Coward.?® She found that some practitioners consider holism as the
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ability to integrate different treatments for different needs, such as using
herbal medicine for a specific ailment, acupuncture for chronic pain or
hypnosis to stop smoking. A small minority stressed that holism implied
links between individual and environment, and suggested treatments
that would balance not only the internal parts of an individual but also
the relationship between the individual and the environment. More gen-
erally, however, practitioners and patients define holism as the treat-
ment of the whole person, an approach that considers body, mind and
spirit as a single unit.
Pietroni has described holistic medicine in the following terms:3!

e  Responding to the person as a whole entity (body, mind and spirit)
within that person’s own environment (family, culture and ecological
status)

*  Willingness to use a wide continuum of treatments ranging from
surgery and drugs to nutrition and meditation

e An emphasis on a participatory relationship between practitioner
and patient

e Anawareness of the impact of the health of the practitioner on the
patient.

The World Health Organization defines health as follows: ‘Health
is a state of complete physical, mental and social well being, and not
merely the absence of disease or infirmity.” (Preamble to the Constitution
of the World Health Organization as adopted by the International Health
Conference, New York, 19-22 June, 1946; signed on 22 July 1946 by the
representatives of 61 States (Official Records of the World Health
Organization, no. 2, p. 100) and entered into force on 7 April 1948.)

The WHO Commission on Social Determinants of Health has
called for a new global agenda for health equity. In a report entitled
‘Closing the health gap in a generation’ the Commission points out that
our children have dramatically different life chances depending on
where they were born. In Japan or Sweden they can expect to live more
than 80 years; in Brazil, 72 years; India, 63 years; and in several African
countries, fewer than 50 years. And within countries, the differences in
life chances are dramatic and are seen worldwide. the poorest of the
poor have high levels of illness and premature mortality. But poor
health is not confined to those worst off. In countries at all levels of
income, health and illness follow a social gradient: the lower the socio-
economic position, the worse the health. The report cites the example
of the Carlton area of Glasgow, Scotland, where a boy growing up can
expect to live 28 years less than if he was born around eight miles away
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in the more privileged area of Lenzie. The report published in 2008 may
be viewed online at http:/tinyurl.com/5qnyu9.

It is difficult to see how this could possibly be achieved without a
holistic approach to health delivery as detailed above.

CAM and the holistic approach

Virtually all CAM practices claim to be holistic, i.e. treating the whole
person rather than a condition in isolation. This in turn leads to a highly
individual approach, which means that patients with apparently similar
symptoms may be treated in a very different manner. Conversely it also
means that particular treatments may be used to treat widely different
conditions.

When a patient visits a complementary practitioner for the first
time, the consultation may well extend to over an hour, although about
40 minutes is more usual. During this time a complete picture of the
patient will be built up. The aim is to obtain the best therapeutic out-
comes for patients, by integrating clinical expertise and knowledge with
patients’ needs and preferences, using the most current information
available in a systematic and timely way.

The CAM community has tended historically to understand
something important about the experience of illness and the ritual of
practitioner—patient interactions. It has been suggested that the rest of
medicine might do well to acknowledge the benefits of this approach.3?
Many people may be drawn to CAM practitioners because of the holis-
tic concern for their wellbeing that they are likely to experience, and
many may also experience appreciable placebo responses. Why should
OM not try to understand what alternative practitioners know and do,
because this may help explain why so many patients are prepared to pay
to be treated by them, even when many of the treatments are unproven?

Gathering information from the patient In providing holistic care the
CAM practitioner needs to obtain information on how the patient func-
tions in a normal state of wellbeing, in addition to hearing about symp-
toms that prompted the visit so that they may be returned to their own
state of good health. Environmental and social factors also have to be
considered. To obtain this information patients are often asked a list of
seemingly unrelated questions on their first visit including the following:

e What type of food do you like — sweet, salty, spicy or bland?
e What type of weather conditions do you prefer — hot, cold, wet,
dry, etc.?
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e Do you like to be with other people or do you like to be alone?

e Are you a gregarious extravert type of person or are you quiet and
introverted?

e Do you dream and if so can you remember the main subjects
involved?

Patients’ style of handwriting and colour preferences could be use-
ful in establishing various personality traits, and therefore in choosing
an appropriate therapy.>3 Personality and demeanour are important
because they can determine how a patient is treated. This procedure is
known in OM, but is usually practised covertly. For example, in an
American study, medical staff were found to have given placebos to
unpopular patients who were suspected of exaggerating their pain or
had failed to respond to traditional medication.?* The holistic practi-
tioner acknowledges that people have different personalities and treats
them, taking this fact into consideration overtly.

Practitioners may be interested in any modalities — what makes the
condition feel better or worse, or whether the condition is better or
worse at certain times of the day. The exact site of the problem will be
identified. In response to the patient’s statement ‘I have a sore throat’
the practitioner may ask ‘Is it worse on the right or left side?’
Individualised treatment appropriate to the patient can then be chosen,
the aim being to return him or her to his or her own particular state of
good health.

The consultation It is probably not possible to define a typical consul-
tation even within one discipline, let alone generalise across all CAM
consultations. Essentially the difference lies in the focus of the approach
to healthcare. CAM seeks to focus on overall health, whereas the focus
of OM is essentially disease oriented (see Chapter 3).

Consultations are so varied that any differences are only stereo-
typical, misleading or meaningless. Table 1.1 speculates as to how a
consultation with a CAM practitioner might differ from one with a
conventional healthcare provider.

The time taken for an initial consultation in which the practitioner
seeks to establish a picture of the patient’s whole health status with
detailed questioning, as outlined above, and a sympathetic unhurried
manner establishes a beneficial rapport. Kaptchuk and colleagues®®
undertook a dismantling approach to the examination of placebo effects.
In 262 adults with irritable bowel syndrome, they examined the effects
of placebo acupuncture in circumstances that involved observation only,



16 Complementary and Alternative Medicine

Table 1.1 Speculative differences between complementary and alternative
medicine (CAM) and orthodox medicine (OM) consultations

Component CAM oM

Time More Less

Touch More Less

History-taking Holistic, expansive Specific, behavioural

Patient's role Conscious, participatory Passive

Decision-making Shared with patient Practitioner tends to make
decisions (paternalistic)

Bedside manner Empathic, warm 'Professional’, cool

Language used Subjective, simple words Objective, uses jargon

sham acupuncture alone and sham procedure together with a 45-minute
consultation with the treating doctor. The consultation involved ques-
tions about the patient’s symptoms and beliefs about them, and was con-
ducted in a ‘warm, friendly manner’, with empathy and communication
of confidence and positive expectations. The second group improved
significantly more than the first group but significantly less than the
third, who improved by 37%. As the authors of a linked editorial con-
clude, the work shows that a constructive doctor—patient relationship
can tangibly improve patients’ responsiveness to treatment, be it placebo
or otherwise.

Social considerations In the early days of the current wave of interest
in CAM, some researchers were of the opinion that the holistic
approach was inappropriate, because it provided an individualistic
solution to problems of health, rather than seeking to alter the social
structure that promoted an unhealthy environment.>® The sociological
literature often highlights the fact that, in concentrating on an individ-
ual, the needs of the wider community may be overlooked.?” When
responsibility is shifted to a single person, the social structures that
constrain individual behaviour and lifestyle choices may be obscured.
It has been suggested that this emphasis on such weaknesses in the
holistic view may be one reason for its lack of acceptance by orthodox
practitioners in the past.

Notwithstanding this opinion, the idea of individualising treat-
ments is gaining acceptance and it is likely that modern biotechnology
will provide the opportunity for future orthodox medicines to be tailored
to patients’ specific requirements.3$
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Change of emphasis Many practitioners are becoming concerned that
the special holistic nature of CAM is becoming eroded by the modern
trend towards a more disease-centred approach. The increasing appear-
ance of over the counter (OTC) products that contain multiple ingredi-
ents and make the limited claims of efficacy (allowed under newly enacted
legislation) promotes self-treatment without consultation. This is in con-
trast to orthodox medicine which, in many therapeutic areas, is moving to
a more focused approach made possible by the advent of gene therapy
noted above.

Classification of CAM

The British Medical Association report in 1986 identified 116 comple-
mentary medical treatments that were used ‘reasonably often’ in the
UK;?° this number has increased considerably by now. It also includes
an uncertain number of traditional ethnic therapies. Many are well
known, others are exotic or mysterious, and some may even be
dangerous.

Pietroni presented an early classification of the different
approaches in CAM:%°

e Complete systems of healing including acupuncture, chiropractic,
herbalism, homeopathy, naturopathy and osteopathy

e Specific therapeutic methods including aromatherapy, massage
and reflexology

e Psychological approaches and self-help exercises including
relaxation, meditation and exercise

e Diagnostic methods including hair analysis, iridology and
kinesiology.

In their report published in 20004’ the House of Lords Select
Committee on Science and Technology divided CAM therapies into
three groups (Table 1.2):

1. Group 1 embraces disciplines that have an individual diagnostic
approach and well-developed self-regulation of practitioners.
Research into their effectiveness has been established, and they are
increasingly being provided on the NHS. The report says that
statutory regulation of practitioners of acupuncture and herbal
medicine should be introduced quickly and that such regulation
may soon become appropriate for homeopathy. Some progress has
been made in establishing statutory control over the practice of
certain CAM disciplines.



18 Complementary and Alternative Medicine

Table 1.2 House of Lords’ classification of complementary and alternative

medicine (CAM) disciplines”

Group 1
Acupuncture
Chiropractic
Herbal medicine

Group 3A
Anthroposophical medicine
Ayurvedic medicine
Chinese herbal medicine

Homeopathy Eastern medicine

Osteopathy Naturopathy
Traditional Chinese medicine

Group 2 Group 3B

Alexander technique Crystal therapy

Aromatherapy Dowsing

Flower remedies Iridology

Hypnotherapy Kinesiology

Massage Radionics

Meditation

Nutritional medicine

Reflexology

Shiatsu

Spiritual healing

Yoga

2. Group 2 covers therapies that do not purport to embrace diagnostic
skills and are not well regulated.

3.  Group 3 covers other disciplines that either are long established
but indifferent to conventional scientific principles (3A) or lack
any credible evidence base (3B).

There were criticisms of the Lords’ classification, in particular the
lowly status given to Chinese herbal medicine (CHM) by placing it in
category 3A. Lambert complained in a letter to the Lancet*' that the
classification ignored the existence of research that has shown the use-
fulness of CHM in many disorders. Evidence supports its provision in
state hospitals throughout China, alongside conventional medicine.*? It
is suggested that, although the research is of variable quality, it should
still not be ignored. Furthermore, promising trials have been carried out
in the west, including two successful, double-blind, placebo-controlled
trials of a Chinese formula for atopic eczema which concluded that ‘there
is substantial clinical benefit to patients who had been unresponsive to
conventional treatment’. 43

The US National Center for Complementary and Alternative
Medicine (NCCAM) classifies CAM in five domains:*
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1. Alternative medical systems

2. Mind-body interventions

3. Biologically based therapies

4. Manipulative and body-based methods

5. Energy therapies.
In this book the therapies are divided into the following categories:

e Therapiesprincipallyinvolvingthe use of remedies (e.g. homeopathy)

e  Therapies based on traditional use (e.g. traditional Chinese
medicine)

e Complete complementary systems (e.g. naturopathy)

e  Diagnostic procedures (e.g. iridology and jinesiology)

e Manual therapies (e.g. massage and reflexology)

*  Mind body therapies (e.g. meditation and reiki).
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Infegrative medicine — incorporating
complementary and alternative

medicine info practice

Iris R. Bell

Introduction

The purpose of this chapter is to provide an introduction to the con-
cepts, practice and controversies of integrative medicine.!™ The terms
‘complementary and alternative medicine’ (CAM) and ‘integrative
medicine’ (IM) are often used interchangeably in professional and lay
discussions of healthcare. However, CAM and IM are labels for over-
lapping but not identical ways of considering and practising a wide
range of clinical interventions. ‘CAM’ as a term refers more to what
type of (CAM) treatment and how a provider prescribes the treatment
(in a complementary or alternative way relative to conventional care),
whereas IM describes a type of clinical practice by a conventional med-
ical provider who adds CAM to his or her total toolkit of conventional
therapies (Table 2.1).

Features of IM

One influential group of physicians who describe their practices as inte-
grative offers a much broader definition of their clinical field, which
goes beyond merely employing CAM modalities as clinical tools. The
Consortium of Academic Health Centers for Integrative Medicine,® for
example, defines IM on its website as follows:

Integrative Medicine is the practice of medicine that reaffirms the import-
ance of the relationship between practitioner and patient, focuses on the
whole person, is informed by evidence, and makes use of all appropriate
therapeutic approaches, healthcare professionals and disciplines to
achieve optimal health and healing.
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Table 2.1 Definitions of complementary, alternative and integrative medicine®

Label Status relative to western Comments

conventional medicine
Alternative Used instead of A form of healthcare often, but not
medicine conventional medicine always, with a lengthy historical

Complementary  Used as adjunct to and

medicine

Integrative
medicine

in combination with
conventional medicine

Blended medicine provided
by mainstream healthcare
providers, primarily medical
doctors, employing and/or
referring patients to both
conventional and CAM
modalities fo treat
conventionally diagnosed
conditions

tradition. Leading whole system
forms of alternative medicine,
such as traditional Chinese
medicine, classic homeopathy,
ayurveda, naturopathy and
various indigenous healing
systems, usually have
philosophical, diagnostic and
therapeutic approaches that
differ significantly from those of
western medicine and from each
other. Treatment addresses the
alternative medical diagnosis,
not necessarily the western
medical diagnosis

Examples — a single herb,
acupuncture or a homeopathic
remedy, often taken out of its
usual full diagnostic and
therapeutic context from an
alternative medical system and
prescribed or used in addition to
conventional drugs to treat a
western diagnosis or side effect(s)
of conventional pharmaceutical
drugs

A metasystem of systems of care
created by each provider who
assembles an individualised
package of care drawn from
conventional and CAM options.
The choices are more idiosyncratic
to the provider and patient rather
than driven by a specific
alternative theory of health and
disease
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Table 2.1 Continved

Label Status relative to western Comments
conventional medicine

Some IM physicians follow a
general philosophy of stimulating
self-healing within the patient and
providing care as a partner rather
than an authority figure. However,
the diagnoses are still typically
western medical labels with an
overlay of focus on global healing
rather than cure, quality of life,
biopsychosocial issues and
spirituality

aThe politically dominant form of healthcare, western/allopathic/mainstream/conventional
medicine, defines other forms of healthcare in relation to itself, using the terms in the table.
CAM, complementary and dlternative medicine; IM, integrative medicine.

Thus, IM for some providers involves a strong reorientation to
patient-centred rather than disease-centred care and the role of the pri-
mary provider as partner and educator rather than as authority figure.
The principle of starting with the lowest risk options (which are often
from CAM rather than pharmaceutical/surgical models of care) is also
foremost in certain forms of IM.! Detractors of the broad definition of
IM often question what differentiates an IM practitioner from any good
primary care provider. The answer to the latter question often refers to
the inclusion of CAM modalities in routine IM practice and the reliance
on treatments to stimulate the self-organised healing capacity from
within the patient, rather than on the treatments themselves, to cure
disease from outside the individual.'-

Practice models and roles

Medical physicians see IM as their domain, often with themselves as the
most influential hubs for orchestrating overall care — with CAM practi-
tioners as lesser members of a multidisciplinary team. Interestingly,
Boon et al.” described seven different possible conceptual models for
team provision of both conventional and CAM treatments in Canada,
i.e. parallel, consultative, collaborative, coordinated, multidisciplinary,
interdisciplinary and integrative practice. In preliminary follow-up
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research, conventional physicians prefer models similar to current
biomedical practice situations, in which a medical physician directs
overall care and refers patients to CAM providers as multidisciplinary
team members. Many CAM practitioners prefer a more distinct role
with autonomy from MDs, involving parallel practice models in which
CAM and conventional providers offer separate lines of care to
patients.3-1°

The risks for treatment interactions and poorer outcomes from
inadequate communication and coordination among providers caring
for the same patient are obvious even in conventional care teams.
Patients often do not tell providers about other providers whom they
see or other drugs that they take,!! nor do they routinely recognise the
importance of insisting on professional communication among all of
their providers for their own safety. Anecdotal problems from commu-
nication failures in CAM and IM include cases of adverse interactions
and/or side effects between herbs (e.g. Gingko biloba) or nutrients (e.g.
high-dose vitamin E) and drugs, leading to, for example, impaired
platelet aggregation and poor coagulation during surgeries.'>~1#

History-taking in IM

As a result of the IM emphasis on patient-centred and preventive care
through lifestyle modification, intake and follow-up clinical histories
are typically broader and less focused in scope than contemporary con-
ventional care visits. IM providers tend to spend more time with each
patient during a clinic visit (e.g. 1-2 hours for intake), a non-specific
factor known to improve patient satisfaction levels in both conventional
and CAM studies.®15-18

The overarching goal of IM care is generally healing (restoring
the individual’s capacity for wholeness and resilience in the face of
change and challenge) rather than, necessarily, a defined cure of a
specific condition (though conventional medical ‘cure’ outcomes can
and do occur).'® Consequently, history-taking encompasses a compre-
hensive review with the patient not only of a full conventional medical
and medication history, but also of biopsychosocial and spiritual
aspects of the individual’s life and context for the presenting complaint.
Details include history of customary diet, exercise and habits, social
network and support history, spiritual beliefs and practices, as well as
specific information on all non-drug interventions such as nutritional
and herbal supplements, homeopathic treatments, and self- and
provider-administered forms of CAM.!2
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Complementary versus alternative uses of therapies in IM

As defined by the Cochrane Collaboration,'” complementary therapies
are treatments that fall outside acceptance by the politically dominant
form of medicine (variously termed western, allopathic, mainstream or
conventional medicine), but used adjunctively, with mainstream western
medicine, to treat conditions diagnosed within the conceptual frame-
work of western medicine. An example of complementary care would
be the addition of self-hypnosis or provider-administered acupuncture
as an adjunct to the usual standard care with physician-prescribed anal-
gesic drugs and standard wound care for management of post-surgical
pain. As another example, some cancer patients use CAM supplements,
such as ginger-based products or Chinese herbs, for chemotherapy- or
radiation-induced nausea and vomiting, i.e. a complementary use of
an unconventional treatment to address side effects of a mainstream
treatment for a life-threatening disease.

In contrast, alternative therapies are treatments falling outside
acceptance by the politically dominant western form of medicine and
used to modify the primary disease, thereby replacing or eliminating
western medicine for a given clinical problem. For instance, some
providers of traditional Chinese medicine (TCM, which is a multi-
faceted intervention with thousands of years of history far exceeding
that of modern western medicine) would use complex, coordinated
packages of care, including acupuncture, mixtures of multiple Chinese
herbs, dietary changes, tai chi or qi gong and other modalities, to treat
a patient with, for example, chronic hepatitis, for the imbalances under-
lying vulnerability to expressing the disease itself. Providers of TCM
would also assert the necessity to perform their own diagnostic proce-
dures to determine the proper treatment package, leading to different
types of aetiological labels for patients with the ‘same’ western medical
diagnosis.?’

Thus, a group of patients with a seemingly homogeneous western
diagnosis would probably receive a heterogeneous range of TCM diag-
noses, based on TCM theory. Each TCM diagnosis would guide devel-
opment of multi-faceted, individualised packages of care, rather than a
one-size-fits-all standardised treatment for each patient.?'>> An under-
lying assumption in many forms of CAM, especially whole systems,
such as TCM, homeopathy and ayurveda, would be that the multiple
treatment components are necessary to work together towards a com-
mon goal of catalysing healing in the person as a whole intact network
or complex system,?3 as opposed to prescribing a single ‘magic bullet’
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drug or purified agent to foster a good outcome for each separate body
part. Similarly, some IM physicians see the overall treatment package
that draws on multiple approaches to healing as an interrelated, whole
system with an impact that is greater than the sum of the separate parts.

Even when a healthcare professional tries to offer patients guid-
ance from an ‘evidence-based’ point of view, the data on real-world out-
comes of individualised packages of care are almost non-existent. Most
available evidence, influenced by the reductionistic pharmaceutical trial
model for randomised controlled trials (RCTs), addresses only isolated
efficacy trials of single interventions, one by one, rather than the effect-
iveness of combined complex interventions characteristic of real-world
practice. Reports from some pragmatic and observational trials on large
samples of patients, cost-effectiveness studies and intensive self-report
interview data from qualitative research may end up filling clinicians’
need for information on how real patients fare under treatment with
such multi-faceted interventional programmes.®->4-34

Individualised care

Complementary and alternative researchers have formalised recognition
of the diagnostic differences between western and CAM practices by
introducing a dual selection procedure into their clinical trial designs.3’
In acknowledgement of the dominance of western medicine, they first
identify a group of patients who are homogeneous by western diag-
nosis, and then permit the CAM providers to make their own indi-
vidualised diagnoses within their system of care, thereby generating
multiple, highly heterogeneous subgroups carrying both western and
CAM labels.?? The data from at least one study of Chinese herbal com-
binations for treatment of irritable bowel syndrome support the import-
ance of determining the individualised CAM diagnosis and treatment
plan. In a double-blind trial published in the Journal of the American
Medical Association, both standardised and individualised herbal com-
binations were superior to placebo in reduction of symptoms after 16
weeks, but only the subgroup receiving individualised herbs maintained
improvements 14 weeks after the end of the trial.3¢

Interestingly, other researchers reported that acupuncture, when
taken out of context from the rest of TCM (e.g. with herbal mixtures
and other treatments), was effective only for some recurrent cystitis
patients who met criteria for one of several different TCM diagnoses.?’
The latter study, taken together with other emerging research of individ-
ual differences, suggests that IM practitioners may be able to draw on



Infegrative medicine — incorporating complementary and alternative 29

CAM diagnostic systems and other types of clinical research of individ-
ual differences to triage patients clinically to the care programmes most
likely to help them.3”-3° Not only do patients with a given western med-
ical diagnosis differ from each other within other (CAM) types of diag-
nostic frameworks, but they also may differ in their capacity to respond
to an isolated CAM modality taken out of its own context for inclusion
in an ‘integrative’ medical treatment package.

For clinicians, research designs may seem too remote from everyday
practice to be relevant. Even in mainstream medical practice, primary
providers acknowledge great difficulty in applying results of idealised
RCTs on single drugs to the average complex patient in their surgeries.*’
Some investigators in both mainstream**> and CAM?%:33:43:4* clinical
research have begun to point out the advantages of performing good
observational and/or pragmatic rather than RCT studies to assess
treatments in a more real-world context of practical relevance to actual
clinical circumstances, i.e. practising clinicians encounter many com-
plex patients with multiple conditions, multiple treatments, differential
treatment responsivity and side-effect profiles, individual preferences
and tolerances, and cultural/familial/social modifying factors for effec-
tiveness (even when a treatment has itself demonstrated efficacy).!

Moreover, for any clinician attempting to implement ‘evidence-
based’ IM practice, it is crucial to understand the significant method-
ological problems and challenges that arise in interpreting even
‘high-quality’ CAM-related research papers, in order to put the findings
of any given study into appropriate perspective, i.e. ‘high quality’ refers
to the quality for internal validity from a conventional medical design
and reporting perspective, assuming that the intervention can be stan-
dardised and administered to allopathically homogeneous patient pop-
ulations. Both the assumption of treatment standardisation, which is
fair to evaluate purified pharmaceutical drugs, and the assumption of
patient sample homogeneity based on western medical diagnosis are
often inappropriate for meeting external validity requirements in stud-
ies of complex CAM and IM interventions requiring individualised
CAM-based diagnoses and multidimensional treatment plans. As IM
practice usually involves more than one treatment approach, the emer-
gence of IM brings to a head the necessity of developing better ways of
generating high-quality study data useful to clinicians.*~*

Even in mainstream medicine, it is a rare clinician who can use
only one intervention in a patient, at least in an individual with chronic
diseases and the need for multiple drugs for multiple health problems
and side effects. Survey data demonstrate that CAM users constitute
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from a third to a half or more of the population. Many surveys have
also shown even higher prevalence of CAM utilisation in people with
existing chronic conditions for which mainstream care either has failed
to produce benefit or offers risks that patients find unacceptable. As
CAM users rely a great deal on natural products for self-care in both
acute and chronic health problems (e.g. 19% of the US population use
supplements that have the potential to interact with pharmaceutical
drugs*®), mainstream clinicians must expand their knowledge base of
CAM, whether or not they practise IM.

Emergent properties of natural products and coordinated packages
of care

Apart from the question of individualised diagnosis and treatment,
another major claim within IM is the importance of leaving natural
products intact rather than seeking to extract and prescribe purified
components. The actual evidence for the presumed value of leaving nat-
ural products intact (i.e. using the whole herb rather than a purified
extract) and/or combining treatments for presumed positive synergy is
mixed.

A recent basic science study,* for instance, demonstrated that a
purified extract of curcuminoids from the spice turmeric exert a strong
anti-inflammatory effect in an experimental animal model for arthritis.
In contrast, the crude intact turmeric inhibited such benefits, suggesting
that, for this specific situation, a conventional pharmaceutical drug
development approach may be more helpful than a CAM-derived
reliance on an intact natural agent. On the other hand, data suggest that
multiple vitamins and minerals together, i.e. inherently complex mix-
tures of nutritional supplements that naturally work together in the
body’s biochemical networks, may be beneficial for preventive care,°
whereas high doses of individual vitamins — used pharmaceutically by
themselves as drugs at non-physiological doses — may be harmful under
certain conditions.”!

A lesson from the available research is that IM providers need to
be cautious in assuming that they can take CAM treatments out of their
original context to assemble blended treatment programmes designed
from a western medical perspective. Any given CAM treatment may
originate as part of a package of care geared to treat the CAM diagno-
sis in the person as a whole, not the western diagnosis. An IM physician
runs the risk of using CAM as though it were a drug. Unintended
outcomes could include no benefit, where some might otherwise be
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possible in a proper context, or even adverse effects from imbalanced
use of treatments in isolation from each other.

Who practises IM versus CAM?

Healthcare professionals

The term ‘integrative medicine’ refers more to a form of practice by
western-trained and -licensed physicians and allied health professionals
who add CAM treatments into an otherwise ‘conventional’ practice
than it does to any specific type of intervention as such. IM providers
are typically medical doctors or nurse practitioners, whereas CAM
practitioners could be licensed conventional providers or naturopaths,
acupuncturists or doctors of oriental medicine, chiropractors,
osteopaths, hypnotherapists, professional homeopaths, or laypeople
performing self-care or alternative healthcare for clients. CAM providers
may or may not practise under regulated licensing boards or certifica-
tion bodies, depending on their field and location of practice. As many
CAM providers are not licensed physicians or conventional allied health
professionals, they offer CAM therapies to patients, but not necessarily
IM ones. Treatments become ‘complementary’ or ‘integrative’ by the
patient’s actual use of both conventional and unconventional therapies.

Patients as integrators

At present, IM itself is a meta-system of systems of care that is poorly
delineated.? There are no widely accepted standards of practice or cre-
dentials for IM providers. Meanwhile, with or without an IM provider,
patients who use both conventional and CAM interventions are devel-
oping their own idiosyncratic, ‘integrated’ treatment programmes,
often without overall professional guidance as to potential benefits
and risks of the total package of care. Numerous studies demonstrate
that the vast majority of CAM-using patients also use conventional
western care, when available to them. In fact, over half of CAM users
in the USA indicated a belief that combining conventional and CAM
treatments would help.*®

Some findings reveal distinct differences in decision-making pro-
cesses among patients who use conventional-only, CAM-only or com-
bined conventional and CAM treatments.’> Moreover, patients who
have ever used a high number of different CAM modalities and/or
certain types of CAM (e.g. energy medicine or whole systems such as
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homeopathy and TCM) exhibit individual baseline differences in cross-
culturally consistent personality traits such as greater openness to
experience, or the related genetically based trait — absorption in internal
and external experiences.*3** Thus, it is important to recognise that, even
among people who seek out and use IM treatment, individual patients
- and providers — differ in their attitudes towards specific aspects of IM
and preferences for specific CAM modalities.

Integrating IM into healthcare systems

Some CAM training leads to formal licensing and/or government-issued
credentials, but not necessarily. Countries and municipalities differ
markedly in their laws and regulations concerning the credentials of
doctors and various types of CAM practitioners. Thus, in 4-year
accredited US naturopathic colleges, students would take courses rele-
vant to mainstream medicine, such as anatomy, physiology, biochem-
istry, pharmacology, but people obtaining a naturopathic degree from a
non-accredited programme could have entirely different educational
experiences. Moreover, the teaching of basic medical sciences for CAM
providers might focus more on concepts and findings of clinical rele-
vance to the CAM practice rather than to western medicine. In short,
CAM providers may or may not practise western medicine in any way
and therefore, by definition, are not offering IM as such to their
patients. A medical doctor diagnoses and treats disease as defined by
western medicine. Legally, CAM providers are not practising medicine
without a licence if they avoid using western medical diagnoses and
treatments. Some clinical training programmes in IM have developed
at academic health centres in the USA, including forging proposed
competency models for IM education.!”

Again, the theme running consistently through use of the terms
‘CAM’ and ‘IM’ is the implicit assumption that mainstream western
conventional medicine and its practitioners are ‘superior’ to other types
of therapy. Implicit in such use of language is the assumption that west-
ern medical doctors and allied health professionals are still the final
authorities on health and healthcare. If their form of science (i.e. double-
blind, placebo-controlled RCTs, originally developed in the mid-1900s
to test pharmaceutical drug agents) ‘proves’ the efficacy of an uncon-
ventional therapy to act in a drug-like manner in treatment of a west-
ern diagnosis, IM providers will accept the unconventional treatment as
a drug surrogate — and assimilate it into their practices. If a treatment
does not behave like a drug in an RCT, however, IM practitioners may
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find themselves rejecting treatments that could help specific individuals
not recognised as a subgroup within an RCT design.?’

Furthermore, CAM philosophies and some approaches to IM raise
other issues, e.g. the question of the goals of the care as such. In the
CAM and IM worlds, providers emphasise the World Health
Organization’s definition of health as follows:

Health is a state of complete physical, mental and social well-being, and
not merely the absence of disease or infirmity.

At a practical level, does the nurturance of wellness, not merely the
removal of disease, fall within the mission of the health professions?
Should third party payers, including government healthcare services,
pay for a person without disease to enhance their wellness? Many
IM clinics in North America have failed to find viable financial mod-
els under which to offer their care programmes. Some have found
unusual compromise solutions by offering the high-tech, conventional,
western diagnostic and treatment services that generate revenue in
order to support the low-tech, health-promoting, CAM-derived care
that does not.

What are the unique risks of IM to the patient?

It is striking that the relatively rare instances of serious adverse effects
from a given natural product supplement or a CAM therapy receive
widespread attention in both the professional and the lay media. The
consistently worrisome reports of severe morbidity and mortality from
western medical tools, including properly prescribed drugs, as well as
the risks of improperly prescribed drugs (e.g. antibiotics for viral infec-
tions, leading to emergence of drug-resistant strains of bacteria) lead
many IM providers to favour CAM modalities with better safety track
records in widespread community use as the first, rather than secondary
or tertiary, line of treatment.! Some data suggest that inclusion of cer-
tain types of CAM in an IM practice can, in certain settings, reduce
overall patient care costs, generate higher patient acceptability and
adherence, and lower incidence of adverse events.’>® Concerns about
possible interference of dietary supplements with effectiveness of
chemotherapeutic agents persist, but evidence for harm is not definitive.
In fact, many studies suggest potential improved survival outcomes in
cancer patients who add antioxidants during conventional oncology
treatments with chemo- or radiotherapy.*’
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Nevertheless, for any provider who includes CAM in practice,
certain risks and potential liabilities exist, e.g. the lack of regulatory
oversight in many countries has led to manufacturing failures and
abuses. Numerous nutritional and herbal supplements do not neces-
sarily contain the amounts of ingredients listed on the labels. Some
introduce dangerous contaminants and toxicants into the supplements
themselves, such as lead, hormones and pharmaceutical drugs in vari-
able amounts. Previous problems with tryptophan supplements
stemmed, at least partly, from a contaminant produced by the manufac-
turing process itself in a major supplier. More recently, kava-kava
products, originally touted as valuable for treating mild anxiety and
related problems, caused notable, albeit fairly rare cases of fulminant
liver damage, perhaps because of the use of alcoholic extracts in west-
ern processing (differing from traditional preparation methods). The
herbal mixture PC-SPES, found initially helpful for treating men with
prostate cancer,®®! turned up with significant oestrogenic and other
contaminants in some batches.®?

Apart from contaminants, excessive long-term use of high-dose
vitamin B6 (pyridoxine) can lead to peripheral neuropathy that may or
may not reverse upon discontinuation. In certain cases, the herbal
St John’s wort, used for mild-to-moderate depression, can adversely
affect levels and/or activity of oral contraceptives, and anti-HIV and
some cancer chemotherapy agents, among others. Several excellent
reviews summarise specific concerns for monitoring drug—herb and
drug-nutrient interactions.®*” For example, a recent Canadian review
noted that patients who are female, older, in the lower socioeconomic
levels, and already treated for diabetes or hypertension have elevated
risk of at least one such reaction. However, the clinical significance of
the potential interactions is not as yet established. In the UK, similarly,
older individuals — who often take multiple prescription drugs — carry
an increased risk of drug interactions with dietary supplements.®®

Both pharmacokinetic and pharmacodynamic interactions are
risks in IM involving natural supplements, albeit at an apparently low
incidence, from available data. Although other forms of CAM also can
cause adverse effects at a low rate (e.g. cases of increased anxiety in cer-
tain panic attack patients trying to meditate, serious spinal cord injury
in occasional chiropractic patients and lung needle punctures in rare
acupuncture patients), the incidence and usually severity of CAM risks
are relatively much lower than those of pharmaceutical drugs in the
hands of properly trained clinicians.
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Complementary and alternative medicine modalities such as
homeopathic remedies have a generally excellent safety record, and sev-
eral countries have greater standardisation guidelines for homeopathic
manufacturing than they do for herbal or nutritional supplements.®®-63
Notably, both healthcare professionals and laypeople sometimes con-
fuse or mistake herbal and other supplement products with homeo-
pathic remedies. The preparation procedures and standards for
homeopathic remedies, even though they derive from animal, mineral
and plant sources, differ substantially from those of herbal or nutri-
tional products. Only homeopathic products undergo systematic dilu-
tion and succussion steps as a requisite of their manufacture. The
dilution/succussion process places 24x or 12¢ and higher potencies at
concentrations beyond Avogadro’s number of molecules, but with mea-
surable evidence of biological activity and altered physical chemical
properties.®*~77

Mainstream providers often worry that patients will defer time-
sensitive conventional treatments, e.g. in cancer, when late failure of
CAM and initiation of conventional care may not be as effective in
reducing mortality as earlier intervention. However, the prevalence data
on the latter scenario across CAM users are not compelling. Most CAM
users are already using conventional care and are satisfied with their
own primary care provider, but find that the tools of mainstream
medicine are insufficient for their own personal health goals.*578

As noted earlier, even when a product reliably provides the ingre-
dients claimed on the label and nothing more, adverse reactions could
occur from interactions with other treatments involving drugs, herbs or
nutrients. Even drinking grapefruit juice can interfere with drug
metabolism. One of the more commonly reported problems is height-
ened anticoagulant effects of high-dose vitamin E or Ginkgo biloba.
Patients in the USA taking coumadin (Warfarin Sodium tablets USP;
warfarin in the UK), for example, must receive close monitoring for nec-
essary stabilisation of polypharmacy components, selection of different
agents with less risk of pharmacological interactions and readjustments
of drug doses.

Conclusions

Although controversial among CAM proponents, the regulatory envi-
ronment clearly favours the structured culture of western mainstream
medicine. For patient safety, the trend towards basic standards of train-
ing, professionalisation and providing credentials for CAM providers is
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a practical and desirable development.” At the same time, the nature of
consumer-directed healthcare choices highlights the urgency of imple-
menting formal continuing educational requirements on the potential
beneficial and harmful interactions of western medical and CAM treat-
ments, not only for conventional physicians, nurses, pharmacists and
other allied health professionals, but also for CAM providers and
consumers.%°

The shift towards regulation of consumable CAM products, such
as nutritional and herbal supplements, is a more complex and contro-
versial area. Undoubtedly, it is in the best interests of public health in
every country that dangerous products containing toxic contaminants,
drugs and hormones be detected swiftly and removed from accessibility.
The generation and enforcement of good manufacturing standards for
supplements also meet the public’s needs for safe and reliable over-the-
counter products. However, the specifics of how to set and enforce
the standards for CAM providers and for products become a difficult
challenge.

One risk is that regulators will seize upon, for example, standard-
isation of a herbal product to a single constituent on the assumption
that the constituent is the only meaningfully active component of the
herb. In some situations, this assumption may be correct and appropri-
ate. However, many herbalists argue that a single constituent strategy
could distort the true medicinal effectiveness of the intact herb and pre-
maturely exclude products with greater potential for higher benefit and
lower risk.

Another risk of regulation in CAM is that the detractors would use
their political control over setting and enforcing standards to block
certain CAM practices, practitioners and products from availability to
the public. The history of science and healthcare is replete with well-
documented and anecdotal instances of the effects of mainstream
power-holder biases on preventing challengers to the status quo beliefs
making their case and/or from offering their services.®!-%3 Recent exam-
ples where science eventually supported the ‘outrageous’ claims of med-
ical mavericks were in the role of Helicobacter pylori in causation of
peptic ulcers and the importance of elevated homocysteine levels as an
independent risk factor for cardiovascular disease.

On the one hand, the assumed superiority of western medicine falls
mainly in the areas of benefits, the presumption of scientific evidence-
based practice and regulatory standards for products and provider
credentials. On the other, long-term historical use and safety records in
real-world contexts, as well as high levels of patient acceptability within
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certain cultural and/or ethnic communities, actually favour many CAM
therapies over more modern western approaches.

In short, whether or not a mainstream provider favours, dis-
favours, uses or does not use CAM for themselves or their patients,3%8
the consumer-based reality is that all providers are thrown into dealing
with patients who use both CAM and conventional medicine in most
healthcare settings. All responsible healthcare professionals must seek
continuing education in CAM and monitor the literature for appropri-
ately designed and implemented studies of packages of care in IM. IM,
as a field, is in its infancy, but the extent of consumer expectations
requires rapid maturation at the clinical, educational and research
levels.
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Delivering complementary and

alternative medicine

Steven B Kayne

The demand for complementary medicine

Patients’ requirements for healthcare

Patients require the following four features of a healthcare system.!

Treatment and care that work

Patients’ perceptions of what constitutes ‘better’ or ‘improved’ may
differ from the opinion of their healthcare provider and is taken into
consideration in complementary and alternative medicine (CAM) by the
use of patient-oriented outcome measures.

Good relationship with practitioner

Patients put their relationship with their doctors as second only to that
with their families.?> This includes such features as ‘a feeling of comfort’,
‘getting support and sympathy’, being told the truth, getting valid
explanations, being treated as a person’, etc. It would appear that the
relationship between the patient and prescriber is a highly significant
factor in determining whether or not patients adhere to treatment regi-
mens and to what extent they improve.? Patients need empathy and
understanding in order to express their preferences, values and fears.
Evidence is not enough: healthcare providers need to communicate with
patients, listen to their concerns, elicit their values, be involved and
really care about them. They also need to integrate the evidence with
patients’ values and preferences.* Building concordant relationships may
depend on practitioners developing strategies to establish individuals’
preferences for involvement in decision-making as part of the ongoing
prescriber—patient relationship.’ The holistic basis to CAM practice
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requires extended consultations that may in themselves contribute to
the healing process. The building of a good relationship is instrumental
in obtaining the requisite amount of information.

Provision of information

Giving information about the condition and treatment on the condition
for which advice is being sought is important. Safety issues and interac-
tions need to be discussed. Mclver! reviewed a number of studies and
found that better outcomes were achieved when patients had received
more information. Treatment with CAM often involves complicated
dose regimens and necessitates the provision of information to the
patient.

Remaining in control of treatment

Health professionals have found themselves in the position of having to
respond reactively to requests for advice and treatment. Governments
have begun to acknowledge that patients have the right to be treated as
they wish.

Patient involvement in decision-making is widely regarded as an
important feature of good-quality healthcare. Policy-makers have been
particularly concerned to ensure that patients are informed about and
enabled to choose between relevant treatment options, but it is not clear
how patients understand and value involvement. It should be acknowl-
edged that a decision on what constitutes best evidence may well differ
in the opinion of the healthcare provider and the patient, and careful
and sensitive discussion should ensue to ensure that the patient’s best
interests are considered. CAM practitioners make treatment choices on
the basis of all aspects of a condition, not just the physical symptoms.
Research suggests that practitioners who aspire to facilitate patient
involvement should attend to the ethos that they foster in consultations
and the way that they discuss problems, as well as to the provision of
information about treatment options and the scope that patients have
to influence decisions.® As CAM practitioners arrive at a course of
treatment through negotiation the patient remains in control.

Why do people choose to be treated with CAM?

In addition to the main principles of healthcare that need to be satisfied,
there are other specific multifactorial reasons that motivate consumers
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to seek out CAM. There is no doubt that orthodox medicine (OM) is
important in the care of many physical ailments, particularly those
related to trauma, emergency medicine and terminal disease. However,
it is less effective in preventing the development of disease, in altering
the course of chronic physical disease, and in addressing the mental,
emotional and spiritual needs of an individual. Efforts at prevention
have generally focused on screening programmes designed to detect
early disease such as cervical smear programmes, mammography cli-
nics, and cholesterol and blood pressure checks, rather than on primary
prevention. The non-specific symptoms and signs that are the frequent
forerunner to many major diseases are given less attention.”

Vincent and Furnham?® studied patients receiving homeopathy at
three London clinics and sought to identify reasons why they chose this
particular complementary therapy. A total of 268 patients took part in
the study, of whom 201 (74.9%) were female; 89 patients were attend-
ing the British School of Osteopathy, 92 a large acupuncture centre in
London and the remaining 87 the Royal London Homoeopathic
Hospital.

The following were identified as being the most common across
the three groups:

e ‘Because the emphasis was on treating the whole person.’

e ‘Because I believe complementary medicine will be more effective
for my problem than OM.’

e ‘Because I believe that CAM will enable me to take a more active
part in maintaining my health.’

e ‘Because OM was not effective for my particular problem.’

In fact a total of 20 reasons were identified and the authors
classified them into five groups:

Value of CAM

OM ineffective

Adverse effects of OM

Communication between patient and practitioner
Cost and availability.

M

Overall, it would seem that the swing towards CAM is a result of
patients’ requirements for healthcare being satisfied to a large extent
rather than for the other reasons in Mclver’s list.

An Australian study involving a convenient sample of 158 clients
attending a clinic demonstrated that clients access CAM practitioners
not only for improvement of physical symptoms, with 54% of clients
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indicating a desire for counselling for general health issues and 50%
wanting dietary and nutritional treatment.” Of the participants 36%
sought increased self-insight and benefit from a wider perspective of
healing. In addition 55% of respondents indicated that the quality of
the relationship between the CAM and the client has a major impact
on compliance and continuity of treatment, which in turn affects the
overall success of the treatment.

Knowing why people choose to use homeopathic medicines is use-
ful as a basis for understanding the source of future demand.!® From a
marketing perspective, these factors can be divided into ‘push’ and ‘pull’®
factors. Push factors are essentially clinical in nature, so they relate to
the perceived dangers of using conventional medicines, such as drug
toxicity, which may encourage patients to seek safer alternatives. Pull
factors are those that encourage people to use complementary treat-
ments (usually for particular complaints). These may be social (advice
from family and friends), financial (considered to be good value for
money) or resulting from patients’ beliefs that CAM is a good form of
treatment.

Safety concerns - the risk-benefit ratio

At a time when conventional medicine continues to achieve spectacular
successes in understanding and treating a plethora of new diseases with
ever more ingenuity, there is an undertone of public dissatisfaction with
orthodox medicine. With a growing emphasis on quality of healthcare,
iatrogenic illnesses and adverse events, significant professional and
public attention has been focused on the issue of drug safety and the
risk—benefit ratio. A recent meta-analysis estimated that, in the USA,
6.7% of hospitalised patients experience serious adverse drug reactions
and that more than 100 000 Americans die annually from drug-induced
conditions. One leading hospital spends more than $US5m each year as
a result of adverse drug events. These and other similar studies are
described in a book by Sharpe and Faden that details many aspects of
medical harm.!!

It has been suggested that some patients may think of unconven-
tional therapies as a type of risk-free supplementary insurance that buys
a higher state of wellness and a symptom-free, stress-free existence.!?

In 1985 the public was assured that:
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Drugs are remarkably safe. Few patients would refuse an elective surgical
operation with a risk of less than 1:10,000. Yet for medicines much
greater safety is demanded and achieved.'?

In fact the seeds of discontent with orthodox medicine predated
this statement by some 30 years. The most significant event affecting
complementary medicine was the terrible tragedy of thalidomide.
Although the first child afflicted by thalidomide damage to the ears
was born on Christmas Day 1956, it took about four and a half years
before an Australian gynaecologist, Dr WG McBride of Huntsville,
NSW, suspected that the drug was the cause of various abnormalities in
three children whom he had seen at a local hospital and brought the
matter to the notice of his colleagues in a short letter to The Lancet.'*
Until then patients picked up prescriptions from their doctors, visited
their local pharmacy to obtain the medicines and went home fully
expecting to get better. Adverse drug reactions — called ‘side effects’ —
were relatively unknown, at least to patients. However, after thalido-
mide, regulatory authorities the world over became aware of the dangers
of approving drugs without adequate testing procedures. From this time
on consumers began asking questions about the risks as well as the
benefits of a particular drug.

Perceptions of unacceptable drug risks have been known to affect
people’s choice of treatment for some time.!* There is considerable
evidence that the public consider complementary medicines to offer a
more satisfactory health benefit ratio.

The attitudes and perceptions of a sample of Swedish adults with
respect to a number of common risks have been studied by Slovak
et al.’® Respondents characterised themselves as people who disliked
taking risks and who resisted taking medicines unless forced to do so.
Prescription drugs (except for insomnia and antidepressant treatments)
were perceived to be generally high benefit and low risk. The results for
herbal medicine and acupuncture showed an extremely low perceived
risk (only slightly higher than vitamins) and a perceived benefit
(approximately equal to vitamins, oral contraceptives and aspirin).

In a survey of patients from the UK, Germany and Austria, it was
found that the two most frequent reasons for using CAM were a desire
to use all options in healthcare and the hope of being cured without any
side effects.!”
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Thirty-nine per cent of 465 Canadian men recently diagnosed with
prostate cancer chose to use CAM therapies, with the most common
being herbal supplements (saw palmetto), vitamins (vitamin E) and
minerals (selenium),'® in order to boost their immune system and prevent
recurrence.

General disenchantment with OM

In a period of hyperdifferentiation in biomedicine, when medicine is
practised in large bureaucratic structures where there is minimal atten-
tion to the individual and her or his social and psychological needs,
CAM provides a non-invasive, holistic alternative that is increasingly
attractive to many, in particular to those who are better educated, richer
and residents of urban centres.

The new approach to healthcare In the period after World War II,
health for most people was something that became an important issue
only when they fell ill."” Health and illness were beyond one’s control.
Health was dispensed by the doctor and the local chemist, whereas ill-
ness was the result of either an unfortunate chance meeting with some
passing bacterium or virus, or a genetic predisposition. The mood was
almost fatalistic. There was, of course, a general view that people
should protect their health by maintaining appropriate standards of
hygiene, but the overall responsibility for promoting wellbeing was seen
as resting with the state.

In the last few decades there has been a move from paternalism to
consumerism in health policy.?? Patients are now being treated more as
consumers who make demands and have individual needs that must be
satisfied. The UK health reforms in recent years have served to define
consumerism in terms of:

®  the maximisation of patient choice

®  the provision of adequate information about proposed treatment
plans

o taking patients’ preferences into account

o carrying out surveys on patient satisfaction.

Patients are given information and encouraged to complain if
services do not meet their expectations. The Patients’ Charter published
by the Ministry of Health in 1991 implied that people should be treated
as healthcare customers.”” Important considerations are issues such as
communication, staff attitudes and consultation environments. With
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widespread discussion of these matters in the media, it is not surprising
that OM should become a target for discontent in some people’s minds,
and that they should demand other types of treatments. As early as
1978 patients are thought to have turned to homeopathy as a result of
a dissatisfaction with allopathic medicine.?! The medical establishment
is well aware of the growing demand for CAM. As long ago as 1994, an
editorial in the British Medical Journal referred to patients as ‘sophisti-
cated consumers who are challenging the unique authority of doctors’.??
It went on: ‘Patients cannot be treated as passive fodder of medical
practice. Increasingly, patients are as educated as their doctors.’
Bakx??® has summarised some of the possible reasons for the
development of widespread discontent with OM among users of CAM:

e  OM has culturally distanced itself from the consumers of its
services.

e OM has failed to match its promises with real breakthroughs in
combating disease created by modern lifestyles.

e OM has alienated patients through unsympathetic or ineffectual
practitioner—patient interaction.

With the advent of healthcare consumerism, and as a result of a
finite health budget, the public are now encouraged to be largely
responsible for their own health. And that does not apply to self-
treating trivial ailments alone. It means having a ‘responsible’ lifestyle
too. If you smoke 60 cigarettes a day, you are likely to go to the very
back of the queue for bypass surgery, if indeed you are considered at all.
It is indicative of the responsibilities now expected of the population. If
the public accept this argument, should healthcare professionals not
respond accordingly? Healthcare should be a two-way dialogue in
many people’s minds. This notion has always been part of the CAM
doctrine.

The reasons for CAM use were examined by Sirois and Gick.**
They divided complementary medicine clients into two groups, based
on the frequency and length of their use of complementary therapies,
and compared them with conventional medicine clients as well as with
each other. New/infrequent CAM clients (# = 70), established CAM
clients (# = 71) and OM clients (n = 58) were distinguished on the
basis of health beliefs, sociodemographic, medical and personality vari-
ables. Different patterns of predictors of CAM use emerged depending
on which client groups were compared. In general, health-aware
behaviours and dissatisfaction with conventional medicine were the best
predictors of overall and initial/infrequent CAM use, and more frequent
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health-aware behaviours were associated with continued CAM use.
Medical need also influenced the choice to use CAM, and was the best
predictor of committed CAM use, with the established CAM clients
reporting more health problems than the new/infrequent CAM group.

A Danish study found that patients before seeking homeopathic
consultations for asthma and allergy had experienced inappropriate
healthcare within the conventional healthcare system.?> The results of
the study also indicate that, if the homeopathic patients experienced
inappropriate healthcare within homeopathic treatment, they termi-
nated the treatment. A group of cancer patients in Hawaii generally per-
ceived CAM as an effective and less harmful alternative to conventional
treatment.”® Some participants reported that their discovery of CAM
contributed to their decision to decline conventional treatment. Most
participants also felt that conventional treatment would not make a dif-
ference in disease outcome, and some but not all participants perceived
an unsatisfactory or alienating relationship with healthcare providers.

A study by Berg and Arnetz?” found that dermatological patients
using alternative medicine in general did not differ with regard to
personal characteristics from non-users. Rather, it appeared that
patients with long-standing skin disease turn to alternative medicine as
a complement to orthodox treatment.

Dissatisfaction with the OM consultation The holistic approach to
treatment offers a quality of personal attention and care. A whole range
of aspects of an individual’s life is considered — aspects that a GP con-
ducting a busy surgery with limited resources would normally ignore.
Furthermore, it gives an individual a feeling of participating in health
decisions and thus allows some measure of control over his or her care.
Indeed this latter point is being accepted by OM if rather slowly. Legal
opinion is moving towards the position that doctors and other health-
care providers should discuss healthcare decisions with patients, inviting
them to indicate preferences where options are available.

Furnham et al.?® asked three groups of CAM patients and an OM
group to compare the consultation styles of GPs and CAM practition-
ers. CAM practitioners were generally perceived as having more time to
listen. Ernst et al.?” tested the hypothesis that patients judge the manner
of non-medically trained complementary practitioners more favourably
than that of their GPs. A questionnaire was sent out to 3384 individ-
uals suffering from symptoms described as being arthritis, who had
responded to a feature in a popular women’s magazine. A little under
30% of the questionnaires were returned and of these 333 respondents
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said that they had consulted both a complementary practitioner and a
GP. In answer to the question “Were you satisfied or dissatisfied with
your treatment?’ the former scored more highly. As far as friendliness
was concerned, however, the GPs appeared to be ahead of the comple-
mentary practitioners.3? Professor Ernst acknowledged in the paper that
the group was self-selected and therefore could be considered to be
biased in favour of CAM.

Consultations with CAM practitioners are often patient led and
loosely structured, as opposed to the usually highly structured, time-
constrained, physician-led OM consultation. The patient’s problem is
often explored at length by the former, with a mutually acceptable
approach being fully explained before being chosen. This approach has
been frequently described by patients as being ‘far more sympathetic
than OM’. Furthermore, CAM practitioners tend to be more relaxed,
less formal in their approach and more casually dressed, to try to
encourage a sense of rapport with their patients. All this does not nec-
essarily mean that patients will receive a more accurate diagnosis or a
more successful outcome. However, experience shows that a participa-
tory type of consultation is generally more acceptable to the patient and
often leads to improved compliance with the treatment regimens.

A consistent patient concern is the concealment of information
about diagnosis and treatment by OM doctors. Katz3! has pointed
out that such practices date back to Hippocrates, who instructed
physicians:

... to perform duties calmly and adroitly, concealing most things from
the patient while you are attending to him . . . .

Old habits die hard!

The growing emphasis on a systems approach to medical treatment
may reduce the potential conflict between patient and a practitioner’s
reputation, as well as the escalating costs to the funder. Responsibility
for a patient’s welfare may no longer rest with a single physician but
with a team of healthcare providers, each dealing with a different aspect
of medicine. In general, complementary practitioners tend to take total
ownership of a problem, giving a heightened sense of security to the
patient who then has only one person to whom they have to tell their
story.

Belief in the value of CAM as an appropriate approach to healthcare It
may be that the discontent results not from just the failings of conven-
tional medicine itself, but also from a new consciousness of the value of
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involving the individual in his or her wellbeing and a new sense of the
value of being ‘natural’. Patients are no longer willing to be treated in a
paternalistic ‘I know best’ manner with standardised medication. They
want a sensitive recognition of themselves as unwell people, rather than
accepting treatment for a disease in isolation.

Helman3? has shown that laypeople’s views of medicine may vary
from the theories generally accepted by practitioners of orthodox
medicine. Furnham?3 has argued that such beliefs may well influence
their choice of healthcare.

Finnegan®* studied in depth the motives of 38 patients for attend-
ing a centre specialising in CAM. A high proportion of the patients had
long-term chronic diseases and had been unable to find satisfactory
relief using OM. Some were uninterested in the philosophy of CAM and
were keen to get better by whatever means available, whereas others
were more interested in the techniques by which their health was to be
improved.

In a two-part study, also by Finnegan,? an attempt was made to
measure the depth of commitment to CAM quantitatively using factor
analysis and correlation measures. In the first study, a total of 79 under-
graduates were asked to consider 35 statements, of which 12 were
sympathetic to CAM and 23 expressed antagonism or scepticism
towards it. The statements were arranged beside a Likert scale, ranging
from 1 (strongly agree) to 6 (strongly disagree). In the second study, the
number of statements was reduced to 19, and the responses of 24
students recorded. Subsequently a further 5 statements were removed,
leaving a 14-statement scale requiring clinical validation.

It has been said that CAM, in particular homeopathy, appeals to
patients who feel that attention should be paid to underlying causes of
ailments rather than just the symptoms.*® Furnham and Smith3” carried
out a study concerned with the different health and illness beliefs of
patients choosing traditional and alternative medicine. Two groups of
patients, one visiting a GP and the other a homeopath, were matched in
physical and social characteristics. They were invited to complete a
questionnaire measuring several items including perceived susceptibility
to disease and illness, their own control over health, perceived efficacy
of traditional (by which the authors meant orthodox) versus alternative
health. The major difference between the two groups was that the
homeopathic group were much more critical and sceptical about the
efficacy of orthodox medicine.
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Decreased efficacy of orthodox drugs It is known that some drugs
appear to become less efficacious the longer they are used to treat a
particular condition. Skin conditions treated with steroids fall into this
category: as time proceeds patients often claim that the efficacy of the
various topical preparations falls.

A study in Southampton by Moore et al.3® determined that the fail-
ure of OM was almost always the main reason given for the sample of
56 patients attending a CAM centre.

In one of a series of studies that contrasted the beliefs, behaviours
and motives of users of OM and CAM, Furnham and Kirkcaldy?® have
examined different attitudes towards health and illness among an adult
working German population. A group of 202 individuals recruited from
several OM and CAM therapeutic centres completed a questionnaire
that assessed a number of beliefs, including control over one’s health
and perceived efficacy of OM versus CAM treatment. Overall the CAM
group, compared with the OM group, were more critical and sceptical
of the effectiveness of orthodox medicine; they were likely to express
less satisfaction with their orthodox doctor’s treatment, felt that their
doctors were less concerned with their wellbeing, listened to them less
and viewed their GPs as being less effective in their treatment.

Perceived effectiveness

Vincent and Furnham*® examined the perceived effectiveness of
acupuncture, herbalism, homeopathy, hypnosis and osteopathy in the
treatment of 25 complaints ranging from cancer to the common cold.
They showed that conventional medicine was clearly seen by most
respondents as being more effective in the treatment of most major ill-
nesses. On the other hand, CAM was seen to be most useful in specific
conditions, including depression, stress and smoking cessation (where
hypnosis was considered to be superior to conventional medicine), and
in the treatment of common colds and skin problems. Among those
people with a strong belief in CAM, herbalism and homeopathy
were seen as being valuable in chronic and psychological conditions;
homeopathy was favoured in the treatment of allergies. Acupuncture
and osteopathy were both perceived as valuable in the treatment of
back pain, whereas hypnosis was seen as useful in the treatment of a
variety of psychological problems, and considered to be superior to
orthodox procedures. Overall, herbalism appeared slightly more popu-
lar than homeopathy and acupuncture. It has been suggested that
rheumatological patients perceive CAM to have certain advantages
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over OM. Between 64% and 94% of people attending North American
rheumatology clinics use some form of CAM.*!

The fact that people are able to specify which complementary
therapies are likely to be effective in which conditions should make
researchers cautious about using ‘CAM’ as an umbrella term.

Table 3.1 gives referral guidelines that were created for staff
working in the Lewisham Hospital NHS Trust in south London, and
published in a report on the first year of providing complementary ser-
vices.*? The guidelines reflected ongoing evaluation and other sources of
effectiveness data for the four disciplines offered by the Trust, and gave
an indication of those interventions likely to be the most successful for
a given condition.

Financial reasons

There are two issues; the cost of CAM when prescribed under the NHS
or at the expense of another third party and that available as an out-of-
pocket expense to the final consumer.

Cost of prescribed CAM CAM often claims to offer therapies that
are good value for money. Hard evidence of this is sparse; many of
the figures that do exist suffer from considerable limitations.
Pharmacoeconomic methodology has only recently evolved and few
studies have applied the principles rigorously to CAM.

Economic evaluations such as cost-effectiveness analyses (CEAs)
are intended to inform decision-makers about the relative efficiency of
different interventions, including CAM.*? To be generalisable, economic

Table 3.1 Lewisham Hospital NHS Trust complementary referral guidelines®

Condition Treatment

Avrthritis Acupuncture, homeopathy, osteopathy
Back and neck pain Acupuncture, osteopathy

Digestive disorders Acupuncture, homeopathy
Gynaecological ([dysmenorrhoea) Acupuncture, homeopathy
Headaches, migraine Acupuncture, homeopathy
Musculoskeletal (pain and functional Acupuncture, osteopathy

problems)

Upper respiratory tract disease, asthma  Acupuncture, homeopathy
and hayfever
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evaluations should use the same metric to assess health benefits, e.g.
quality-adjusted life-years (QALYs). However, the recurrent conditions
for which CAM is typically used suggest that the health benefits of
CAM will manifest themselves primarily as quality-of-life improve-
ments that appear in CEA as ‘utilities’ attached to health states.
Therefore, appropriate utility measures will be critical to the production
of valid CEAs of CAM therapies.

As competition for healthcare expenditure grows, the importance
of economic and therapeutic evaluation to healthcare providers and pur-
chasers is becoming more evident. CAM must provide the necessary data
to facilitate comparison with orthodox therapies. In measuring the costs
of any therapy, both direct and indirect costs should be included; in
orthodox medicine the costs of the latter are usually significantly greater
than of the former. Indirect costs include days lost at work and the cost
of providing caregivers during rehabilitation. White et al.** have inves-
tigated existing methods of assessing CAM costs and considered some
potential outcome measures for CAM in a wide-ranging review article.
Four methods for the economic evaluation of treatment have been
developed for orthodox medical care and could be applied to CAM:

1. Cost minimisation: to compare cost of alternative methods of
healthcare

2.  Cost-effectiveness: to relate costs to outcome measured as days
lost at work and similar physical units

3. Cost utility: to relate cost to QALY

4.  Cost-benefit: to relate cost to outcome in economic benefits.

Examples of studies in the cost minimisation area include the following.
Swayne® showed that 22 homeopathic GPs working within the UK
NHS issued 12% fewer prescriptions than the average for the area and
that the mean cost of ingredients was reduced by 20p per item.
Unfortunately, there were several serious limitations to the study, not
the least being that the sample was too small to allow generalisations to
be made. No allowance was made for extended consulting time. When
it was published Swayne’s survey gained widespread attention in the
media and the results certainly contributed to discussions on widening
the availability of homeopathy in the NHS.

The cost of a consultation (which can last six times longer than an
orthodox consultation*®) is considerably more expensive to the NHS
than the standard 4-minute OM consultation. In a retrospective study
of treating a sample group of 89 rheumatoid arthritis patients with
CAM, van Haselen et al.*’ concluded that the costs of using CAM
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appear to be most sensitive to the time spent with the patient by the
doctor.

Savings have also been identified among German dental surgeons
after the use of homeopathic Arnica 12x before dental surgery.*®
Unfortunately no time period was stated. Savings of about £45 per
patient were reported by Myers after the use of acupuncture rather than
drugs.¥

An example of work in the cost-effectiveness category is that of
Carey et al. in the USA.’° A total of 208 practitioners involved in primary
care of back pain were recruited. The group comprised physicians, chi-
ropractors, orthopaedic surgeons and nurse practitioners. The practi-
tioners treated 1633 consecutive patients who presented with untreated
back pain of less than 10 weeks’ duration. Use of medication was sig-
nificantly lower and patient satisfaction significantly higher among the
patients treated by chiropractors than in all other groups. There was no
difference between the groups in time to functional recovery.

In order to determine cost utility, effective outcome measures are
necessary, but there are certain difficulties in measuring quality of life
and calculating its financial value.

The Nottingham Health Profile (NHP) provides one method of
gathering the required data. The NHP uses a questionnaire comprising
38 questions covering patients’ energy, physical mobility, emotional
reactions, social isolation, pain and sleep. This tool was used by
Johannson et al.’! to study the effects of acupuncture in stroke patients
in an open controlled study. There was a clear trend in favour of
acupuncture improving the quality of life with respect to mobility and
emotion.

Cost—benefit measures, in purely financial terms, what a treatment
costs and what it achieves. In the study carried out by Johannson et al.
cited above, it was calculated that hospital costs were on average
$US26 000 less for the patients treated with acupuncture than for the
controls.

White et al.** conclude that the systematic economic evaluation of
CAM is still in its infancy. It is vital that appropriate standardised out-
comes are developed so that an accurate picture of costs of treatment
can be provided. It is unlikely that CAM will be integrated into the
main stream of therapeutics until such action has been taken.

In England there is some advantage to the patient of having been
prescribed homeopathic medicines as part of an NHS treatment,
because in almost all cases the cost of the medicine will be less than the
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prescription charge (currently about £7 [€9; $13] per item in England)
and pharmacists will generally invite the 20% of patients who are liable
to pay the charge to buy the remedies over the counter at the lower
retail price. In other parts of the UK this situation will not arise: in
Wales there is no prescription charge and in Scotland the government
has pledged to reduce the charge to zero by 2010.

Out-of-pocket purchase The average cost of a CAM medicine is gen-
erally below the average orthodox over-the-counter (OTC) medicine
purchase in a community pharmacy or health store. This can act as an
incentive to the purchaser. Medicines bought by pet owners for veteri-
nary use are similarly perceived as being good value, especially as the
vet’s fees are avoided.

There does not appear be to any literature on how costs of attend-
ing CAM practitioners affect the demand, although the classic buyer
profile would seem to indicate that people with higher disposable
income are more likely to purchase private treatment.

The ‘green’ association

Bakx?3 has argued that a heightened awareness of green issues has
resulted in an increasing dissatisfaction with traditional orthodox
cures. Many of the CAM disciplines are considered to be ‘natural’ and
the medicines made from non-synthetic sources. This appeals to the
sensitivities of the environmentalist lobby.

Encouragement by media and self study materials

Almost every popular journal and most newspapers have run features on
CAM in the last 5 years. Many relate in graphic detail almost magical
cures achieved by people who had given up on ever feeling well again.

A rich source of written patient education material comes from
publications with more focused readerships than the popular maga-
zines. They are self-help oriented and may be directed towards issues
involving gender or age group, or medical problems. Several doctors
and other health professionals have taken a lead in offering consumer
guides to healthcare. Disciplines such as aromatherapy, herbalism,
homeopathy, exercise and relaxation all readily lend themselves to use
in self-treatment.
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Cultural reasons

The mobility across national borders of people whose cultural back-
grounds emphasise the use of holistic forms of medicine is another rea-
son for increased demand for homeopathic medicines. Thus, migrants
from the Indian subcontinent and China bring their customs with them
when they migrate. Either from an inherent mistrust of western
medicine or from a misunderstanding of what it can achieve, such
people prefer to continue using traditional methods that have proved
successful over many centuries.

The effect of opinion leaders

It is likely that role models have a significant effect in leading people to
use CAM. Film stars and royalty are particularly active in promoting
their particular discipline by taking on some capacity either within an
organisation or in newspaper and magazine articles. The British royal
family, especially HM The Queen Mother, who was Patron of the
British Homeopathic Association for many years before her death in
2002, have used homeopathy widely and the spin-off has been noted.

Why do people choose not to be treated with CAM?

Among the possible reasons for not selecting CAM as a favoured
method of treatment are the following:>?

e  Concern about lack of scientific evidence that complementary
therapies work

e A strong belief in the value of ‘scientific medicine’

e  Conventional medicine works, so why try something else?

e No belief in complementary therapies: ‘old wives’ tales’, ‘myth’,
‘superstition’

e  Strong trust in orthodox doctors: ‘the doctor knows best’

e Lack of awareness of or interest in complementary therapies

e No complementary therapy use within personal social networks

e  Financial cost of private complementary therapies

e  Uncertainty about quality and safety of OTC complementary
treatments.
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The use of CAM

Fulder and Munro’? conducted an early survey of the prevalence of
CAM in the UK. It showed that there were approximately 13 million
visits to an estimated 7500 practitioners annually, about 30% of the
number of GPs. Zollman and Vickers’* have reviewed some later surveys
carried out to study the users of complementary medicine in the UK.
Their data, together with examples of other studies, are reproduced in
Table 3.2.

However, relying on market research data is not always appropri-
ate, because there are often shortcomings in the way in which the data
are collected.®> As reporting methods may vary significantly, it can be
difficult to compare the results of CAM surveys effectively. Surveys may
differ in their target populations and their time frame of use, and the
way in which questions are asked can influence the type of response
received. Even the definition of ‘complementary’ medicine can vary, as
some therapies and OTC medicines may be excluded from question-
ing.’¢ The study by Thomas et al.,’” adjudged by Zollman and Vickers
to be the most rigorous investigation, provides an estimate for lifetime
use of acupuncture, chiropractic, herbal medicine, homeopathy and
hypnotherapy in England of more than one in four adults. If reflexology

Table 3.2 Examples of surveys on use of complementary and alternative
medicine (CAM) in the UK

Survey Percentage sample Percentage sample used No. of therapies
ever used CAM CAM in past year surveyed
Gallup 19864  14% No data 6
Which2 1986%°  No data 14% 5
MORI 19894 27% (including No data 13
OTC medicines)
Thomas 199345 16.9% (33% if 10.5% 6
OTC is included)
Ernst and White  No data 20% 6 most popular
2000%8
Thomas et al. 46.6% 13.6% (28.3% if 8
200157 (England) (including OTC OTC medicines
medicines) included)
Shakeel et al. 68% 46% No data

200858 (Scotland)

OTC, over the counter.
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and aromatherapy are included, the figure moves up to one in three. In
any year it is estimated that 11% of the adult population visit a CAM
therapist for one of the named therapies.

A survey was carried out for the BBC in 2000 by Ernst and White.*?
Of the 1204 interviewees, 254 (20%) reported using CAM within the
preceding year. Herbal medicine was the most commonly used therapy
(34%), followed by aromatherapy (21%) and homeopathy (17%).
Acupuncture and acupressure ranked fourth, with 14% of adults hav-
ing used it in the past year. Osteopathy (5%), massage (4%), reflexol-
0gy(3%) and chiropractic (2%) completed the list. Overall, use of
complementary therapies was higher among females (24 %) than among
males (17%), with the greatest percentage of CAM use occurring
among people between the ages of 35 and 64 (26%). When asked why
they used complementary therapies, most respondents cited the per-
ceived effectiveness of CAM, the user’s liking it and the therapy’s ‘relax-
ing effects’. Interestingly, 11% of the respondents said that they used
complementary therapies because their doctor had either recommended
them or referred them to an alternative health practitioner. Participants
were also asked to estimate the amount of money that they spent each
month on complementary therapies. According to the survey, the average
user spent £13.62 (€17; $24) on CAM per month.

Shakeel et al. found that 68% of a sample of 430 patients attend-
ing general, vascular and cardiothoracic units at a regional Scottish
centre had ever used CAM and 48% had used CAM in the preceding
year.>8

Figure 3.1 shows the actual and predicted market value for herbal-
ism, aromatherapy and homeopathy in the UK over a 15-year period
collated from different reports.®® These data demonstrate that herbalism
continues to outstrip the other two therapies in its popularity.

If the popularity of four examples of CAM is compared across sev-
eral countries, some interesting differences emerge.®' There is likely to
be some disparity in the definitions of what is meant by CAM and the
selection of therapies assessed. Table 3.3 shows that consumer surveys
carried out in the early 1990s demonstrated positive public attitudes to
CAM in many European countries, with France and Germany leading
the way. In Spain, the UK and the USA, the most popular treatments
appear to be the manipulative disciplines. Herbal medicine is more
popular than homeopathy in the UK.

Zollman and Vickers’ review’* shows a rather different result for
the UK. Four of the five studies that they considered placed the popular-
ity of the disciplines in the order: acupuncture, chiropractic, herbalism,
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Figure 3.1 Market values for complementary and alternative medicine (CAM)
sectors 1998-2012.
*Estimated, **projected.

homeopathy and osteopathy. The remaining study by MORI in 1989
did not ask about herbalism and recorded faith healers as third
choice, but was otherwise identical. Zollman and Vickers** also list the
following recognised patterns of use of CAM:

e Earnest seekers: these users have an intractable health problem for
which they try many different forms of treatment

e  Stable users: people who use one type of therapy for most of their
healthcare problems or have one main problem for which they use
a regular portfolio of CAM therapies

e Eclectic users: people who choose different therapies depending on
individual circumstances

e One-off users: people who use CAM for limited experimentation.

A study by Furnham and Bond®? examined whether people
thought neurotic individuals were more likely to ‘get better’ when using
CAM rather than orthodox medicine. Homeopathy was perceived as
being more effective for treating patients with unstable psychological
characteristics and OM was seen as more effective for treating patients
with stable psychological characteristics.
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Table 3.3 A comparison of complementary and alternative medicine (CAM)
usage (percentage population)®s

Percentage All Acupuncture  Chiropractic/  Herbalism  Homeopathy

population CAM osteopathy

using

Belgium 31 19 19 31 56
Denmark 23 12 23 No data 28
France 49 21 7 12 32
Germany 46 No data No data No data  No data
Netherlands 20 16 No data No data 31
Spain 25 12 48 No data 15

UK 26 16 36 24 16

USA 34 3 30 9 3

In the USA, the estimated number of visits made during 1990 to
providers of unconventional therapy was greater than the number of
visits to all primary care medical doctors nationwide, and the amount
spent on CAM was comparable to the amount spent by Americans for
all hospitalisation.®® There were limits to the representative nature of
the sample used in this study, which was carried out by telephone.
People living in houses without a telephone and non-English speakers
were excluded. The sample was largely made up of white people.
Extrapolations from a further survey carried out in 1997 suggested a
47.3% increase in total visits to alternative medicine practitioners from
427 million in 1990 to 629 million in 1997, thereby exceeding total
visits to all US primary care physicians.®* The authors concluded that
the substantial increase in use and expenditure between 1990 and 1997
was attributable primarily to an increase in the proportion of the
population seeking alternative therapies rather than increased visits per
patient.

The profile of a CAM user in the USA has been defined by Astin®
following a 1998 survey that included a total of 1035 individuals
randomly selected from a panel who had agreed to participate in mail
surveys and who lived throughout the USA and had used CAM in the
previous year. Astin concluded that CAM users tend to:

®  be better educated

®  be of poorer health status

®  have a belief in body, mind and spirit in health
®  have had a transformational life experience
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e  have a commitment to values of environmentalism, feminism,
personal growth psychology and spirituality, love of the foreign
and exotic

e be reporting anxiety, back problems, chronic pain or urinary tract
problems.

Outstanding questions still exist about:

e the relationship between CAM use and health status

e the role played by the media and the internet in influencing choice
to use CAM

e whether CAM users were more likely to be psychologically
distressed

e the extent of CAM use among minority ethnic populations.

Astin’s study was criticised because it did not test respondents’ views
on dissatisfaction with orthodox medicine. Lord Baldwin,®® a member
of the Parliamentary Group for Alternative and Complementary
Medicine, suggested that it could be implied from the results that
patients’ choices have little to do with dissatisfaction with conventional
healthcare. He did not believe that this was the case.

The extent to which demographic and health-related variables are
related to visits to a CAM practitioner was also investigated by Bausell
et al.” Overall visits to CAM providers (9%) were lower than
reported in other surveys. Gender, education, age, geographical loca-
tion and race (Hispanic and African—-American individuals proved to
be less likely to visit CAM providers than white people) were statisti-
cally significant predictors of visits to CAM providers. Individuals in
poorer health and those suffering from mental, musculoskeletal or
metabolic disorders also tended to be more likely to have visited a
CAM provider. Although the choice of alternative versus orthodox
treatment appears to be a complex phenomenon, these data suggest
that the heaviest users of CAM therapies tend to be individuals with
comorbid, non-life-threatening health problems.

An interesting study in Hawaii estimated the prevalence of CAM
use and its relation to quality of life (QoL) among cancer patients from
diverse ethnic backgrounds.®® Given the ethnically diverse population in
Hawaii, it provided an excellent model for the study. CAM use was
highest among Filipino and white patients, intermediate for native
Hawaiians and Chinese, and significantly lower among Japanese. Some
ethnic preferences for CAM followed ethnic folk medicine traditions,
e.g. herbal medicines by Chinese, Hawaiian healing by native
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Hawaiians and religious healing or prayer by Filipinos. CAM users
reported lower emotional functioning scores, higher symptom scores
and more financial difficulties than non-users. This study detected eth-
nic differences in CAM use, in particular a low use among Japanese
patients, and supports the importance of cultural factors in determining
the frequency and type of CAM therapies chosen.

In 1995 the percentage of the Canadian population who saw an
alternative practitioner during the previous year was estimated at
15%.%°

By 2006 54% of a sample of 2000 adult Canadians reported using
at least one form of complementary or alternative medicine or treat-
ment during the previous year. The most commonly used complemen-
tary and alternative medicines and therapies reported were massage
(19%), prayer (16%), chiropractic care (15%), relaxation techniques
(14%) and herbal therapies (10%).7°

In both Canada’ and the United States”> CAM use appears higher
in western regions than in other areas. In Canada, western provinces are
much more likely than those in the east to cover CAM in their health
programmes.’?

In Australia approximately half the population have used CAM,”*
whereas in Israel the figure was around 6% in the mid-1990s.”> With
substantial immigration from eastern Europe in recent years, this figure
is likely to have increased by now. In Israel CAM users tend to report
worse health.”® With CAM becoming a mainstream, although some-
what luxurious, medical practice, pain and affective—emotional distress
are the main drivers of CAM use.

What sort of conditions are most often treated with CAM?

Comprehensive applications are given under each therapy in the rest of
the book; some general examples of conditions for which CAM has
been used are given below.

Long et al.”” determined which complementary therapies are
believed by their respective representing professional organisations to
be suited for which medical conditions. For the study, 223 question-
naires were sent out to CAM organisations representing a single CAM
therapy. The respondents were asked to list the 15 conditions that they
felt benefited most from their CAM therapy, the 15 most important con-
traindications, the typical costs of initial and any subsequent treatments,
and the average length of training required to become a fully qualified
practitioner. Of the 223 questionnaires sent out, 66 were completed and
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returned. Taking undelivered questionnaires into account, the response
rate was 34%. Two or more responses were received from CAM organ-
isations representing 12 therapies: aromatherapy, Bach flower medicines,
Bowen technique, chiropractic, homeopathy, hypnotherapy, magnet
therapy, massage, nutrition, reflexology, reiki and yoga. The top seven
common conditions deemed to benefit from all 12 therapies, in order of
frequency, were: stress/anxiety, headaches/ migraine, back pain, respira-
tory problems (including asthma), insomnia, cardiovascular problems
and musculoskeletal problems. Aromatherapy, Bach flower medicines,
hypnotherapy, massage, nutrition, reflexology, reiki and yoga were all
recommended as suitable treatments for stress/anxiety. Aromatherapy,
Bowen technique, chiropractic, hypnotherapy, massage, nutrition, reflex-
ology, reiki and yoga were all recommended for headache/migraine.
Bowen technique, chiropractic, magnet therapy, massage, reflexology
and yoga were recommended for back pain.

In the USA high levels of CAM use tend to occur among individ-
uals with chronic conditions, particularly where pain is a central com-
ponent (such as arthritis, low back problems and headaches), mental
health problems (particularly anxiety, depression and insomnia), cancer
and AIDS. A substantial amount of CAM use also appears to be for
health maintenance, wellness and prevention of disease.

Asthma

The most commonly used therapies in the UK for asthma are homeop-
athy, herbal medicine, relaxation, acupuncture and aromatherapy. A
review of evidence supporting the use of CAM may be found on the
CAM Specialist Library website http://tinyurl.com/4eb5rb.

Cancer management

Complementary and alternative medicine is increasingly popular with
cancer patients and yet information provision or discussion about CAM
by health professionals remains low. Previous research suggests that
patients may fear clinicians’ ‘disapproval’ if they raise the subject of
CAM, and turn to other sources to acquire information about CAM. As
a result of the lack of CAM information from health professionals, men
in a study carried out in Bristol, England, became either ‘proactive seek-
ers’ or ‘passive recipients’ of such information.”® Their main informa-
tion resource was the ‘lay referral’ network of family, friends and
acquaintances, especially females. “Traditional’ information sources,
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including books, magazines, leaflets and the media, were popular, more
so in fact than the internet.

Little is known about the use of CAM in paediatric oncology. A
Dutch study to determine which medical and demographic characteris-
tics distinguish users from non-users was conducted in a paediatric
oncology sample of children with different survival perspectives.”” The
parents of 84 children with cancer (43 patients in first continuous remis-
sion and 41 patients who had suffered a relapse or second malignancy)
participated in the study and were surveyed with respect to the use of
CAM. The survival perspective appeared to be the most important vari-
able distinguishing users of CAM from non-users. Twenty-six families
(31%) had used or were using alternative treatment, of which 19 were
families of children with cancer who had suffered a relapse (46%),
and 7 were families of children with cancer in remission (16%). The
most common types of CAM used were based on homeopathy and
anthroposophy.

Influenza

A review by Guo et al.?? assessed the evidence for the effectiveness of
CAM for preventing or treating influenza or influenza-like illness,
including avian influenza. Systematic literature searches were conducted
in five databases until June 2006; other data sources included bibliogra-
phies of located articles, manufacturers of commercially available
preparations and experts in the field. Randomised clinical trials (RCTs),
controlled against placebo or active comparator, were included.
Fourteen RCTs testing seven preparations were included. For Panex
quinquefolium extract, Sambucus nigra, and the herbal combination
Kan Jang and the French homeopathic OTC product known as
Oscillococcinum, two or more trials reporting some encouraging data
were identified. The authors concluded that current evidence from
RCTs is sparse and limited by small sample sizes, low methodological
quality or clinically irrelevant effect sizes. The effectiveness of any CAM
for treating or preventing seasonal influenza was not established beyond
reasonable doubt.

Musculoskeletal conditions

Over three-quarters of patients presenting to practitioners of the major
CAM disciplines have musculoskeletal problems as their main com-
plaint. Neurological, psychological and allergic disorders are also com-
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mon.** Homeopathy and herbalism are used more often by patients
with asthma, skin conditions and menstrual problems. Acupuncture,
osteopathy and Alexander technique are used by rheumatologists.®!

Stroke

A paper by Bell®? presents an overview of nutritional, herbal and homeo-
pathic treatment options from CAM as adjuncts in stroke prevention,
treatment and rehabilitation. Despite many promising leads, the evi-
dence does not favour recommendation of most of these treatments
from a public health policy perspective. However, simple preventive
interventions, such as use of a high-quality multivitamin/multimineral
supplement in patients with undernutrition, may improve outcomes
with minimal long-term risk. Natural agents such as the antioxidant
a-lipoic acid, certain traditional Asian herbal mixtures and some homeo-
pathically prepared medicines show promise for reducing infarct size
and associated impairments. A number of nutrients and herbs may
assist in treatment of stroke-related complications such as pressure
sores, urinary tract infections and pneumonia. Individualised homeop-
athy may even play a helpful adjunctive role in treatment of sepsis.
However, a great deal of systematic research effort lies ahead before
most of the options discussed would meet mainstream medical standards
for introduction into routine treatment regimens.

The provision of CAM

In the UK the common law right to choose one’s own treatment for ill-
ness has been barely constrained by law.3 It is currently legal for any-
one in the UK to practise complementary medicine without any training
(except in the areas of osteopathy and chiropractic, which are protected
by statute). This position will change in the foreseeable future with
other disciplines becoming statutorily controlled. Non-medical practi-
tioners must not claim to be statutorily registered in protected profes-
sions such as dentistry, medicine or pharmacy, supply medicines
classified as limited to prescription or claim cures for certain medical
conditions.

By contrast, in many other European Union countries, as well as
the USA, there are few healthcare activities that are allowed without
some type of certification. Acupuncturists, herbalists, naturopaths and
osteopaths have been prosecuted for practising without medical qualifi-
cations, and the technical illegality of much complementary practice has
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meant that it has been pursued informally and disparately, with less
opportunity for professional organisations to develop.’* One of the
recommendations of the House of Lords Report (see below) was that
standardised training courses and accreditation by professional bodies
should be developed in CAM.

Any effort to increase the understanding of CAM by healthcare
professionals requires an interdisciplinary and collaborative approach.
Between 2000 and 2002, the US National Institutes of Health National
Center for Complementary and Alternative Medicine funded 15 educa-
tional institutions to develop curricular models for educating allopathic
medical and nursing learners in CAM literacy.®’ Four of these 15 pro-
grammes — Tufts University School of Medicine, University of California
at San Francisco School of Medicine, Oregon Health and Sciences
University School of Medicine and University of Washington School of
Nursing — formed collaborative partnerships with nearby academic
institutions that train CAM practitioners. Among the other institutions
barriers to acceptance included: resistance by teaching staff; the cur-
riculum being perceived as too full; presenting CAM content in an
evidence-based and even-handed way; providing useful, reliable
resources; and developing teaching and assessment tools.3¢

The various routes for delivery of CAM are summarised in Figure
3.2. It includes the factors influencing the decision to choose CAM dis-
cussed earlier in this chapter. These are clinical considerations, social
and financial reasons, and beliefs in holistic therapies. It also shows the
progression from self-treating to medical practitioner, and the part
played by various intermediaries who may be consulted directly or in a
chain of consultations as the condition being treated progresses.

Medically qualified physician

This is a person who has undergone training at a medical school and is
a registered medical practitioner. Doctors may use complementary
medicine exclusively, or more probably as an adjunct to their orthodox
practice. They may hold a formal postgraduate qualification, have a
lesser course of training or no training at all. In the UK untrained doc-
tors may issue NHS prescriptions for homeopathic medicines quite
legally without having any real knowledge of the subject. This usually
occurs as a reactive response to requests from patients. An editorial in
the British Medical Journal has noted that CAM is no longer an obscure
issue in medicine.?” Patients are using alternative therapies in addition
to conventional care and sometimes do not share this information with
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Figure 3.2 Representation of delivery of complementary and alternative
medicine (CAM). Grey and black arrows represent consumer decisions; white
arrows represent referral of other healthcare providers. NMQP, non-medically
qualified practitioner (also known as ‘professional health provider’).

their GP, but, even if they did, would conventional doctors know how
best to advise them about safety issues or the effectiveness of a particu-
lar therapy for their problem? Although many medical schools and
training programmes now include teaching on CAM, the approaches
are variable and often superficial. This situation is likely to be responsi-
ble for resistance among some doctors to embrace CAM.

Owen et al.3% have posed a number of questions about physicians’
attitudes and behaviour towards complementary and alternative
therapy, including the following:

e If the care is provided on a delegated or referred basis, how much
does a doctor need to know to make appropriate referrals and
supervise delegated treatment?

e If doctors are to treat patients with CAM what training do they
require?

They describe initiatives to include CAM therapy in medical edu-
cation provided at Southampton Medical School and by other bodies in
the UK. Teaching in Glasgow has also developed in recent years.?’ The
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Glasgow module is entitled ‘Human healing’ and is designed to pose
more questions than it answers and to challenge our pre-existing ideas.
What is human healing? How does it happen, and how can we study it?
What is already known? How can we, as doctors, influence healing?
Many issues are addressed by studying the therapeutic consultation,
with debate and reflection.

Similar changes are occurring in the USA. In 1995 a national con-
ference on complementary and alternative therapy education involving
the National Institutes of Health recommended that complementary
and alternative therapy should be included in nursing and medical edu-
cation. Two years later a survey of all 125 US medical schools found
that 75 of them offered some form of education on complementary and
alternative therapy.””

A survey of CAM educational leaders at institutions awarded
grants for incorporating CAM education into medical curricula was
performed by Rakel and colleagues to address how CAM education can
improve healthcare delivery in America.’! Five core themes were noted
to be successful in achieving this goal. These included:

*  Education on the importance of relationship-centred care

e  Understanding holism

e The promotion of self-reflection and self-care

¢  Collaboration with CAM providers to enhance communication
e The need for faculty development in CAM.

In discussing these themes the authors explore how a shift in medical
education towards a focus of understanding what is needed for the
creation of health (salutogenesis) can bring balance to a curriculum that
is currently weighted in teaching about the creation of disease (patho-
genesis). They identify potential benefits, including reduced healthcare
costs and improved quality of life for learners.

Attitude of GPs to CAM

Resistance to information that directly contradicts conventional
‘wisdom’ has a long history. Apparently it was not unusual for
well-known physicians to get up and leave when medical papers were
being read that emphasised the germ theory of disease in 1919!°?
Many physicians still dismiss a patient’s questions concerning
CAM because they believe that it is ‘quackery’, without any proof to
support this claim.?® This violates the patient’s right to full disclosure of
all possible treatment options and encourages patients to use these
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therapies without their physician’s knowledge. As a result, it is esti-
mated that 46% of those using alternative medicine do so without the
supervision of their primary care doctors or alternative medicine prac-
titioners. An Italian study found that CAM knowledge among GPs is
not as widespread as the public demand seems to require, and the
scarce evidence of CAM effectiveness hinders its professional use
among a considerable number of GPs.”*

Over the years there has been a change in the attitude of the med-
ical profession towards those practising CAM. In 1980 an editorial in
the British Medical Journal suggested that some aspects of chiropractic
ought to be as extinct as ‘divination of the future by examination of a
bird’s entrails’ whereas other CAM practitioners’ beliefs were described
as being ‘irrational’.”> By 1999 attitudes had changed such that ‘a new
dawn’ was being welcomed and acknowledgement given that CAM was
not ‘unproved’, there being increasing evidence to show the effectiveness
of some treatments in some conditions.”

The attitude of the British GP to CAM may have a significant
influence on whether it is made available to patients under the NHS or
whether the full cost of treatment has to be borne by the patient.

Several studies have been carried out to investigate doctors’ atti-
tudes to CAM. Hunter”” studied a random selection of 77 GPs in the
Tayside area of Scotland, and a cohort of 95 medical students at
Dundee University. The disciplines covered in the survey were acupunc-
ture, chiropractic, homeopathy, herbalism, hypnosis and osteopathy. It
was found that one in six of the GPs had undertaken training in one or
more complementary therapies and a further 47% would like to
arrange training in at least one CAM technique. Twenty per cent of GPs
used CAM in their surgeries, and most thought that the techniques stud-
ied in this survey were useful. Most students showed an interest in
CAM: 75% would like the subject included in the curriculum.
Generally the two groups were enthusiastic about CAM. They appeared
to be less concerned with the question ‘how does it work?’ than with
‘does it work?’

Researchers from the University of Aberdeen analysed official
prescribing data from 2003-4, covering 1.9 million patients from 323
Scottish medical practices.”® They found that 60% of the surgeries
prescribed homeopathic or herbal medicines. Children under 12 months
were most likely to be prescribed a homeopathic or herbal medicine
(9.5 per 1000 children in that age group), followed by adults aged
81-90 (4.5 per 1000). Of homeopathic prescribing 16 % was to children
under 16.
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Reilly*” found 86 of 100 GP trainees had a positive attitude to
non-conventional therapies. In work with other colleagues, he found
that 70% of medical students considered non-conventional therapy
useful and 63% were in favour of such therapies being made available
on the NHS.1%°

A meta-analysis of 12 surveys addressing the subject of what
physicians think of CAM was published by Ernst and his colleagues in
1995.191 The results showed a substantial variability between surveys.
On average physicians perceived CAM to be moderately effective.
Manipulative therapies were believed to be the most useful and/or
effective form of CAM, acupuncture was ranked second and homeop-
athy third. Young physicians judged CAM more optimistically than
their older colleagues.

The attitude varies with geographical location. Of GPs in the
English south-western counties of Devon and Cornwall who responded
to a survey, 68% had been involved with CAM in some way during the
previous week and 16% had actually practised it.!°> The doctors were
asked to rate the usefulness of various disciplines on a visual analogue
scale. Most of the respondents believed that acupuncture, chiropractic
and osteopathy were effective and should be funded by the NHS.
Studies in other regions of the UK have shown that the proportion of
GPs practising CAM varies from 37% in Avon'® to 14% in west
Dorset, where a total of 11 complementary disciplines was surveyed.!%*
Another source states that at least 40% of general practices in the UK
provide some complementary medicine services,'% although the evidence
base for their use is limited at best and non-existent at worse. Lewith
surveyed members and fellows of The Royal College of Physicians to
determine their use of CAM.1% As a result of a low response rate (23 %;
n = 2875), the results needed to be interpreted with caution, but, nev-
ertheless, 32% of respondents practised CAM and 41% referred
patients to CAM. CAM practice and referral appeared to be similar in
private practice and in the NHS, and was most common in palliative
care and pain. Female respondents had more positive attitudes to
CAM than male respondents. Overall, respondents thought that more
evaluation of CAM was required, CAM was not just a fad, CAM
should not be available on the NHS and it was not necessarily important
that physicians knew about their patients’ use of CAM treatments.

There was a distinct level of practice of CAM among hospital doc-
tors, and this required an undergraduate and postgraduate educational
strategy.
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Akhtar and van Haselen!?” investigated the reasons for GPs refer-
ring or not referring patients for homeopathy, and concluded that
better communication was necessary between the homeopathic commu-
nity and GPs; this could lead to a provision of better healthcare for
patients in the future. Some doctors have appointed CAM practitioners
to work alongside their surgery staff. In a project closely linked to the
idea of integrative medicine, Francis Treuhertz, the English homeopath,
was employed in a general medical practice in the 1990s for a day a
week.!%® Using a Glasgow Homeopathic Hospital Outcome Scale
(GGHOS), he found that most of the 500 patients picked in order of
arrival at the surgery were returning scores in the 0 to +4 range.

In a study of 275 physicians practising at two sites in America and
one in southern Israel, Borkan et al.'® showed that primary care physi-
cians were more likely than other medical specialists to be knowledge-
able about, personally subscribe to and refer patients for alternative
therapies. Referral rates were similar across the three sites and were
based on patient requests, failure of conventional treatment and a belief
that the patient had a ‘psychological’ illness. Physicians who used alter-
native therapies for themselves and in their practices had higher rates of
referrals.

International rates for the practice of CAM by primary care
physicians vary from 8% in Israel, 16% in Canada,''® 30% in New
Zealand''! to an impressive 95% in Germany.!'!?

Owen et al.®® have asked their colleagues to consider a number of
provocative issues:

e How do you feel about your patients using CAM? What do you
think their expectations or assumptions about your knowledge of
CAM might be?

e Are you mostly interested in fundamental questions about whether
CAM works and its mechanism of action, or more curious about
its safety, cost-effectiveness and how to optimally combine it with
conventional treatments?

e Can you recall the last time a patient mentioned that he or she was
using CAM? What was your attitude to this? Do you think your
attitude has changed in the past 5-10 years. If so, why?

e  Reflecting on your undergraduate training, were opportunities
there to challenge basic assumptions and values of medicine to
prepare you for a changing working environment?

e Why do you think some doctors choose to do a 3-year part time
training in CAM? If you were to undertake such a course, would
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you think it would be a challenging experience and would you be
well supported by your peers?

e If you had undertaken training in CAM, how might it change your
current working practice? Would your current professional organ-
isations be adequate for your ongoing training, regulation and
representation needs?

e  With an increased proportion of undergraduate teaching in CAM
occurring in optional modules, how will those who choose not to
do them compensate for these lost opportunities in education?
Will it be as part of their specialist or general practice training or
through continuing professional development?

Recognising the increasing demand for CAM in modern healthcare,
more than 80% of medical students may like further training in these
areas.!!3

In the USA a new medical school panel has been established at
Harvard to develop a new Division of Complementary and Alternative
Medicine.'™ Its aim will be to pursue research in and evaluation of
alternative medicine and to enable Harvard physicians to be well
informed about any ‘offbeat therapies they may encounter’. Medical
schools across the USA are likely to follow this lead. More than 70 US
universities now offer some sort of CAM programme.

Attitude of pharmacists to CAM

Pharmacy has had a long association with herbal medicine. Indeed it
was as a result of concerns about herbal adulteration that regulation
came to the profession in Great Britain in the mid-1800s. However, its
contact with other CAM therapies has been less harmonious.
Homeopathy was the target of much opposition for many years with
reports of acrimonious debates at Council in the 1960s. Following the
publishing of an article in the Pharmaceutical Journal in 1991,'5 a
correspondence on the topic continued for many months. The situation
has changed considerably. Appropriate CAM therapies are now
accepted by The Royal Pharmaceutical Society of Great Britain
(RPSGB) as a potential adjunct to the pharmacists’ armamentarium,
and training in the particular disciplines being offered by its members
is considered to be mandatory. The Pharmaceutical Press (the publish-
ing arm of RPSGB) has built a portfolio of commissioned books on
CAM topics (www.pharmpress.com).
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The first in a series of factsheets on complementary and alternative
therapies, produced by the Society’s Science Committee’s working
group on complementary medicine, was launched at the British
Pharmaceutical Conference in Birmingham in September 2000 by
Professor William Dawson (chairman of the Science Committee and of
the complementary medicine working group).!'® All participants at the
Conference received a copy of the factsheet, which was also distributed
to pharmacists with the Pharmaceutical Journal. The factsheet provided
key information for pharmacists on various aspects of essential oils and
aromatherapy preparations containing them. Sections on the use and
administration of essential oils, and how essential oils should be pack-
aged and stored, are included, together with a summary of clinical
research involving essential oils, and aspects of quality and safety rela-
ting to their use. Other factsheets on complementary medicine cover
aromatherapy, herbal medicine and homeopathy, and are available at
the Society’s website (www.rpsgb.org) and are updated from time to
time.

Support for CAM has been carefully screened. In 1997 the
Statutory Committee of the RPSGB ruled that any pharmacist who was
practising Spagynk therapy was liable to a charge of misconduct and
to be struck off the register.''” In Spagynk therapy patients provide a
sample of blood or urine that undergoes a steam distillation process.
The residue is heated and it is claimed that subsequent microscopic
examination allows the recognition of certain patterns that can be ‘read’
by a trained practitioner.

A survey of community pharmacists commissioned by the RPSGB
on the use of CAM showed that 99% of respondents reported that one
or more types of complementary medicines, including vitamin and min-
eral supplements, were sold in the pharmacy in which they practise.!!®
There does not seem to be any assessment of the number of trained
pharmacists who actually offer CAM on their premises proactively. In
the past any treatment received in a pharmacy was likely to be a reac-
tive response, given at the request of the patient, rather than proactive
at the instigation of the practitioner. With improved availability of
training at both postgraduate and undergraduate levels, this situation is
changing slowly, and health professionals are beginning to use comple-
mentary therapies alongside OM. In a pharmacy this has generally been
confined to herbalism, homeopathy and aromatherapy, although
Chinese and Indian medicine are being offered on a limited scale by
pharmacists of Asian origin (see below).
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There is a trend in the UK (as with some GP surgeries) towards
refitting pharmacies to include facilities for practitioners trained in
the main CAM disciplines (homeopathy, herbalism, aromatherapy,
reflexology, chiropractic).

There has been some penetration into the hospital pharmacy, with
pharmacists encouraging the inclusion of various herbal, homeopathic
and aromatherapy products in pharmacy inventories.

In England, training for pharmacists is provided by the Centre for
Pharmacy Postgraduate Education (CPPE), funded by the Department
of Health and based at the Department of Pharmacy, Manchester
University. CPPE has a distance learning workbook and tape package
on CAM. A similar body serving Wales and NHS Education for
Scotland (NES) also provide training on CAM, some by video link to
remote communities. Articles on various aspects of CAM appear in the
pharmacy press on a regular basis. A survey funded by the RPSGB of
1337 community pharmacists, to which 67% responded, 40% of phar-
macists reported that they had received or undertaken some type of
training in complementary medicine at either postgraduate or under-
graduate level.'"” Most schools of pharmacy in the UK offer exposure
to CAM.120

Although most pharmacists involved in CAM use their skills as an
adjunct to orthodox pharmacy practice, a few colleagues have pursued
their studies through bodies providing professional qualifications and
conduct consultations on their premises. Postgraduate qualifications in
homeopathy are available through the Faculty of Homeopathy (http://
tinyurl.com/2okugj).

Attitude of nurses to CAM

The nursing profession may be considered as being ‘a combination of
art and science’ and provides the ideal situation for supporting the
essential components of holism that form such an important part of
CAM practice.'?! The benefits of using CAM in nursing and midwifery
have been identified by Hamilton and Tomlinson.'?? It has been sug-
gested that, although nurses value complementary and alternative
therapies, many may lack the knowledge about their application.'”® An
American study investigated the knowledge and attitudes of 40 under-
graduate nurses and found that familiarity was highest for massage
therapy (100%), spiritual healing (95%) and megavitamins/nutritional
supplements (95%).12> Most students had used spiritual healing (85%),
massage therapy (85%) and music therapy (75%). None had used reiki
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and the vast majority had not used ayurveda (95%) or homeopathy
(92.5%). Laurenson et al.'?* investigated the knowledge and attitudes
that student nurses have to CAM therapies and their use in cancer and
palliative care. The findings demonstrated the respondents’ acknowl-
edgement of their limited knowledge of CAM therapies, and the study
highlighted the need to continue working towards integrated CAM
education into the pre-registration nursing curriculum.

Other health professionals

This group comprises people statutorily registered in the various profes-
sions allied to medicine including dentistry, physiotherapy and podiatry,
who offer complementary disciplines in addition to their orthodox
skills. There is also a growing acceptance of CAM in veterinary medicine,
until now the most resistant profession to accepting it. Postgraduate
training in homeopathy is available from the British Faculty of
Homeopathy (http://tinyurl.com/20kuqj).

Complementary Practitioners

Sharing responsibility for the care of patients by integrating properly
trained and registered complementary therapists alongside what are con-
sidered to be more conventional practitioners could, I believe, provide
exciting long-term benefits. HRH The Prince of Wales speaking in 1994.

In common with most European countries and the USA, a group of
professional health providers (also called non-medically qualified prac-
titioners or NMQPs) whose living is derived from the practice of their
chosen discipline is the main provider of CAM in the country.'? In
1981 there were only about 13 500 registered practitioners working
in the UK.** By 1997 this figure had reached about 40 000, with
aromatherapy, healing and reflexology accounting for over half of all
registered CAM practitioners. A survey of voluntary regulatory bodies
for complementary therapies, commissioned by the Department of
Health and published in 2000, indicated that there were then about
50 000 CAM practitioners in the UK.'?® These practitioners are thera-
pists who have completed a course of training that may vary from a few
days to several years. University degrees are also available in some dis-
ciplines. At present there are no statutory regulations or minimal edu-
cation requirements for CAM practitioners in the UK (with the exception
of chiropractic and osteopathy) and thus it is difficult to assess individ-
uals’ medical knowledge and limits of competence. Depending upon the
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way in which the particular profession is organised, practitioners may
or may not be registered with an appropriate professional body which
can act in a regulatory capacity. However, this position is likely to
change in the foreseeable future, particularly in relation to herbal
practitioners.

There was a substantial use of practitioner-provided complemen-
tary therapies in England in 1998 with an estimated 22 million visits to
practitioners of the main therapies being funded privately by users.
Annual out-of-pocket expenditure on any of the six best-established
therapies was estimated at £450 million. Further research into the
cost-effectiveness of different CAM therapies for particular patient
groups is now urgently needed to facilitate equal and appropriate access
via the NHS.

The British Medical Association has published a report that high-
lights the need for ‘good practice’ among what it terms ‘discrete clinical
disciplines’ which include acupuncture, chiropractic, homeopathy,
herbalism and osteopathy:'?”

For all therapies, good practice would demand that each body
representing a therapy demonstrate:'?”

*  An organised structure

e A single register of members

e Guidelines on relationships with medical practitioners
e Sound training at accredited institutions

®  An effective ethical code

e Agreed levels of competence

e A proven commitment to research.

The National Association of Health Authority and Trusts
(NAHAT) has also addressed the problem. It has published a list of
guidelines, stating that NMQP should be selected from membership
lists of professional bodies with codes of conduct, ethics and discipline,
and who have appropriate indemnity insurance.'?® In the UK there has
been considerable progress towards the establishment of statutory
controls for some complementary therapies.

Part of the problem that keeps health professionals and comple-
mentary practitioners apart concerns the approach to treatment. The
former see the advantage of using non-orthodox therapies to comple-
ment their extensive orthodox armamentarium, whereas the latter
adopt an alternative approach using non-orthodox therapies alone,
either by choice or because of a lack of training in orthodox techniques.
There is always a suspicion that patients suffering from conditions that



Delivering complementary and alternative medicine 79

would benefit from orthodox treatments are not being offered this
option, e.g. with one or two notable exceptions, bacterial infections are
not thought to respond to homeopathy alone. Homeopathy cannot be
used alone to treat vitamin or hormone deficiencies. The BMA report
mentioned above reiterates the need for complementary practitioners to
be well versed in medical sciences, and to show an awareness of their
limits of competence and the scope of their particular therapy, so that
they know when to refer cases to the GP. However, disquiet still exists
and relationships between CAM practitioners and medically qualified
practitioner, although improving, are often strained.

In Canada it has been suggested that consultations with alternative
care providers occur as an adjunct to, rather than a replacement of,
visits to physicians. Particular types of medical conditions as well as
psychosocial and spiritual factors are determinants of concurrent use of
physicians and alternative practitioners.!?’

In Germany there is a group of professional health providers
known as ‘Heilpraktikers’.!3® These practitioners are required to pass
a test conducted by the local health authority that emphasises alter-
native diagnostic procedures. The Heilpraktikers are empowered to
use injectables. They tend to use several complementary disciplines
concurrently.

Lay practitioners

According to Helman'3! there are certain individuals who tend to act as

a source of health advice more often than others:

e Those with first-hand knowledge of a long-standing chronic illness
or different types of treatment

e  Those with considerable experience of certain life experiences such
as caring for elderly parents or raising children

e The organisers of self-help groups

e The members of certain healing cults or churches

e  The spouses and staff of health professionals.

Any of these people, self-taught mainly through experience rather
than formal study, may be viewed as lay practitioners depending on the
frequency with which they offer advice or treatment.
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Self-treatment!32

People who become ill typically follow a ‘hierarchy of resort’,3? begin-
ning with self-medication, leading on to consultation with relations,
friends or lay practitioners in the groups outlined above, perhaps more
self-medication, and finally consultation with a doctor or other health
professional. However, they do not always follow this logical pathway.
They may return to previous treatments if later ones fail, try differ-
ent methods simultaneously or consult CAM practitioners along the
way. This makes the assessment of certain treatment outcomes
extremely difficult.

Self-treatment may encompass proprietary drugs, patent medicines,
aromatherapy oils, herbal or homeopathic medicines, as well as changes
in diet or lifestyle. Increasingly government policy is to drive patients
away from the NHS for simple self-limiting type conditions and to
encourage self-treatment. The switching of certain high-powered drugs
from a prescription-only category to allow sale in a pharmacy has facil-
itated this. In the UK about 75% of abnormal symptoms are dealt with
outside the NHS. The GP sees around 20% of patients, 16% take no
action, 63% self-medicate and 1% go directly to hospital. Thus the
influence of the pharmacist or health shop assistant is often important
in recommending what medicines patients should purchase.

Integrating CAM into the UK healthcare system

Integrated (or integrative) medicine is practising medicine in a way that
selectively incorporates elements of CAM into comprehensive treatment
plans alongside solidly orthodox methods of diagnosis and treatment.!33
As explained in Chapter 2 the term is not simply a synonym for com-
plementary medicine. Integrated medicine has a larger meaning and mis-
sion, its focus being on health and healing rather than on disease and
treatment. It views patients as whole people with minds and spirits as
well as bodies, and includes these dimensions in diagnosis and treat-
ment. It also involves patients and practitioners to maintain health by
paying attention to environmental and lifestyle factors such as quality of
housing, diet, exercise, amount of rest and sleep, and the nature of
relationships (Figure 3.3).

Homeopathy has been available theoretically under the NHS in
both primary and secondary care environments since the service was set
up in 1948. The medicines may be prescribed on standard prescription
forms throughout the UK and are fully reimbursable. Ryan!3* has sug-
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Figure 3.3 Representation of the factors involved in complementary and
alternative medicine (CAM) and orthodox medicine (OM) healthcare systems.

gested that integrating homeopathy into general practice, rather than

pursuing it as a career in itself, is ‘straightforward’. Other therapies are

available through the NHS via physiotherapy departments and pain

clinics (acupuncture and mind-body therapies) as well as forming an

essential and effective element of palliative care within hospices

(mind-body therapies, reflexology, massage and aromatherapy).!'3’
The Department of Health’s stated aim was:

... to give patients wherever they live in the UK better health care and
greater choice of the services available.

The availability of other disciplines under the NHS has been lim-
ited and the provision of CAM and orthodox medicine has largely
developed along separate pathways. The call for integration of the two
systems of medicine has grown considerably in recent years. However,
at the time of writing in England, primary care trusts are withdrawing
funding from homeopathy. Tunbridge Wells Homeopathic Hospital will
close!3 and The Royal London Homeopathic Hospital is said to be in
great danger.'3’
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As long ago as 1989 a newspaper poll reported that almost three-
quarters of the people in a survey were in favour of CAM being more
widely available under the NHS.!3® However, it is not always possible
for patients to exercise their preference for a particular treatment. It is
the purchasing agencies within the NHS who buy the services, not the
consumers themselves. Choice is therefore limited to those treatments
that are being provided or the patient is obliged to move to the private
sector.

A second problem is that the patient must find a sympathetic GP
trained in the particular CAM therapy required, and this may not be
easy, especially in rural areas. Presently some local health authorities
(HAs) provide CAM on a limited scale under the NHS, some not at all.
The recent reforms of the NHS offered an environment for purchasers
to reconsider the types of health care available. Adams'3® has reported
a study that was undertaken in the summer of 1994 to examine the atti-
tudes of HAs towards complementary therapies. A questionnaire was
sent to all 171 HAs throughout the UK to investigate whether they had
a formal policy on CAM and how purchasing trends were likely to
develop in the future; 57% of the HAs responded. The results showed
that 67% of the HAs that responded were purchasing one or more com-
plementary therapies. Only 10 HAs had an established policy on CAM;
a further 10 were developing a policy and 77 had no formal policy. The
survey suggested that a lack of information about scientific evaluation
of the therapies was the most frequent reason for the last point. Of the
HAs that did have a policy four had decided to purchase CAM in lim-
ited and specific circumstances, three had agreed to purchase only those
therapies that they considered well established and the remaining three
had not yet purchased any CAM. Current HA purchasing varies greatly
across individual therapies, with some considerably more popular than
others. Whether this is a result of the nature of the therapies or local
availability is unclear.

Although formal policies on CAM were the exception and fairly
limited where they did exist, it is significant that as many as 20 HAs
were considering establishing a policy. Decisions are being made that
are based on issues of scientific efficacy. This suggests that the poten-
tial for CAM to be made more widely available by HAs depends on
resolving the problems of testing and evaluation.

A report on the future role of CAM and how therapies can be
more fully integrated into the NHS was published in October 1997 by
the Foundation for Integrated Medicine.!*? The 70-page document was
entitled ‘Integrated health care — a way forward for the next five years?’
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and summarised the conclusions of four working groups set up at the
request of the Prince of Wales under the guidance of a Steering
Committee. The culmination of 18 months’ work, it was designed to
stimulate debate on the possible role of CAM within the healthcare sys-
tem. The document, which formed part of the Prince of Wale’s Initiative
on Integrated Medicine, was designed to stimulate debate on the possi-
ble role of complementary medicines within the healthcare system. It
contains 28 specific proposals and highlights research, professional reg-
ulation, education and training, and effective delivery of integrated
healthcare as priority areas.!*! Speakers at a meeting held to discuss the
proposals some months later identified a lack of both evidence-based
material and good quality research as being the main barriers to
progress. The deans of all medical schools in the UK were asked to com-
ment on the initial draft of this document, and those who responded
highlighted the need for more research in association with an appropri-
ate structure to carry such a policy forward. If the best of conventional
medicine and CAM are to be combined in a truly integrative approach
to healthcare, the latter must be research led and evidence based.

The key issues involved in the provision of CAM have been stud-
ied in a survey of the 481 primary care groups (PCGs) in England and
Wales.'*? In 58% of the 60% of groups that responded CAM was avail-
able through primary care services. The most commonly used therapies
were acupuncture (73%), osteopathy (43%), chiropractic (23%),
homeopathy (38%) and hypnotherapy (12%).

A number of models exist of the provision of CAM in primary
care in England,'* including the Glastonbury Health Centre (acupunc-
ture, osteopathy, herbalism and massage), St Margaret’s Surgery, in
Wiltshire (homeopathy), South Norfolk PCG (acupuncture) and
Somerset Coast PCG (chiropractic). In London the Marylebone Health
Centre provides access to acupuncture, homeopathy, osteopathy and
massage for its population of 6000 patients. Secondary homeopathic
care is provided by hospitals in London, Bristol and Glasgow where the
first phase of a new purpose-built homeopathic hospital — the first in the
UK for more than 100 years — opened in Glasgow in January 1998,
replacing an older facility that had served the west of Scotland for more
than 50 years. The Hospital seeks to integrate several complementary
therapies into its portfolios of disease management.

There are some excellent examples of midwives who have intro-
duced CAM into clinical practice and who are providing an enhanced
service to women as a result.'** Overall, however, service provision
remains patchy and ad hoc with little evidence of a robust integration
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into the maternity services. Views appear to be positive, with increasing
consumer satisfaction, promotion of normal childbirth and a reduction
in medical intervention being seen as the main benefits.!'3°

CAM and veterinary medicine

The Veterinary Surgeon’s Act 1966 states, subject to a number of excep-
tions, that only registered members of The Royal College of Veterinary
Surgeons (RCVS) can practise veterinary surgery in the UK.

Veterinary surgery is defined as:

... encompassing the art and science of veterinary surgery and medicine
which includes the diagnosis of diseases and injuries in animals, tests per-
formed on animals for diagnostic purposes, advice based upon a diagnosis

The exceptions include:

®  Veterinary students and veterinary nurses — governed by various
amendments to the Veterinary Surgeons Act.

e  Farriers, although farriers have their own Farriers Registration
Acts they are also governed by the Veterinary Surgeons Act and
are not allowed to perform acts of veterinary surgery.

The other exceptions (including CAM) are governed by the
Veterinary Surgery (Exemptions) Order 1962. With the movement of
complementary therapies into the field of animal treatment, this Order
was introduced to amend the Veterinary Surgeons Act to take such
legitimate therapies into account.

As far as complementary therapies are concerned, this Order refers
to four categories:

1.  Manipulative therapies: this covers only physiotherapy, osteop-
athy and chiropractic and allows these therapies where a vet has
diagnosed the condition and decided that this treatment would be
appropriate.

2.  Animal behaviourism: behavioural treatment is exempt, unless
medication is used where permission must again be sought from
the vet.

3. Faith healing: according to the RCVS Guide to Professional
Conduct, faith healers have their own code of practice which indi-
cates that permission must be sought from a vet before healing is
given by the ‘laying on of hands’.
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Other complementary therapies: according to the RCVS Guide to
Professional Conduct:'*®

It is illegal, in terms of the Veterinary Surgeons Act 1966, for lay practition-
ers however qualified in the human field, to treat animals. At the same time
it is incumbent on veterinary surgeons offering any complementary therapy
to ensure that they are adequately trained in its application.

Thus, apart from the manipulative therapies, behavioural treatment and
faith healing, all other forms of complementary therapy are illegal in the
treatment of animals in the UK when practised by non-vets.

In the UK, herbal and homeopathic medicines registered by the

Veterinary Medicines Directorate under the Veterinary Medicines
Regulations are available.
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Complementary and alternative

medicine in the USA

JP Borneman

Introduction

Sales of non-food natural and complementary and alternative medicine
(CAM) products in the USA exceeded $US29.97 billion in 2006,
growing at an annual rate of 9.7%.! The most recent (2004) National
Health Information Survey (NHIS) estimated that 36% of Americans
over the age of 18 used some form of CAM during the previous 12
months.? Furthermore, a recent Institute of Medicine (IOM) Report,
Complementary and Alternative Medicine in the United States, esti-
mates that Americans are now spending more on CAM than primary
care, that more than 15 million Americans routinely use herbal
medicines and that spending now exceeds $US27bn per year on CAM
and CAM-related products.® Although it is estimated that Americans
made more visits to CAM providers (629 million) than primary care
providers (386 million) in 1997,3* data indicate that many consumers
of CAM do not discuss their CAM use with their physician,’™ a situa-
tion that has impacts on health policy, best practices, healthcare funding
and the doctor—patient relationship. What are the drives for CAM use
in the USA? Who is the ‘typical’ CAM user? What are the psychosocial
attributes of those who use CAM?

Institutionalising CAM: NIH and NCCAM

Increasing amounts of tax dollars are being spent on CAM research.
The budget for the National Institutes of Health’s (NIH’s) National
Center for Complementary and Alternative Medicine (NCCAM), for-
merly the Office of Alternative Medicine (OAM), grew from its initial
allocation of $US2m in 1992 to a high of $US121.1m in fiscal 2005, a
60-fold increase over 13 years — an average 466% increase each year
(Figure 4.1).
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Figure 4.1 NCCAM appropriations 1992-2007.

The increase in CAM in the literature, as well as the increasing
federal money spent on CAM at NIH, tend to indicate that CAM is
slowly entering the mainstream of biomedical research and attracting
an increasing amount of attention.

The ambiguity in the definition of CAM has a practical problem. To
illustrate this, a review of the Computer Retrieval of Information on
Scientific Projects (CRISP)” database at the NIH was undertaken.® CRISP
was searched for the 50 CAM modalities identified in the literature for
grants made by NIH as a whole, and by NCCAM specifically, for the
periods 1992-6, 1997-2001 and 2002—4. This search was confounded by
a lack of precision in CAM terminology, duplication of records and a
strategy at NCCAM before 1997 of using other institutes’ grant-making
authority to fund CAM projects. Consequently, for comparison purposes,
data were limited to the periods 1997-2001 and 2002-4. For specific
CAM modalities, Table 4.1 shows a comparison of rank by mention in
the literature, with grants identified at NIH as a whole and with NCCAM
specifically for the two periods. In some cases, e.g. herbs and diet, there
was an alignment between NCCAM funding and mentions in the litera-
ture. However, in other cases, notably homeopathy and mind-body dis-
ciplines (hypnosis, guided imagery, biofeedback, relaxation), there were
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Table 4.1 Comparison of modality ranking in the literature with NIH funding

Modality Rank by ~ NIH NCCAM NIH NCCAM
mentions®  Ranking Ranking Ranking Ranking
by grants by grants by grants by grants
1997-20016  1997-2001  2002-2004¢  2002-2004°
Herbal 1 9 1 7 1
Homeopathy 1 22 10 25 12
Massage 1 25 9 15 9
Acupuncture 4 11 2 10 3
Chiropractic 5 17 4 16 5
Hypnosis 6 16 21 20 22
Diet 7 1 3 1 2
Guided imagery 8 22 27 32 29
Prayer 8 31 15 30 17
Vitamins 8 40 27 40 34
Biofeedback 11 8 17 9 20
Relaxation 11 26 27 30 34
Folk medicine 13 12 7 12 4
Spirituality 13 15 13 1 1
Support groups/ 13 10 27 13 34
selt-help
Energy medicine 16 37 27 33 20
Exercise 16 2 6 2 7
Naturopathy 16 29 10 21 10
Reflexology 19 40 27 37 34
Aromatherapy 20 32 27 35 34
Meditation 21 13 5 14 6
Commercial 22 40 27 40 34
weight loss
Magnets 22 37 21 36 29
Tai c’hi 22 20 12 19 17
Therapeutic touch 22 30 27 25 14
Traditional 22 19 8 17 8
Chinese medicine
Counselling 27 3 15 3 24
Yoga 27 26 17 23 13
Art 29 37 21 37 32
Ayurveda 29 40 27 37 32
Chelation 29 7 27 8 24
Curanderismo 29 35 27 40 34
Faith healing 29 40 27 40 34
Healthfood 29 28 27 40 34
Humour 29 40 27 40 34
Light 29 14 21 18 24
Music 29 24 21 24 22
Osteopathy 29 18 17 22 17
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Table 4.1 continved

Modality Rank by ~ NIH NCCAM NIH NCCAM
mentions®  Ranking Ranking Ranking Ranking
by grants by grants by grants by grants
1997-2001  1997-2001¢  2002-2004°  2002-2004¢

Ozone 29 40 27 40 34
Psychotherapy 29 5 14 5 14
Reiki 29 32 20 28 16
Acupressure 42 35 27 33 24
Astrology 43 40 27 40 34
Behavioural 43 6 27 6 24
therapy

Colonic irrigation 43 40 27 40 34
Cranial sacral 43 40 27 40 34
therapy

Drama 43 32 27 27 34
Electrostimulation 43 21 27 28 34
Metabolic 43 40 27 40 34
Native American 43 4 21 4 29
healing

a Ranked by number of mentions in 25 CAM surveys analysed

b Ranked by raw number of grants across NIH listed by keyword in the NIH CRISP database
1997-2001

< Ranked by raw number of grants for NCCAM listed by keyword in the NIH CRISP database
1997-2001

d Ranked by raw number of grants across NIH listed by keyword in the NIH CRISP database
2002-2004

¢ Ranked by raw number of grants for NCCAM listed by keyword in the NIH CRISP database
2002-2004

NICCAM, National Center for Complementary and Alternative Medicine; NIH, National
Institutes of Health.

wide differences between the prevalence of modalities appearing in the
literature and NIH’s grant making.

NCCAM domains of CAM

In an attempt to resolve the ambiguity, NCCAM has attempted to
organise CAM modalities into five domains:’

1.  Alternative medical systems (homeopathy, naturopathy, traditional
Chinese medicine, ayurveda)

2.  Mind-body medicine

Energy medicine (magnets, therapeutic touch)

4. Biologically based medicine (dietary supplements)

»
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5. Manipulative therapies (chiropractic, osteopathy, massage
therapies).

The rationale was to impose some form of order on the field while
maintaining flexibility within each domain. Clearly the domains have
different attributes and varying levels of acceptance by the consumer
and practitioner communities. In addition, although numerous
researchers have attempted to estimate CAM use by consumers, a com-
mon theme is a lack of discussion of their CAM use with their health-
care providers. Eisenberg and colleagues* found in 1998 that 63-72%
of consumers of CAM do not discuss their use of these products with
their doctor. It is evident that better understanding of patient use pat-
terns of CAM, particularly in populations with specific health needs, is
essential in informing the dialogue between doctor and patient.

CAM prevalence: emerging picture

Complementary and alternative medicine, by many of its definitions,
has entered into the domain of public health and health policy. In the
preface of a special issue of the American Journal of Public Health
specifically dedicated to CAM, guest editor Vincent Silenzio wrote:

Although in different ways, complementary and alternative health care
and healing practices represent a vast and as yet unrealized sector of the
public health systems of developed and developing nations. Moreover, the
limits of our current biomedical knowledge and capabilities cannot be
denied. We do not, as yet, have all the answers, or even, for that matter,
know all the questions. There are more things in heaven and earth than
can be dreamt of in our current biomedical philosophies. Stagnant
biomedical orthodoxy cannot achieve the fullness of public health’s
potential and has no role to play in human progress. Maintaining an
openness to this reality may serve to help marshal the resources of indi-
genous, complementary, and alternative health practices in the service of
public health, now and in the future.”

This statement is more practical than visionary. Recently, in an article
marking the twenty-fifth anniversary of Starr’s social transformation of
American medicine,!" UCLA sociologist Michael Goldstein held that
Starr might have it wrong.!> The medical profession was not as cleanly
consolidated as Starr would have held. The sectarians, in the main the
practitioners of CAM, were not eliminated; rather they were driven
underground to re-emerge in a different political time and place.
Goldstein writes:



98 Complementary and Alternative Medicine

Starr’s hesitancy to be more critical in assessing the relationship of med-
ical practice to scientific rationality is important because it allows him to
neglect or dismiss other forms of healthcare such as CAM. That many
types of alternative healers have maintained, and recently expanded, their
presence within the American health care scene is not solely due to their
ability to survive as deviants within the corpus of medicine. Rather, the
public remains attracted to what they have to offer; a greater willingness
and ability to provide care to the chronically ill; attention to the individ-
ual needs of their clients; an appreciation of the interplay of mind, body
and spirit as they affect health and illness; and a hesitancy to apply
‘heroic’ measures that often are useless or have disastrous side effects.!?

As an example, Goldstein cites Oncolink, a website run by the
University of Pennsylvania and underwritten by a host of conventional
pharmaceutical companies. On the site is information about CAM.
Public health must find what healthcare practices work, and then be
willing to implement them. The first part of the process is to determine
what is happening in the field.

CAM prevalence in the USA: who uses it?

Cross-sectional surveys of the general population tend to indicate that
CAM use has become common, both in self-care and in seeking the
assistance of a provider.>*%1314 The first national survey of the use of
CAM by the American public, conducted by Eisenberg and colleagues,
estimated that, in 1991, 34% of adults in the USA had used at least one
CAM modality during the previous 12 months. Furthermore, of those
who had used at least one modality, one-third had seen a CAM
provider.®* In 1997, a follow-on survey by the same team using similar
methods found that the proportion seeking out a practitioner had
changed from 36.3% to 46.3%.* For example, of the 18 CAM modal-
ities listed in 1991, a quarter of respondents used exercise and prayer,
whereas 1-3% used herbal products, diet or homeopathy.® Use of these
modalities increased across the board by 1997, with approximately
one-half having statistically significant increases.* By 2002, usage had
increased further. The National Health Information Survey (2002)
reported that 74.6% of those surveyed had used a CAM modality at
least once, and that 62.1% had used at least one CAM modality in the
previous year.?

From an ecological perspective, repeating the methodology first
published in 1961, Green and colleagues used Gallup telephone
survey data of 1000 civilian, non-institutionalised individuals who had
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experienced health events in 1996. The purpose was to determine
surgery visits, hospitalisations, illness and injuries. Their surprising
finding was that although 113 participants reported visiting a primary
care provider and 21 reported visiting an outpatient clinic, 65 (6.5%)
reported visiting a CAM provider. It is also noteworthy that out-of
pocket (unreimbursed) expenditures were incurred in most of these vis-
its.!3> McFarland and colleagues'® compared prevalence of use of CAM
in the USA and Canada using the 1996 US Medical Expenditure Panel
Survey (n = 16 400; response rate [RR] 78%) and the 1996 Canadian
National Population Health Survey (7 = 70 884; RR 83%). They noted
that, although the US and Canadian populations had essential differ-
ences, especially related to ethnicity and access to care and insurance,
CAM use was in many ways similar. They reported that, in both coun-
tries, CAM seemed to be an adjunctive (add-on) therapy as opposed to
essential care. Some differences of note were that 16% of Canadians vs
5% of Americans used ‘any CAM provider’, whereas 2% of Canadians
vs 1% of Americans used a CAM provider exclusively. Canadians were
more than three times as likely to use CAM in addition to conventional
providers.!®

Drivers to CAM use in the USA

Sociodemographic drivers

Numerous studies have been undertaken to characterise CAM use in
smaller specific population samples.'”2° These studies tend to show
higher CAM utilisation rate than in larger cross-sectional measures,
with 37-58% of respondents having used at least one CAM therapy on
the list in the previous year. Burge and Albright! found that only 43%
had told their health professional about their CAM use. Rafferty et al.’
used data from the Behavioural Risk Factor Surveillance System to
survey 3764 Michigan residents in 2001. They found that 49.7% of
adults had used at least one CAM therapy in the previous year, the most
common being herbal therapies (20.5%), special diets (12.6%) and
chiropractic (12.2%). Of this sample, women were more likely to use
CAM than men.

Gender differences associated with CAM use are found in the
literature. Salmenpera?!*? found that women (59%) were more likely
than men (44%) to ‘seriously consider’ CAM use in the past year.
Among those who considered CAM but did not use it, reasons included
insufficient scientific evidence (women 57%, men 77%) or conventional
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treatments worked ‘well enough’ (women 45%, men 70%). Of those
who started to use CAM for their illness, the reasons given were ‘to
restore hope in their future’ (women 36%, men 36%), and ‘to do as
much as they can for themselves’ (women 46%, men 29%). Both of
these findings are of interest because they support the hypotheses of the
effects of internal locus of control on CAM use (discussed later).

Thus, the sociodemographic data around CAM use tend to indi-
cate that the most common factors are gender, age, ethnicity, education
level and income.!%23-26

These investigations cannot be compared with each other as such.
However, they show clearly that CAM is being used in the USA as in other
countries. However, the limitations of these reports are clear: sample sizes
are small, populations are generally limited, the definition of CAM is vari-
able (from 3 to over 20 modalities) and methodological quality is highly
variable. With the widespread use of CAM established, at least to the
limits of the literature, what are the variables related to use?

Psychosocial drivers to CAM use

Other factors for CAM use have been found in the literature. They can
be divided into psychosocial and other possible factors.

The literature tends to indicate that psychosocial and health
behaviour factors may be associated with CAM use. These factors
include ratings of health, advice satisfaction and a variety of factors
associated with beliefs about health and locus of control. For the
purposes of this discussion, the locus of control theory is defined in its
original meaning, which effectively separates the population into a
continuum between two poles: on the one extreme, those with internal
locus of control who believe that they have control over outcomes in
their lives and, on the other, people with external locus of control, who
believe that outcomes in their lives are controlled by external forces or
people.?”

In a sample of college students (7 = 913) in 2003, Chng and col-
leagues?* found that, in addition to the common factors, health locus of
control and ‘holistic attitude’ were associated with CAM use. They
found that internal locus of control was highly correlated (r = 0.25,
p = 0.01) with CAM use. Sturm?’ had a similar finding. Using a 1998
US national household survey (z = 9585) and CAM use in the previous
year as the dependent variable, risk-taking behaviour was found to be a
factor. There was a difference between CAM self-care and doctor-
provided CAM. Sturm found that individuals using only CAM self-care
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(as opposed to seeing a CAM provider) rated themselves as ‘more
cautious’ (odds ratio [OR] 1.08), not statistically different from the
general population.

The relationship of health locus of control and patient behaviour
has been explored in the literature with inconsistent findings. In early
work, Schlenk and Hart?*® conducted structured interviews with patients
who had diabetes. They found a statistically significant relationship
between compliance and social support, ‘powerful others health locus
of control’ (PHLC) and ‘internal health locus of control’. They found
that social support and PHLC accounted for at least 50% of the vari-
ance in compliance scores. The multiple R of the independent variables
with compliance reached a significance level of p < 0.005. However,
only the two variables of social support and PHLC added significantly
(p < 0.05) to prediction accuracy.

Contrary findings were reported by Ramos-Remus and col-
leagues.?’ They administered the Multidimensional Health Locus of
Control (MHLC) instrument as well as structured interviews to deter-
mine use of non-conventional remedies (NCRs) to 200 patients with
rheumatological conditions. They found that over half of the patients
used NCRs for treatment of their rheumatic disease. NCRs were costly
and the MHLC scale scores alone did not explain all the variance in
health behaviours. Other contributing factors may have included per-
ceived severity of the disease, health motivation or previous behaviour.
Furnham et al.3° evaluated 250 patients who were currently using CAM
practitioners in the UK. Patients completed a seven-part questionnaire
that evaluated demographic data, medical history, familiarisation with
complementary therapies, health beliefs and lifestyle, health locus of
control (LOC), scientific health beliefs, and their perceptions of the
consultation style of general and complementary practitioners.
Sociodemographic differences were not found between those who used
CAM and those who did not. However, LOC was not found to be
primarily associated. In fact, the investigators reported the following:

... that patients of complementary practitioners are not a homogeneous
group, but do differ in their views on satisfaction with GPs, healthy
life-style, global environmental issues, confidence in prescribed drugs,
faith in medical science, importance of a ‘healthy mind,” harmful effects
of medical science, and scientific methodology.3°

Clearly, the literature varies because it relates locus of control to
CAM use. However, it appears that a relationship could exist given the
manner in which it is measured as well as the co-variates in the models.
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The Health Belief Model (HBM) appears to be a construct that
could unify these findings and give a clearer explanation as to why some
patients choose to use CAM and others do not. The HBM was devel-
oped by three psychologists — Hochbaum, Kegels and Rosenstock — in
the 1950s for the Public Health Service.?' The developers had back-
grounds in social psychology with phenomenological orientation and
were probably influenced by their knowledge of the phenomenologi-
cally oriented theories of Kurt Lewin.’! Originally, the model was
designed to predict behavioural response to the treatment received by
acutely or chronically ill patients, but in more recent years the model
has been used to predict more general health behaviours.3? In general,
the HBM attempts to predict health-related behaviour in terms of
certain belief patterns including individual perceptions, modifying
behaviours and likelihood of action.

The key factors in the HBM model are:

e  Perceived susceptibility: the perception of the likelihood of
experiencing a condition that would adversely affect one’s health.

e DPerceived seriousness: the effects that a given disease or condition
would have on the patient’s life at the time.

e Perceived benefits of taking action: the perceived benefit of
prevention of disease or dealing with an illness.

e  Barriers to taking action: characteristics of a treatment or
prevention that may prevent action, e.g. unpleasant side effects,
difficulty obtaining convenient treatment.

®  Cues to action: the cost-benefit of the action to the individual.

The HBM is built around the perceptions of the individual and
how those perceptions affect their behaviour. It suggests that individ-
uals who take control of their health (internal LOC) assess the likelihood
of the illness (perceived susceptibility) and the seriousness of the illness
(perceived seriousness). The potential utility of CAM (perceived benefit)
is then assessed, as well as the risks associated with CAM (barriers to
taking action). The cost-benefit decision (cues to action) could result in
the decision whether or not to utilise CAM.

This HBM cost-benefit approach is not limited to the general
population, e.g. Boon?3 discusses the ‘push’ and ‘pull’ influences of
CAM use on men with prostate symptoms. Men were ‘pushed’ by neg-
ative perceptions of conventional treatment and ‘pulled’ by positive
perceptions of CAM.

These factors are consistent with the findings of Borneman?®
who, in an analysis of the Kaiser-Permanente Member Health Survey
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(n = 34 000), found that respondents who reported that ‘stress and
emotional troubles were associated with health’ were twice as likely to
use CAM than respondents who did not associate stress, emotions and
health. Statistically significant factors associated with CAM use in the
previous 12 months in the population included: being white (adjusted
odds ratio [AOR] 1.39, 95% confidence interval [95%CI] 1.32-1.47),
being a college graduate (AOR 1.85, 95%CI 1.75-1.95), being a non-
smoker (AOR 1.41, 95%CI 1.27-1.57), having poor health rating
(AOR 1.12, 95%CI 1.07-1.17) and less satisfaction with health advice
(AOR 1.08, 95%CI 1.04-1.33). In women, sociodemographic factors
were similar.

In addition to an individual’s beliefs about his or her healthcare,
researchers have found that personality traits may also affect healthcare
usage. Honda and Jacobson®* reported that the personality trait of
openness was associated with CAM use, particularly with the use of
mind-body therapies. Furnham et al.>® found that CAM users were
more likely to believe that their therapy would be efficacious, but neither
Lewith et al.>® nor White?” found an association between ‘belief’ in
CAM and positive clinical outcomes as compared with non-belief in
the therapies studied. Owens et al.*® found that higher CAM use could
be associated with the psychological trait identified as ‘absorption’
(‘openness to experience’*), a finding similar to that of Honda, but
these psychological ‘traits’ can be distinguished from ‘belief’. Wyatt
et al.? found that ‘optimism’ was a significant associated variable of
CAM use. Thus, although the literature has examples of the potential
relationship of personality traits to CAM use, there is little specific
research linking these types of factors to CAM use, and little agreement
on the definitions of specific traits.

Other factors may have an influence on the choice to use CAM.
An early evaluation of factors of CAM use was conducted by Astin in
1998.1* Using a random sample of 1035 surveys from a panel who had
agreed to participate in a mail survey and who live throughout the USA,
Astin hypothesised that CAM use could be predicted by: dissatisfaction
with conventional treatment, need for personal control and philosoph-
ical congruence. In addition, health status and demographic variables
were measured. Astin found that more education, poorer health status,
holistic orientation to health, having had a ‘transformational event that
changed the person’s worldview’ and belonging to a cultural group
characterised by ‘commitment’ (feminism, environmentalism, personal
growth) were associated with increased CAM use. Although CAM use
was predicted by anxiety, back problems, chronic pain and urinary tract
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problems, it was not predicted by dissatisfaction with conventional
medicine.

Other drivers: reimbursement and other effects

Insurance reimbursement tends to have an impact on CAM use.?®*0
Gordon and Lin,* using data from the Kaiser-Permanente Members’
survey in 1999, compared members who had a chiropractic reimburse-
ment benefit with members who did not. They determined that chiro-
practic coverage had a larger impact on use in men than in women.
Logistic regression modelling showed that, controlling for age, educa-
tion and income, having a chiropractic benefit were associated with
CAM use among men but not among women. These findings are simi-
lar to those of Wolsko et al.?¢ who conducted a secondary analysis on
the 1997 Eisenberg data. Wolsko et al. found that ‘a small minority of
persons accounted for more than 75% of visits to CAM providers.
Extent of insurance coverage for CAM providers and use for wellness
are strong correlates of frequent use of CAM providers.” They found
that factors independently associated with seeing a CAM provider were:
having been in the upper quartile of visits to conventional providers in
the last year, female gender, and having used the therapy to treat dia-
betes, cancer, or back or neck problems. Factors independently associ-
ated with frequent use (eight or more visits a year) of a CAM provider
were: full or partial insurance coverage of the CAM provider, having
used the therapy for wellness and having seen the provider for back or
neck problems.

Although data in the literature tend to indicate that reimburse-
ment may increase CAM use, lack of reimbursement may not decrease
CAM. As Eisenberg et al.*’ and Wolsko et al.?¢ have shown, patients
are willing to pay out of pocket. In fact, Pagan and Pauly*' have
reported that it is likely that CAM may be used by uninsured users
because of the lack of reimbursement.

Delivery of CAM in the USA

Methods for receiving CAM services in the USA are a direct reflection
of the diversity in CAM modalities and reimbursement status, e.g.
although the professional delivery of some modalities including homeop-
athy, osteopathy, naturopathy, chiropractic and psychology fall
under the licensed practice of the therapy, other modalities, including
massage, prayer, herbs, biofeedback and megavitamins, are unregu-
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lated. Other therapies, including acupuncture, fall into both categories.
Consequently, the array of providers of CAM in the USA fall along a
continuum of informal ad hoc interventions by laypeople, all the way to
Centers for Integrative Medicine at more than 20 university medical
centres throughout the country.’

The delivery of CAM products is almost as complicated. CAM
products can be classified as dietary supplements, foods and drugs. In
addition, the same product can have more than one status depending on
how it is labelled. The situation is sufficiently complex that the Food and
Drug Administration (FDA) has been forced to issue proposed guidance
on the matter that has been exceedingly controversial.*> With such con-
fusion in the market place, a significant focus has shifted to regulation.

Regulation of CAM products and services

In the USA, the delivery of medical services is a matter of state regula-
tion, whereas the regulation of products falls under federal statutes.
This difference result from the structure of laws under the constitution,
which restrict federal laws to only a limited number of areas, including
interstate commerce. It is from the interstate commerce clause that the
FDA derives its authority to regulate food and drugs. As services are
generally offered within an individual state, regulations fall to state law,
and more specifically state-constituted boards of medicine and other
professional services (e.g. psychology, naturopathy, acupuncture,
homeopathy).

CAM products

At present, CAM products that are intended for ingestion such as herbs
and dietary supplements, as opposed to procedures such as acupuncture
and massage, are subject to one of three regulatory mechanisms,
depending on whether they are classified as drugs, dietary supplements
or homeopathic drugs. The regulatory scheme for conventional drug
products based on pre-marketing clinical trials is widely discussed in
public policy debates. The mechanism for dietary supplements relies
primarily on post-marketing regulation and covers the vast majority of
CAM products. The process by which homeopathic drugs are regulated
is similar to the allopathic drug regulatory scheme, but has significant
differences.

The sales of prescription drugs and dietary supplements represent
multi-billion dollar industries in the USA. Although sales of homeopathic
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drug products are at least an order of magnitude smaller, they are
among the top ten, best-selling, over-the-counter (OTC) drugs in the
specialty analgesics, oral analgesics for children and cough/cold/flu
categories in the USA, out of several hundred products currently tracked.*?

Industry estimates suggest sales of homeopathic drugs in the USA
in 2006 of between $US500m and $US600m, with a compound average
growth rate of approximately 8% per year.*4

Homeopathy

The example of homeopathy is now considered. Homeopathy is a sys-
tem of medicine that dates back more than 200 years. Its use is based
on the observation that high doses of pharmacologically active sub-
stances cause symptoms when administered to healthy individuals.
Those same substances, when prepared in very dilute form, may relieve
similar symptoms in conditions resulting from different aetiologies.*’
The clinical use of certain drugs according to this ‘like cures like’ obser-
vation is called the ‘principle of similars’ (similia principle) and forms
the theoretical basis for homeopathy. Vaccines and the use of some con-
ventional medications, such as nitroglycerin for angina, stimulants for
attention deficit hyperactivity disorder and digitalis for congestive
heart failure, have been compared in effect to homeopathic use.*
Homeopathy is covered in detail in Chapter 7.

Since 1938, homeopathic medicines have been classified as drugs
within the meaning of the federal Food Drug and Cosmetic Act
(FDCA).*¢ Official homeopathic drugs are those that have monographs,
official listings of drug data, in the Homeopathic Pharmacopeia of the
United States (HPUS). The HPUS is prepared by a non-governmental
organisation, the Homeopathic Pharmacopeia Convention for the
United States (HPCUS), which is made up of scientists and clinicians
trained in the medical specialty of homeopathic medicine.*”*¥ As most
homeopathic drugs are sold on a non-prescription basis, very few are
subject to reimbursement by insurance.

Homeopathy’s introduction into the USA is credited to an American
of Danish descent who was trained in Copenhagen, Hans Burch Gram,
in 1826.% By 1871, sectarians, practitioners who were not members of
the American Medical Association including homeopaths, represented at
least 13% of practitioners in the USA. By 1880, homeopaths operated 14
medical schools, compared with the 76 operated by conventional physi-
cians.!! However, by the middle of twentieth century, the professional
practice of homeopathy was all but over.’® The last pure homeopathic
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medical college closed in 1920, although Hahnemann Medical College in
Philadelphia taught homeopathic electives until mid-century. The
author’s great-grandfather was a professor at Hahnemann from 1904 to
1948, teaching homeopathic pharmacy and pharmacognosy. The last of
the homeopaths, Garth Boericke, retired in 1964.

Nevertheless, the influence of the homeopaths was not completely
gone. In 1938, Senator Royal Copeland of New York, a physician
trained in homeopathy and a principal author of the FDCA, included
within the law’s definition of ‘drugs’ articles monographed in the
HPUS.*¢ Whether Congress’s acceptance of this definition was a per-
sonal concession to Copeland or an attempt by reformers to regulate
homeopathic drugs more closely is not clear.’’%? The effect was to
include homeopathic drugs as a formal component of food and drug

law in the USA.

Allopathic drugs, homeopathic drugs and dietary supplements

It is important to understand the status of allopathic drugs and dietary
supplements in terms of clinical use and regulation. From the perspec-
tive of clinical use, allopathic drugs are used to treat symptoms, provide
prophylaxis and induce structural or biochemical changes in a biologi-
cal system. By contrast, homeopathic medicines are used principally for
treatment of symptoms, Consistent with the similia principle, the body
must first exhibit symptoms before the correct homeopathic drug may
be chosen and rarely for prophylaxis, although there are some case
reports in the literature showing the successful use of homeopathic
drugs in epidemic disease.’3** Dietary supplements include an array of
substances, such as vitamins, enzymes, herbs and functional foods.*
Thus, clinical use of dietary supplements is highly variable. As a result,
in addition to content and deficiency of nutrients and approved health
claims, manufacturers are limited to making claims that their products
cause the body to maintain ‘healthy function’.>> In practice, however,
dietary supplement manufacturers routinely make claims that could be
interpreted by the public as relating to the structure or function of phys-
iological systems or to the relief of symptoms, e.g. claims have been
made that dietary supplements ‘help the body maintain natural sleep’.
The allopathic drug claims for ‘sleep-aid’ are effectively the same.
Consequently, from a clinical perspective, dietary supplements and allo-
pathic drugs share the goals of prophylaxis and biochemical change,
whereas homeopathic and allopathic drugs share the goal of symptom
relief.
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The regulatory differences among allopathic drugs, homeopathic
drugs and dietary supplements are no less complicated. Table 4.2 shows
a comparison of regulation of the three categories. For ease of discus-
sion, it is helpful to contrast controlling law according to whether it
addresses pre-market approval, post-market regulation (manufacturing,
marketing and sales), advertising regulation or reimbursement status for
the three types of products.

As discussed, allopathic drugs are governed by the federal FDCA
and related regulations, published in Title 21 of the Code of Federal
Regulation (CFR). Pre-market approval is administered by the FDA
through the new drug application (NDA) process for new drugs,
whereas certain non-prescription drugs that are available for purchase
directly by consumers on an OTC basis are subject to a separate OTC
review process. Post-market regulation is principally specified in 21
CFR and includes current good manufacturing practices (cGMPs) and
reporting of adverse drug events. The cGMPs specify the methods and
conditions under which drugs must be produced, including validation

Table 4.2 Comparison of regulatory schemas for allopathic drugs, homeopathic
drugs and dietary supplements

Enabling  Pre-market Good Labelling  Indications ~ Advertising
legislation  approval manufacturing guidelines for use guidelines
practices
(cGMPs)

Allopathic ~ FDCA New drug 21 CFR 21 CFR  Required  RxFDA;
application OTCFTC
or drug
monograph

Homeopathic FDCA HPCUS 21 CFR 21 CFR  Required  Rx-FDA;
monograph OTCFTC
process

Dietary DSHEA  None Implementing  DSHEA  Drug FTC

supplements claims

impermis-
sible,
‘Strucuture-
function’
claims
only

CFR, Code of Federal Regulation; DSHEA, Dietary Supplement Health and Education Act 1994;
FDA, Food and Drug Administration; FTC, Federal Trade Commission; OTC, over the counter;
Rx, treatment; HPCUS, Homeopathic Pharmacopeia Convention for the United States.
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of equipment and processes, and training of staff. The FDA regulates
drug claims that are included in labelling. OTC drugs are limited to
making claims for self-limiting conditions that do not require medical
diagnosis or monitoring.’®

Advertising for prescription allopathic drugs is regulated by the
FDA, whereas advertising for non-prescription allopathic drugs is regu-
lated by the Federal Trade Commission (FTC). Although reimburse-
ment patterns for allopathic drugs vary, the general rule is that
prescription drugs are reimbursed by most private health insurance
plans and may be deducted as a medical expense for federal tax
purposes; however, OTC drugs are generally not reimbursable but are
subject to coverage under qualifying tax-advantaged flexible-spending
plans.>”

Dietary supplements are regulated under the Dietary Supplement
Health and Education Act 1994 (DSHEA), which was enacted as an
amendment to the FDCA. As a practical matter, no pre-market approval
has applied to supplements currently on the market because no new
chemical entities have been approved since the passage of DSHEA. All
products marketed since the inception of DSHEA are either single sup-
plements or combinations of products that existed at the time of
DSHEA’s implementation. Claims for the products must be reported to
the FDA before marketing,*® and products may be freely sold unless and
until the agency objects. Until recently, there was little federal oversight
of the manufacturing of dietary supplements. Supplements have become
subject to recently promulgated GMP standards of their own;*’ how-
ever, some critics point out that dietary supplement GMPs are less
rigorous that their drug cGMP counterparts.

Manufacturers of dietary supplements may not make claims that
their products act like drugs. Claims about effects on physiological
structures and functions, ‘structure—function’ claims, are permissible, if
they do not fall into one of the categories of drug claims outlined by the
FDA. Among those categories are products claiming to have an effect
on a specific disease or class of diseases, or on one or more signs or
symptoms that are characteristic of a specific disease. Also proscribed
are implicit disease claims through the name of the product, a statement
about the formulation of the product, a claim that the product contains
an ingredient that has been regulated by the FDA as a drug and is well
known to consumers for its use in preventing or treating a disease, or
citation of a publication or reference. Also prohibited are claims that a
supplement belongs to a class of products that is intended to diagnose,
mitigate, treat, cure or prevent a disease, or that is a substitute for a
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product that is a recognised therapy for a disease.®® However, even with
the great specificity of regulation recently developed by the FDA, as
previously noted, the line between a drug claim and a dietary supple-
ment claim can be difficult to draw, and advertising of dietary supplements
is regulated solely by the FTC. This practice is a result of an agreement
between the FDA and FTC in 1971 under which the FDA took respon-
sibility for enforcement of regulations concerning prescription drug
advertising, leaving the FTC with the responsibility for non-prescription
articles including dietary supplements and OTC drugs.®!

By contrast, homeopathic drugs are subject to the FDCA and regu-
lations issued by the FDA. Instead of the NDA process, pre-market
approval for homeopathic drugs is by way of monograph approval by
HPCUS. Although homeopathic drugs are also subject to the FDA OTC
review, the FDA has not yet used this authority. However, manufacturing,
labelling, marketing and sales of homeopathic drugs are subject to FDA
compliance rules. With the exception of provisions for expiration dating,
tablet imprinting and finish product testing, they are functionally
identical to their allopathic counterparts. GMP standards for homeopathic
and allopathic drugs are the same, and advertising oversight and
reimbursement for homeopathic and allopathic drugs are also identical.

Bringing a homeopathic OTC drug to market

The decision to enter the OTC market comes as the result of an
interconnected analysis of a number of factors.

Development of need

For its size, the OTC marketplace in the USA is fairly crowded. In addi-
tion ‘time to success’ — the period of time that a new product demon-
strates economic viability — for the introduction of a new product into
the drug store and mass market channels has compressed from 1-2
years several years ago to 90-210 days. This means that a new intro-
duction needs to sell well from inception and has no time to find a mar-
ket. These factors put added pressure on the selection of products for
the market. ‘Me-too’ introductions generally fare poorly, so it is import-
ant not only that the successful new product has a significant value
proposition, but also that this value is immediately understandable to
the consumer.

Successful products are generally the result of a gap analysis in the
market. Gaps can be clinical (no existent products fill an identified
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clinical need), economic (current offerings are too expensive) or prod-
uct driven (a product improvement is possible). From the perspective of
the homeopathic offering, matching the gap analysis with homeopathic
capabilities generally yields an array of possible novel product entries.

Formulation

A principal component of formula development is the analysis of
whether the target product will be a single entity or combination, and
whether the component drugs are existent in the HPUS or will be new
drugs. Intellectual property protection, patents and trademarks will be
a consideration. Although trademarks are a relatively straightforward
matter, patents are much more difficult to obtain; they are granted only
for novel entities or improvements, meaning that new drugs are eligible,
but new combinations of old drugs are not. Novel use of old drugs may
warrant a new patent. If the decision is to enter the market with a novel
entity, the approval process to be granted a monograph in the HPUS
requires 1-2 years from submission for complete review by the HPUS
working committees.

Literature review

The first step in drug development is a formal review of the literature.
This study can be undertaken from a number of perspectives: clinical
indication (repertory), drug family (material medical) and state of the
existing science (environmental scan), as well as a review of existing
trials in the literature. The last is a critical step because it reveals oppor-
tunities from a perspective of not only the existing science, but also a
market opportunity point of view.

Clinical data collection

Upon completion of a literature review, an array of potential formula-
tions can be developed. Standard clinical trial techniques can then be
applied to study of the efficacy of the proposed formula. If a novel
entity is involved, a trial of the single entity may be undertaken for
regulatory purposes. Trial data contribute to the development of a
proof of claims document as well as elucidating the optimal dosage and
posology for the formula. Methodologies for the trials follow standard
best practices: safety, followed by a pilot randomised trial to assess
effect size and finally a full-scale trial. Novel entities may require a
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‘proving’ trial, a pathogenic study on healthy individuals to determine
the homeopathic effect of the novel drug.

Formula selection

After development of the market need and collection of clinical data,
the final formulation for the product can be determined. As important
as clinical effectiveness and safety is intellectual property protection.
Novel substances can obtain patents that have a 20-year duration. New
product improvements may also be eligible for protection.

Claims development

Claims development for the product is a natural outgrowth of the
needs analysis and clinical data collection. Claims are subject to FDA
oversight pursuant to relevant sections of 21CFR and the specific
Compliance Policy Guide for Homeopathy 400.400 (formerly 7132.15)
- ‘Conditions Under Which Homeopathic medicines May be Marketed’.
Under these regulations, claims for OTC products are limited to self-
limiting conditions that do not require medical diagnosis or monitoring.
Claims developed at this juncture should be referred to council for legal
review and to the company’s medical officer for clinical review.

Claims should be supported by a file that contains all relevant data
from the literature review as well as company-sponsored trials. This file,
called a ‘Proof of Claims Document’, should be available for review by
regulators at any time. Legal review should include filing the relevant
Drug Listing Form FDA2657 with FDA for the assignment of a NDC
number. The NDC number will appear on the principal display panel of
the label pursuant to FDA and HPCUS regulations.

Dosage form selection

The appropriate dosage form for the new entry should be determined as
a result of the needs analysis and clinical data collection. Research and
development in this area focus on manufacturing scale and supply chain
for the products, as well as requisite stability studies and preservative
challenges (if applicable), pursuant to the relevant portions of Section
210 of 21CFR. Accelerated studies may be undertaken if the dosage
form is well understood. Conventional studies will be required if the
dosage form is novel. Although homeopathic medicines are generally
exempted from expiration dating in the USA pursuantto 21CFR 211.137,
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expiry dates may be required on certain topical or parenteral dosage
forms.

Marketing plan

The marketing and roll-out plan for the new entity will be driven by the
needs and clinical analyses. Typically, focus groups are used to develop
the language, package and label for the product, as well as marketing
positioning. Advertising and sales plans follow from relevant sections of
the sales plan.

Reviews

Once all the planning has been completed, the new entity should be
returned to relevant stakeholders for reviews. These analyses include:
legal and regulatory, clinical, manufacturing and supply chain (includ-
ing forecasting), and sales (including retailer feedback). At this juncture,
a roll-out plan can be developed that is consistent with the planogram
update calendar of the relevant retailers.

Feedback loop

Once the product is on the shelf, a feedback loop of data is critical to
success of the product. This loop includes consumer feedback, retailer
feedback, reported adverse events, sales turn rate, advertising efficien-
cies and promotional efficiencies. These data are merged to make
adjustments to forecasting, promotions and advertising. If the product
is successful, these data will also be used to determine possible line
extensions and future planning.
Figures 4.2 and 4.3 show examples of homeopathic OTC drugs.

Reimbursement

As discussed, the reimbursement schemes for CAM products are sub-
sumed within the highly fragmented general reimbursement system in
the USA. There is wide variability in payments, e.g. healthcare services
provided by a licensed provider may be reimbursed if the condition for
which the service is rendered and the service itself are both covered
in the private health plan, or under the federal (Medicare) or state
(Medicaid) schemes. For example, some preventive care (non-reimbursed
condition), psychological interventions and alternative practices (e.g.
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Figure 4.2 Examples of homeopathic medicines packaged for overthe-counter
sale.
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Figure 4.3 Examples of homeopathic product labels.
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acupuncture), both non-reimbursed services, are not covered. Services
that are provided by a non-licensed practitioner are generally not
reimbursed. The net result is that, as Eisenberg reported, most CAM
services in the USA are paid out of pocket.*3-62

Reimbursement for CAM products falls under a different scheme.
In general, only approved drugs available on prescription are reim-
bursable. Further restrictions may be applied to certain prescription
drugs on restricted formularies. All other OTC drugs and dietary sup-
plements are not reimbursed. As previously discussed, the costs of
certain of these products may be deducted from taxes as healthcare
expenses, or reimbursed if the individual has a Section 125 Flexible
Spending Account.

The way forward

Without doubt CAM has become part of the healthcare landscape in the
USA. Its future depends on the relative success of individual modalities.
This future will turn on:

e  Continued focus on data collection demonstrating safety and
effectiveness

e Development of a stable regulatory scheme

e Implementation of safety practices, including cGMPs, for dietary
supplements and mandatory adverse event reporting for all
products

e Development of best practices

e Oversight of certain unregulated practices to ensure public safety.

The evolution of CAM will not occur in a vacuum. As public pol-
icy evolves concerning access to healthcare in the USA, with all of its
subparts — including quality, best practices, reimbursement and evidence-
based practice — CAM will doubtlessly be affected, for better or worse.
It is hope that CAM practices can positively contribute to accessible
high-quality healthcare in the USA.

Further reading

Institute of Medicine (US) Committee on the Use of Complementary and
Alternative Medicine. Complementary and Alternative Medicine in the United
States. Washington DC: National Academic Press, 20035.
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The evidence base for complementary

and alternative medicine

Steven B Kayne

Evidence associated with the use of complementary and alternative
medicine (CAM) therapies is discussed in detail in Chapter 7. Here a
brief overview of CAM research is given.

Historically, there has been little scientific research into CAM,
largely because of its place as a ‘fringe’ profession. Complementary
medicine in general is deeply rooted in a tradition where experience
comes first and science second. The arguments usually claim that hun-
dreds of years of experience on thousands of patients are innumerably
stronger than scientific studies, which normally include only a few
patients and are far removed from ‘real life’ anyway.! Most research is
funded by private sector interests which might see the economic benefit
of a certain procedure or product. The research culture that has devel-
oped has been one that emphasises an evidence-based approach to
establishing the efficacy of single herbs and nutrients, which overlooks
the way that complementary therapists use these substances.

There is no doubt that many CAM disciplines suffer greatly from
an inability to provide robust evidence acceptable to orthodox
observers. In particular, homeopathy, which commonly uses dilutions of
medicine that are well beyond Avogadro’s number, is the subject of
much scepticism. At this dilution level there are no molecules of drug
left in solution — at least none that can be measured with methods
currently available.

The House of Lords Report

In a letter dated 28 July 1999 the British House of Lords Science and
Technology Committee (Sub Committee 111) issued a ‘call for evidence’
to numerous organisations and individuals related to complementary
medicine. The call for evidence related to six areas: evidence, informa-
tion, research, training, regulation and risk, as well as provision within
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the NHS. The 140-page Report was published in November 2000.% It
set out major recommendations for action that will have a far-reaching
impact on the development of integrated conventional and complemen-
tary health services in the UK. Some critics of the report argued that the
House of Lords was calling for tougher regulation — a ‘crackdown’ — on
alternative medicine. Others interpreted the report as an endorsement
for complementary therapies. An editorial in The Lancet suggested that
the report was ‘thin on data, but replete with opinion — opinion that
could be taken any way one wished’.> A CAM practitioner said that while
the report was overall a good one, it did contain some ‘sceptical and
patronising turns of phrase’.* Despite these comments most CAM
proponents thought that the report provided a reasonable basis for
future progress in integrating the major disciplines into mainstream
medicine.

The report included the recommendation that in the interests of
public safety the complementary medicine sector should be properly reg-
ulated and more research carried out into its effectiveness. Fragmentation,
disagreement between groups and concentration on differences rather
than common aims have been identified as frequent problems with
existing professional bodies for complementary medicine.’

The report found that complementary medicine in the UK suffers
from a poor research infrastructure and a lack of high-quality work.
Common reasons given for this were a lack of understanding of research
ethics and methodology, an unwillingness to evaluate evidence and a
shortage of resources.

The committee recommended two strategies to address these
issues. A central mechanism for coordinating, advising and training on
research into CAM was suggested, using government and charitable
resources. Second, it asked the government NHS Research and
Development Directorate and the Medical Research Council to provide
dedicated research funding to create centres of excellence for com-
plementary medicine research based on the National Center for
Complementary and Alternative Medicine in the USA. The committee
also stated that accredited training of complementary practitioners was
vital to ensure consistently good standards. There has been some
progress on regulation (notably osteopathy and chiropractic) but little
on the other recommendations.
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Types of outcome measures

There are two terms commonly used to describe the outcome of any
given treatment: efficacy and effectiveness.

Efficacy is measured under standard scientific conditions (usually
a randomised clinical trial - RCT). It is the normal requirement before
regulatory authorities will consider granting a licence for the release of
a medicine to the market.

Effectiveness is based on a patient-oriented outcome determined
under ‘field’ conditions. Thus, if a homeopathic medicine is given to a
patient who is then seen to improve, one would say that the medicine
was effective rather than efficacious. Theoretical justification is not usu-
ally an issue. The perception that an intervention is ‘effective’ differs
widely between patients, and in many cases between patient and pre-
scriber too. Part of this divergence may result from the fact that it is
possible to identify two treatment outcomes. The first, an improvement
in the clinical characteristics of the condition being treated, can be
assessed in terms of any or all the following;:

e  resolution of symptoms

e reduction in severity of symptoms with less discomfort
e aneed to take less medication

e Dbetter quality of life.

The second outcome concerns the patient’s overall feeling of well-
ness. This is largely subjective and may vary from day to day. Patients
differ in their ability to deal with disease and this may be reflected in the
success or otherwise of treatment.

Objective outcome measurements have been developed to obtain
some idea of the extent of positive or negative outcome. Examples include
the visual analogue scale, the Overall Progress Interactive Chart and the
Glasgow Homoeopathic Hospital Outcome Scale. These measures were
developed for use in studying outcomes resulting from homeopathic
treatment and are mentioned again in Chapter 7.

Some CAM disciplines are more difficult than others to assess;
determining a mechanism of action may be impossible. This topic is
discussed further when each therapy is described in future chapters.
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The quality of evidence

Definition

The Grading of Recommendations Assessment, Development and
Evaluation (GRADE) Working Group (www.gradeworkinggroup.org)
provides a specific definition for the quality of evidence in the context of
making recommendations. The quality of evidence reflects the extent to
which confidence in an estimate of the effect is adequate to support a
particular recommendation. This definition has two important implica-
tions. First, guideline panels must make judgements about the quality of
evidence relative to the specific context in which they are using the evi-
dence. Second, as systematic reviews do not — or at least should not —
make recommendations, they require a different definition. In this case
the quality of evidence reflects the extent of confidence that an estimate
of effect is correct.®

Factors affecting the quality of evidence

Study design

An eight-point hierarchy of evidence continuum exists to rank the qual-
ity of evidence. This leads from strictly controlled randomised trials, sys-
tematic reviews and meta-analyses at one end (efficacy) to observational
studies, including anecdotal case reports, case series and comparison
with historical groups (effectiveness) at the other.”®

The widespread use of hierarchies of evidence that grade research
studies according to their quality has helped to raise awareness that
some forms of evidence are more trustworthy than others. Glasziou
et al.? believe that several issues should be considered in any revision or
alternative approach to helping practitioners to find reliable answers to
important clinical questions, including the following.

Systematic reviews of research should always be preferred because
they should give the most robust evidence. However, the outcome of a
systematic review relies to a large extent on the methods employed to
locate, include and evaluate the RCT in the literature.

Different types of clinical situations require different types of evidence
There may be issues other than clinical outcomes that need to be inves-
tigated to prove that an intervention is beneficial to the patient, e.g.
pragmatic questions associated with the effective use of an intervention
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in day-to-day practice According to the BMJ Clinical Evidence website,
of about 2500 treatments supported by ‘good’ evidence, only 15% of
treatments are rated as beneficial, 22% as likely to be beneficial, 7% as
part beneficial and part harmful, 5% as unlikely to be beneficial and
4% as likely to be ineffective or harmful, and in the remaining 47% the
effect of the treatment was ‘unknown’. The figures suggest that the
research community has a large task ahead and that most decisions
about treatments still rest on the individual judgements of clinicians and
patients.!” This shows that many orthodox interventions are in common
use despite uncertainty about their overall effectiveness.!!

The use of the prospective randomised therapeutic study, does not
necessarily ensure quality research or reporting. Critical analysis of sci-
entific work is important regardless of the study design.'> Was the
experiment well performed and are the outcomes reliable enough for
acceptance? Was there adequate measurement of side effects and toxic-
ity?!® Confidence in recommendations decreases if studies have major
limitations that may bias their estimates of the treatment effect.!* Other
problems with RCT evidence are noted below (page 133).

There may be a confirmation bias: researchers may evaluate evi-
dence that supports their prior belief differently from that apparently
challenging these convictions. Despite the best intentions, everyday
experience and social science research indicate that higher standards
may be expected of evidence, contradicting initial expectations.!’
Although parallel group randomised trials will remain the principal
means of obtaining reliable evidence about the average effects of treat-
ments, there are some circumstances in which treatment effects can be
inferred from well-designed case series.'® A poorly designed and badly
implemented RCT is, as a rule, less valuable than well-conducted stud-
ies using other designs, and sometimes even non-randomised studies can
produce more reliable and useful information than a well-conducted
randomised study. Observational studies have their place, although the
results often depend crucially on the type of analysis used to generate
them!” and should be interpreted with caution.'®

Balanced assessments should draw on a variety of types of research
The value of stringently conducted RCTs is undisputed because they
have great internal validity.!” However, the crucial question is whether
their results have relevance to everyday decision-making. In RCTs
patients are randomly assigned to standard and investigational arms
and are followed up over a defined period. The final results of the ran-
domised groups are often compared, irrespective of whether the positive
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result of one treatment arm was induced in part by using the alternative
treatment principle (the intent-to-treat principle’®) as a result of
crossover. The best and most appropriate evidence for each outcome is
required from the perspective of both healthcare provider and patient.
This cannot be provided by a single outcome study. An RCT is not the
best way to determine rare side effects of a treatment: a case—control or
observational study is better. The ethical basis for entering patients in
RCTs is under debate.?! Research into causes of illnesses and prognoses
is usually best done with cohort studies — lower in the hierarchy of levels
of evidence but vital to an understanding of disease.??

Walach et al.?® have argued for a broader, circular view that illus-
trates the equivalence of research methods in non-pharmacological
interventions. They state that there is no such thing as a single, inher-
ently ideal methodology. There are different methods to answer differ-
ent questions, all of which come together in a multidimensional mosaic
or evidence profile.>* Jonas has proposed the framework of an ‘evidence
house’ for addressing many of the challenges associated with providing
evidence for CAM.?

Evidence-based medicine

Evidence-based medicine (EBM) reflects a particular perception of how
medical decisions ought to be made. The movement towards evidence-
based practice underscores the division between orthodox biomedicine
and CAM.

Evidence-based medicine is defined as ‘the conscious, judicious use
of current best evidence in making decisions about the care of individ-
ual patients’.?® It is about getting the best therapeutic outcomes for
patients, by integrating clinical expertise and knowledge with patients’
needs and preferences, using the most current information available in
a systematic and timely way. Figure 5.1 represents this graphically and
Figure 5.2 shows the position in CAM where the amount of robust
evidence is limited.

Advocates of EBM have criticised the adoption of interventions
evaluated by using only observational data. In 2003 Smith and Pell?”
published an entertaining but profound article in which they pointed
out that, as with many interventions intended to prevent ill health, the
effectiveness of parachutes in preventing death after jumping from an
aeroplane has not been subjected to rigorous evaluation by using RCTs.
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Figure 5.1 Graphical representation for EBM in orthodox medicine.
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Figure 5.2 Graphical representation for EBM in complementary and alternative
medicine.
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Situations still exist where such trials are unnecessary.?” It has been
argued that the parachute approach, where policies are set without
randomised trials, is often more suitable in resource-poor settings.>® An
example is the use of oral replacement therapy to treat childhood
diarrhoea before RCTs had been carried out.?’

EBM and CAM

It is important that CAM practitioners adopt the principle of EBM sooner
rather than later. It promotes the idea that for each form of treatment the
evidence about clinical effectiveness should be systematically reviewed
and the results implemented in practice.

However, the relationship between EBM and complementary
medicine may become unbalanced, and the proponents of one system
ignore or dismiss the values of the other. This lack of cross-paradigmatic
respect is the wellspring for division and suspicion that is currently
permeating the arranged marriage between CAM and EBM.3°

Rational, quantitative decision-making is important, but patients
and healthcare providers are human beings, and human beings are by
no means always rational. Focusing too much on the rational and quan-
titative aspects of clinical problems — an inherent danger in EBM - can
have a negative influence on the doctor—patient relationship and can
erode the caregiver’s role in providing ‘care’ in the fullest and most
human way possible.??

Many standard research methods are simply not applicable to CAM
and, even where they are, effectiveness is a much more important means
of assessing CAM than simply efficacy. The challenge for CAM is to
recognise that there is much in EBM and its practice that clearly should
be emulated by the CAM community but only where it is appropriate.3!

CAM research - the problems

Research into CAM is hampered by a number of factors.

Financial resources

Probably the most acute problem is a lack of funding — at least in the
UK.?? Funding bodies are often unwilling to make grants in unorthodox
areas. It has been claimed that only about 0.08 % of NHS research fund-
ing goes to CAM.?3 Lewith et al.’* have pointed out that much CAM
research originates from the UK but, without appropriate support, this
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embryonic academic discipline will certainly flounder. They claim that
public sources of funding should be responsive to patient need and
therefore, with increasing use, more should be made available to
develop research structures within CAM. British researchers cast their
eyes enviously across the Atlantic.

A second problem with research into CAM in the UK is that much
of it is performed without prioritising those projects with the best
chance of success.

In the USA the National Center for Complementary and
Alternative Medicine (NCCAM) was established in 1999, following on
from its predecessor. The Office of Alternative Medicine, set up in 1992,
is the federal government’s lead agency for scientific research on CAM.
The centre is one of the 27 institutes and centres that make up the
National Institutes of Health (NIH) within the US Department of
Health and Human Services. NCCAM sponsors and conducts research
using scientific methods and advanced technologies to study CAM
(http://nccam.nih.gov/research). It also trains researchers. The centre’s
resources were $US121.4m (£65m; €83m) in 2007. Research priorities
currently include:

®  mechanisms of action

e exploratory clinical studies and phase I and phase II clinical trials
e areas of special interest

®  areas subject to a short ‘pause’ in new funding.

Lack of research skills

Many early clinical trials investigating CAM have had serious flaws.
Research is not included in many homeopathic courses although
attempts are being made among educationalists to interest students in
this important aspect of CAM.

Research design

Lack of a suitable hypothesis to test Most scientific research sets out
to provide evidence for or against a hypothesis. Most CAM research
does not have a formal hypothesis to test.

Placebo design There are difficulties in designing placebo for many
CAM disciplines to enable placebo-controlled trials, e.g. sham acupunc-
ture or sham reflexology is extremely difficult to achieve. Research
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design is further confounded by the wide variation in how many forms
of CAM are practised, e.g. there are many different approaches to the
practice of chiropractic and acupuncture.

Inappropriate extrapolation of results Despite the emphasis on multi-
modality treatment regimens in many CAM disciplines, most research
has examined only one, or perhaps two, interventions taken from a
whole treatment system, e.g. there are hundreds of small studies exam-
ining the efficacy of acupuncture needling alone for treating asthma,
pain, hypertension or nausea. Yet in practice, acupuncture needling
would be just one of a portfolio of interventions used by an acupunctur-
ist including herbal medicines, dietary changes, exercise therapy, etc.
(see Chapter 7). This makes forming an opinion as to the effectiveness
of a particular intervention in isolation difficult.

Standardisation The number and length of treatments and the specific
treatment used may vary both between individuals and for an individ-
ual during the course of treatment, e.g. when designing an RCT for
acupuncture, the investigator is faced with choices concerning the selec-
tion of points, the depth of needle insertion, and the frequency and
scheduling of treatment. Lack of standardisation of herbal medicines
also makes comparisons between trials difficult.

Lack of patients

There is an unfortunate catch-22 situation where lack of evidence
means lack of patients from the NHS and therefore lack of evidence
again. Other problems include difficulties in retaining patients.

Despite these complexities, rigorously designed clinical trials are
possible, including pragmatic studies of complete CAM systems. The
quantity of applied health research on complementary medicine is
growing rapidly, and the quality is improving. The number of ran-
domised trials of complementary treatments has approximately doubled
every 5 years,>¢ and by 2004 the Cochrane Library contained 145 CAM-
related systematic and an additional 340 non-Cochrane CAM-related
systematic reviews.

CAM research - the criticisms

It has been made clear that claims of clinical effectiveness will be
universally accepted only when interventions have been subject to the
same rigorous tests as those required in orthodox medicine (OM).
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The stance of many orthodox practitioners is illustrated in the
following editorial from The Lancet:3"

If a claim of clinical efficacy cannot be put in a way that allows it to be
corroborated or refuted, and its efficacy is challenged by a substantial
group of well-informed observers, that claim belongs to the world of
metaphysical discussion rather than medical practice.

The two main criticisms applied to CAM, in general, concern the
quality of the research and that the outcome is a placebo response.

Variable quality of the research

Ovutcome measures

Many of the studies demonstrating the clinical benefit of complemen-
tary techniques have reported improvements in subjective measures of
disease activity. Subjective improvement in symptoms, or an increased
sense of wellbeing, is a valid therapeutic goal, just like objective
improvements. In fact, objective benefits might not actually be per-
ceived by the patient. In a study of 82 individuals with asthma, 15% of
patients were unable to perceive a 50% reduction in their capacity to
exhale rapidly.*® Notwithstanding this possibility, it is likely that, until
CAM therapies are able to show consistent objective benefits, they will
not achieve full promotion to mainstream medicine.

One possible explanation for how complementary therapies could
produce objective benefit is by first producing a subjective benefit. Such
subjective, perceptual improvements might promote objective improve-
ments. Perception is an evaluative process involving a number of higher
cognitive and limbic emotional centres of the brain. These centres are
thought to be capable of regulating virtually all aspects of the immune
system, with the involvement of neuropeptides and cytokines, having a
profound effect on health and illness.?*** Thus the immune system,
perception and pathology are all closely interlinked.*!

Statistical significance

Much of the evidence involves small numbers of patients and is of poor
methodological quality, but some high-quality systematic reviews of com-
plementary medicine have been published recently that provide a reliable
basis for making healthcare decisions. The specific areas of study are dealt
with under each of the disciplines covered in this book. What follows is
a general account of research activities common to CAM as a whole.
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Inappropriate focus

Caspi** has observed that, currently, much of the research effort in
CAM is in the form of treatment X for a disease. Almost no systematic
research is taking place on the delivery, organisation and financing of
different integrative healthcare models, or on the appropriateness, qual-
ity, availability and cost of CAM modalities in the current healthcare
system. At a time when there is much interest in marketing, to ignore
this line of research would undoubtedly be counterproductive in the
long run, simply because money is easier to measure and relate to than
healing. Only by combining both types of research — biomedical that
looks mainly at mechanisms of effect and health services that look
mainly at modes of delivery — will true integration beyond the mere
expansion of therapeutic tools be possible.

Publishing bias

CAM practitioners often complain about bias against their research.
Pittler et al.*3 have studied what the effect of journal quality has on pub-
lished controlled clinical trials on CAM. They concluded that more
positive than negative trials of CAM therapies are published except in
high-impact mainstream medical journals. In CAM journals positive
studies were of poorer methodological quality than in corresponding
negative studies. The authors stress that location of trials in terms of
journal type and impact factor should be taken into account when the
literature on CAM is being consulted.

However, it is necessary to acknowledge that bias for CAM does
exist too. Of the many explanations for a positive response to comple-
mentary medicine, perhaps the most acceptable in many sceptics’ minds
is that the patient was taking a conventional therapy at the same time,
but did not mention it, underemphasised it, did not think that it was
important or perhaps did not realise what it was. Such circumstances
will be very familiar to healthcare providers interviewing patients before
prescribing medicines for acute self-limiting complaints. Frequently
questions about specific drugs, e.g. oral contraceptives, need to be asked
before the whole picture slowly emerges.

Penny Brohn,* a co-founder of the Cancer Help Centre in Bristol,
England, wrote a book entitled Gentle Giants in which she described
her experiences while suffering from breast cancer. The implication is
that a range of complementary therapies was successful in effecting a
remission in her condition. In fact her cancer was found to be of a type
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that was likely to respond to hormone therapy and the drug tamoxifen
was prescribed by orthodox doctors and indeed taken by Ms Brohn for
7 years. It is at least worth considering the fact that the orthodox drug,
which has a high success rate when given for this type of cancer, was
responsible.

Practitioner bias is another factor that can lead to credit for an
apparently successful outcome being misplaced. It may be that practi-
tioners can communicate to patients in some way a belief that one or
other therapies is likely to be more successful in given sets of circum-
stances, e.g. in a study by Gracely et al.*’ the doctors’ beliefs about the
treatment were found to have influenced patients’ experience of
placebo-induced pain reduction.

Source of evidence on CAM

In a review of recent advances in the status of CAM, Vickers* states
that the quantity of applied health research is growing rapidly and the
quality is also improving. As stated earlier the number of randomised
trials of CAM has approximately doubled every 5 years and the
Cochrane Library now includes over 50 systematic reviews of CAM
interventions.

The evidence currently available may be considered under four
headings: RCTs, clinical audit, observational studies and searching the
literature.

Randomised clinical trials

The initial BMA report on alternative therapy* dismissed alternatives to
conventional medicine as flawed or fraudulent. Much of the criticism
was based on the belief that the randomised, double-blind, clinical trial
was the gold standard in demonstrating the value of a particular inter-
vention. Indeed there have been few innovations that have influenced
clinical practice more than the development of such sophisticated
methodology. There are RCTs supporting the use of CAM and many are
cited in the relevant chapters in this book; however, generally they are
of less than robust quality.

As implied above the RCT is far from being a gold standard.*’
Most — but not all — results come from large groups of people and can-
not easily be used to assist prediction of an outcome in any given indi-
vidual. Others including chemotherapeutic agents may be #» = 1 trials.
There are few paediatric trials. It is difficult to design a suitable placebo
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for physical interventions such as exercise therapy, massage or acupunc-
ture. Patient (and operator) blinding is difficult in such therapies. Studies
involving relaxation or meditation provide similar difficulties.

Leibrich*® points out that, in standardising the treatment to satisfy
RCT procedures, the trial may remove from the treatment some ele-
ments that are an essential part of it. In a review of the use of acupunc-
ture for the treatment of asthma, Aldridge and Pietroni* conclude that
there is a disparity between the claims of acupuncturists as to positive
clinical benefits and the findings of clinical trials, which demonstrate
little ‘objective’ change but emphasise ‘subjective’ change. They argue
that clinical trials have not investigated acupuncture as a therapy, but as
a ‘needling’ technique.

In some cases a response resulting from the administration of a
placebo in an RCT may mask the expected nil reaction. Another disad-
vantage of the RCT is that it measures reaction under standard condi-
tions, rather than under real or field conditions. The results produce
statistical probabilities rather than an absolute prediction as to what
will happen with every patient. There are even examples of drugs being
licensed on the basis of RCT results only to be withdrawn at a later date
as a result of unacceptable adverse reactions.

It should be noted that bias is an important possibility. Sackett*°
alerts medical researchers to the 56 known potential sources of bias in
clinical research.

In many instances, depending on the discipline involved, evalu-
ation of CAM poses both paradigmatic and procedural difficulties.
Manual therapies and herbalism are relatively easy to accept by OM
and can be shown to be of benefit. Understanding acupuncture or
homeopathy may involve changes to the conventional view of medicine.
OM cannot easily make use of procedures that are seen to contradict its
paradigmatic base.

Clinical audit

This is the systematic evaluation of clinical activity — the effectiveness of
a particular intervention. It involves the identification of a problem and
its resolution as part of an audit cycle. Audit is about ultimately improv-
ing a procedure. Rarely is this work carried out as part of an audit cycle.
Usually, practitioners conduct an uncontrolled observational study by
recording an outcome in isolation without any recommendations or a
commitment to improving clinical practice.
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Abbot and Ernst’! quote three examples of what they consider to
be good CAM audit studies:

1.  The first was an audit of acupuncture practice in a rheumatology
unit that arose from a need to improve and standardise treatment,
and ensure that patient referrals were appropriate and that
measurements of outcome were sensitive and meaningful.’?

2.  The second described how a service offering osteopathy for back
pain was rapidly adapted to meet the requirements of local GPs.*

3.  The third, involving an extensive audit of a German hospital
specialising in Chinese medicine, resulted in improvements in the
hospital’s efficiency.>*

Observational studies

Patient-oriented outcome measures such as those mentioned above may
contribute to evidence of effectiveness of CAM interventions.

Anecdotal evidence

This type of evidence is the basis of many CAM procedures. It usually
refers to single episode reports collected in the literature over many
years. This traditional bibliographical evidence is acceptable to regula-
tory authorities for certain licensing procedures. From an orthodox
point of view such observations are interesting but do not necessarily
mean that the next patient will respond in the same manner. To be
acceptable to orthodox colleagues, anecdotal reports must be well
documented and outline new findings in a defined setting. There is a
requirement for information on the disease and its extent, and informa-
tion about any other patients who did not recover after being adminis-
tered similar treatment. Such detailed anecdotal reports are usually
called ‘case studies’. In fact several orthodox medicines, especially in the
field of psychiatry, are administered on the basis of case studies,
although the acceptability of such justification is often challenged by
orthodox colleagues.

Complementary and alternative medicine reports rarely include this
detail and tend to be statistically non-significant because of the small
sample size. Of course if one had enough anecdotal reports then the
probability of success might be more predictable, but one is still faced
with an inability to answer the question: “Would they have responded
positively without treatment?’ One often hears patients saying: ‘Yes, I
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got better, but I am unsure as to whether it was the treatment that did
it or whether I got better on my own.’

Searching the literature

The evidence-based approach seeks to gather the information necessary
to support clinical intervention.’® It involves three stages:

1. Formulating a clear clinical question to be investigated
2.  Searching for the evidence
3. Appraising the evidence.

Formulating a clinical question

The well-built clinical question has four elements summarised by the
acronym PICO:

Patient, Population or Problem: a description of the discrete group of
patients and/or the problem being investigated (e.g. depression in
menopausal women)

Intervention, Prognostic Factor, or Exposure: what is the main interven-
tion, prognostic factor or exposure? (e.g. use of St John’s wort)

Comparison or Intervention (if appropriate): what is the main alterna-
tive to compare with the intervention? (e.g. use of orthodox drug)

Outcome you would like to measure or achieve : what can I hope to
accomplish, measure, improve or affect? (reduction in symptoms)

These elements may be used to formulate a question on which a
search strategy can be built. Given the examples above, this might be:
‘In pregnant women suffering from depression, does the use of St John’s
wort, when compared with an orthodox drug, provide a reduction in
symptoms?’ This in turn facilitates organised database searching to find
the most relevant highest quality evidence that can inform a particular
clinical decision.

There are some limitations to the procedure, including occasions
when evidence is unavailable or insufficient to answer the question
effectively and when practitioner skills are inadequate to interpret the
literature. However, it may be particularly useful where the practitioner
has some gaps in his or her knowledge that need to be filled.
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Searching for the evidence

The relatively small number of robust studies on CAM in the literature
preclude firm recommendations on one or more sources of reliable
data.’® The large proportion of positive articles published in CAM jour-
nals appears not to reflect adequately the best available effectiveness evi-
dence.’” This has implications for those using CAM journals as their
main source of information in this area. A range of different sources is
required for identifying relevant studies. Examples include the following:

The Cochrane Data Base of Systematic Reviews: a resource known
as the Cochrane Collaboration was established in 1993. The
Cochrane Collaboration publishes critical summaries known as
systematic reviews that focus upon healthcare interventions by
continually collating and appraising all the evidence (clinical trials
and other studies of interventions) on any given clinical question.
The reviews bring together a number of separately conducted
studies, sometimes with conflicting findings, and synthesising their
results. Data from 2004 showed that there are more than 11 500
people working within the Cochrane Collaboration in over 90
countries, half of whom are authors of Cochrane Reviews. The
number of people has increased by about 20% every year for the
last § years (http://tinyurl.com/yqcvgr)

PubMed, Medline: http://tinyurl.com/2gjcwh

The Research Council for Complementary Medicine: http:/
tinyurl.com/ywcry8

HerbNed: www.herbmed.org/

Complementary and Alternative Medicine Specialist Library:
http://tinyurl.com/q860e

Internet search engines (e.g. Google at www.google.com).

Appraising the evidence

When critically appraising the literature there are three key issues:

1.
2.
3.

Validity: are results of the study valid?
Importance: do the results matter clinically?
Relevance: are the results likely to assist in caring for my patient?
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Two resources that can help with the appraisal process are: Critical
Appraisal Skills Program (CASP) provided by the UK NHS at http://
tinyurl.com/2gkkn3 and the Oxford Centre for Evidence Based Medicine
site (CEBM) at www.cebm.net. Other tools and guides are available
through Google.

Having obtained answers to the PICO question(s), the prescriber
may move on to the second stage in gathering information and integrate
all the data into clinical practice.

Safety

It is generally perceived by the public that CAM is entirely safe. In fact
many interventions have the potential to do harm if used inappropri-
ately, e.g. herbalism has medicines with a potential risk of intrinsic
toxicity as well as possible dangerous interactions with orthodox drugs
being taken concurrently.’® Certain manipulative therapies can also
cause damage if not performed correctly.

Barnes and Abbot*’ conducted a study aimed to explore UK com-
munity pharmacists’ experiences with complementary medicines, in
particular to determine if pharmacists identify or receive reports from
patients/consumers of suspected adverse drug reactions (ADRs) to com-
plementary medicines and if, in the course of their work, pharmacists
routinely question patients/consumers specifically about their use of
complementary medicines, e.g. when counter prescribing. The study
was a postal questionnaire survey of community pharmacists in six
areas of England: Devon, Cornwall, Bradford, Leeds, Manchester and
Stockport. Overall, 90 pharmacists (11.0% of respondents) provided
107 reports of suspected ADRs to complementary medicines where
minimum details were provided. Where the source of the report was
stated (n = 99), 25.3% were identified by pharmacists, 72.7% were
reported to pharmacists by patients/consumers and 2% by other
sources. Most of the reports were of non-serious suspected ADRs, but
at least three reports could be considered serious.

The general dangers of using CAM may be categorised under two
headings: direct and indirect risks.

Direct risks

e  Allergic reactions or other adverse reactions to medicines or
diagnostic agents used during the practice of CAM
e Use of adulterated or poor quality preparations
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e  Interaction between CAM medicines and existing medication
®  Manipulative or other damage caused by inexperienced practitioners.

Indirect risks

e  Patient’s condition deteriorates due to inaccurate diagnosis and/or
inappropriate treatment

e Serious illness not detected through lack of knowledge or experience
of practitioner

e  Discontinuation of prescribed orthodox medication without
permission (or knowledge) of patient’s doctor

e Application of alternative approach to CAM preventing consider-
ation of other orthodox procedures

e DPatient attempts to self-treat in response to media pressure when
professional advice should be sought.

To study the incidence of adverse effects. Abbot et al.®® surveyed 1521
GPs, of whom 45% responded. A little over a third of these respondents
reported a total of 291 non-serious adverse reactions. Of the respon-
dents 11% reported what they considered to be serious adverse effects,
most of which involved damage during manipulative treatment and
misadvice or misdiagnosis by homeopaths. In total 12 different disci-
plines featured in the ‘serious’ list; there were 52 serious direct effects
and 44 serious indirect effects. The information derived from this paper
is circumstantial and anecdotal, suffering from similar limitations as the
case studies referred to above. It does give an indication of the sorts of
problems that can arise. The need for proper training and control is sub-
stantial. A formal system for collecting reports on CAM should be
established. Practitioners should be aware of their limits of competency
and remain within them at all times. The public should be made aware
of the potential dangers of using CAM.
Specific dangers will be dealt with under each discipline.

Advances in CAM

The following advances in CAM have been noted by Vickers:*®

e The quantity of applied research in complementary medicine is
growing rapidly and the quality is improving.

e  Complementary medicine is increasingly practised in conventional
medical settings, particularly acupuncture for pain, and massage,
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music therapy and relaxation techniques for mild anxiety and
depression.

e There is a more open attitude to complementary medicine among
conventional health professionals; this is partly explained by the
rise of EBM.

More information

CAM Research Institute: www.camresearch.com

Complementary and Alternative Medicine Specialist Library: www.
library.nhs.uk/cam

Complementary and Integrated Medicine Research Unit: www.cam-
research-group.co.uk

Databases

Alternative Medicine Resources: www.pitt.edu/~cbw/database.html
The Prince’s Foundation for Integrated Health: www.fih.org.uk/
US National Center for CAM: www.nccam.nih.gov

General CAM references: www.forthrt.com/~chronicl/archiv.htm

Further reading

Ernst E. Understanding Research in Complementary and Alternative Medicine.
London: Holistic Therapy Books, 2001.

Lewith GT, Jonas WB, Walach H. Clinical Research in Complementary Therapies:
Principles, problems and solutions. London: Elsevier Churchill-Livingstone,
2002.
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Pharmacovigilance for complementary

medicines

Joanne Barnes

There is now an increasing awareness at several levels of the need to
develop pharmacovigilance practices for complementary medicines and
for herbal medicines in particular; the World Health Organization
(WHO), for example, has produced guidelines on this.! Awareness has
arisen not only because of the extensive use of herbal (and complemen-
tary) medicines, but also because recently there have been several high-
profile safety concerns associated with herbal medicines that have had
an impact on public health. In addition, the unique characteristics of
complementary medicines, and the ways in which they are utilised,
regulated and perceived, raise important issues and underpin the need
for safety monitoring.

Definition
Pharmacovigilance is defined by the WHO as:?

... the science and activities relating to the detection, assessment, under-
standing and prevention of adverse effects or any other drug-related
problems.

Pharmacovigilance developed after the thalidomide tragedy of the
1950s and 1960s when over 10 000 children worldwide were born with
phocomelia (limb deformities). As a result, national and international
systems were introduced for reporting and monitoring of adverse effects
of medicines. Today, pharmacovigilance involves monitoring drug
safety and identifying adverse drug reactions (ADRs) in humans, evalu-
ating potential harms and benefits of medicines, and responding to and
communicating drug safety concerns. Recently, it has been suggested
that there could be more emphasis on extending knowledge of safety
rather than focusing on demonstrating harm.?
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In many countries, there is a regulatory framework for pharma-
covigilance, e.g. in the European Union (EU), Directive 2001/83/EC (as
amended by Directive 2004/27/EC) provides the legal framework for
pharmacovigilance for licensed medicines, including licensed herbal
medicines.* This legislation requires pharmaceutical companies to
demonstrate to the relevant competent authority for licensing medicines
the quality, safety and efficacy of their products before marketing. After
assessment, the licensing authority may, or may not, grant a marketing
authorisation (MA, product licence); licensed products, including
licensed herbal medicinal products (HMPs) should comply with regu-
latory provisions on pharmacovigilance. In summary, these include
requirements for MA holders (for their licensed products) to:

e have constant access to an appropriately qualified person
responsible for pharmacovigilance

e  maintain detailed records of all suspected ADRs occurring
worldwide

e record and report all suspected serious ADRs notified to them
by a healthcare professional in the EU to the licensing authority
within 15 calendar days (this is a two-way process, and the
licensing authority is required to notify the MA holder within
15 calendar days of any such reports that it receives)

e include all other ADRs as part of periodic safety update reports
submitted to the licensing authority.

The legislation also places obligations on national competent
authorities with respect to their pharmacovigilance activities.

The WHO definition of pharmacovigilance makes no distinction
between pharmacovigilance of conventional and pharmacovigilance of
complementary/traditional medicines. Indeed, there is no need, nor is it
desirable, to separate the two; pharmacovigilance should embrace all
preparations used medicinally regardless of their regulatory status,
pharmaceutical composition, cultural use and philosophical frame-
work. Hence, the same aims and activities of pharmacovigilance apply
to complementary medicines. However, the current model of pharma-
covigilance and its science and processes have developed in relation to
synthetic drugs, and pharmacovigilance activities have largely been
focused on conventional medicines. Applying the existing model and its
tools to monitoring the safety of complementary medicines presents
unique challenges in addition to those described for conventional
medicines.’
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Why is pharmacovigilance necessary for complementary
medicines?

Most complementary medicines can be obtained without a prescription
fromvarious retail and other outlets, not only pharmacies. Thus, the prob-
lems that apply to pharmacovigilance of conventional non-prescription
medicines, e.g. that generally their use does not involve a prescriber and
is not recorded or monitored through health systems, also apply to
complementary medicines. Other problems are specific to complemen-
tary medicines and present difficulties additional to those described for
conventional prescription and non-prescription medicines.

Utilisation of complementary medicines

The use of complementary medicines with or instead of conventional
medicines is a popular healthcare approach among patients and con-
sumers, and extrapolation of estimates of use obtained from cross-
sectional studies suggests that large numbers of people are being
exposed to complementary medicines. The public health implications of
this need to be considered, together with issues relating to access to
complementary medicines, users’ behaviour towards these products and
healthcare professionals’ and complementary medicine practitioners’
practice, because there is the potential for complementary medicines to
be used inappropriately, even unsafely, and for suspected ADRs to go
undetected and unreported.

A study involving adults in England found that 19.8% (95%
confidence interval or 95%CI 18.3-21.3) had purchased an over-
the-counter (OTC) herbal medicinal product and that 0.9% (95%
CI 0.6-1.3) had consulted a medical herbalist in the previous year.°
Studies conducted in other developed countries, such as Australia and
the USA, suggest increasing prevalence of use of herbal medicines
among the general adult population.”® Complementary medicines are
used by a wide range of individuals for both acute and chronic condi-
tions, as well as for maintenance of general health and wellbeing. Use is
not necessarily based on evidence, or limited to symptoms and condi-
tions suitable for self-treatment. Some patient groups, such as children
and older people, are at increased risk of experiencing ADRs, and this
also applies where they use complementary medicines, particularly
herbal medicines. Other groups, e.g. pregnant women, may use comple-
mentary medicines in preference to conventional medicines because
complementary medicines are perceived to be safer; however, little is
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known about the possible adverse effects of complementary medicines
taken during pregnancy.

Typically, users of complementary medicines do not seek profes-
sional advice in selecting products, but rather rely on friends’ or rela-
tives’ recommendations, and information in the popular media.!°
Complementary medicines are widely available for purchase over the
internet and from retail outlets in which no trained healthcare profes-
sional is available.!! Even where complementary medicines are pur-
chased from pharmacies, a consumer or patient may not have any
interaction with a pharmacist or trained pharmacy counter assistant or,
if a consultation does occur, pharmacy staff may not have sufficient
knowledge to feel confident about providing information and advice on
these products.'> A proportion of users of complementary medicines
seeks treatment from complementary medicine practitioners but, at pre-
sent, in many countries, there is no legal requirement for such practi-
tioners to have undertaken appropriate training or to belong to a
relevant professional organisation and, although many complementary
medicine practitioners will have taken these steps, some will not have.

A related issue is that some users of complementary medicines may
not disclose use to a healthcare professional;'® equally, healthcare pro-
fessionals do not ask their patients routinely whether they are using
complementary medicines, even when receiving reports from patients
of suspected ADRs associated with conventional medicines, and rarely
record information on complementary medicine use on patient
records.'3"!3 It is possible, therefore, that undisclosed complementary
medicine use could be an alternative explanation for reports of suspected
ADRs associated with conventional medicines.

Disclosure of complementary medicine use to healthcare profes-
sionals is particularly important where patients start, stop or are
already receiving treatment with conventional medicines and, equally,
individuals consulting complementary medicine practitioners should
disclose their current use of conventional medicines, because there may
be a potential for drug-herb interactions. Information on the extent to
which concurrent use of complementary and conventional medicines
occurs is limited, although preliminary data suggest that it may be
extensive, e.g. in a cross-sectional survey of complementary-therapy use
among adults in the USA (n = 2055 respondents; 60% weighted over-
all response rate), 44% were regular users of prescription medicines
and, of these, 18.4% were concurrently using a herbal or high-dose
vitamin preparation.® In a small study conducted in the UK, 59% of
herbal medicine users identified in pharmacies and health food stores
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claimed that they had used herbal medicines together with conventional
medicines, mostly prescription medicines, in the previous year.'?

Characteristics of herbal medicines

Composition

In contrast with most conventional medicines (i.e. single chemical enti-
ties), herbal medicines are chemically rich complex mixtures comprising
several hundreds of constituents, often more.'® Many manufactured
HMPs contain several herbal ingredients, and medical herbalists usually
prescribe combinations of herbal tinctures often supplied as a mixture,
in both cases further adding to the chemical complexity of the herbal
medicine taken by the patient (see Chapter 8). The chemical complexity
of herbal medicines creates difficulties in determining their clinical
pharmacokinetics, pharmacodynamics and toxicology; equally, where
a safety concern has been identified in association with a particular
herbal medicine, establishing which constituent(s), even which herbal
ingredient(s) with combination herbal medicines, is implicated is
problematic.

For many herbal medicines, the specific chemical constituents, and
therefore their safety, are unknown and, even for herbal medicines with
well-documented phytochemistry there are few for which the specific
constituents responsible for pharmacological activity (including adverse
effects) are fully understood.!” Furthermore, the profile of constituents
is not uniform throughout a plant and, for many plants, only a specific
plant part, or parts such as roots or leaves, are (or should be) used
medicinally. Moreover, the precise profile of constituents is likely to
vary both qualitatively and quantitatively between different batches of
herbal starting materials because of one or more of the following factors:

. inter- or intraspecies variation in constituents

e  environmental factors, such as climate, and growing conditions

e time of harvesting — the profile of constituents can vary even over
the course of a day

e post-harvesting factors, such as storage conditions, drying and
processing.!”

There will also be variations in the chemical composition of herbal
medicines containing the same herbal ingredient(s) but produced by dif-
ferent manufacturers (see Chapter 8); this will apply to both licensed
(authorised) and unlicensed herbal medicines.



150 Complementary and Alternative Medicine

Several studies have found important differences in the pharma-
ceutical quality of herbal products on the US market, e.g. variations
in the content of major constituents in St John’s wort (Hypericum
perforatum) products (which in several cases also differed markedly
from concentrations stated on the label),’® and variations in and
unacceptably high concentrations (in several cases > 25 000 parts per
million or p.p.m.) of ginkgolic acids, which are potentially allergenic, in
ginkgo products.'” Standardisation on content of certain constituents is
an approach used by some manufacturers to achieve more consistent
pharmaceutical composition, but its usefulness is limited at present
because the specific active constituents are known only for a few herbal
medicines.

As a result of the variations that can exist between different
manufacturers’ products and preparations of the same herbal ingre-
dient, evidence of safety (and efficacy) should be considered in this
light; strictly speaking, evidence is product or extract specific, and
should be extrapolated only to those products or extracts that have
been shown to be pharmaceutically equivalent and bioequivalent.?°
This is largely impractical at present, given the limited data available
for herbal medicines; nevertheless, the differences between different
preparations of a herbal ingredient should not be ignored. As a result
of the nature of herbal medicines, a group of related constituents,
rather than a single constituent, may be responsible for an observed
adverse effect.

Toxic constituents

Contrary to popular belief, herbal medicines are not ‘safe’ because they
originate from natural sources; some plants are highly poisonous, and
many others have inherently toxic constituents, e.g. metabolites of
unsaturated pyrrolizidine alkaloids, such as senecionine, are hepato-
toxic in humans, and carcinogenic and mutagenic in animals.!”
Senecionine is found in liferoot (Senecio aureus) and in other Senecio
species, such as S. scandens, which has been reported as an ingredient
in a traditional Chinese medicine product gianbai biyan pian found in
the UK.?1>2

Other known intrinsically toxic groups of constituents, their
effects and examples of plant sources include aristolochic acids (nephro-
toxic and carcinogenic), found in Aristolochia species throughout the
plant, sesquiterpene lactones (allergenic), found in feverfew (Tanacetum
parthenium), and other species in the Asteraceae family, and furano-
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coumarins (phototoxic), found in angelica (Angelica archangelica) and
other species belonging to the Apiaceae family.!”

Recent herbal safety problems include hepatotoxic reactions asso-
ciated with the use of both kava (Piper methysticum) and black cohosh
(Cimicifuga racemosa) root/rhizome preparations,”>?* and numerous
problems relating to the use of poor-quality traditional Chinese and
ayurvedic medicines contaminated with conventional prescription
medicines, heavy metals, animal parts and other substances.?’2%

Regulation of herbal medicines and pharmacovigilance
requirements

The regulation of complementary medicines varies markedly between
countries and even within the same country there are often differences
in the regulation of different types of complementary medicines.?’

The United Kingdom

In the UK until 2004, the regulatory framework for herbal medicines
allowed products to be marketed as licensed herbal medicines, herbal
medicines exempt from licensing or unlicensed food supplements. Most
of the licensed herbal medicines had initially been granted product
licences of right (PLRs) because they were on the market when the
medicines licensing system was set up in 1971; these products have not
undergone the stringent testing required to obtain a full MA today. For
herbal medicines sold as products exempt from licensing or as unlicensed
food supplements, manufacturers were not required to demonstrate to
the competent authority the quality, safety and efficacy of these prod-
ucts before marketing or for these products to comply with regulatory
provisions on pharmacovigilance.

The lack of regulation for many HMPs in the UK had important
implications for pharmacovigilance, because the range of possible regu-
latory actions that the licensing authority could take in response to a
herbal safety concern was limited for unlicensed HMPs; indeed for
some possible regulatory responses, HMPs required the voluntary
cooperation of herbal medicine manufacturers. For example, after
important interactions between St John’s wort and certain prescription
medicines emerged around 1999-2000, the MHRA (Medical and
Healthcare products Regulatory Agency) took the decision that
provision of warnings on St John’s wort products was an appropriate
part of the regulatory response, but this required the cooperation of
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manufacturers of unlicensed St John’s wort products. At the same
time, MA holders of conventional medicines believed to interact with
St John’s wort products were obliged to make variations to product
information for their relevant products. Similarly, when an association
between use of kava-kava (Piper methysticum) preparations and liver
toxicity was being investigated by the UK Committee on Safety of
Medicines (CSM), the herbal sector agreed to withdraw kava-kava
products from sale. Voluntary withdrawal worked reasonably well ini-
tially, but, as the period of evaluation drew on, some retail outlets began
selling kava-kava products again. Community pharmacists, however,
had a professional and ethical responsibility not to do so.3°

Other issues relevant to pharmacovigilance arise because manufac-
turers of unlicensed HMPs are not required to demonstrate to the
MHRA the quality, safety and efficacy of their products before market-
ing. The importance of pharmaceutical quality for the safety (and effi-
cacy) of HMPs is well recognised,!”*!-32 but manufacturers are required
to demonstrate pharmaceutical quality standards only for their licensed
HMPs. Some manufacturers of unlicensed HMPs may have appropriate
quality control and quality assurance procedures for their products, but
others do not, and the pharmaceutical quality of many unlicensed
HMPs is of real concern. In addition to difficulties with assuring phar-
maceutical quality due to the variation in chemical composition, qual-
ity problems with unlicensed herbal products include intentional or
accidental substitution of species, contamination with restricted or toxic
substances, including prescription medicines, and differences between
labelled and actual contents.?233 It is essential, therefore, when assess-
ing reports of suspected ADRs associated with a particular unlicensed
herbal medicine to establish whether the herbal ingredient(s) implicated
are what the product actually contains, and whether the product could
be adulterated or contaminated. Ideally, a sample of the suspected
herbal medicine should be retained for pharmaceutical analysis.

European Union

In 2005, a new EU directive on traditional HMPs was introduced that
required each EU member state to set up a new registration scheme for
traditional HMPs.3* In order to obtain a product registration under
these schemes, manufacturers must satisfy requirements for biblio-
graphic data on the safety of their products, provide evidence that the
herbal product has been used traditionally in the EU for at least 15 years,
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and manufacture products according to the principles of good manufac-
turing practice. Manufacturers of products registered under the direc-
tive should comply with relevant existing pharmaceutical legislation,
including the provisions on pharmacovigilance summarised above. The
new directive provides for a transitional period of 7 years until 2011,
by which time manufacturers should comply with the regulations.

Australia

In Australia, complementary medicines are regulated as medicines
under the Therapeutics Goods Act 1989 (the Act).?* The Therapeutic
Goods Administration (TGA) is the authority responsible for
administering the Act.

The Act defines a complementary medicine as a therapeutic good
consisting wholly or principally of one or more designated active ingre-
dients, each of which has a clearly established identity and a traditional
use. Traditional use means use of the designated active ingredient that
is well documented, or otherwise established, according to the accumu-
lated experience of many traditional healthcare practitioners over an
extended period; it should also accord with well-established procedures
of preparation, application and dosage. Complementary medicines com-
prise medicinal products containing herbs, vitamins, minerals, nutri-
tional supplements, homeopathic medicines and certain aromatherapy
products; the category includes traditional medicines (including tradi-
tional Chinese medicines, ayurvedic medicines and Australian indi-
genous medicines). The Therapeutic Goods Regulations 1990 designate
the types of active ingredients that may be used in such medicines.3¢

As with other medicines in Australia, complementary medicines
are regulated under a two-tier regulatory framework based on risk,
although all products must be manufactured according to good manu-
facturing practice (GMP) standards. Products are regulated as ‘low-
risk” Listed medicines (designated AUST L on the product label) or as
higher-risk Registered medicines (AUST R).

Listed complementary medicines may contain only certain ingredi-
ents permitted by the TGA and are authorised only for claims relating
to health maintenance, health enhancement or non-serious self-limiting
conditions; serious diseases or conditions, or claims for treatment or
prevention, are generally not permitted. Listed medicines are not
assessed individually for efficacy: sponsors must certify to the TGA that
they hold evidence to support all claims made for the product. Evidence,
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products and ingredients may be audited by the TGA as part of target
or random auditing. Most complementary medicines authorised in
Australia are Listed medicines.

Registered complementary medicines are assessed individually for
quality, safety and efficacy before marketing. Efficacy is usually sup-
ported by data from controlled clinical trials, but in some circumstances
bibliographic data may be used.

Sponsors of all authorised complementary medicines are obliged
to report to the TGA any adverse reactions associated with their
products.

In consultation with industry, the TGA has developed the
Australian Regulatory Guidelines for Complementary Medicines
(ARGCM)?” to assist sponsors of complementary medicines to meet
their legislative obligations.

New Zealand

The current regulatory framework for complementary medicines in New
Zealand has strong similarities to that in the UK before the introduction
of the European Union Traditional Herbal Medicinal Products Directive.

A herbal remedy is a special subcategory of medicine, defined in
section 2 of the Medicines Act 1981.3% A herbal remedy is a medicine
that does not contain a prescription, restricted or pharmacy-only
medicine, and consists of a substance derived from plant material that
has been dried or crushed (or derived through any other similar pro-
cess). It may also be an aqueous or alcoholic extract of the dried or
crushed plant material, or a mixture of that material with another inert
substance. Ministerial consent is not required for the distribution of a
herbal remedy that is sold or supplied without any recommendation as
to its use and the labelling complies with the requirements of section 28
of the Medicines Act, whereas ministerial consent is required for the
distribution of a herbal remedy that is sold with a recommendation for
use for a therapeutic purpose.

Homeopathic remedies are those prepared under the principle of
homeopathy, in which the active ingredient to be administered is in a
concentration not more than 20 p.p.m, and the remedy is labelled only
with the name of the active ingredient, trade name (if any) and a state-
ment that as it is a homeopathic remedy it does not normally require
ministerial consent before distribution. The product label or associated
advertising material must not contain therapeutic claims or indications
for use. A homeopathic remedy that is labelled or advertised with claims
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as to its therapeutic purpose is a medicine and subject to the full control
of the medicines legislation.

Sterile homeopathic preparations intended for injection or for
administration to the eyes are regarded as medicines and are therefore
subject to the full control of the medicines legislation.

Most products considered to be complementary medicines are cur-
rently regulated as ‘dietary supplements’ and are regulated under the
Dietary Supplement Regulations 1985, under the Food Act 1981.4°
The Dietary Supplement Regulations 1985 provide some restrictions on
ingredients of dietary supplements, and no therapeutic claims are
allowed; however, many manufacturers ignore these requirements.

Medsafe, the regulatory authority for medicines and medical
devices in New Zealand, and the New Zealand Food Safety Authority
(NZFSA), have recently written to manufacturers of dietary supple-
ments to inform them of planned changes to the Dietary Supplements
Regulations 1985. The changes are likely to include transfer of respon-
sibility from the NZFSA to the Ministry of Health for ‘therapeutic-type
dietary supplements’.*!

This follows the recent failure of the proposals for a joint Australia
New Zealand Therapeutic Products Authority (ANZTPA) to achieve
sufficient parliamentary support in New Zealand. The joint authority
would have been responsible for regulating medicines, including comple-
mentary medicines, medical devices and blood products, across Australia
and New Zealand. As Australia has existing regulations for comple-
mentary medicines, ANZTPA would have introduced similar regula-
tions, including pharmacovigilance requirements, for complementary
medicines in New Zealand.*?

The United States of America

In the USA, most complementary medicines (termed ‘dietary supple-
ments’) are regulated under the Dietary Supplements Health and
Education Act 1994 (DSHEA).

Under the regulations, dietary supplements are defined as: vita-
mins, minerals, amino acids, herbs or other botanicals, dietary sub-
stance to supplement the diet by increasing the total dietary intake, or
a concentrate, metabolite, constituent, extract or combination of any of
the above ingredients.*>** Also, products must state ‘dietary supple-
ment’ on the label, be intended for ingestion as a tablet, capsule or
liquid, and not be represented for use as a conventional food or a sole
item of a meal or the diet.
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Product labels may include a ‘claim’ or statement that:

e describes the role of a nutrient or dietary ingredient intended to
affect the structure or function in humans

e  characterises the documented mechanism by which a nutrient or
dietary ingredient acts to maintain such structure or function

e describes a general wellbeing that may arise from consumption of
a nutrient or dietary ingredient.

The manufacturer of the dietary supplement should have substan-
tiation that the statement is truthful and not misleading, and the
label must include, prominently displayed and in boldface type, the
following:*3

This statement has not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat, cure, or
prevent any disease.

In 2006, the Dietary Supplement and Nonprescription Drug
Consumer Protection Act was passed, which requires manufacturers,
packers or distributors whose names appear on the label of a non-
prescription drug or dietary supplement marketed in the USA to: sub-
mit to the Secretary of Health and Human Services, within 15 business
days, any report of a serious adverse event associated with use of such
drug or supplement in the USA; submit within 15 business days any
related medical information that is received within 1 year of the initial
report; maintain records related to each report for 6 years; and permit
inspection of such records.*

Also, on 22 June 2007, the Food and Drug Administration (FDA)
published its final regulations for GMP for dietary supplements.*®

Canada

Regulations for complementary medicines (termed ‘natural health prod-
ucts’ or NHPs) in Canada were introduced in 2004. The new regulatory
framework has a 6-year transition period for sponsors to meet the
requirements such that sale of all natural health products must comply
with the Regulations by 1 January 2010.

Under the regulations, NHPs are considered to be herbal remedies,
homeopathic remedies, traditional medicines (e.g. traditional Chinese
herbal medicines), vitamins, minerals, probiotics, essential fatty acids or
amino acids that are used to prevent, diagnose or treat disease, restore
or correct function, or maintain or promote health, and are endorsed
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for self-care purposes.*” Products authorised under the scheme must
be for OTC use: the label and package insert must provide sufficient
information for the consumer to use the product safely and effectively
without the need to consult a healthcare provider.

Sponsors of NHPs must apply for, and be awarded, a product
licence for their products. Product licence applications have several
categories, including traditional and non-traditional claims. There are
different requirements for licence applications in each category, e.g.
traditional claims are those products that have been used within a cul-
tural belief system or healing paradigm for at least 50 consecutive
years.*® To make a traditional use claim, the method of preparation
should be considered to be traditional and a minimum of two tradi-
tional references should be submitted supporting the recommended
conditions of use or one acceptable pharmacopoeia reference. For non-
traditional claim applications, scientific evidence supporting the safety
and efficacy of the product according to the recommended conditions of
use must be submitted.

Under the NHP Regulations, product licence holders are responsi-
ble for providing Health Canada with information about adverse reac-
tions to their products.*” Serious and serious unexpected adverse
reactions to any dose of an NHP must be reported within 15 days of
becoming aware of them (‘case report’), whereas an annual report
should include only those adverse reactions occurring at the labelled
dose (‘summary report’).

Information on safety and efficacy of complementary
medicines

There is a general lack of objective information on the safety of many
complementary medicines. This has arisen in part because, under the
current regulatory framework, there is little incentive for manufacturers
to carry out preclinical tests and clinical trials. Postmarketing surveil-
lance studies involving certain HMPs have been conducted by some
manufacturers (usually those based in Germany), but this is the
exception. Generally speaking, there is a lack of information on the
types and frequency of adverse effects, including interactions with other
medicines, foods, alcohol, disease, etc. and other aspects relevant to
safety for complementary medicines, such as their active constituents,
pharmacokinetics, pharmacology, use in special patient groups (e.g. chil-
dren, older people, individuals with renal or hepatic disease, pregnant
or breast-feeding women), effects of long-term use.*
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It is often argued that complementary medicines, particularly
herbal medicines, have a long history of traditional use and that this
provides evidence for their safety (and efficacy). However, although
the ‘test of time’ may have identified inherently toxic plants, it cannot,
for example, identify delayed adverse effects, effects that may arise from
use in patients with ‘modern’ illnesses, such as HIV/AIDS, and safety
issues arising from how herbal medicines are utilised today, e.g. together
with conventional medicines.** Certainly, there are examples of type A
reactions (those that typically are dose dependent and related to the
pharmacological effects of the medicine), type B reactions (typically
unrelated to dose, idiosyncratic) and other types of ADRs (e.g. delayed
effects in the user or offspring remote from medicine use in the user)
associated with the use of certain herbal medicines.3?

In addition, the efficacy of many complementary medicines has
not been evaluated in randomised clinical trials (RCTs). Even for well-
tested herbal medicines, such as certain extracts of St John’s wort herb
that have been assessed in around 30 RCTs in depression, only a small
number of participants in clinical trials have been exposed to a specific
manufacturer’s product. Furthermore, there are few long-term clinical
trials of complementary medicines intended for long-term use. For com-
parison, conventional medicines have been tested on up to 5000
patients before they reach the market, and this is still considered to be
a small number.>® The lack of information on the safety and efficacy of
complementary medicines makes it difficult to carry out benefit-risk
assessments.

Methods for pharmacovigilance of complementary
medicines

Some standard methods used in pharmacovigilance, particularly spon-
taneous reporting schemes, are used to monitor the safety of comple-
mentary medicines, although these methods are less well established
than for conventional medicines. Other methods, such as prescription
event monitoring, are now being considered for exploring the safety of
herbal medicines. All available pharmacovigilance tools have important
limitations with regard to their use in investigating the safety of comple-
mentary medicines, in addition to those already recognised, and it is
likely that modified, even novel, methods are required.®
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Spontaneous reporting schemes

Spontaneous reporting schemes typically comprise reporting (which is
usually, but not always, voluntary) to a regional or central authority by
healthcare professionals, and in some countries patients, of suspected
adverse effects of medicines. The future of spontaneous reporting
schemes in pharmacovigilance has been questioned,? although it is likely
that this point was raised in relation to conventional medicines for
which other well-established tools, such as computerised health-record
databases, can be used for pharmacovigilance purposes. By contrast,
spontaneous reporting for complementary medicines is in the early
stages of its development; at present, in the absence of other tools
and/or resources, it is the main method of generating and detecting
signals of potential safety concerns associated with complementary
medicines. Spontaneous reporting schemes appear to function reason-
ably effectively as a pharmacovigilance tool for herbal medicines, e.g. in
countries such as Germany where HMPs have been regulated as
medicines, frequently prescribed by doctors and are well known to
other healthcare professionals, particularly pharmacists.’! However,
spontaneous reporting is likely to be far less effective in countries such
as the UK, where herbal and complementary medicines have been mar-
keted mainly as unlicensed products, with no obligation for manufac-
turers to report suspected ADRs to the competent authority, and
complementary medicines are used mostly in self-treatment with no
supervision from a healthcare professional. Similar problems arise in
developing countries.>-

International monitoring of suspected ADRs associated with herbal
medicines

Adverse drug reaction reports, including herbal ADR reports, from the
CSM/MHRA Yellow Card scheme, and (in January 2007) those from
81 other countries (plus 18 associate member countries) with national
ADR monitoring schemes, are fed into the WHO/Uppsala Monitoring
Centre (UMC).%> The UMC recognises the problems inherent in ADR
reporting for herbal medicines and has established a traditional
medicines project to stimulate reporting in this area and to standardise
information on herbal medicines, particularly with regard to nomencla-
ture.’® For example, a special set of herbal anatomical-therapeutic—
chemical (ATC) codes has been developed that is fully compatible with
the regular ATC classification system for conventional medicines,’” and
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another initiative provides guidance on accepted scientific names for
medicinal plants.’®

The UMC database, established in 1968, holds over 3.5 million
reports of suspected ADRs (2006), of which around 0.5% involve
herbal medicines. For the period 1968-97, almost 9000 reports involv-
ing herbal medicines were received by the UMC. Most reports for
herbal medicines originate from Australia, France, Germany, the UK

and the USA.5¢

UK national spontaneous reporting scheme and complementary medicines

The MHRA’s national spontaneous reporting scheme for suspected
ADR reporting by healthcare professionals (also known as the Yellow
Card scheme) has been applied to licensed medicines, including licensed
complementary medicines, since its inception in 1964. However, the
inclusion of licensed complementary medicines in the scheme was not
well publicised until October 1996, over 30 years later, when the
scheme was extended to include reporting for unlicensed herbal
medicines.’”® This move followed a 5-year study of traditional reme-
dies and food supplements, carried out by a British medical toxicology
unit,®® which identified suspected ADRs associated with these types of
products. The extension allowed those with official reporter status — at
the time, doctors, dentists and coroners only — to submit reports for
unlicensed herbal medicines, but did not (and could not) place any
statutory obligation on manufacturers to report suspected ADRs
associated with their unlicensed herbal products.

In April 1997 and November 1999, the scheme underwent further
extensions to allow reporting of suspected ADRs by all hospital and
community pharmacists, respectively.®! Further extensions to the
reporter base for the Yellow Card scheme occurred in October 2002,
when all nurses, midwives and health visitors became recognised
reporters.®? At the same time, electronic reporting of suspected ADRs
over the internet was launched in an attempt to facilitate reporting,®3
and in April 2003 a pilot scheme was introduced to allow patient
reporting of suspected ADRs via one of the NHS’s 22 NHS Direct tele-
phone call centres.®* Subsequently, a pilot scheme for direct patient
reporting of suspected ADRs via Yellow Cards in doctors’ surgeries was
initiated in January 2005. Direct patient reporting was introduced
country wide in October 2005, and 2000 patient reports of suspected
ADRs (associated with all types of medicines) were received during the
first 6 months of the introduction of direct patient reporting.®®
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Despite these initiatives to stimulate reporting of suspected ADRs
associated with both licensed and unlicensed complementary medicines,
particularly herbal medicines, the numbers of herbal ADR reports sub-
mitted remain very low relative to numbers of reports submitted for
conventional medicines. From 1964 until the end of 1995, 832 reports
for herbal medicines were received.®® For the period 1996 (when the
Yellow Card scheme was extended to unlicensed herbal medicines and
its inclusion of herbal medicines was first well publicised) to 2002 inclu-
sive, 467 reports of suspected ADRs associated with herbal medicines
were received (Figure 6.1). Most frequently, these reports related to
products containing the herbal ingredients St John’s wort (Hypericum
perforatum), ginkgo (Ginkgo biloba), peppermint (Mentha piperita),
Echinacea species, senna and valerian (Valeriana officinalis). It is not
known whether the low numbers of reports of suspected ADRs associ-
ated with herbal medicines simply reflect a low frequency of adverse
effects with herbal medicines, or whether there are other explanations,
e.g. substantial under-reporting.
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Figure 6.1 The number of reports of suspected adverse drug reactions
associated with herbal medicines received by the UK Committee on Safety of
Medicines/Medicines and Healthcare products Regulatory Agency’s
(CSM/MHRA) Yellow Card scheme for the period 1964 to 25 July 2003.
(Source: Adverse Drug Reactions On-line Information Tracking.®¢ This figure was
first published in Barnes® and is reprinted here by kind permission of Adis
International Ltd, Auckland, New Zealand.)



162  Complementary and Alternative Medicine

Figure 6.1 shows the numbers of reports of suspected adverse drug
reactions associated with herbal medicines received by the UK
CSM/MHRA’s Yellow Card scheme for the period 1964 to 25 July
2003. Pale bars (i.e. pre-1996) represent licensed herbal medicines;
dark bars (1996 onwards) represent reports for both licensed and
unlicensed herbal medicines following extension of the scheme to
unlicensed herbal medicines in October 1996; the dotted line above the
2003 bar represents an estimate of the total number of reports for the
full year.

The number of herbal ADR reports received increased over the
period 1999-2002, with a peak in the year 2000 around the time that
reports emerged of suspected interactions between St John’s wort and
certain prescription medicines. In part, this simply reflected an increase
in numbers of reports of suspected ADRs associated with St John’s wort
(60% [82/140] of herbal reports for the year 2000 [42% for 1999 and
13% for 1998] and 40% [138/345] of all herbal reports received dur-
ing this period related to St John’s wort, with around 40 reports in total
describing drug interactions with St John’s wort) but there was also a
(small) general increase in numbers of herbal ADR reports submitted
during this period.®® In 2005, the MHRA received a total of 20 925
reports of suspected ADRs for all medicines, of which 80 were associ-
ated with herbal medicines (MHRA, personal communication, August
2006).

It is not yet clear whether this just reflects year-to-year variation or
whether it has been sustained. The reporting rate for all medicines is
currently around 20 000 reports per year (which includes the small
number of herbal ADR reports), giving a total of over 450 000 reports
to the end of 2002.

ADR reporting forms

The minimum information required for a report of a suspected ADR
(brief details of patient, details of reporter, name[s] of suspected drug|[s],
names of suspected ADR[s]) is the same for both conventional and com-
plementary medicines and, in most countries, a standard form (the
Yellow Card in the UK) is used to collect data, regardless of the type of
preparation implicated. It is not desirable to introduce different report-
ing forms for different types of preparations, but modifications to the
existing reporting card could be made so that important details on
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herbal and complementary medicines can be requested. The WHO has
produced a template of a modified spontaneous reporting form with
specific data fields relating to HMPs.! A small number of countries have
introduced a specific ADR reporting form for herbal medicines.®”
Typically, existing ADR reporting forms have not been designed
with complementary medicines in mind and, therefore, have several
deficiencies with regard to prompting for and collecting information on
complementary medicines implicated in ADR reports. The UK Yellow
Card provides a convenient case study to illustrate this point (Box 6.1).

Box 6.1 Limitations of ADR reporting forms for collecting information on suspected
adverse drug reactions (ADRs) associated with herbal and complementary medicines

In 2000, a modified Yellow Card was introduced which included in the section for
‘Other drugs’ the prompt ‘(including self-medication and herbal remedies)’,%8 but there
was otherwise no specific mention on the form of complementary medicines or any
related terms. In addition, the section ‘Suspected drug’ presents several problems. First,
the reporter is asked to provide the brand (proprietary) name of the suspected drug(s).
Although licensed herbal medicinal products are likely to have brand names, unlicensed
herbal products legally are not permitted to use them — only the vernacular and/or
botanical name, such as St John's wort or Hypericum perforatum, should be used,
although this is ignored by some manufacturers. For unlicensed herbal medicines it
would be more appropriate to request the name of the herbal ingredient(s) and the
name of the manufacturer/supplier. Identifying the manufacturer is particularly
important for reasons mentioned earlier, namely because the composition of products
containing the same herbal ingredient can vary both qualitatively and quantitatively
between manufacturers. Also, there may be other problems with the pharmaceutical
quality (e.g. contamination) of unlicensed herbal products, which should be considered
when assessing ADR reports. Ideally, the form should also include space to indicate
whether a sample of the suspected product(s) is available.

Other relevant information not specifically requested includes the method of pro-
cessing the crude herbal material (e.g. type of extract), because this can also influence
the precise chemical composition and, therefore, the potential toxicity of a herbal
preparation,®! the strength of the preparation (e.g. drug:exiract ratio) and the formu-
lation of the product (e.g. tablets, fincture). Also, many herbal medicinal products
contain several herbal ingredients, some include non-herbal ingredients, such as vita-
mins and minerals, and herbal practitioners often prescribe several herbal tinctures
supplied together as a mixture. With respect to these preparations, one or more herbal
ingredient(s) may be the suspected agent(s), yet there is limited space on the current
Yellow Card to provide this level of detail.
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A critical point is that, to identify specifically the herbal ingredi-
ent(s) implicated, the binomial botanical name (genus and species)
should be given, and recommendations for standardisation of botanical
nomenclature used in pharmacovigilance have been made.®® For
example, ‘echinacea’ is insufficient, because three different Echinacea
species (E. purpurea, E. pallida and E. angustifolia) are used medici-
nally, and these differ in their phytochemical composition. In addition,
the specific plant part used should also be stated, because one or more
plant parts may be used medicinally and, again, the phytochemical com-
position can vary. For example, both the root and the herb (aerial parts)
of E. purpurea and nettle (Urtica dioica) are used medicinally. However,
typically, ADR reporting forms do not include any prompts for these
details.’

Signal detection and assessment

At present, because of the relatively small number of reports of sus-
pected ADRs associated with complementary medicines held on
databases of national pharmacovigilance centres (e.g. the MHRA’
ADROIT [Adverse Drug Reaction On-line Information Tracking]), sig-
nals are usually detected simply by numbers of reports. For conven-
tional medicines, statistical methods, such as proportional reporting
ratios (PRRs), are used to identify suspected ADRs that occur more fre-
quently in the database than expected. It may be possible to obtain
PRRs for some suspected ADRs associated with certain herbal
medicines, such as St John’s wort products, for which there are substan-
tial numbers of reports (e.g. in the UK, at least 150 reports for St John’s
wort have been received since 1996).

The WHO/UMC process for signal detection involves the calcula-
tion of a measurement of association known as the ‘information com-
ponent’. For herbal medicines, the comparison is made against the rest
of the database, rather than only against the subset of herbal ADR
reports. The assumptions made in proportional analysis, and the
importance of considering the effect of selected backgrounds, have been
discussed in the context of conventional medicines.”® As there are addi-
tional biases and other issues in pharmacovigilance of complementary
medicines, choice of an appropriate comparator requires consideration
and some preliminary work has explored this issue.”!

After confirmation of a signal relating to a safety concern, the
next stages in its evaluation are also difficult with respect to comple-
mentary medicines. In most cases, quantifying the risk is probably
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impossible because there is no reliable way of determining the number
of individuals exposed to the complementary medicine of interest.
Benefit—risk analysis is problematic because of the limited clinical data
on safety and efficacy of complementary medicines, and identifying at-
risk groups is also difficult because the user profile for complementary
medicines is poorly defined. A particular problem is that a specific com-
plementary medicine can have numerous uses and may be taken by
healthy individuals for ‘general wellbeing’, as well as by patients with
chronic disease. These problems are further compounded if, for exam-
ple, the variation in different preparations containing the same herbal
ingredient(s) is considered. The concerns regarding kava-kava (Piper
methysticum) and hepatotoxicity illustrate the process of assessing
and responding to safety issues relating to unlicensed herbal medicinal
products (Box 6.2).

Box 6.2 Kavakava (Piper methysticum) and hepatotoxicity: the UK regulatory
response

A signal concerning kava-kava and liver toxicity was first raised in 2000 following a
cluster of cases reported in Switzerland, and was strengthened a year or so later fol-
lowing further spontaneous reports from Switzerland and Germany.”? The British
Committee on Safety of Medicines (CSM) undertook an initial evaluation, including
causality assessment, and found that the risks of kava-kava appeared to outweigh its
benefits. No regulatory action was taken at that time, although the herbal sector
instigated a voluntary withdrawal of products containing kava-kava while the safety
concerns were investigated further.

The next stage involved further data collection and evaluation. The CSM set up a
working group fo assess the issue and requested additional data on benefits and risks
of kava-kava from the herbal sector and regulatory authorities. When the CSM next
considered the issue in July 2002, a total of 68 reports originating from several coun-
tries had been received, although only 3 originated in the UK.”2 The severity of the
liver damage described in the reports varied from abnormal liver function test results
to liver failure and death; six patients received liver transplants. Different preparations
of kavakava were available (e.g. different types of extracts) and consideration was
given to whether only certain types of kava-kava preparation might be associated with
liver toxicity. However, there appeared to be no relationship between the method of
processing/type of extract, strength or dose, and the adverse reactions. Thus, on the
basis of the data available, the CSM advised that the possible benefits of preparations
containing kava-kava do not outweigh the risks, kava-kava had the potential to cause
hepatotoxicity that could be serious in nature, and kava-kava should be prohibited in
unlicensed medicines. On 13 January 2003, a statutory order came info effect in
the UK prohibiting the sale, supply and import of unlicensed medicines containing

kava-kava. Product licences for licensed kava-kava products were revoked.”3
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Some of the difficulties in assessing safety concerns with unlicensed herbal
medicines were evident here, e.g. the number of unlicensed herbal products contain-
ing kava-kava available in the UK, their extent of use and the extent of use of kava-
kava preparations by patients consulting medical herbalists were not known; reports
involved different types of kava-kava preparations; only a very low number of reports
was received in the UK; the quality and completeness of the reports were poor, and
some reports were duplicated; there are few clinical frials of kava-kava products and
a lack of clear evidence of efficacy; regulatory options in responding to the signal
were limited, and alternatives, such as including warning information with products,
would have required the voluntary cooperation of manufacturers of unlicensed
kava-kava products and the MHRA would have had no means of enforcement.

In 2005, evidence relating to the hepatotoxicity associated with kava was
reviewed in a public consultation and later that year by the Expert Working Group set
up to consider the evidence. The Expert Working Group’s report was published in July
2006 and concluded that there was insufficient new evidence to support a change in
the regulatory position, hence the inclusion of kava in unlicensed medicines in the UK
remains prohibited.?? The report also identified several new questions and issues that
may be important with respect to hepatotoxicity of kava, including the possibility that
other alkaloid and/or amide constituents may be present, and their possible contribu-
tion to hepatotoxicity, and the need for a systematic evaluation of all marketed kava
products and their source material, and of the variation in the phytochemistry of kava
cultivars.?®

Strengths and weaknesses of spontaneous reporting schemes

Spontaneous reporting schemes have recognised advantages and limita-
tions, and several of these may be even more important with regard to
complementary medicines (Box 6.3). In particular, under-reporting is a
well-recognised, important and inevitable limitation of any spontaneous
reporting scheme, but for several reasons it may be an even greater
problem for complementary medicines.

Box 6.3 Summary of advantages and limitations of spontaneous adverse drug
reaction (ADR) reporting schemes with respect to complementary medicines

Advantages
Monitor all drugs, including all complementary medicines, all the time and for all
consumers and patients

Provide early warnings of undocumented drug safety concerns; important for
complementary medicines as information on safety is limited

Relatively cheap to run; important as the complementary medicine sector may not
have the resources to conduct large-scale postmarketing surveillance studies
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Limitations
Under-reporting; likely to be substantial for complementary medicines
Poor quality of data available to or provided by reporter; ADR reporting forms
do not cater specifically for recording information on complementary medicines as
suspected and/or concomitant drugs
Biases in reporting
Cannot estimate frequency of an ADR because do not provide accurate information on
number of individuals exposed to the drug of interest; probably not possible to obtain
denominators for complementary medicines, particularly unauthorised products
Suspected ADRs may be identified/reported outside the formal system (e.g. to
herbalists and other complementary medicine practitioners, health-food store staff)
Modified from Barnes® (Reprinted by kind permission of Adis International Ltd,
Auckland, New Zealand).

Under-reporting of suspected ADRs associated with complemen-
tary medicines could occur at several levels. First, because of the percep-
tion that complementary medicines are ‘safe’, users of these preparations
may not associate an adverse event with their use of a complementary
medicine, particularly if they are taking other (conventional) medicines.®
If the user does make an association between use of a complementary
medicine and an adverse event, they may take steps to resolve the prob-
lem themselves (e.g. stop taking the preparation) and/or may not inform
a healthcare professional.” Under-reporting can also occur at the level
of the healthcare professional, because doctors, pharmacists and other
recognised reporters could filter out reports of suspected ADRs
described by patients.”* Reasons for under-reporting among healthcare
professionals are well documented, although studies exploring this
area have been carried out in the context of conventional medicines,
and it is not known if these same reasons apply to under-reporting for
complementary medicines.

Pharmacist reporting of suspected ADRs associated with complementary
medicines

When community pharmacists were recognised as official reporters to
the “Yellow Card’ scheme, they were encouraged by the then CSM and
MHRA to concentrate on areas of limited reporting by doctors, namely
licensed and unlicensed herbal products, and other non-prescription
medicines.®! This extension followed a 1-year pilot scheme for com-
munity pharmacist ADR reporting, carried out in the four CSM
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regions during 1997-8 and involving around 3200 pharmacies; this
showed that community pharmacists, compared with general practi-
tioners (GPs), submitted a greater proportion of reports of suspected
ADRs associated with herbal medicines (the numbers of herbal ADR
reports as a proportion of the total number of reports submitted by
pharmacists and GPs were 4/96 [4.2%] and 8/1975 [0.4%], respectively;
p < 0.001).”> However, numbers of herbal ADR reports submitted by
both groups of reporters were very low and represented an average of
only one and two reports per CSM region for pharmacists and GPs,
respectively. Evaluation of the pilot scheme indicated that the complete-
ness of all reports submitted by community pharmacists and GPs was
similar.”®

Several studies involving community pharmacists indicate that
many pharmacists are unaware that they should report suspected ADRs
associated with herbal medicines. A cross-sectional survey carried out in
1998 of over 1300 community pharmacists (response rate: 67%) not
involved in the CSM/MHRA pilot scheme for community pharmacist
ADR reporting found that: 47% of respondents were not aware that the
Yellow Card scheme applied to herbal medicines at all; 37% were
aware that it applied to licensed herbal medicines; and only 16% knew
that it applied to both licensed and unlicensed herbal medicines.'* This
finding is not so surprising because these pharmacists were not recog-
nised reporters at the time of the study and would not have received
training materials on ADR reporting. Of more concern are that studies
conducted since all community pharmacists became recognised
reporters and were encouraged to focus on reporting suspected ADRs
associated with herbal and other non-prescription medicines, which
have continued to find that many community pharmacists are unaware
of the need to report suspected ADRs associated with herbal
medicines,’®’” particularly unlicensed herbal medicines.”® There may
also be biases favouring ADR reporting for complementary medicines.
An audit of medicines information pharmacists working in a medicines
information centre in Wales found that, although they encouraged only
41% of enquirers about ADRs to complete Yellow Cards, they were
more likely to give encouragement when an ‘alternative’ medicine was
involved rather than a conventional medicine.”® In addition, all these
studies revealed deficiencies in community pharmacists’ knowledge on
other aspects of ADR reporting, such as the level of certainty required
about a causal relationship.

To date, there are very few studies that provide any information
on the extent of under-reporting of suspected ADRs associated with
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complementary medicines. In one cross-sectional survey of community
pharmacists who were not involved in the CSM/MHRA pilot scheme
for community pharmacist ADR reporting (see earlier), respondents
were asked to describe any reports of suspected ADRs associated with
complementary medicines that they had received or identified over the
previous 12 months.'>'* In total, among 818 respondents, 44 reports
of suspected ADRs associated with herbal medicines were described,
an average of 1 report per 19 pharmacists. By contrast, the
CSM/MHRA pilot scheme, which ran over approximately the same
period covered by the survey, and involved around 3200 pharmacies,
received only four reports.”>”® Conclusions cannot be drawn from these
crude comparisons, because these studies used different methodologies,
involved pharmacists/pharmacies in different regions of the UK, etc.
They do, however, raise the hypothesis that there is significant under-
reporting by pharmacists of suspected ADRs associated with herbal
medicines.

It is recognised that pharmacists can make an important contri-
bution to ADR reporting for complementary medicines, but it is likely
that greater vigilance on the part of the pharmacist and initiatives to
encourage complementary medicine ADR reporting by pharmacists are
required. Against this background, there have been several recent
papers in a journal received by all UK pharmacists,'®3%31 and a fact-
sheet on ADR reporting by pharmacists has been produced by the
Science Committee of The Royal Pharmaceutical Society of Great Britain
(the professional and regulatory body for all pharmacists in the UK),
which provides guidance and reminds pharmacists of their professional
and ethical responsibilities in this regard.®?

Complementary medicine practitioner reporting of suspected ADRs
associated with complementary medicines

In many countries, complementary medicines are widely available from
a range of outlets without the need for interaction with a conventional
healthcare professional. Suspected ADRs associated with complemen-
tary medicines may, therefore, be identified by or reported to an individ-
ual (e.g. herbalist or other complementary medicine practitioner) who
is outside the formal system for ADR reporting. Health-food stores are
a major outlet for complementary medicines, but it is not known if staff
in these outlets receive reports of suspected ADRs associated with such
products and, if they do, what action, if any, they take.’
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At present, in the UK herbal medicine and other complementary
medicine practitioners are not recognised as reporters by the MHRA
Yellow Card scheme. Several herbal medicine practitioners and other
herbal sector organisations have initiated their own ADR reporting
schemes for herbal medicines based on the MHRA scheme. Although
this is a responsible and potentially useful step forward where these
schemes have developed a link with the MHRA or WHO/UMC so that
reports are eventually collated, ad hoc schemes are not encouraged
because there is a risk that reports will be dispersed and signals may be
not be detected as early as possible, or may be missed completely. As
with any spontaneous reporting scheme, schemes initiated by the herbal
sector are also likely to be prone to limitations such as under-reporting.
It is not known whether reasons for under-reporting of suspected herbal
ADRs by the herbal sector are different from those for herbal ADR
reporting by conventional healthcare professionals.® It is possible that
there may be concerns among the herbal sector that the availability of
herbal medicines and their freedom to practise herbal medicine may be
threatened if significant numbers of herbal ADR reports are submitted.

The National Institute of Medical Herbalists (NIMH), the major
organisation for medical herbalists in the UK, requests reports from its
members of suspected ADRs associated with herbal treatments. Reports
are submitted on a modified Yellow Card form, which has some addi-
tional data fields relevant to herbalists’ prescriptions. The NIMH sends
an annual summary of reports received to MHRA. Since 1994, when
the scheme was established, 42 reports have been received by the
NIMH.?? Most reports described reactions experienced by patients who
had received a combination of several herbs, which is typical of med-
ical herbalists’ treatment approach. A similar scheme has been set up by
the Register of Chinese Herbal Medicine (RCHM), which also uses a
modified Yellow Card form to collect data from its practitioners of
Chinese herbal medicine. The RCHM scheme also has a link with the
MHRA; the RCHM had received reports from 3% (around 15) of its
500 or so members up to 2006.4

Other schemes have been established that are not restricted to
herbal medicine practitioners. Phytonet is a password-protected,
internet-based system for gathering reports of suspected ADRs associ-
ated with herbal medicines; it was set up by a UK university on behalf
of the European Scientific Co-operative on Phytotherapy in 1996.%°
Phytonet uses an electronic form based on the CSM/MHRA Yellow
Card, but differs from the schemes described above in that it accepts
reports from healthcare professionals, herbal practitioners, patients and
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the public. Submitted reports are assessed by an expert panel and,
where appropriate, fed into the WHO/UMC. Few reports have been
received, however, and support is needed to revive the system. In the
UK, as there is no obligation for manufacturers to report suspected
ADRs associated with their unlicensed herbal products, the British
Herbal Medicine Association (BHMA), members of which include
many herbal medicine manufacturers, has addressed this in its volun-
tary code of practice for its members.®¢ The code includes the require-
ment that manufacturers send reports of suspected ADRs associated
with their unlicensed herbal products to the BHMA, which may, at its
discretion, forward such reports to the MHRA. However, up to 2003,
the BHMA had not received from its members any reports of suspected
ADRs associated with unlicensed HMPs.

Prescription event monitoring

The methodology of prescription event monitoring (PEM) in monitor-
ing the safety of newly marketed prescription drugs is well established.?”
In brief, PEM is a hypothesis-generating, non-interventional, observa-
tional form of monitoring for newly marketed medicines carried out by
the Drug Safety Research Unit, Southampton, UK. Current PEM
methodology involves sending a ‘green form’ to GPs who have pre-
scribed the medicine being studied; these data are obtained from the UK
Prescription Pricing Authority. The green form comprises a simple ques-
tionnaire, which requests data on all health events that the patient who
was prescribed the drug experienced during treatment. These forms are
usually sent to the GPs around 6 months after the patient was first pre-
scribed the medicine under study. The valuable contribution that PEM
has made to pharmacovigilance of conventional medicines is clear, but
the existing method is of little use at present for pharmacovigilance of
complementary medicines because they are rarely prescribed.

A protocol for modified PEM methodology has been developed by
the same unit in Southampton, in collaboration with the NIMH and
other herbal medicine and pharmacovigilance specialists. This approach
involves using herbalists to provide adverse event data on green forms
for patients treated with a specific herbal medicine. Where patients give
permission, a green form requesting adverse event data would also be
sent to their GP. There are limitations to this method, such as whether
sufficient patient numbers could be achieved and, particularly, that
the herbal medicine of interest is not ‘newly marketed’ so there may
be preconceptions about its safety profile. Nevertheless, the protocol
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represents a step forward in attempting to develop methods for pharma-
covigilance of complementary medicines. Another potential approach,
based on PEM concepts, is to use community pharmacists to recruit a
cohort of purchasers (where consent is given) of a specific HMP, who
would then be followed up over time and adverse event data collected.
The feasibility of this approach has been demonstrated in a pilot study
using a conventional non-prescription medicine.?%8° Pilot work assessing
the feasibility of these models has been undertaken.?®?!

Other pharmacoepidemiological study designs

The methodology for case—control and cohort studies is well established
and these study designs can be used to investigate safety concerns with
complementary medicines, although few studies have been carried out
to date. One study explored the relationship between colorectal cancer
and use of preparations containing anthranoid laxatives’! and a
prospective, observational cohort study, involving 131 medical prac-
tices in Germany and a total of 662 outpatients, assessed the type and
frequency of adverse events associated with the use of anthroposophi-
cal medicines.”? Several other cohort and cross-sectional studies have
examined the use of complementary medicines, particularly herbal
medicines, during pregnancy.”’>~*7

The strengths and limitations of case—control and cohort studies
are well documented,’® but, as with other study designs, some of the
problems are compounded when these study designs are applied to
complementary medicines. For example, it is particularly problematic to
establish and verify exposure of both cases and controls to the comple-
mentary medicine(s) of interest because, in many countries, complemen-
tary medicines are rarely prescribed by conventional healthcare
professionals; even where complementary medicines are purchased
from pharmacies, pharmacists do not routinely record use of comple-
mentary medicines and other non-prescription medicines on compu-
terised patient medication records.!®!* In addition, for reasons explained
earlier, there are likely to be variations in different manufacturers’ prod-
ucts and, therefore, defining exposure precisely will be difficult at best.

Case—control and cohort studies involving conventional prescribed
medicines can be carried out using computerised health-record
databases such as the UK General Practice Research Database and the
Medicines Monitoring Unit database, but such tools are currently of no
use for studies involving complementary medicines for the reasons given
above, namely that complementary medicines are rarely prescribed and



Pharmacovigilance for complementary medicines 173

information on non-prescription medicines, including complementary
medicines, rarely recorded on GPs’ patient records.

As with case—control and cohort studies, experimental studies can
be applied to investigating the safety of complementary medicines. At
present, notwithstanding recognised limitations, such as sample size and
ethical considerations, well-designed and well-conducted RCTs over-
come some of the difficulties that complementary medicines present for
other pharmacoepidemiological studies, e.g. precisely establishing expo-
sure is simpler because compliance checks can be carried out, and RCTs
are less likely to use complementary medicines, e.g. HMPs (containing
the same herbal ingredient) from different manufacturers, so the possi-
bility of product variation and batch-to-batch variation in products is
reduced.” However, clinical trial participants could take purchased
complementary medicines in addition to the study medication.

Systematic reviews and meta-analyses of adverse event data from
RCTs of specific complementary medicines have been carried out, but
this introduces other problems. Many existing RCTs of complementary
medicines are of poor or limited methodological quality, and/or pub-
lished reports of studies do not follow Consolidated Standards of
Reporting Trials (CONSORT) guidelines.”® In addition, different clin-
ical trials of a particular herbal ingredient will usually have been carried
out using different manufacturers’ products, but systematic reviews and
meta-analyses often ignore variations between products. An elaboration
of item 4 in the original CONSORT guidelines, aimed at improving the
quality of reporting descriptions of herbal medicine interventions tested
in RCTs, has been published.!%%191 The elaborated guideline is also
applicable to other clinical study designs and preclinical experiments.

Communication of information on safety concerns
associated with complementary medicines

The importance of the timing, content and method of delivery of mes-
sages about safety concerns has been discussed extensively, and the
requirements for successful communication of safety concerns should
apply equally to complementary medicines. However, communicating
information on these products presents additional difficulties for several
reasons. Standard forms of communication, such as ‘Dear Doctor/
Pharmacist’ letters, can be sent, but healthcare professionals are
unlikely to know which of their patients are using complementary
medicines and, therefore, will be unable to pass on safety messages to
specific individuals. Complementary medicine practitioners may keep
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some records of their patients’ treatment, but, as complementary
medicine practitioners are typically unregulated at present, there are no
uniform standards with regard to record-keeping. Importantly, lists of
all individuals practising complementary medicine are not available.

Most users of complementary medicines obtain their medicines
from outlets where there is no healthcare professional present and with-
out seeking professional advice. Methods aimed at reaching the public
directly (e.g. the internet) and the popular media are often the only ways
of communicating information on safety concerns to such individuals.

There is also a lack of research on how complementary medicine
users interpret information on risks associated with complementary
medicines. It should not be assumed that users’ understanding of risk
associated with complementary medicines is the same as that for pre-
scription medicines or conventional non-prescription medicines. It has
been shown that individuals may overestimate the risks of adverse
effects associated with prescription medicines and conventional non-
prescription medicines,'%%1%3 but, given that complementary medicines
are widely perceived to be safe, the hypothesis that users of complemen-
tary medicines may underestimate risks needs to be tested. In the EU,
the new directive on traditional HMPs requires manufacturers of prod-
ucts registered under the new national scheme to provide systematic
information with their products, including information on adverse
events and special warnings. The impact of this on users’ perceptions of
the risks associated with herbal medicines will also require evaluation.’

The action taken by the MHRA in the UK to communicate
information on interactions between St John’s wort and certain prescrip-
tion medicines provides an example of the process of communicating
information on herbal safety concerns (Box 6.4).

Box 6.4 Communication of information on St John's wort (Hypericum perforatum)
herb products and drug interactions in the UK

In the year 2000, evidence emerged relating fo important interactions between
products containing St John’s wort and certain prescription medicines. Following its
decision that manufacturers should include warning information on product packaging,
the Medicines and Healthcare products Regulatory Agency (MHRA) used various ways
of communicating the message. ‘Dear Doctor/Pharmacist’ lefters were sent, and

pharmacists in particular were asked to provide advice to consumers and patients on
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inferactions between St John’s wort and conventional medicines. A telephone helpline
was set up, and information for patients was posted on the MHRA website. However,
it is difficult to assess the effectiveness of these measures. Since February 2000 when
the information was made public, the Committee on Safety of Medicines (CSM)/MHRA
Yellow Card scheme has continued to receive reports of suspected inferactions
between St John’s wort and conventional medicines (more than 30 from February
2000 to April 2003), e.g. reports of breakthrough bleeding and unintended preg-
nancy in women taking St John’s wort products together with oral contraceptives.
Pharmacists also received several other tailored items of information describing this
safety issue;104195 despite this, in a small pseudo-patient study, a quarter of pharma-
cists provided unsatisfactory information on the potential interaction between St John’s

wort products and oral contraceptive agents.!%

It is also likely that there is scope for improving communication
with healthcare professionals and patients/consumers on complemen-
tary medicine safety issues. In recognition of this, an area on the MHRA
website has been set up that is dedicated to providing early information
on herbal safety concerns.??

The future for pharmacovigilance of complementary
medicines

The potential for complementary medicines to have a significant neg-
ative impact on public health needs to be kept in perspective.
Nevertheless, a parallel can be drawn between the lack of a formal
medicine regulatory system before the thalidomide disaster and the
current situation in several countries where complementary medicines
are unregulated. In such countries, complementary medicines, including
imported herbs with which there is no experience of traditional use in
the importing country, are sold without any requirement to demonstrate
to the licensing authority evidence of quality, safety and efficacy.
Post-thalidomide, new initiatives in drug safety monitoring initially
followed further high-profile drug safety problems.!?” Likewise, several
recent high-profile herbal safety concerns, such as renal failure and
urothelial cancer associated with exposure to Aristolochia species,'®
drug interactions with St John’s wort'” and hepatotoxicity associated
with kava-kava,?? have contributed to the increasing awareness of the
need to monitor the safety of herbal and complementary medicines.
Against a background of increasing use of complementary medicines,
particularly by patients using conventional drugs concurrently and
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those with serious chronic illness, it is likely that new safety concerns will
continue to emerge.

Improvements in the safety and pharmacovigilance of complemen-
tary medicines, particularly herbal medicines, can be expected in the EU
following the introduction of a new Directive for traditional HMPs that
requires manufacturers of traditional HMPs registered under national
schemes established under the Directive to adhere to recognised stan-
dards for pharmaceutical quality, provide bibliographic evidence of the
safety of their products and comply with regulatory provisions on
pharmacovigilance. These improvements may not happen immediately
across all manufacturers, because some may take advantage of the 7-year
transition period.

Another effect of the Directive may be to shift the emphasis of
research involving herbal medicines. At present, most research in the
herbal medicine area is aimed at discovering the pharmacological activ-
ities of medicinal plants and providing evidence of clinical efficacy;
rather less effort is focused on investigating safety. However, as the pro-
posed traditional HMP Directive does not require manufacturers to
demonstrate efficacy (other than by way of traditional use), there may
be more interest among manufacturers and researchers to extend
knowledge of the safety of herbal medicines. Although research into the
safety of herbal medicines is to be welcomed, research into efficacy is
also needed in order to develop HMPs with favourable benefit-harm
profiles.

Statutory regulation of herbal medicine practitioners is expected
to be implemented over the next few years in several countries; some
states of Australia and provinces of Canada have already taken this
step. Once this has been achieved, it seems reasonable to expect that
spontaneous reporting schemes would recognise statutory regulated
herbal medicine practitioners as reporters (where they are not already
encouraged to report), who would be encouraged to report suspected
ADRs associated with herbal medicines.

In the longer term, modified, even novel tools for monitoring the
safety of complementary medicines may be introduced. Pharmacy-
record linkage is used in the Netherlands for pharmacovigilance pur-
poses, and this could be an invaluable tool for monitoring safety of
complementary medicines purchased through pharmacies. In the UK, a
Department of Health report!'? has discussed the possibility of commu-
nity pharmacists being able to access a common electronic health
record, which will be created for all patients. Although such a system
would probably apply only to prescription medicines initially, with
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technological advances it might also be developed into a computerised
record-linkage database that could be used to monitor the safety of
herbal and other non-prescription medicines. A small number of coun-
tries have already taken steps to allow patients/consumers a greater role
in pharmacovigilance by including them as recognised reporters in
spontaneous reporting schemes; consideration could be given to further
extending the direct contribution of patients to monitoring the safety of
complementary medicines, e.g. by collecting data directly from patients
in studies based on modified PEM methodology.

In the future, publications describing case reports of suspected
ADRs associated with complementary medicines may improve if
authors of such reports and journal editors adhere to guidelines
resulting from a joint initiative between members of the International
Society of Pharmacovigilance and the International Society of
Pharmacoepidemiology.!!! The guidelines include reference to
publications of case reports of ADRs associated with herbal medicines.

Ensuring the safety of complementary medicines may lie, at least
in part, with pharmacogenetics and pharmacogenomics. The import-
ance of genetic factors in determining an individual’s susceptibility to
ADRs is well documented,''? and this applies to complementary
medicines as well as to conventional drugs.!'3 However, optimising
treatment, including reducing the potential for ADRs, on the basis
of a patient’s genotype has barely been discussed in the context of
complementary medicines.
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Homeopathy and anthroposophy

Steven B Kayne

Homeopathy, because of its availability under the National Health
Service (NHS) in the UK since its inception in 1948, is often considered
to be the most important of the complementary disciplines. In fact, it
is not the UK’s most popular therapy by total market value, and it is
likely that herbal and perhaps also aromatherapy products will be fully
reimbursable under the NHS in the foreseeable future.

Anthroposophical medicine is associated with homeopathy but
has some important differences. These are discussed at the end of the
chapter.

Homeopathy

Definition

Homeopathy is a complementary discipline based on the law of simi-
lars, which involves the administration of ultra-dilute medicines
prepared according to methods specified in various homeopathic
pharmacopoeias with the aim of stimulating a person’s own capacity
to heal.

The terms ‘law of similars’ and ‘homeopathic pharmacopoeias’
will be further defined in the text.

History

The development of modern homeopathy

The practice of homeopathy has changed little in the last 200 years or
so in the way that its medicines have been used. In direct contrast to
orthodox medicine (OM), only a handful of new medicines have joined
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the modern homeopath’s armamentarium. For this reason, the founder
of modern homeopathy, the German physician and apothecary Samuel
Hahnemann, left a powerful legacy to successive generations. The
medicines are largely prepared and administered as they were in the
very early days of the discipline. Thus, the history of homeopathy, and
especially that of its founder, occupies an important part in teachings on
the subject.

Christian Friedrich Samuel Hahnemann was born just before mid-
night on 10 April 1755 in Meissen, the ancient town renowned for its
porcelain and situated on the banks of the river Elbe, approximately
180 km south of Berlin.

His parents were Johanna Christiane and Christian Gottfried
Hahnemann. To avoid confusion with the many other family members
with the same first name, the infant was known throughout his long and
eventful life as Samuel. He qualified as a physician at the Frederick
Alexander University in Erlangen in 1779. At this time disease was
viewed as an invader to the body, to be fought with whatever chemical
or other method that was in favour at the time. Blood letting, purgatives,
emetics and leeches were all used, as was the administration of large
quantities of chemicals, including arsenic and mercury.

Increasing frustration with such methods of treatment caused
Hahnemann to withdraw from medical practice and concentrate on wri-
ting. In 1790 he translated and annotated Materia Medica (Figure 7.1),
written by the eminent Scottish physician William Cullen (1710-90), who
practised in Edinburgh and was considered to be a medical guru by many
of his European colleagues during the second half of the eighteenth
century.

Cullen had devoted 20 pages in his book to Cinchona (Peruvian
bark), a drug that was administered widely for the treatment of malaria,
then known as the ague or marsh fever. Hahnemann disagreed with
Cullen’s suggested mechanism of action as an astringent, and he decided
to test the drug by taking relatively large doses himself. He found that
the resulting toxic effects were very similar to the symptoms suffered by
patients with marsh fever. Similar effects were witnessed for the use of
Belladonna to treat scarlet fever, a disease with similar symptoms to
those shown by people suffering from Belladonna poisoning.

Hahnemann then tried a number of other active substances on
himself, his family and volunteers to obtain evidence to substantiate his
findings. In each case he found that the medicines could bring on the
symptoms of the diseases for which they were being used as a treatment.
Thus he systematically built up considerable circumstantial evidence for
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Figure 7.1 Cullen’s Materia Medica was Hahnemann's inspiration for his
involvement in homeopathy while translating the book. (From the author’s collection.)

the existence of a law of cure based on the concept of using ‘like to treat
like’. He called the systematic procedure of testing substances on healthy
human beings in order to elucidate the symptoms reflecting the use of the
medicine a Priifung, which is translated into English as ‘proving’.

Hahnemann returned to medicine in 1801, using his new homeo-
pathic principles. Many colleagues viewed his methods with consider-
able scepticism despite a number of spectacular successes. In 1810
Hahnemann published his most famous work, the Organon of the
Rational Art of Healing.! A total of five editions of this book appeared
during Hahnemann’s lifetime; the manuscript for a sixth edition was
not published until many years after his death. The subject matter in the
sixth edition was set out in 291 numbered sections or aphorisms,
usually denoted in the literature by the symbol § and the relevant
section number.

Following the death of his first wife Johanna in 1830, Hahnemann
married the Marquise Melanie D’Hervilly-Gohier, a colourful and
eccentric companion many years his junior. The couple moved to Paris,
where he died in 1843.
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Figure 7.2 Photograph of Samuel Hahnemann taken on 30 September 1841
by H Foucault of Paris. (Courtesy of Faculty of Homeopathy Museum.)

Figure 7.2 shows a photograph of Hahnemann 2 years before his
death. The photograph was originally the property of the Reverend T.
Everest, who recorded:

It was a dark rainy day, with violent gusts of wind, all which circum-
stances by increasing the difficulty of taking the photograph, have given
the countenance of Hahnemann an air of stiffness. Hahnemann was,
moreover, rather unwell that day.
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Theory

The mechanisms of action of homeopathy are not understood, although
many possible explanations for them have been put forward. There are
claims that the apparent success of homeopathy is due solely to a
placebo effect. This may well be true to some extent (as in orthodox
medicine), but is only part of the story.

The vital force

Homeopaths consider disease to be an expression of the vital force of
each individual. As all individuals are quite different in their expression
of the vital force, patients are treated according to their idiosyncratic,
rather than their common, symptoms. The symptoms are important
only in that they act as an indicator for the selection of an appropriate
medicine.

Hahnemann introduced the word ‘dynamis’ to describe the vital
force indicating that life was dynamic and took an active part in organ-
ising biological activity. He called the process of potentising medicines
(see below) ‘dynamisation’, a term that is still widely used by French
and German homeopaths. Vitalists believe that the body comprises a
hierarchy of parts (cells, tissues, organs and systems) that are all fully
interdependent in both ascending and descending order, and with an
interrelationship that is controlled by a vital force. Under normal con-
ditions, the vital force is thought to be responsible for the orderly and
harmonious running of the body, and for coordinating the body’s
defences against disease. However, if the force becomes disturbed by
factors such as emotional stress, poor diet, environmental conditions or
certain inappropriate allopathic drugs, then illness results.

It is suggested that the vital force operates on three different
vibratory levels:

1.  Mental: changes in understanding and consciousness are recorded
(e.g. confusion and lack of concentration)

2. Emotional: changes in emotional states are recorded (e.g. anxiety
and irritability)

3.  Physical: changes to the body’s organs and systems are recorded
(e.g. organ malfunction and disease).

Classic homeopaths consider the body’s functions to be a mélange
of all these levels when determining which homeopathic medicine is
appropriate to restore the vital force to its normal levels. They consider
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the totality of symptoms rather than looking at individual planes in iso-
lation. If only a partial image of the total symptom picture is acquired,
they consider that the effect of the medicine will be limited to that
vibrational level.

This comprehensive approach is not the only way homeopathic
medicines can be used. It is possible to administer medicines chosen for
their local effect in the physical plane alone. This approach is used
especially for first aid and the treatment of many simple self-limiting
situations.

The three principles of homeopathy

There are three important principles of homeopathy according to
Hahnemann: like cures like, minimal dose and single medicine.

Like cures like

This principle first appeared in an article entitled ‘Essay on a new prin-
ciple for ascertaining the curative power of drugs’.> Hahnemann
believed that, in order to cure disease, one must seek medicines that can
excite similar symptoms in the healthy human body. This idea is
summarised in the phrase similia similibus curentur, often translated as
‘let like be treated with like’.

Examples of such treatment might be the homeopathic use of the
following:

e  Apis (from the bee) to treat histamine-type reactions resulting
from a sting

e Coffea (from the green coffee bean) to treat insomnia

e  Urtica (from the nettle) to treat an urticarial rash.

At first sight, this method is rather different to the orthodox
approach, in which the use of a laxative to treat diarrhoea might be
viewed rather strangely! However, there are examples of this practice in
orthodox medicine where large doses of digoxin cause many of the
cardiac arrhythmias for which it is a treatment and large doses of
aspirin cause headaches.

It was this method of prescribing according to the matching of
symptoms and drug pictures that prompted Hahnemann in 1807 to
coin the term ‘homeopathy’ from the Greek words homoios (similar)
and pathos (disease or suffering). He termed the more orthodox
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treatment by the law of contraries ‘allopathy’ from alloios, meaning
contrary. This term is still widely used today.

Minimal dose

When Hahnemann carried out his original work he gave substantial
doses of medicine to his patients, in keeping with contemporary practice.
This often resulted in substantial toxic reactions; fatalities were not
uncommon. He experimented to try to dilute out the unwanted toxicity
while at the same time maintaining a therapeutic effect. There is much
speculation as to how Hahnemann developed the method of serial dilu-
tion and agitation of his medicines, which achieved his aim better than
he could have hoped. To his surprise Hahnemann found that, as the
medicines became more dilute, they became more potent therapeutically.
To reflect this effect he called his new process ‘potentisation’. The
potentisation process is described in detail below.

Single medicine

Hahnemann believed that one should use a single medicine to treat a
condition. Provings in all materia medicas relate to single medicines and
there is no way of knowing whether or how individual medicine drug
pictures are modified by combination with other ingredients. Classic
homeopaths observe this rule carefully. In later life Hahnemann did use
mixtures of two or three medicines and there are a limited number of
such mixtures still used today, including Arsen iod, Gelsemium and
Eupatorium (AGE, for colds and flu) and Aconite (or sometimes Arsen
alb), Belladonna and Chamomilla (ABC, for teething).

Holistic approach

In addition to the three principles stated above, Hahnemann believed
that homeopathy should be practised according to the holistic principles
that are common to all complementary disciplines (see Chapter 1). Each
patient should be treated as a complete individual. This means that
medicines (or procedures) appropriate for one patient might be totally
inappropriate for another even though the symptoms may be similar.
Conversely, the same medicine may be used to treat very different con-
ditions in different patients. Both general practice and homeopathic
consultations are organised around the key task of treating patients’
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health-related problems. Despite their different theories of healing,
interactions between professionals and patients in both share many
features, although there are also clear differences in the ways in which
patients and professionals go about the process of problem-solving.?

Homeopathic laws of cure

There are three laws of cure that may be applied to the practice of
homeopathy: Hering’s law, Arndt’s law and the law of minimum action.

Hering’s law

This law is attributed to the American homeopath Dr Constantine
Hering. It states that cure takes place:

e from the top to the bottom of the body

e  from the inside to the outside

e  from the most important organs to the least important
® in reverse order of the onset of symptoms.

Hence mental symptoms (emotions) might be expected to improve
before physical symptoms are resolved, and recent symptoms will sub-
side before long-standing chronic symptoms. A good example of this
law in practice is the resolution of asthma, which is often associated
with skin conditions. It is not uncommon to see the physical symptoms
of asthma improving only to find an underlying skin condition becoming
more pronounced.

Arndt's law
This is a general law that states that:

*  weak stimuli encourage living systems (e.g. homeopathy)

e medium-strength stimuli impede living systems (e.g. biochemical
pathway blockers)

e  strong stimuli tend to destroy living systems (e.g. chemotherapy).

It is suggested that small quantities of homeopathic medicine admin-
istered to an individual stimulate the body’s own defence mechanisms
to deal with disease. In fact, the situation is probably much more
complicated than this simplistic explanation suggests, and is not as yet
understood (see below).
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Law of minimum action

The third law is associated with the minute doses administered in
homeopathy:

* A change in nature is effected by the least possible action.
e The decisive amount of action needed to produce change is always
the minimum.

Clinical experience suggests that the minute amounts of active
ingredients administered by homeopaths are still sufficient to produce
a therapeutic effect. It is generally accepted that the frequency of
administration is more significant than the size of the dose.

Proving homeopathic medicines

All homeopathic medicines have a ‘drug picture’, a written survey of
the symptoms noted when the drug was given to healthy volunteers, a
process known as ‘proving the drug’. Hahnemann defined very precisely
guidelines for carrying out provings.

Theoretically, the proving of a substance refers to all the symptoms
induced by the substance in healthy people, according to Hahnemann’s
original instructions. However, drug pictures may also contain symptoms
derived from the following sources:*

e Observations of toxological effects arising from therapeutic,
deliberate or accidental administration

e Observations of pathological symptoms regularly cured by the
medicine in clinical practice: this is the source of many seemingly
strange symptoms that occur in some drug pictures.

In some instances the complete drug picture may be derived from
toxicological or clinical observations and not from a true proving at all.

The drug pictures are collected together in materia medicas, many
of which have been computerised. These are usually consulted when an
appropriate medicine is being chosen to treat a patient (see below).

Nomenclature of homeopathic medicines

Homeopathic products are traditionally called remedies, although the
term ‘medicine’ is preferred by many people. The existing nomenclature
of homeopathic medicines and the connected abbreviation system by
which medicines are identified have evolved over 200 years and are full
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of irregularities and mistakes. Traditionally medicines are described by
an abbreviation of the Latin name together with an indication of the
potency. There are so many synonyms, different spellings, different
abbreviations and differences in the source material used for the
medicine preparation that it is difficult to avoid confusion. However,
within a particular country it is unlikely that any conflict will arise.
Patients are well advised to take any prescribed medication with them
when they travel because the medicine obtained abroad may be different
to the medicine that they are used to buying in their own country.
Some examples that illustrate sources of potential confusion have
been highlighted in a report prepared under the auspices of the
European Committee for Homeopathy.’ Most botanical names cur-
rently used in homeopathy are still similar to the current botanical
nomenclature used for the source material. However, other medicines
have other synonyms that do not correspond with either the pharma-
copoeias or the current botanical names. For example, Belladonna
(more correctly Atropa belladonna), Cactus grandiflorus (Cercus gran-
diflorus) and Chamomilla (Matricaria chamomilla) all have commonly
used homeopathic names that are incorrect. Further, the botanical
nomenclature used in homeopathy does not indicate the part of the
plant that has been used. In some countries the whole plant is used; in
other countries it can be the root, seeds, leaves, or flowers or fruits.
Most zoological names currently used in homeopathy are still sim-
ilar to the current zoological nomenclature, such as Apis mellifica (bee),
Latrodectus mactans (spider) and Vespa cabro (wasp). Some, however,
are not. For example, the medicine known as Cantharis would be more
correctly called Lytta vesicatoria. Medicines from chemical sources have
their problems too. Compounds with fluorine, calcium, bromium,
iodine, oxygen and sulphur ions are usually called fluoratums, broma-
tums, iodatums, sulphuratums, etc., but calcium fluoride is called
Calcarea fluorica in some countries and Calcium fluoricum in others,
which is inconsistent (Calcium fluoratum would be more logical).
Many of the nosode names (nosode is defined below) currently
used in homeopathy are insufficiently specified names, e.g. Psorinum,
Carcinosinum, Tuberculinum and Medorrhinum. The nosodes often
show different starting materials and manufacturing methods in different
communities.
Homeopathy needs a consistent international nomenclature sys-
tem to ensure the accurate supply of currently available medicines and
the logical incorporation of new medicines in the future. The European
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Committee on Homeopathy has made proposals for the development of
a more logical system of abbreviations that will ensure international
standardisation.

Difficulties with nomenclature are not confined to naming
medicines. A group of Latin American and European authors have
pointed out that international confusion also exists as to the exact
meaning of many words used routinely in homeopathy and they suggest
that many inaccurate or imprecise terms should be replaced.®

The manufacture of homeopathic medicines

The homeopathic pharmacopoeias

Homeopathic medicines are prepared in accordance with the methods
described in various national homeopathic pharmacopoeias. For many
years British manufacturers have relied on a selection of foreign refer-
ence works, principally the German Homeopathic Pharmacopoeia
(GHP, or HAB in the German abbreviation) with its various supple-
ments, together with the French Pharmacopoeia and the Homeopathic
Pharmacopoeia of the US (HPUS), for most of their information,
particularly with regard to the analysis of starting materials. After an
interval of almost 100 years a new edition of the British Homeopathic
Pharmacopoeia (BHomP) was published by the British Association of
Homeopathic Manufacturers (BAHM) in 19937 and this is used along-
side the GHP, although the BHomP has not been formally adopted as a
national pharmacopoeia by the Medicine and Healthcare products
Regulatory Agency (MHRA) and has no status under European
legislation (see the section on Regulatory affairs, below). A second
edition of this text was published in 1999.%

The methods of preparing medicines differ between the various
pharmacopoeias and this introduces an international variable, e.g. the
German text states that to make a mother tincture the source material
must be macerated for at least 10 days at a temperature not exceeding
30°C, whereas the French publication specifies a period of 3 weeks.
Little research has been carried out to quantify the variance in active
principles that may occur, although nuclear magnetic resonance tech-
niques exist for testing different source materials.” These differences
mean that medicines may well differ from country to country even
though the potencies appear to be equivalent.
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The source materials

Plant material

Well over half of all homeopathic medicines are prepared from extracts
of plant materials and, because of this, homeopathy is often confused
with herbalism. However, the ways of producing the two types of
medicines are quite different. Herbal products are generally the result of
an aqueous or alcoholic extraction alone, whereas in homeopathy an
additional dilution process is involved. Either the whole plant may be
used or only selected parts, as specified in the pharmacopoeia mono-
graphs. The specimens are collected in dry sunny weather and cleaned
by careful shaking, brushing and rinsing with distilled water. They are
then examined to ensure the absence of moulds and other imperfec-
tions. Fresh plant material is desirable, but for a variety of reasons dried
specimens are sometimes used. Arnica, for example, grows best above
3000 metres and is often subject to conservation orders at certain times
of the year, whereas Nux vomica is readily available in relatively large
amounts, but is difficult to obtain in the very small quantities required
by homeopathic pharmacists. Soil differences may mean that the most
easily accessible plants are not the most suitable. Crataegus, the
hawthorn, varies in quality from country to country. These difficulties
may be appreciated if one considers the analogy of wines: grapes grown
in different soil and climatic conditions, even if adjacent to each other,
produce wines with different characteristics. Calendula, which is used
for the treatment of superficial abrasions, is illustrated in Figure 7.3.

Animal and insect material

This material must be obtained from healthy specimens. The bee yields
Apis, a medicine used to treat peripheral oedematous conditions and the
effects of stings. Other examples are medicines made from snake and
spider venoms, musk oil and the juice of the cuttlefish (Sepia). Musk is
obtained from the African cevit, a fox-like animal kept in battery
accommodation, mainly in Ethiopia. There have been calls recently for
the practice of milking animals to be discontinued in favour of synthetic
production.

Other biological material

Biological source material is used to prepare isopathic medicines (for
definition of isopathy see below) that include:
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Figure 7.3 Calendula officinalis (marigold): the plant is used to make oral and
topical products in both homeopathy and herbalism.

e allergodes (e.g. grass pollens, flowers, animal hair, feathers, foods)
e  sarcodes (e.g. bacterial cultures or healthy secretions)
*  nosodes (pathological samples).

Chemical material

Highly purified chemical material is rarely used in the preparation of
medicine, e.g. Calcium carbonicum is obtained from the interspaces of
oyster shells and is not prepared in the laboratory. Sulphur is obtained
from a naturally occurring source (e.g. a geothermal area) and is not
precipitated in the laboratory. Chemical material and drugs may also be
used in the preparation of isopathic medicines known as tautodes (see
below).

Imponderables

Homeopathy uses the word imponderables for all the medicines that are
not material substances. Examples include:
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®*  Magnetis poli ambo, magnetis polus arcticus, magnetis polus
australis (medicines from magnetism)

e Sol (sunlight)

e  Ultraviolet (UV) rays

o X-ray.

Preparation of medicines

The preparation of homeopathic medicines is graphically represented in
Figure 7.4

Stage 1: extraction procedure

Mother tinctures are liquid preparations resulting from the extraction
of suitable vegetable source material with, usually, alcohol/water mix-
tures. They form the starting point for the production of most homeo-
pathic medicines, although some are used orally (e.g. Crataegus) or
topically (e.g. Arnica). The resulting extract solutions contain on aver-
age one part drug to three parts mother tincture, although this strength
can vary depending on the species and type of extraction process. The
solutions are strained to remove any extraneous pieces of debris.

Insoluble chemicals such as Aurum (gold), Graphites (graphite or
lead) and Sulphur (and most isopathic preparations) must be processed
differently. The solid material is triturated with lactose in a pestle and
mortar. The resulting triturate may be compressed directly into tritur-
ation tablets or administered as a powder. More usually, however, tri-
turation continues until the particle size has been reduced sufficiently to
facilitate the preparation of a solution, usually achieved after three to
six serial dilutions depending on the scale being used. From this point
the standard potentisation procedure described below can be followed.

In the case of soluble chemicals, solutions of known concentration
in distilled water or alcohol can be prepared initially as the starting
solution.

Stage 2: the potentisation (‘dynamisation’] process

With some medicines, e.g. Arnica or Calendula, the mother tincture
may be applied directly to the skin, or it may be diluted and used as a
gargle; Crataegus mother tincture is often administered as five drops in
water. Most mother tinctures, however, are diluted in a special manner.
As this dilution increases the homeopathic strength (although the
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( Preparing a homeopathic medicine* ]
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Figure 7.4 Summary of preparation process.!”

chemical concentration decreases), the process is known as potentisation
(Figure 7.5). In homeopathy, as elsewhere, dilution is never perfect, par-
ticularly at low concentrations where surface absorption may well be a
major factor, so that the real degree of dilution beyond the levels that
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Mother tincture

99 drops
99 drops
99 drops
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Potencies

Figure 7.5 The potentisation process.

can be analytically determined will always remain unproven. Residual
material may be responsible for perceived differences between calculated
and actual activity. Unless great care is taken, active material may also
enter from the atmosphere even at the greatest dilutions.

The Hahnemannian method The Hahnemannian method of potenti-
sation has two scales of dilution: centesimal and decimal. In the former,
1 drop of mother tincture is added to 99 drops of diluent in a new,
clean, screw-cap glass vial. The diluent is a triple-distilled alcohol and
water system, the strength of which varies from 20% to 60%. The solu-
tion resulting from admixture of the two liquids is subjected to a vigor-
ous shaking with impact, known as succussion. The extent to which the
vials are shaken depends on the individual concerned, but within each
manufacturing process the number of succussions remains constant.
Hahnemann’s ideas on how often to succuss the vial varied widely from
once or twice right up to 100 times. After the initial process, successive
serial dilutions are made, using fresh glass vials at each stage until the
solution reaches 12c, 30c, 200c, etc. (the number refers to the number
of successive 1 in 100 dilutions and ‘c’ indicates the centesimal method).
The stages are summarised in Table 7.1. In the decimal scale, one drop
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Table 7.1 Centesimal potencies

Centesimal potency Concentration Dilution

1 (1c or 1cH) 1072 1:100

6 (6c or 6¢H) 10712 1:10'2
12 (12c or 12cH) 10-24 1:10%4
30 (30c or 30cH) 10-¢0 1:1000
200 (200c or 200cH) 10-400 1:10400
Mo 10-2000 1102000
10Me 10-20 000 1:1020 000

aKorsakovian dilutions

Table 7.2 Decimal potencies

Decimal potency Concentration Dilution
1x (D1) 10-1 1:10
6x (D8 106 1:106
12x (D12) 10-12 1:1012
30x (D30) 10-30 1:10%

of mother tincture is added to nine drops of diluent. This is indicated by
a number and ‘x’ (e.g. 6x). At the higher centesimal dilutions, letters are
normally used. The 1000 dilution level is therefore M and 100.000 is
CM (Table 7.2).

Potencies up to 200c are often still made by hand by skilled oper-
ators agitating the container between each serial dilution stage by stri-
king it on the heel of the hand. Most large manufacturers have small
mechanical shakers that perform the task with rather less effort. At very
high potencies medicines are usually made robotically using the
Korsakovian method

The Korsakovian method There is some doubt concerning how M
and 10M potencies are made. These are often described as being 1000
and 10 000 centesimal dilutions. Although it is still possible to prepare
potencies of this magnitude according to Hahnemann’s original instruc-
tions using special machinery, many of these medicines are prepared
robotically using a method described in 1832 by the Russian homeopath
Nicolaevich Korsakov, although they are seldom correctly labelled to
show this.
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A first dilution known as 1K or 1¢K is prepared by adding a mea-
sured volume of mother tincture to an appropriate volume of diluent
and the resulting solution succussed thoroughly. Liquid is then removed
from the vial by suction or inversion, leaving droplets of solution adher-
ing to the container wall. New solvent is then added, the vial agitated
vigorously and the process repeated. Korsakovian potencies are usually
denoted by a number denoting the number of serial dilutions followed
by the letter ‘K’ (e.g. 1000K).

The LM method In later life Hahnemann began using potencies based
on serial dilutions of 1:50 000 at each level. These are called LM (or occa-
sionally Q) potencies. Medicines are triturated to the third centesimal
level with lactose before being diluted according to the scale described
above. Homeopaths often instruct patients to succuss LM potencies
before taking each dose to minimise the possibility of developing the
symptoms of the medicine.

The effects of potentisation One of the fundamental tenets of homeop-
athy is the concept of potentisation, and yet it continues to be one of
the major stumbling blocks to its widespread acceptance, with many
sceptics claiming that it is just a myth.!! It is not known how
Hahnemann came upon the procedure of potentisation; most probably
it arose from his knowledge of chemistry and alchemy. Over the past
three decades research into structure formation and structure conserva-
tion in water systems has created significant interest in the homeopathic
community. Geometric and dynamic models have been constructed to
try to explain how medicines can be therapeutically active at such
extreme dilutions.!?

It is possible to construct a mathematical model for the potentisa-
tion process, identifying an interrelationship of the dilution factor, the
number of succussions and the oscillatory function, which is said to con-
tribute to a biological effect. Among the simpler explanations are those
based on molecular geometries or shapes, and a concept of hydration
shells formed by the close association of water molecules with the ions of
medicine molecules.

Succussion involves the effect of pressure changes due to the shock
waves produced. The magnitude of this pressure has not been well
examined but may be estimated, from conservation of energy equating
kinetic energy with strain energy, to be about 5-100 MPa, dependent on
the procedure!’
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The simplest explanation for succussion is that it may merely facil-
itate a complete mixing. Another possibility is that the structure of
solvent molecules may be electrochemically changed by succussion,
enabling it to acquire an ability to ‘memorise’ an imprint of the original
medicine.

Stage 3: presentation — the dose forms

Solid dose forms In allopathic medicine tablets and capsules are made
in different forms to control the speed at which the active ingredient is
delivered. In homeopathy one is not faced with this necessity, so the
choice of carrier is governed by convenience rather than therapeutic
efficiency. The main solid dose forms are shown in Figure 7.6.

Tablets (A) are similar to the classic biconvex plain white tablets
used widely in conventional medicine. The size is about the same as a
75 mg dispersible aspirin tablet. The tablets are manufactured commer-
cially from lactose and appropriate excipients. On an industrial scale
blank lactose tablets and granules, or sucrose pills, can be surface inoc-
ulated by spraying on the liquid potency in alcoholic tincture or as a
syrup in a revolving pan, rather like the old method of sugar coating.

Figure 7.6 Solid dose forms.
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The exact amount of medicine to be applied to ensure an even covering
is determined using dyes. Pills are similarly prepared.

On a small scale in the pharmacy, the solid dose forms may be
placed in glass vials and medicated by placing drops of liquid potency
in strong alcohol on the surface; the number of drops used depends on
the amount of solid dose form being medicated (Figure 7.7). The con-
tainer is agitated in a manner similar to succussion to disperse the
medicine throughout the dose form. On a large industrial scale tablets
may be made by the pharmaceutical method of compressing medicated
granules or applying the medicated potency as a spray to the tablets in
a revolving pan.

Crystals (C) are made from sucrose and have the appearance of
granulated sugar.

Soft tablets (D) are loosely compressed lactose tablets that melt
quickly in the mouth.

Granules (E) are mainly made from lactose, and are about the size
of the ‘hundreds and thousands’ used as cake decorations. They can be
useful for infants and animals.

Figure 7.7 Medicating tablets by hand.
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Individual powders (F) are made from lactose impregnated with
liquid potency and are useful where small numbers of doses are required.

Liquid dose forms Liquid potencies, prepared from the mother
tinctures by serial dilution as described above, may be administered
directly, in water or on a sugar cube.

Mother tinctures may also be taken orally (e.g. Crataegus), usually
in water. They are more often applied topically, either singly (e.g. Arnica
for bruising, Thuja for warts or Tamus for chilblains) or in mixtures
(e.g. Hypericum and Calendula).

Topical dose forms Ointments, creams, lotions and liniments (generic
and patent) usually contain between 5% and 10% of mother tincture
or, in a few cases where no mother tincture exists, liquid potency (e.g.
Graphites or Sulphur) incorporated in a suitable vehicle. Absorption of
homeopathic substances applied to the skin varies greatly depending
on their physical and chemical properties. The skin’s structure is espe-
cially suited to the absorption of lipophilic compounds into deeper-
lying tissues. Using a flat-bed electrophoresis device and thin-layer
chromatography it was shown that Hamamelis and Hypericum moved
more quickly than Arnica and Calendula.'*

Eyedrops have caused manufacturers licensing difficulties and at
the time of writing are restricted in the UK to prescription on a named-
patient basis. However, Calendula, Cineraria and particularly Euphrasia
eyedrops are all extremely useful and are likely to prove very popular if
and when they become more widely available.

Containers There has been much discussion as to whether plastic or
glass containers are appropriate for solid dose forms. The traditionalists
still favour neutral glass containers, suggesting that there is a possibility
of chemicals leeching out from the plastic. Little work has been done to
investigate whether the fears of those eschewing plastic have a firm
foundation.

There have also been suggestions that the glass may play some part
in ‘holding’ the potency. Again, these have not been substantiated.

Liquids are packed in glass dropper bottles. The major suppliers
use amber screw-cap bottles with a plug in the neck with a channel that
facilitates the delivery of one measured drop (0.05 ml). Silicone rubber
teat droppers are also used.
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Legal classification of homeopathic medicines

Manufactured homeopathic medicines are subject to careful scrutiny to
ensure that they are of the highest quality and safety. In the UK they
have been treated as medicines since the inception of the National
Health Service in 1948 and are available on medical prescription just as
orthodox medicines are. As a result, they are subject to rules governing
their manufacture and supply.

In Europe there are four routes by which homeopathic medicines
can be registered.

1. Products with limited claims of efficacy based on bibliographic
evidence, and injections, may be registered under national rules (if
the rules have been adopted by a member state). Several products
have been registered under the UK national rules that came into
force in 2006.

2. Products that are 4x and above may be registered on the basis of
quality and safety only (i.e. making no claims of efficacy) under an
abbreviated European scheme.

3. Products with claims of efficacy supported by clinical trials may be
licensed under European legislation just like orthodox medicines.
No homeopathic medicine has been licensed under this classification.

4.  Medicines for veterinary use may be registered under the Veterinary
Regulations (see below).

Most registered homeopathic medicines for human use may be sold
without restriction in a wide range of retail outlets. Exceptions include
certain formulations such as eyedrops and injections that may contain
unlicensed ingredients and are restricted to medical prescriptions on a
named-patient basis.

At the time of writing the situation with regard to nosodes is
uncertain. It is appropriate to exert some voluntary control when
supplying certain nosodes for self-treatment in the over-the-counter
(OTC) environment.

Some unlicensed medicines obtained from homeopathic manufac-
turers holding special manufacturing licences in the UK may be classified
pharmacy only (P) and should not be placed on open shelves.

Homeopathic medicines may be prepared extemporaneously by
pharmacists in a registered pharmacy if they have appropriate expertise.

In the USA homeopathic medicines are subject to the Food, Drug
and Cosmetic Act of 1938 and regulations issued by the Food and
Drug Administration (FDA).!S Pre-market approval is by way of mono-
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graph approval by the Homeopathic Pharmacopoeia Convention of the
United States (HPCUS).'® Although homeopathic drugs are also subject
to the FDA’s non-prescription drug review, the FDA has not yet used
this authority. However, manufacturing, labelling, marketing and sales
of homeopathic medicines are subject to FDA compliance rules. These
rules, with the exception of provisions for expiry dating, tablet imprint-
ing and finished product testing, are functionally identical to the rules
for their allopathic counterparts. Good manufacturing practice (GMP)
standards for homeopathic and allopathic drugs are the same. Subject
to the relevant FDA regulations homeopathic medicines indications
may be given on the label and there are no limitations of where they
can be sold.

The labelling requirements for human homeopathic medicinal
products and the provisions for controlling the import, export and man-
ufacture of homeopathic medicinal products are specified in the
European Directive. The label must contain the words ‘Homeopathic
medicinal product without approved therapeutic indications’ and
‘Consult your doctor if symptoms persist’. Brand names, and names that
indicate possible uses (sometimes called fantasy names), are officially
banned, but there appear to be areas where the licensing authorities will
allow some latitude in the regulations with respect to the naming of
homeopathic products containing a number of different medicines.
Following representations from some manufacturers on the basis of
safety, some complex medicines containing several ingredients are being
licensed with names of the type ‘Medicine X Co’ to obviate the necessity
of attempting to remember a long list of ingredients when requesting an
OTC medicine or writing a prescription. There is a potential source of
confusion here, for some products that were on the market before the
new legislation being adopted are still allowed to use brand names and
even make limited claims of effectiveness. The authorities have not
announced a date by which the products licensed under the old regula-
tions have to be relicensed under the new EU regulations. Until this
happens, the two types of medicine will exist side by side, although many
manufacturers are beginning to register their products voluntarily.

A multidisciplinary expert committee, known as the Advisory
Board on the Registration of Homeopathic Products, was established in
the UK in 1993 to give advice to the MHRA, the government body
responsible for assessing the safety and quality of homeopathic
medicines before licensing. The Committee comprises a number of
practising doctors, pharmacists and vets as well as academics. Similar
bodies exist in other EU countries.
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None of the above precludes experienced homeopathic practitioners
and pharmacists from continuing to recommend and supply medicines
compounded for individual needs.

The practice of homeopathy

Types of homeopathic medicine

Three subgroups of homeopathic medicines may be identified from the
thousands that are available:

e Polychrests
e Isopathic medicines
e  Constitutional medicines.

Polychrests

Over-the-counter prescribing in pharmacies is generally, but not exclu-
sively, based on polychrests. Polychrests are medicines with drug pic-
tures that show a very wide spectrum of activity and therefore have a
broad range of applications. The term ‘polychrest’, meaning ‘many
uses’, was taken from the Greek by Hahnemann and was first used by
him in an 1817 article on Nux vomica. This group of 20-30 medicines
forms the basis of most commercially available homeopathic ranges as
they lend themselves to prescribing based on abbreviated drug pictures
(Table 7.3) without protracted consultations. Although they are used
mainly for first aid and acute situations, polychrests are also often
indicated in chronic disease because they affect so many body tissues.
Many polychrests are also constitutional medicines (see below).

Isopathic medicines

In general, modern isopathic medicines are administered on the basis of
the principle aequalia aequalibus curentur (let same be treated by same)
rather than the classic similia similibus curentur (let like be treated by
like). Most have not been subjected to provings and therefore do not
appear in the materia medica. Some of the older nosodes and sarcodes
do have drug pictures, although their use is limited to rather specialised
circumstances. Examples include Bacillinum, Medorrhinum and Psorinum
(nosodes), and Lachesis (sarcodes).

Isopathic medicines are classified according to the origin of the
source materials.
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Table 7.3 List of common polychrest medicines

Polychrest Main feature of drug picture

Aconite Fear, first signs of cold

Allium cepa Allergies and colds

Arnica Mental and physical tiredness

Arsen alb Diarrhoea (food)

Belladonna Sudden-onset bursting headache

Bryonia Productive cough, arthritic pain (better from cold, worse
movement)

Cale carb Abdominal pains, swelling of joints, sweating

Calc phos Forgetful, restless, catarrh

Cantharis Burns, frequent urination with burning sensation

Carbo veg Wind; collapse accompanied by ‘blueness’

Chamonmilla Teething and colic

Euphrasia Allergies accompanied by eye symptoms; acid lacrimation

Gelsemium Colds and flu; anxiety about failing

Hypericum Painful injuries, especially of digits — blood and crush
remedy

Ignatia Effects of grief

Ipecac Wheezing cough

Natrum mur Sneezing, cold sores

Nux vom Effects of over-eating, constipation

Pulsatilla PMS; catarrh (bland, yellow or green in colour)

Rhus tox Arthritic pain (better from heat, movement), strains

Ruta Soft tissue injuries; sprains

Sepia Premenstrual syndrome

Allergodes These are potentised allergens derived from many sources
(e.g. grass and flower pollens, moulds, house-dust mites, animal hair,
chocolate, milk, shellfish, wheat). Several companies produce OTC
packs of allergodes, specifically mixed pollens and mixed grasses. These
can be used effectively, provided that the patient knows that he or she
is allergic to that substance. There are geographical variations that need
to be considered. Allergodes have been shown to be effective in the
treatment of a range of allergic reactions.!”

Nosodes The Heads of European Medicines Agencies Homeopathic
Medicinal Product Working Group (HMPWG) have defined nosodes
as being homeopathic preparations made from products of human or
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animal disease processes, from pathogens or their metabolic products,
from the decomposition products of animal organs, or from cultured
microorganisms (see www.hma.eu/index.php?id=6). It is important to
note that many nosodes are derived from pathological secretions taken
from the host subject and they therefore contain not only the causative
organism, but also the products of the immune system reactions of the
host to it, i.e. they contain the overall, the specific and the unspecific
immune response of the host organism to the pathogen.

Nosodes are prepared from diseased plant, animal or viral
material (e.g. fluid from an arthritic joint, bowel tissue and vesicles).
Autoisopathics are similar to nosodes but are prepared from an indi-
vidual patient’s own products (e.g. blood, pustules, urine, warts and
verrucae,) or milk from a cow or sheep suffering from mastitis. There
are various childhood illnesses represented among the nosodes, e.g.
whooping cough (Pertussin) and German measles (Rubella). There are
also tropical nosodes, such as cholera and malaria (Box 7.1).

Sarcodes These are generally obtained from bacterial cultures or
healthy secretions, such as Lac can (dog’s milk) or Moschus (musk oil).
Among the sarcodes, Lachesis, from bushmaster snake venom, is a
medicine that has a comprehensive drug picture.

Tautodes These are derived from drugs (e.g. chloramphenicol,
diazepam, nitrazepam, penicillin), chemicals (e.g. pesticides, industrial
fluids and biological washing powders) or synthetic products (e.g. nylon,
plastics and rubber latex). One of the first tautopathic preparations was
made during World War II from mustard gas. Most tautodes (or tauto-
pathic medicines) are administered on the basis that they cause the con-
dition for which they are being used therapeutically, but there are a few,
mainly derived from allopathic drugs, that have a drug picture and can
be used classically.'® Attempts to use homeopathic dilutions of certain
drugs of abuse to wean patients off their habit have met with partial
success.

Box 7.1 Isopathic medicines as ‘vaccines’

The word ‘vaccine’ is sometimes used erroneously by homeopaths to describe sarcodes,
nosodes and tautodes when used to stimulate the autoimmune response. As a general
rule sarcodes are used prophylactically, nosodes are used to treat the symptoms of a
disease and tautopathics (made from orthodox vaccines) to treat adverse reactions
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resulting from immunisation. Unfortunately the exact source of the material used to
manufacture the medicine is seldom stated on the label. There could conceivably be
three variants of each so-called vaccine. It should be noted that none of these
medicines are true vaccines and there is litfle scientific evidence as to whether or not
they can confer any protection against a disease when given prophylactically. The UK
Faculty of Homeopathy counsels against the use of any medicines by members of the
public in such circumstances (see http://tinyurl.com/2880oye).

An inferesting randomised study has demonstrated that a nosode made from infected
tissue could confer some protection on laboratory mice subjected to bacterial chal-
lenges." High-potency medicines prepared from tissue infected with Francisella tularen-
sis were administered fo the test animals. It was found that 75% of the untreated controls
died while only 53% of the isopathically treated group succumbed. Because of the impli-
cations for public health, pharmacists are normally best advised to refer requests for
these so-called vaccines to a registered medical practitioner. In the case of the nosode
Pertussin, specific instructions o this effect were circulated by the health authorities some
years ago. |t may be considered that a prescription, although not legally necessary,
would provide appropriate evidence that this advice has been followed.

In the USA terminology differs from the above. The Homeopathic

Pharmacopoeia of the United States (HPUS) provides the following
definitions.

Isodes, sometimes called detoxodes, are homeopathic dilutions of
botanical, zoological, or chemical substances, including drugs and
excipients, that have been ingested or otherwise absorbed by the
body and are believed to have produced a disease or disorder.
Nosodes are homeopathic attenuations of: pathological organs or
tissues; causative agents such as bacteria, fungi, ova, parasites, virus
particles and yeast; disease products; and excretions or secretions.
Sarcodes are homeopathic attenuations of wholesome organs,
tissues or metabolic factors obtained from healthy specimens.
Allersode is the term used to describe homeopathic dilutions of anti-
gens, i.e. substances that, under suitable conditions, can induce the
formation of antibodies. Antigens include toxins, ferments, precip-
itinogens, agglutinogens, opsonogens, lysogens, venins, agglutinins,
complements, opsonins, amboceptors, precipitins and most native
proteins.

Constitutional medicines

In any given population the following may be observed:



214  Complementary and Alternative Medicine

e  People react to homeopathic medicines with different levels of
intensity.

e  Some people respond especially well to a particular medicine;
among people in this unique group, certain physical and mental
characteristics appear to be common (skin texture, hair colour,
height and weight). Further, these people also tend to have similar
complaints; for example Pulsatilla and Sepia are both used for
pre-menstrual tension. However, ‘Pullsatilla ladies’ tend to be
weepy while ‘Sepia ladies’ tend to be tall and slim with a darker
complexion.

e Parallels can often be drawn between certain characteristics shared
by people in this group, and the physical or chemical properties of
amedicine. Pulsatilla (the Windflower) is a slender flower that bends
in the wind, a characteristic that may be considered analogous to
having a changeable temperament.

The constitutional characteristics of the patient prevail in the
absence of disease. They are also aspects of the individual that may
intensify during illness to become symptoms. Particular physical char-
acteristics, body functions and psychological traits may become exag-
gerated. If a person’s constitutional medicine coincides with the
symptom picture being presented there is a strong possibility of a
favourable outcome.

The use of constitutional medicines is a skill that eludes most
novice prescribers. A great deal needs to be known about the patient
and the medicine and their use is not recommended unless appropriate
knowledge and experience have been gained.

Homeopathic practitioners

In the UK, Ireland and many other English-speaking countries, most
health professionals have responded reactively to a demand for
homeopathy from clients, rather than encouraging its use proactively,
although with improved access to training this position is changing. In
these countries homeopathy may be practised not only by statutorily
registered, qualified health professionals but, under common law, also
by professional homeopaths (also known as non-medically qualified
practitioners or NMQPs) and lay homeopaths with no formal training.
Professional homeopaths are recognised by some NHS health boards in
the UK. Common law permits freedom of choice of patients to choose
the healthcare provision that they feel appropriate, and the freedom of
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people to practise homeopathy if they so wish. The main drawback of
such a liberal system is that it allows a person to set up as a homeopath
with little or no training.

Medical homeopathy, together with veterinary homeopathy, other
professions allied to medicine and professional homeopaths, have quite
separate educational facilities and governing bodies. Practice by the first
is supervised by the Faculty of Homeopathy, which was founded in
1950 by an Act of Parliament. The Faculty accredits training courses for
health professionals, awarding the qualification of Licentiate (LFHom
with appropriate professional suffix) as a basic qualification for all
health professionals and Membership (MFHom) and Fellowship
(FFHom) for dental surgeons, medical doctors, nurses, pharmacists,
podiatrists and veterinary practitioners. A pharmacy diploma is also
available that covers dispensing, manufacture and counter prescribing.
Currently more than 500 doctors hold the MFHom qualification. In
addition there are 620 with the LFHom and an unspecified number of
prescribers occasionally prescribing homeopathy, but who do not have
a formal qualification. By contrast, in Germany 7000 medical doctors
have homeopathic training and in France 5500.2°

Dental and pharmacy diplomas are also available.

Training for professional homeopaths is offered by a number of
colleges, each giving their own qualification. Homeopaths registered
with the Society of Homoeopaths in Northampton may use the letters
RSH (or FSH) after having followed a course of instruction and a
period of clinical supervision. Another professional body is the UK
Homeopathic Medical Association, the full members of which must
complete similar requirements. These practitioners use the initials
MHMA.

Despite their substantial training in well-established colleges, the
professional homeopaths were formerly regarded with disdain by med-
ical homeopaths, an opinion that continued into the 1980s. However,
the two groups are moving together slowly with a number of joint
working groups being formed. There are NHS homeopathic hospitals in
Bristol, Glasgow and London. A hospital in Tunbridge Wells was forced
to close down its NHS facilities in 2008 after funding was withdrawn.
At the time of writing the future of The Royal London Homeopathic
Hospital is in some doubt.

Germany also has two classes of practitioners: doctors (95%
of whom practise some form of complementary medicine) and
Heilpraktikers. The latter group, translated as ‘health practitioners’,
developed in the 1930s, when doctors did not have a monopoly on the
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delivery of healthcare. At present the ratio of practising Heilpraktikers to
physicians is about 1:4. Heilpraktikers are not obliged to undertake for-
mal medical training, but are obliged to take a test administered by the
local health authority. If a candidate fails, he or she may continue to
resit until successful. The Heilpraktiker’s activities are comparable to
those of NMQPs in the UK, except that the former tend to use several
different therapies concurrently and place more emphasis on diagnostic
procedures.?!

Approaches to the practice of homeopathy

There are many schools of thought around the world as to how homeop-
athy should be practised with respect to the choice of medicine, and the
potency and frequency with which medicines should be administered.
There is no established norm. Writers on homeopathy frequently refer
to classic or European homeopathy, usually with the implication that
this is the most complete and authoritative version of Hahnemann’s
views and most closely represents his methods. However, such claims do
not correspond with the historical facts. The influence of the great
American homeopaths has also been significant in shaping current prac-
tice. The notion that there is a standard or pure form of homeopathic
practice has been criticised, with the argument that instead the so-called
classic homeopathy is really a complex mixture of ideas drawn from a
variety of sources.??

There are broadly three ways in which homeopathic medicines are
administered in Europe and in other countries where European influence
is strong;:

1.  One medicine at a time in a single dose or repeated doses is pre-
scribed by those claiming to be classic or unicist homeopaths. This
approach is generally favoured by homeopaths in the UK.
However, Hahnemann changed his ideas several times, especially
towards the end of his life, and so the term ‘classic’ could be
applied to several different methods of using medicines and not
just unicist prescribing.

2.  More than one medicine at a time, given simultaneously in alter-
nation or concurrently. This is called pluralist prescribing and
claims to treat more than one aspect of a patient’s condition. It is
common in France, Germany and Italy, and where medicines from
these countries are available.
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3. Mixtures in one container of different medicines and different
potencies, selected and combined for their combined effect on par-
ticular disease states. This method is known as complex prescri-
bing and is very popular in France and Germany, where it is not
uncommon to have 15-20 medicines ranging from very low to
high potencies in the same preparation. It is likely that many of
these complex mixtures will appear in the UK market within the
foreseeable future. They do have some advantages for the OTC
environment, as Table 7.4 shows. Classic homeopaths claim that
this is not true homeopathy because there is no individual match-
ing of the symptom and drug picture. Furthermore, no provings
exist of the mixtures. Interestingly, this complex approach to
prescribing is being adopted in modern orthodox medicine as an
element of care plans involving the treatment of various diseases,
including diabetes.

Supply of a named homeopathic medicine

Almost all human homeopathic medicines are classified as part of the
general sales list (GSL) in the UK and may be sold without restriction in
a wide range of retail outlets. Exceptions include very low potencies of
traditional poisons (e.g. Aconite and Belladonna), which have little if
any use in homeopathy, and certain formulations such as eyedrops and
injections that are presently unlicensed. It is appropriate to exert some
voluntary control when certain nosodes are being used as human or
veterinary vaccines (see previous section).

Table 7.4 Comparison of single (simplex) and combination (complex) remedies

Single-remedy prescribing

Combination-remedly prescribing

More difficult to pick remedy — needs
time for repertories

Carefully targeted to patients’
requirements — more precise
Provings available

Outcome clearly attributable to remedy
No problems with interactions

Favoured by classic prescribers

Easier to prescribe — covers number of
indications
‘Blunderbuss’ approach

No provings available for combination
remedies

Doubt as to which remedy is working
No knowledge of how remedies might
interact with each other

Resistance among classic prescribers
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Interpreting a written or verbal request for a homeopathic medicine

The request for supply may be by prescription signed by either a medical
practitioner or an NMQP or by an OTC request from a client. Vets and
dental surgeons may also issue private prescriptions. Thus, the stimulus
prompting the purchase of a medicine may come from the practitioner,
who may issue a formal prescription or give verbal instructions on
what to buy. Other prospective purchasers are influenced by friends,
family and the media. In order to comply with a request the following
information is required:

e Name of medicine: care should be taken to ensure that the abbre-
viations used are correctly interpreted, e.g. Staph. could be
Staphylococcus or Staphisagria. If in doubt, revert back to the
practitioner.

e Potency: normally in the UK the potency will be on the centesimal
scale (6¢ or 30c) or the decimal scale (6x). Very high potencies
such as M and 10M may also be requested. Some pharmacists
believe that high potencies should not be used to self-treat and
may sell these medicines only in small quantities to ensure that
they are not being misused.

e Dose form: ideally the dose form should be specified.
Therapeutically the carrier is thought to be insignificant (although
this has not been proven experimentally), but there may be other
reasons why one or other form is preferred.

®  Quantity: solid dose forms in the UK are often made available in 7,
14 or 25 g glass vials, indicating the capacity of the container.
These correspond to approximately 55, 125 and 250 tablets,
respectively, depending on the physical characteristics of the tablet.
Tablets may also be available in quantities of 100 or 125. Liquid
potencies and mother tinctures are supplied in 10, 20 and 50 ml
dropper bottles that can deliver their contents dropwise.

*  Dose: it is necessary to specify the dose required on prescriptions,
rather than state ‘as directed’. Some of the homeopathic dose
regimens are complicated and easy to forget, especially by older
patients.
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Dispensing the medicine

Endorsing the prescription

To avoid contaminating the medicine, especially in the early days of
dealing with homeopathic prescriptions, it is probably wise to issue an
original pack as near as possible to the amount specified. Homeopathic
medicines have been available under the UK NHS since its inception in
1948 and the prescription form (or, in Scotland, the doctor’s stock
order) should be endorsed with the amount supplied and the supplier’s
name if not given by the prescriber. Adding the trade price will be help-
ful to the pricing bureau. If in doubt, suppliers are usually very willing
to give advice. If the bulk is broken solid dose forms should not be
handled or tablets counted in a tablet counter, but instead transferred
by first shaking them into the lid.

Increasingly, the costs of private homeopathic treatment are being
met by health insurance schemes but, as the situation changes from
month to month, patients should be advised to check with their own
insurer before presenting their prescription.

Labelling

Dispensed medicines should be labelled in the normal way and a clear
indication given of the name and potency. Occasionally it may be
necessary to reinforce complicated instructions with a separate sheet of
written instructions.

Counselling

Most patients will know that they are likely to receive a homeopathic pre-
scription if they attend a suitably qualified practitioner, but some may
not. There may be evidence of some anxieties about the validity of the
therapy and it may be considered necessary to say a few words about the
general features of homeopathy so that the patient is aware of the type of
treatment being given. It can be said that it is safe, will not interfere with
other medicines and is tailored to the patient’s particular requirements. It
is difficult to give exact guidelines because each individual situation is
different. However, something appropriate should be said.

The other important information concerns taking the medicine. As
the active ingredient is placed on the surface of the dose form and is
absorbed through the oral mucous membranes, a number of precautions
should be taken (shown in Box 7.2).
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Box 7.2 Precautions in taking the medicine

The solid dose forms should not be handled to prevent deterioration due to bacterial
or chemical contamination. They should be transferred to the mouth by way of the
container cap. If dropped on the floor they should be discarded.

The solid dose forms should be allowed to dissolve in the mouth rather than being
chewed and/or swallowed.

Liquid medicines should be held in the mouth for 20-30 s before swallowing.

Medicines should be taken half an hour before or after food, drink, tobacco or
sweets. Aromatic flavours are thought to inactivate homeopathic medicines. Ideally,
peppermintflavoured toothpaste should be avoided, but if it is being used then at least
1 h should be allowed between cleaning the teeth and taking the medicine and the
mouth should be rinsed out thoroughly with water before taking the medicine.

Medicines should be kept in the original container and stored in a cool dry place.

Existing allopathic medication should not be stopped without the permission of the
original prescriber.

Safety

Potential sources of concern on safety issues include inappropriate
treatment, toxicity, aggravation and interactions.

Inappropriate treatment

Most ranges of homeopathic medicines available for sale commercially
over the counter are designed to be used for the treatment of simple self-
limiting conditions. Some may also be used for ongoing conditions such
as back pain or soft tissue injuries. Clients who request unusual
medicines or who return repeatedly to purchase the same medicine on
several occasions should be gently reminded that advice from a physician
or registered homeopath might be appropriate to confirm that their
condition lends itself to self-treatment.

It is vital that all practitioners offer advice and treatment only
according to their levels of competency. Patients whose problems fall
outwith these boundaries should be referred to suitably qualified col-
leagues.

Toxicity

Adverse reactions have been investigated using electronic databases,
hand searching, searching reference lists, reviewing the bibliography of
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trials and other relevant articles, contacting homeopathic pharmaceuti-
cal companies and drug regulatory agencies in the UK and the USA, and
by communicating with experts in homeopathy.?3 The authors, Dantas
and Rampes, reported that the mean incidence of adverse effects of
homeopathic medicines was approximately 2.5 times greater than for
placebo in controlled clinical trials, but effects were minor and tran-
sient. There was a large incidence of pathogenic effects in healthy vol-
unteers taking homeopathic medicines but the methodological quality
of these studies was generally low. It was found that anecdotal reports
of adverse effects in homeopathic publications were not well docu-
mented and mainly reported aggravation of current symptoms. Case
reports in conventional medical journals pointed more to adverse effects
of mislabelled homeopathic products than of true homeopathic
medicines. It was concluded that homeopathic medicines in high dilu-
tions, prescribed by trained professionals, were probably safe and
unlikely to provoke severe adverse reactions. Once again it is difficult to
draw definite conclusions because of the low methodological quality of
reports claiming possible adverse effects of homeopathic medicines.
Some isolated cases of adverse reactions in the literature have also
been highlighted.”* Two dermatological problems were reported after
the use of a medicine containing mercury in low potency.?>?® However,
another more recent paper concluded that the dosage of arsenic,
mercury and lead in homeopathic medications manufactured under
GMPs and following the US pharmacopoeia guidelines is generally
below the detection level and not thought to be a risk to health.?”
From time to time lactose sensitivity is encountered. This can be
overcome by using a sucrose-based carrier or a liquid potency.

Aggravation

Grabia and Ernst?® considered the frequency of homeopathic aggrava-
tions in placebo and verum groups of double-blind randomised trials.
They identified 24 trials for evaluation, using 8 independent literature
reviews. The average number of aggravations was low with a total of
50 aggravations being attributed to patients treated with placebo and
63 to patients treated with homeopathic medicines. The authors
concluded that their review did not provide clear evidence that the
phenomenon of homeopathic aggravations exists.

However, not withstanding these comments, clinical experience
shows that in about 10% of chronic cases the patient’s condition may
be exacerbated within 2-5 days of taking a medicine. Typically, a skin
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condition may become worse after taking a low-potency medicine. Such
a reaction usually occurs only the first time that the medicine is used.
This reaction, known as an aggravation, has been described as an
adverse drug reaction (ADR), and in the sense that it is unwanted by the
patient it might be considered thus. When told of the possibility of
aggravation many patients will say that they expect to get worse before
they get better. Far from being upset by the apparent ADR they consider
an aggravation as a sign that the medicine is working.

If an aggravation appears, the patient should be instructed to cease
taking the medicine until the symptoms subside and then recommence
taking the medicine at a lower frequency. If the symptoms continue to
get worse when the medicine has been temporarily suspended, it is likely
that the wrong medicine is being taken. Patients who are receiving
prescribed medication should be advised to consult their practitioner
for ways of dealing with aggravations.

Interactions

There is no evidence that homeopathic medicines interfere with any
concurrent allopathic medicines, and indeed they are particularly use-
ful for treating trivial conditions in people who are taking several
orthodox medications. It is thought that steroids may inactivate homeo-
pathic medicines to some extent and, although this potential inter-
action is certainly not dangerous, it could reduce their expected
effectiveness. Some homeopathic medicines are considered to be an
antidote to or to inactivate other medicines in some circumstances, e.g.
Campbhor, Aconite and Nux vom. Traditionally, homeopaths usually
advise patients to refrain from taking coffee, tea, chocolate and spicy
food when taking homeopathic medication, but there is little evidence
that such abstinence is necessary.

It has been recommended that healthcare providers should ask
their patients not only if they use homeopathic pharmaceuticals in gen-
eral but to specify which products they are using, bearing in mind the
possibility that they may contain mother tinctures or products at such
low dilutions that they contain material doses and potentially interfere
with conventional treatment.?’

Prescribing homeopathic medicines

Prescribing a homeopathic medicine can be a long and complex process.*°

It is possible to prescribe for acute and self-limiting conditions by the
following six steps:
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Taking a decision on whether to treat or to refer
Obtaining the necessary information

Deciding on a particular medicine

Establishing a dose regimen

Providing the medicine

Follow-up.

N kR

Step 1: deciding whether to treat or refer

Working within the bounds of competency is implied in the codes of
ethics of all healthcare providers. The decision, which with experience
can be taken without an in-depth investigation, is based on the severity
and type of symptoms being presented, the length of time during which
symptoms have been experienced, etc. Having decided to treat, the next
question is whether to treat with homeopathy or allopathy. Normally a
healthcare provider using homeopathy as an adjunct to existing skills
would not seek to widen his or her portfolio of conditions treated with
homeopathy, but would rather endeavour to complement existing
methods of responding to requests for advice. There are one or two
exceptions to this. Requests for help with examination nerves can be
effectively met with Arsenicum album or Gelsemium, and Cocculus
may be suggested with confidence to women suffering from nausea dur-
ing the first trimester of pregnancy. In neither case do suitable allopathic
products exist. Homeopathy might also be indicated for patients with
an existing extensive portfolio of medication where adding extra drugs
might cause worries about interaction.

Step 2: obtaining the necessary information

Before choosing an appropriate medicine to prescribe, information is
required from:

e the patient: signs and symptoms, both observed and reported
the practitioner’s observational and listening skills

the practitioner’s own knowledge and limits of competency

e sources of reference, including materia medicas and repertories.

A useful acronym to use when assessing a case is provided by the
letters LOAD, standing for listen, observe, ask and decide:

Listen to what the patient tells you about his or her symptoms.
Observe the patient’s general demeanour, appearance, temperament,
etc.
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Ask the patient appropriate questions to learn more about the condition.
Decide what to do next after assessing the information provided.

Given the restrictions on resources in most pharmacies it is not
possible to pursue the extended consultations felt necessary by most
complementary practitioners. This means that the conditions being
treated are likely to be restricted to simple self-limiting conditions using
polychrests.

Step 3: deciding on a particular medicine

If all the preparatory work in step 2 has been carried out assiduously,
the choice of medicine is not as daunting as it might appear. Another
acronym may be useful: ACT, which stands for assess, confirm and talk.

Assess Having gathered all the requisite information, an appropriate
medicine can be chosen. Most practitioners keep the drug pictures of
20-30 simple medicines in their memory and can often prescribe a
polychrest quickly without reference to the repertory. For most of us it
is necessary to use the repertory, a textbook that lists disease states and
gives medicines with a drug picture in which the various symptoms
appear. An appropriate medicine may be chosen by using a repertory to
identify one or more medicines that might fit the symptom picture, and
using the materia medica to see which drug picture fits best. There are
several materia medicas and repertories available. Boericke’s Materia
Medica and Repertory has both texts in the same book and is probably
the easiest for the beginner to use. It has the disadvantage that the
language is rather old-fashioned and written in patient’s terminology,
hence the appearance of words such as ‘brain-fag’. In some instances
lateral thinking must be used to navigate through the index. The repertory
gives medicines in normal type and italics: italic type indicates a higher
importance of medicine than normal type.

Probably the most widely used text is the Repertory of the
Homeopathic Materia Medica by Kent, the great American homeo-
path.3! This text gives three grades of medicine, indicated by plain,
italic and bold text. Other examples of repertory include texts by
Murphy,?? Phatak3? and Schroyens.3* In some cases the drug picture
may be very extensive. Arnica, for example, extends over several pages
and it would be impossible to identify a complete match. When used for
acute conditions the polychrests can be prescribed on the basis of an
abbreviated drug picture, picking out just a handful of the most import-
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ant symptoms. These symptoms, known as keynotes, are considered to
be important because they have been reported more often than have
other symptoms by volunteers taking part in provings. Examples of
keynotes are given for some common polychrests at the end of this
chapter. When starting out it is perfectly possible to counter prescribe
using keynotes, provided that only acute self-limiting conditions are
prescribed for.

Computerised repertories are increasing in popularity but tend to
be rather complicated for most beginners. RADAR and Cara are the
programs most frequently used by professionals; other less extensive
programs are available.

Confirm Having chosen the medicines most likely to be of assistance,
the final decision must be made. This can be achieved by checking the
materia medica drug picture and asking a few confirmatory questions,
particularly about modalities and what makes the condition better or
worse.

Examples of modalities are that the condition is made better or
worse by:

e the application of heat or cold to the affected part
*  movement
e  exposure to warm or wet weather.

For example, the medicines Rhus tox and Bryonia are both indi-
cated for the treatment of rheumatic pain. Patients who find that they are
stiff first thing in the morning but improve as the day proceeds, and for
whom the application of heat is beneficial, respond well to Rhus tox.
Patients who find any movement painful and for whom the application
of cold is beneficial respond well to Bryonia.

Talk It might also be appropriate to give the patient some general
information on homeopathy, especially if the pharmacist is acting proac-
tively rather than reactively to a request for homeopathic medicines from
the client.

Step 4: establishing a dose regimen

e Infirst-aid situations the medicine is given frequently — up to every
10-15 min for 6-8 doses in some cases. Here the term ‘first aid’
refers to a suggested initial treatment for any condition being
treated, not just for an injury, as in orthodox medicine.
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e  With acute prescribing the dose should be taken three times daily
for 7-10 days.

o In chronic conditions frequencies of once or twice a day (or even
once a month) are more appropriate.

By convention it is generally stated that the dose for a child under
12 years should be half that of an adult (i.e. one tablet instead of two).

Step 5: providing the medicine

Having chosen the medicine, the patient should be given information on
how to take it.

Step 6: follow-up

After the dose regimen periods stated above the treatment should be
reviewed. A number of responses are possible and are shown in Figure
7.8.3% There are four main options:

1.  The medicine has proved successful and may be discontinued.

2. The outcome is not satisfactory, but the client has not been tak-
ing the medication according to instructions — instructions should
be given to restart the course of treatment.

3. The outcome is unsatisfactory, but the client has returned too
soon — the course should be completed before further action is
taken.

4. The client appears to have completed the treatment but the
outcome is unsatisfactory — consider changing the medicine or
referring.

Demand for homeopathic medicines

Size of market3¢

The last decade has seen an increase in the European market for homeo-
pathic and anthroposophical medicines (see below) from €590m in
1995 to €775 in 2001 (15 EU states) and €930m in 2005 (25 EU states).
In many markets the growth in sales has been less steady since 2001 than
it was in the preceding 5 years. The 2005 figure of €930m represents
€1771m at consumer prices or €4 per head of population.

Many European countries have a long-standing tradition in the
use of homeopathic medicines. In most of the former socialist states
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Figure 7.8 Follow-up chart.

homeopathy was restricted by the government but is now expanding.
Conversely, in some western European states a lack of robust evidence
has resulted in decreased availability of homeopathic treatment. Eight
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member states are responsible for 90% of the total sales. France and
Germany are both major markets in terms of population and are lead-
ing manufacturers. Figure 7.9 shows the top 10 EU countries for size
of homeopathic and anthroposophical market. Figure 7.10 shows the
top 10 European countries by consumption of homeopathic and
anthroposophical medicines per head of population. Ireland (€1.17)
and UK (€0.78) rank twelfth and thirteenth, respectively

User characteristics

To study the characteristics of users of homeopathic medicine, a
four-part questionnaire was distributed by Furnham and Bond.?”
Respondents were required to read eight vignettes (each about 70 words
long) describing a British male patient who visits either a homeopath or
a general practitioner with specific and different medical problems. In
each vignette the patient gets better after treatment or remains unwell;
he is described as being either emotionally balanced (stable) or slightly
neurotic in character. Participants were required to rate each vignette on
criteria such as: Did they think the treatment was effective? Did they
think the person would remain feeling better? A total of 165 people com-
pleted the questionnaire. Homeopathy was perceived as more effective
for treating patients with unstable psychological characteristics and
orthodox medicine (OM) was seen as more effective for treating patients
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Figure 7.9 Top 10 EU countries for size of homeopathic and anthroposophical
market.
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Figure 7.10 Top 10 European countries by consumption of homeopathic and
anthroposophical medicines per head of population.

with stable psychological characteristics. Homeopathy was perceived as
more effective by participants who themselves used complementary
medicine. Participants who had visited a complementary therapist felt
more strongly that psychological factors were important in illness than
participants who had never consulted a complementary practitioner.
Non-complementary medicine users perceived OM to be more effective
than complementary medicine users.

As homeopathic medicines are readily available at a number of
outlets (pharmacies, health stores, etc.), they provide consumers with
an attractive option for self-treating. The buyer characteristics of
the British homeopathic OTC market have been investigated.’® In a
questionnaire-based study of 407 purchasers in 109 pharmacies, it was
found that very few people under the age of 25 bought OTC homeo-
pathic medicines, and only 12% of buyers aged 25-35 years were male.
Most respondents bought the medicine for themselves rather than for
other members of their family, emphasising the individualistic nature of
homeopathic medicines. As regards the main medicine grouping of the
homeopathic medicines bought, the most popular were polychrests
(medicines with a wide spectrum of activity, making them well suited to
the OTC environment) and complex medicines (mixtures of medicines
usually with specific uses). There were a small number of branded
medicines. The most frequently purchased polychrests were Arnica

(6.3% of all purchases), Pulsatilla (3.0%) and Rhus tox (2.3%). The
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predominance of polychrest homeopathic medicines is understandable,
because this is the type that is best suited to the OTC environment. With
polychrests buyers can readily equate medicines with ailments and so
buy the medicine most likely to be effective for their particular condi-
tion. Retailers also benefit by not having to offer what can be lengthy
and complex advice to buyers, given that current legislation precludes
giving uses on the label.

The ailments for which OTC homeopathic medicines were bought
were very wide ranging. Many were acute self-limiting ailments such as
coughs and colds and minor injuries; others included digestive com-
plaints, skin conditions and anxiety. In most of these categories, with
the exception of anxiety, orthodox OTC products were also available.

Most respondents (60%) reported that they took the homeopathic
medicine as sole medication for their problem; others (27%) used more
than one homeopathic medicine at a time or combined homeopathic
and allopathic medicines (13%).

Concern should be expressed at the excessive length of time for
which some respondents take their medicines. Most homeopathic
medicines offered for sale over the counter are designed for short-term
administration. Long-term chronic conditions are best treated under the
guidance of a practitioner; this should ensure the choice of appropriate
therapy, as well as minimising the possibility of provings. Although taking
homeopathic medicines for long periods should not cause any irreversible
harm, because the medicines are not in themselves toxic, patients may
suffer because they may not be receiving appropriate treatment for their
condition.

A similar study in New Zealand produced comparable results.?
There was a high degree of awareness of homeopathy in New Zealand,
with 92% of a sample of 503 pharmacy clients claiming to have heard
of homeopathy; 67% said that they had used the therapy.

Evidence

Homeopathy is enjoying increased consumer-led demand, even though
objectively convincing data to support its claims tend to be conflicting*®
due to difficulties in obtaining consistent results with conventional
medical trials.*! To secure general acceptance for homeopathy it is
crucial to secure an overall theory to explain its effects.

According to Walach ‘we face the situation that homeopathy, as a
medical theory, is only weakly supported by experimental facts, and
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highly endorsed by circumstantial and anecdotal evidence, which is
unique in the history of medicine over such a long time’.*?

Ernst has been particularly active in questioning the evidence pro-
duced for homeopathy (and indeed other complementary disciplines),
asking whether the demise of homeopathy was imminent*} and whether
we should be using ‘powerful placebos’.#* His views were branded
‘misleading’® and ‘neither balanced nor penetrating’.*

It is beyond the scope of this chapter to look at the research car-
ried out in homeopathy in great detail, particularly that associated with
evidence on effectiveness. The reader is referred to specialist texts on
this subject for such information.*”*8 The library at Hom-Inform (see
below) is able to locate appropriate books and papers. In this section a
flavour of the topics available is offered.

There is much circumstantial evidence from case studies that
homeopathy is effective, from both patients and practitioners. Scientific
evidence is rather sparse and much of what is available suffers from
poor methodology.*’ The influence of indicators of methodological
quality on study outcome in a set of 89 placebo-controlled clinical tri-
als of homeopathy has been investigated.’® It was concluded that, in the
set studied, there was clear evidence that studies with better method-
ological quality tended to yield less positive results. Examples of poor
methodology include dubious accuracy of test materials, inappropriate
measurements and poor randomisation techniques.

This is unfortunate, to say the least, because, increasingly, deci-
sions on whether or not to use or purchase homeopathic services require
evidence of positive outcomes and value for money. The availability of
funds for research is limited. Organisations such as the Homeopathic
Trust (now merged with the British Homeopathic Association) and the
Scottish Homeopathic Research and Education Trust have generously
supported workers over many years, but the sums available are modest.
The relatively small value of the market means that manufacturers have
little to invest in research outwith their own commercial requirements.

Broadly, homeopathic research falls into five main categories:

1. Placebo studies designed to demonstrate that homeopathy is not
merely a placebo response and satisfy criticism from sceptics

2. Clinical trials to establish efficacy

Physicochemical studies on mechanisms of action

4.  Audit and case study collection to establish effectiveness and
improve the use of homeopathy

(O8]
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5. Attitudes and awareness studies and sociological research to
determine why and how homeopathy is used.

Walach et al.’! focused on reviews and other ‘landmark’ papers
dealing with different strands of homeopathic research. The authors
found that many plant and animal models have been studied during
laboratory research and numerous effects and anomalies reported.
However, no single model has been sufficiently widely replicated. Basic
research, trying to elucidate a purported difference between homeopathic
medicines and control solutions, has produced some encouraging results
but again without independent replication. Clinical research included
pathogenic trials (provings) and therapeutic trials. Reports on clinical tri-
als for single conditions were limited and, in many cases, conflicting. By
contrast, observational research into uncontrolled homeopathic practice
consistently gave strong therapeutic benefits for patients.

Placebo studies

The placebo response

A reason that is widely held to be responsible for any success in
homeopathy, is what is commonly called ‘the placebo response’.
In 1651 the English scholar Robert Burton wrote:

An empiric oftentimes, and a silly chiurgeon, doth more strange cures
than a rational physician — because the patient puts confidence in him.

Physicians have known for at least several centuries that patients
often display marked improvement of symptoms when given a sugar pill
or some other substance having no known medicinal properties, under
the impression that it is an active drug. With the advent of large-scale clin-
ical drug trials during the last 30-40 years placebos have become an
important way of eliminating investigator bias in medical research. As a
result we have learned much about the placebo and its effect in studying
other therapies. Unfortunately researchers have not devoted much atten-
tion to rigorously defining what exactly is meant by the placebo effect,
and to delineate the types of phenomena to which the terms should apply.
What is known suggests that a patient’s beliefs or expectations can
influence the body state. This in turn appears to have implications for the
mind and body.

The word ‘placebo’ is derived from the Latin, ‘I shall please’. From
an original religious use the word acquired a medical and negative
connotation.
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Definition
The term placebo may be defined as:*?

An inactive substance administered to a patient usually to compare its
effects with those of a real drug, but sometimes for the psychological
benefit to the patient through his believing he is receiving treatment.

A more comprehensive definition is provided by Shapiro:*3

e A placebo is any therapeutic procedure (or the component of any
therapeutic procedure) that is given deliberately to have an effect,
or unknowingly has an effect on a patient, symptoms or disease,
but which is objectively without specific activity for the condition
being treated.

e  The therapeutic procedure may be given with or without con-
scious knowledge that the procedure is a placebo, may be an active
(non-inert) or non-active (inert) procedure.

e The placebo must be differentiated from the placebo effect, which
may or may not occur and which may be favourable or
unfavourable.

e The placebo effect (or response) is defined as the changes produced
by a placebo.

Placebo effects

Placebo interventions may have an effect on most organ systems in the
body. Benefits have been reported in postoperative pain, angina, cough,
headache, peptic ulcer, hypertension, anxiety and arthritis.’*

Studies have also shown that symptoms can change even when an
active therapy expected to be present has in fact been withdrawn. In
1988 Hashish et al. investigated the outcome resulting from the appli-
cation of ultrasound after the extraction of wisdom teeth.’> Unknown
to the therapist the machine was switched on and off without his
knowledge. Patients’ symptoms improved in both cases. Sham surgery
has also been used in investigating angina and improvements noted in
both the patients who had received a surgical intervention and those
who thought that they had been given an operation.>¢%’

There is no doubt that physiological and psychological changes,
both beneficial and non-beneficial, can result from the administration of
a technically inert therapy.

The placebo effect is most powerful under the following
conditions:*®
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e When the patient expects the symptoms to improve

®  When the practitioner expects the patient’s symptoms to improve

e  When treatment is administered by someone considered to be of
high status and authoritative by the patient

e  When the treatment appears to be effective and credible to the
patient

e When a positive practitioner—patient interaction is established.

None of the above factors exists in isolation. It is likely that a
placebo effect results from the interaction of all the foregoing. The placebo
effect should be viewed as an interactive process, in which the patient,
treatment characteristics and practitioner all play an important part.

A general characteristic of the placebo effect is its relatively short
duration: from 2 to 6 weeks is often quoted in the literature. In a two-
part trial of patients with chronic rheumatoid arthritis in which sepa-
rate groups of patients were treated with homeopathic medicines,
salicylates and placebo, 60% of the patients receiving placebo withdrew
from the study in 3 weeks dissatisfied with their progress.’® By 6 weeks
all the placebo patients had withdrawn from the study, whereas after a
year the homeopathic group still had 74% of its patients and the salicy-
late group 15% of its patients. Improvement in long-standing chronic
conditions as a result of using homeopathy cannot therefore be due
solely to a placebo effect.

Placebo studies in homeopathy

The first investigation of the placebo effect used the hypothesis that
homeopathy was due to a placebo response rather than the converse.

Following a pilot trial in 1983 with 35 patients,®® the hypothesis
was tested in a double-blind, placebo-controlled trial, using a model
based on the use of mixed grass pollens to treat 144 hayfever patients.®!
The authors concluded that homeopathy appeared to be effective in its
own right, i.e. they disproved their original hypothesis. This result was
reinforced by further work in this area.®?

It has been suggested that the evidence supporting the hypothesis
that homeopathy may be solely a placebo response can be considered
under a number of headings:®

o Theoretical evidence: immunological-type responses to minute
quantities of stimulant are well documented
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e  Practical evidence: outcome measures based on patient-oriented
methods demonstrate an improvement in both overall wellbeing
and clinical symptoms

e Laboratory research: difficult to replicate and apply to in vivo
situations

e The self-healing response: in assembling the varying sources of evi-
dence for the existence of a placebo response to homeopathy, the
interesting idea is introduced of replacing the term ‘placebo’ with
‘intention-modified self-healing response’, which is affected by the
circumstances of the healing encounter.

Reilly®3 suggested that the intention-modified self-healing response
may exist alone or be combined with an intervention to give a
therapeutic, intention-modified, self-healing response.

A meta-analysis on 89 randomised clinical trials (RCTs) assessed
whether or not the clinical effect reported in RCTs of homeopathic
medicines was equivalent to that reported for placebo.®* The results of
the meta-analysis were not compatible with this hypothesis, but
insufficient evidence was found from these studies that homeopathy was
clearly efficacious for any single clinical condition.

Three independent systematic reviews of placebo-controlled trials
on homeopathy, assessed by Jonas et al.,** reported that the effects of
homeopathy appear to be more than placebo, whereas one review
found its effects to be consistent with placebo. The reviews comprehen-
sively searched for all clinical trials and used standard methods for their
quality evaluation and analysis. Only high-quality studies were selected
for analysis (e.g. those with adequate randomisation, blinding, sample
size and other methodological criteria that limit bias). There was evi-
dence from several series of trials that homeopathy may be effective for
the treatment of influenza, allergies, postoperative ileus and childhood
diarrhoea, but ineffective for migraine, delayed-onset muscle soreness
and prevention of influenza.

Randomised clinical trials: meta-analyses and reviews

It used to be said that constructing RCTs for homeopathic medicines
was impossible because of the individualisation required in prescribing.
Over the years various techniques have been developed for RCTs, and
they have been carried out for a number of single medicines including
Arnica,®% Arsenicum album”® and Rhus tox.”" However, most RCTs
set out to test homeopathy as an intervention versus placebo, rather
than to test a specific medicine.
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Homeopathic RCTs are always scrutinised very carefully by the
scientific community, so their quality needs to be extremely high for the
outcomes to be accepted. The objective of one of the most frequently
cited papers on homeopathic clinical trials’> was to establish whether or
not there was any firm evidence of the effectiveness of homeopathy
from all the many controlled trials that have been carried out in recent
years. The methodological quality of 107 controlled trials published in
96 journals worldwide was assessed. The trials were scored using a list
of predefined good criteria. A total of 81 positive trials were recorded.
The 5 allergic trials included in the analysis were all positive: the next
most successful therapeutic group, with 90% of its 20 trials positive,
was trauma and pain. The authors acknowledge that the weight of pre-
sented evidence was probably not sufficient for most people to make a
decision on whether homeopathy works or not, but that there would
probably be enough evidence to support several common applications if
it were an orthodox therapy.

A systematic review has been carried out of 32 trials (28 placebo-
controlled, 2 comparing homeopathy and another treatment, and 2 com-
paring both, i.e. comparing outcomes from trials comparing homeopathy
with a placebo with outcomes from trials comparing homeopathy with
another non-homeopathic treatment) involving a total of 1778 patients.”
The methodological quality of the trials was highly variable. In the
19 placebo-controlled trials providing sufficient data for meta-analysis,
individualised homeopathy was significantly more effective than the
placebo effect but, when the analysis was restricted to the methodologi-
cally best trials, no significant effect was seen. The results of the avail-
able randomised trials suggest that individualised homeopathy had a
greater effect than placebo. The evidence was not convincing because of
methodological shortcomings and inconsistencies.

Several individual trials have yielded negative results.”*7¢ A high-
quality, randomised, double-blind, placebo-controlled trial was con-
ducted involving 63 patients on the homeopathic prophylaxis of
migraine using a technique approved by the International Headache
Society under good clinical practice.”” The authors concluded that
homeopathy could not be recommended for migraine prophylaxis.

The results from a German randomised, double-blind, placebo-
controlled trial were presented at the Sixth Annual Symposium on
Complementary Medicine at Exeter in December 1999. The clinical
efficacy and tolerance of Caulophyllum D4 was investigated using 40
pregnant women with premature amnion rupture.”® The effect of the
medicine in D4-D18 on smooth muscle was also investigated in vitro.
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Patients between gestational weeks 38 and 42 with premature amnion
rupture, no regular contractions and cervix dilatation of < 3 cm were
randomised. Appropriate tests were used to measure outcomes. In the
second experiment the effect of the homeopathic medicines was mea-
sured on the spontaneous contraction activity of smooth muscle
obtained from the uterus and stomach of guinea-pigs and rats. It was
concluded that the medicine was tolerated without adverse reactions,
and had no myogenic effects.

Mathie” examined all published clinical trials on human subjects
that appeared in full papers from 1975 until December 2002, and that
compared homeopathic treatment with placebo or with another medica-
tion, using a randomised and/or double-blind study design. Mathie iden-
tified a total of 93 original articles, of which 79 were placebo controlled
and the remaining 14 compared homeopathy with a conventional treat-
ment. He suggested that from the first group it appeared that the present
weight of evidence favours homeopathic treatment effectiveness in child-
hood diarrhoea,’*8! muscle soreness,’* hayfever and allergic rhinitis,?3
influenza,®* pain,® adverse effects of radio- and chemotherapy,® trau-
matic injury®” and upper respiratory infection.®® The weight of evidence
did not favour the use of homeopathy in the treatment of headache,”
stroke®’ or warts.”® With regard to the studies comparing homeopathy
with allopathy, there was insufficient evidence either to favour or to find
no support for homeopathy in nine of the ten conditions investigated.
For upper respiratory tract infection a weight of evidence suggested that
homeopathy and conventional medicine (aspirin) were equally effective
in treating the common cold. Mathie emphasises the need for much
more and better directed research in homeopathy. He states that many
homeopaths rely on their own successful clinical evidence. However, if
homeopathy truly enables people to attain better health, it is vitally
important that it achieves much wider respect within medicine at large.
He calls for a fresh agenda of enquiry that goes beyond (but includes)
the placebo-controlled trial. Each study should adopt research methods
and outcome measurements linked to the clinical significance of
homeopathy’s effects.

A review of papers investigating the effectiveness, safety and cost-
effectiveness in general practice was published by a group of Swiss
workers.”! They reported that many high-quality investigations of pre-
clinical basic research proved that homeopathic high potencies can
influence regulative and scientific changes in cells or living organisms.
Of the 22 systematic reviews analysed by the authors 20 detected at
least a trend in favour of homeopathy. In their estimation five studies



238 Complementary and Alternative Medicine

yielded results indicating clear evidence for homeopathic therapy. The
evaluation of 29 studies involving upper respiratory tract infections/
allergic reactions showed a positive overall reaction in favour of
homeopathy. Eight of 16 placebo-controlled studies were significantly
in favour of homeopathy. A general health economic statement about
homeopathy could not be made from the available data.

Bias in the conduct and reporting of trials is a possible explanation
for positive findings of placebo-controlled trials. In both conventional
and homeopathic trials it has been shown that smaller studies and those
of lower quality tend to show greater numbers of positive effects. Shang
et al.”? compared the findings from 110 homeopathic trials with those
from 110 matched conventional medicine trials. In both groups, smaller
trials and those of lower quality showed more beneficial treatment
effects than larger and higher-quality trials. The researchers concluded
that there were biases in both homeopathy and conventional trials. The
evidence for a specific effect of homeopathic medicines was weak but
the evidence for specific effects of conventional medicine was strong.
The finding was claimed to be compatible with the notion that the
clinical outcomes of homeopathy were the result of a placebo effect.
Although the review claimed to be based on over 100 homeopathy
studies, in fact the conclusion was based on only 8 trials, many being
excluded for unclear reasons.

Mathie” stated at the end of a substantial review that, given the
wide-ranging clinical benefits that homeopathy brings, there might be
many more medical conditions — not presently listed in any category of
evidence — that can become included in a future list of those confirmed
by research to be effectively treated by homeopathy.

Studies on mechanisms of action of homeopathic medicines

Usually patients are not worried about — or in many cases are not even
interested in — how a medicine works. Their main concern is safety and
a positive outcome. The emphasis on proving that homeopathy works
has been overtaken by a wish to improve its use. However, there is no
doubt that homeopathy would benefit from a plausible explanation of
its mechanisms of action.

Where there are material doses of medicine present, generally
below the 12¢ potency, it is easier to accept a pharmacological response,
albeit not one that can necessarily be explained in standard pharmaco-
logical terms. It has been proposed that there is an active therapeutic
ingredient in homeopathic medicines and it acts pharmacologically in
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the body’s vomeronasal system.”® The vomeronasal organ (Jacobson’s
organ) is the receptor site for the detection of non-odorant molecules,
e.g. pheromones, in reptiles, amphibians and mammals.

Once the medicine has been diluted beyond Avogadro’s number,
theoretically there are no molecules of the drug present, so how can the
potentisation process possibly give a therapeutic result? How, indeed! It
has to be said that we are not even close to finding out. There has not
been much progress since George Vithoulkas wrote in 19835 ‘as far as is
yet known, there is no available explanation in modern physics or chem-
istry for the phenomenon of potentisation’ (page 106).”* The literature
contains numerous hypotheses that seek to explain how homeopathic
medicines might work — some are so plausible that they are as difficult
to disprove as to prove!

There are three main diluents used during the potentisation
process: water, alcohol and, in the case of non-soluble source materials,
lactose. All of these are thought to play an important part in the mode
of action.”®

One of the most controversial ideas on the mechanisms of action
of homeopathy was suggested in the 1980s. The ‘memory of water’, a
concept by which the properties of an aqueous preparation are held to
depend on the previous history of the sample, will be forever linked to
the name of the late Jacques Benveniste. The term first appeared in the
French newspaper Le Monde, commenting on a fierce controversy that
blew up in the pages of the leading scientific journal Nature in 1988. In
June of that year, Nature published a paper by a large international
group led by Benveniste, which made the sensational claim that the anti-
body anti-IgE, in dilutions far into the ‘ultramolecular’ range, triggers
degranulation of human basophils in vitro.’® Nature had resisted pub-
lishing the paper, and the then editor, John Maddox, agreed to do so
only on the condition that Benveniste allowed an inspection team, nom-
inated by Maddox, to visit his laboratory after publication. The team
duly visited and, a month later, published its report denouncing
Benveniste’s work as ‘pseudoscience’, but nevertheless justifying its deci-
sion to publish.’” Two subsequent attempts to reproduce Benveniste’s
results failed,”® although he remained defiant until his death in
October 2004.

Teixeira'® has claimed that the memory of water idea is not com-
patible with our knowledge of pure water. If an explanation on physical
grounds is to be found, research must focus on other aspects of the
preparation, such as the presence of other molecules and dissolved
gases. There is significant debate on the nature of the active therapeutic
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ingredient in homeopathic medicines and whether the effect of homeo-
pathic medicines is exerted locally. Texeira’s paper accepts that there is
an active therapeutic ingredient in homeopathic medicines that acts
pharmacologically in the body and proposes a possible receptor site. As
mentioned above, the vomeronasal organ (Jacobson’s organ) is the
receptor site for the detection of non-odorant molecules. The organ
forms the main part of a chemoreceptor system known as the
vomeronasal system. This paper proposes that it is this system that
constitutes the receptor for homeopathic medicines in both animals and
humans.

In 2001 a team in South Korea discovered a whole new dimension
to what happens when a substance is dissolved in water and the result-
ing solution is further diluted.!®® Conventional wisdom says that the
dissolved molecules simply spread further and further apart as a solu-
tion is diluted. But two chemists have found that some do the opposite:
they clump together, first as clusters of molecules, then as bigger aggre-
gates of those clusters. Far from drifting apart from their neighbours,
they got closer together. The discovery could provide the first scientific
insight into how some homeopathic medicines work.

In the last few years, the most radical challenge in the entire
history of homeopathy has emerged with the emergence of a non-local
causality hypothesis, based on ‘entanglement theory’.19%103 This
combines two theories based on complexity theory and quantum
mechanics.

Following consideration of various new models, Milgrom'** has
suggested that conventional medicine could be considered to be a special
case of a broader therapeutic paradigm also containing homeopathy.

The HomBRex database indexes basic research on homeopathy
(www.carstens-stiftung.de/hombrex).!% It includes research on effects
of homeopathic preparations in bioassays and physicochemical effects
of the homeopathic preparation process (potentisation). At the end of
2006 it contained more than 1100 experiments in more than 900
original articles, including 1014 biological studies.

Audit, perception of benefit studies and case study collection

Audit

In the current climate of audit collection it is not surprising that home-
opathy has begun to get its act together with respect to gathering data
on outcomes. Proposals have been presented for Europe-wide data
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collection.'® Data-gathering schemes have also been suggested in
Germany.'%”

Thompson et a explored motivation for and expectation of
hospital attendance from a patient perspective by administering a ques-
tionnaire to 110 consecutive patients attending Bristol Homeopathic
Hospital outpatients and 20 parents of children with asthma and
eczema. They found encouragement from doctors, self-motivation and
word of mouth most motivated patients to come to the hospital

The Society of Homeopaths has also been involved in an audit of
patients treated by practitioners registered by the Society.!?”

Mathie and Farrar''® conducted a pilot data collection study, in
which 14 homeopathic dentists collected clinical and outcome data over
a 6-month period in their practice setting. The multi-practitioner pilot
study indicated that systematic recording of practice data in dental
homeopathy was both feasible and capable of informing future
research.

1,108

Perception of benefit

A typical perception outcome study has been reported.'!! It involved
patients being treated by homeopathic medicine at the Tunbridge Wells
Homeopathic Hospital in England during 1997. The study aimed to
assess, first, the range of diagnoses presented by patients and, second,
patients’ own impressions of benefit. A total of 1372 questionnaires
were completed by patients, after their consultations, to record their
impressions of the effects of homeopathic treatment. Patients were asked
to score their responses on a +3 to —3 scale. The three main diagnostic
groups were dermatology, musculoskeletal disorders and malignant
disease, especially carcinoma of the breast. Overall, 74% of patients
recorded positive benefits, with 55% recording scores of 3 or 2.

Case study collection

Detailed anecdotal information is usually called ‘a case report’. To be
acceptable these reports must be rigorously structured and not subject
to journalistic enhancement.'!? There is a requirement for information
on the disease and its extent, and information about any other patients
who did not recover after being administered similar treatment. From
an orthodox point of view such observations are interesting but do
not necessarily mean that the next patient will respond in the same
manner. Despite this several orthodox medicines, especially in the field
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of psychiatry, are administered on the basis of case studies, although the
acceptability of such justification is often challenged by more orthodox
colleagues. The case report is one of the chief sources of clinical know-
ledge for the homeopath. In teaching seminars the world over, most
established teachers will present only cases that fulfil stringent quality
criteria.’’? A good case brings the different parts together into a coher-
ent narrative whereas in materia medicas and provings the information
can feel jumbled and unconnected. Cases demonstrate the practical
application of the principles of homeopathy direction of cure, prescri-
bing strategies, potency choices, etc. By supplying cases, without details
of medicines given, teachers of homeopathy have the perfect tool for
modern ‘problem-based learning’. There is a growing momentum in
conventional medicine to recognise the value of patients’ narratives.!'*

A Japanese study to investigate the effect of homeopathic treat-
ment on 60 patients with chronic skin disease found that it provoked a
good response, suggesting that it might be a useful strategy alongside
conventional therapies.'?

The collection of case studies has always been an important aspect
of homeopathic practice. Several publications accept these, including
the Faculty of Homeopathy Newsletter Simile.

Attitude and awareness studies

These studies provide important information on topics such as why
people turn to homeopathy and how they obtain the necessary guidance
on which medicines to purchase. The attitudes of providers of
homeopathy are also important. Examples of such studies in the
pharmacy environment have been provided.!'¢-11”

Materia medica

Examples of common medicines

In this abbreviated materia medica section some useful medicines are
given with indications. The details given are not comprehensive.

Aconite Anxiety, distress, fear — almost terror — before and after receiv-
ing bad news. Aconite is also given at the first sign of a sneeze. It
may be combined with other medicines in mixtures like ABC
(Aconite, Belladonna and Chamomilla).
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Arnica Mental and physical fatigue. Bruises, sprains and after accidents.
Pre- and postoperatively. Pre- and post-childbirth.

Argent nit Feelings of fear and nervousness (but not terror), especially
of an anticipatory nature. Exam nerves with gastrointestinal
symptoms (often diarrhoea) and insomnia.

Arsen alb Effective for simultaneous diarrhoea and vomiting; when
patient is chilly and restless.

Belladonna Burning, hot, flushed appearance. Tonsillitis, sore throat,
earache. Generalised effects of sunstroke. Bursting headache.
Sudden onset of symptoms.

Bryonia Joint pains that are worse on movement and with warmth
(compare Rhus tox), better for pressure. Dry hacking cough.
Cantharis Burns, scalds, sunburn. Cystitis with burning feeling and

frequent desire to urinate, hot, scalding urine. Gnat bites.

Chamomilla Teething in infants and for exceedingly irritable children
who are quiet when carried.

Colocynth Colic (especially in infants), abdominal pain and other gastric
upsets.

Euphrasia Allergic symptoms, especially red weepy eyes.

Ferrum phos First stage of head cold, croup, stiff neck.

Gelsemium Useful for influenza. Pre-exam nerves, when the mind goes
blank.

Hamamelis Blood and crush injuries, especially those involving digits.

Ignatia Stress, especially following bereavement, nervous headaches.

Ipecacuanha Constant nausea not relieved by vomiting. Unproductive
cough, with loose chesty rattle. Infantile diarrhoea with green-
coloured stools.

Ledum Used to treat puncture wounds.

Nux vomica Effects of overeating and drinking. Indigestion, nausea
constipation.

Pulsatilla Non-corrosive, thick, coloured catarrh that is better in the
open air.

Rhus tox Rheumatic and arthritic conditions where symptoms are made
worse by initial movement but improved with gentle continuing
movement and the application of heat.

Ruta Soft-tissue injuries. May be combined with Rhus tox or Arnica.

Specialities In addition to the complexes for internal use, there are
medicines on the market that might be called specialities — products
that are usually produced by one manufacturer alone. Examples
are Weleda UK’s Combudoron gel for burns, scalds, sunburn, bites
and skin rashes, and Nelson’s insomnia medicine, Noctura. With
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the implementation of UK National Rules allowing homeopathic
medicines to be registered with limited claims of effectiveness
(based on bibliographic evidence of use), the range of these
products in the UK is likely to expand.

Symphytum Assists in repair of bone injuries.

Repertory

In this section the process of counter prescribing has been greatly sim-
plified: this will upset purists who resist the shortening of drug pictures
in this way. However, this pragmatic approach, using polychrests,
enables a relatively quick response to a request for treatment. Using a
repertory style of presentation, appropriate choices can be made from
Tables 7.5-7.14. Homeopathy has applications in the following:

e  The initial treatment for simple self-limiting conditions (coughs,
colds and flu) and for injuries (abrasions and soft-tissue injuries)
and allergies (Tables 7.5-7.10)

e Allergies (Table 7.11)

®  Dental surgery!'® — before and after treatment (Arnica) and for
anxiety (Aconite or Argent nit: Table 7.12)

e Conditions associated with women (Table 7.13)

e  Sports care — treating simple conditions and injuries in athletes
(Arnica, Ruta: Table 7.14)

e  First aid and travel (Table 7.15)

®  Veterinary medicine (pets and farm animals) notwithstanding
the limits on counter prescribing afforded by the Veterinary
Surgeons Act 1961, which restricts diagnosis and treatment to
veterinarians and owners (as there are no provings on animals,
despite anatomical variances veterinary uses generally mirror
human applications).

Tables 7.5-7.15 offer guidance on how to respond to requests for
assistance in treating a number of common conditions. They are not
meant to be comprehensive — there are many excellent repertories and
prescribing guides'!® available — but will serve to illustrate what can be
treated. The indications represent a highly abbreviated drug picture that
highlights the most common uses for each of the medicines.
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Table 7.5 Medicines used for colds and flu
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Nasal Other Modalities Comments Medicine
sympfoms sympfoms

Sneezing, Thirst Worse in stuffy  Initial stages of ~ Aconite
congestion atmosphere colds and flu

Runny nose, Streaming eyes  Better wrapped  Treatment of AGE®

sore nostrils

Streaming
coryza,
sneezing

Sore red nostrils

Right nostril
congested

— lacrimation
bland
Streaming eyes,
hot, thirsty,

sore throat
Sore eyes
‘aching bones’
Yellow nasal
discharge,
neuralgia

up

Better for fresh
Qir

Better for
warmth

Befter in open
air

colds

Treatment of
flu

Pulsatilla

Allium cepa

Gelsemium

9AGE is a combination of three remedies — Arsen iod, Gelsemium and Eupatorium.

Table 7.6 Medicines used for gastrointestinal problems

Condition Symptoms Modalities Comments Medicine
Colic Severe Better from May be Colocynth
abdominal drawing up associated

cramps knees or with diarrhoea
bending Infant colic
double
Colic Abdominal Infant colic and  Chamonmilla
pain, discomfort from
distension, teething
wind
Constipation Stools hard, Worse in the Bryonia
dry, thick morning
and brown,
nausea and
thirst
Constipation Frequent Worse in the Nux vomica
ineffectual morning
straining;
patient cold
and irritable
Diarrhoea Colic, watery Better from Anxiety related  Argent Nit
stool, flatulence, warmth (‘exam nerves’)  Gelsemium

trembling

Worried about

failing exam
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Table 7.6 Continved

Condition Symptoms Modalities Comments Medicine
Diarrhoea Rectal pain, Worse from Food related Arsen alb
small dark cold
stools
Diarrhoea ‘Explosive’ Better with With indigestion; Podophyllum
frequent gentle rubbing  common in
diarrhoea over hepatic children
with flatulence  region
Indigestion Belching and Worse in May be Carbo veg
flatulence; evening and combined with
cold sweat; from cold air Belladonna for
nausea in irritable bowel
morning syndrome
Nausea Accompanied by Better after Associated with  Nux vomica
abdominal stool passed over-eating
pain; retching
Nausea Accompanied by Morning sickness Cocculus
vomiting in pregnancy; (Tabacum
also for motion  specific for
sickness sea sickness)
Table 7.7 Medicines used for coughs
Speed of onset  Symptoms Modalities Comments Medicine
Slow Hacking Worse with Best as cough Bryonia
productive change of mixture sipped
cough atmosphere slowly in
and after food ~ warm water
Slow Dry; long Worse at night  Often after flu Phosphorus
lasting and with
exertion
Steady Spasmodic, dry  Worse at night  Said to be Drosera
and irritating in bed associated
with whooping
cough
Sudden Wheezing cough Worse at night Ipecac
with shortness especially when
of breath, lying down
nasal coryza
Sudden Dry ‘bark’, Worse with Spongia
headache excitement

and cold air
Better from
lying down
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Table 7.8 Medicines used for headaches

Speed of onset  Symptoms Modalities Comments Medicine
Sudden Bursting pain Better for May be caused  Belladonna
with flushed lying down by exposing
appearance in dark room head to cold
Gradual ‘Blinding’ Better in open May follow Natrum mur

headache air eyestrain and
emotional stress
— students?
Gradual Splitting or Worse with Patient irritable  Bryonia
crushing pain warmth and
in occiput motion
Occasional Throbbing pain ~ Worse when May result from  Sulphur
standing lack of food
Table 7.9 Medicines used for mental states
Condition Symptoms Modalities Comments Medicine
Fear Bursting Worse in warm Wil not go to Aconite
terror sensation in room the dentist;
head will not fly
Anticipatory Headache Better for fresh ~ Will do both of  Argent nit
anxiety of air above but
event to come extremely
unhappy
Worry about Dry mouth, Worse when Desire to be Gelsemium
not performing  tremble weather wet left alone (also for
well; failure of agitated pets)
exams
Grief Crying; mood ~ Worse from Used for Ignatia
swings, open air recent
headache bereavement
Grief Irritable, Better from Ongoing effects  Natrum mur
depressed, open air of grief

Headache
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Table 7.10 Medicines used for skin conditions

Condition Symptoms Modalities Comments Medicine
Abrasions — Cuts, grazes, Topical Calendula
superficial nappy rash application Hypercal®
Cold sores Painful abrasions Hypericum
especially on
fingers or toes
Acne, eczema  Rough dry skin, Worse with Topical or oral  Graphites
oozing sores warmth and if skin broken Hepar sulph
Abscesses, at night Sulphur
suppurating Worse from
and unhealthy  exposure to
skin cold winds
Dry, scaly, Worse with
itching and scratching and
burning washing with
warm water
Allergic Urticarial type ~ Worse from touch Urtica
response skin rash and scrafching
Boils Abscesses, boils, Worse from Has ‘drawing’ Silica
cracks at end washing effect: expels
of fingers; foreign bodies
coldness in from wounds
extremities
Burns Burns and Better with Sun burn Cantharis
scalds rubbing Belladonna
Throbbing Worse with
red rash touch
Chilblains Topical (ointment, Tamus
cream or
mother tincture)
if skin unbroken;
if skin broken
oral as tablets,
efc.
Insect bites Puncture Better with Also rheumatism  Ledum
wound - cold in feet
cold to the

touch
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Table 7.10 Continved

Condition Symptoms Modalities Comments Medicine
Insect stings Histamine Worse with Also for oedema  Apis
reaction heat and in extremities
touch
Warts As with Tamus Thuja
above

aHypercal is a mixture of the remedies Hypericum and Calendula.

Table 7.11 Medicines used for allergies®

Symptoms Symptoms Modalities Medicine
Bland lacrimation Watery bland coryza ~ Worse in cold air - Allium cepa
causes cough
Acid burning Fluid watery coryza Worse indoors and at Euphrasia
lacrimation night
Heavy swollen eyes  Sneezing, watery Worse in damp weather  Gelsemium
coryza, sore throat and with excitement
Urticarial rash on Profuse discharge Worse from touch Urtica
skin

alsopathic remedies — allergodes and tautodes — may also be considered for the treatment of
allergies and contact dermatitis.

Table 7.12 Medicines used in dentistry

Condition Medicines to be considered
Anxiety, fear of dentist Aconite, Argent nit
Preoperative Arnica

Postoperative Arnica, Calendula, Hypercal
Gum disorders Merc sol

Mouth ulcers Borax orally or Calendula mouthwash
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Table 7.13 Medicines used for treating women

Condition Symptoms Modalities Comments Medicine to
consider
Cystitis Burning pains,  Worse in the Cantharis
frequent urge morning Causticum
to urinate Worse in cool
Constant dry weather
involuntary
‘dribble’
especially
when coughing
or sneezing
Premenstrual Breasts painful, Worse from heat Best in short and  Pulsatilla
syndrome irregular scanty  and after stoutish fair- Sepia
periods, weepy eating skinned women
Abdominal Better by going ~ who are
pain, cystitis, to bed affectionate
flatulence Best for tall slim
women with
waxy skin who
are lacking in
affection
Heartburn Indigestion Carbo veg
and wind
Insomnia Difficulty in Worse from cold May be Coffea
getting to and excitement  associated
sleep with toothache
Morning Nausea with Worse with food Cocculus
sickness fainting and or smoking Conium
vomiting Worse lying down
Nauseaq,
heartburn and
sore breasts
Pregnancy:
Before delivery  Anxiety Commence at Argent nit
After delivery To help around 35 Arnica
recovery weeks Caulophyllum
To help Arnica
delivery
To reduce

bruising
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Table 7.14 Medicines or remedies useful for sportspeople

Condition Symptoms Modalities Comments Medicine to
consider
Anxiety before  Worry, Argent nit
competition diarrhoea,
sweating,
dry mouth
Diarrhoea From anxiety Argent nit
From excess or  Arsen alb
rich food
Muscle Delayed onset May be Arnica
tiredness muscle combined
soreness with Rhus tox
Sprain Ligament Better for Rhus tox
damage warmth Bryonia
causing Better for cold
impaired
movement
Strain Soft tissue May be Ruta
injury, pain combined
with Rhus tox
and/or Arnica
Tennis elbow Painful elbow; Argent met

detachment
of muscular
and tendinous

fibres

Table 7.15 Examples of medicines used in first aid and travel

Condition Medicine Form Comments
Abrasions Calendula Mother tincture Dilute with water
(superficial), Cream, ointment Should not to be used
scrafches topically for deep cuts
Antiseptic use
Allergies Euphrasia Tablets, pills, granules Particularly where red
Mixed pollens/ Eyedrops (prescription itchy watery eyes
grasses only) Use twice daily
Tablets, pills, granules ~ Depends on area visited
Other remedies available
Anxiety (about Argent nit Tablets, pills, granules Start taking night before
travelling) (worry) Tablets, pills, granules travel

Aconite (terror)

Rescue Remedy

Liquid and spray

Start taking 2 days before
travel
Flower remedy
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Table 7.15 Continved

Condition Medicine Form Comments
Blood and crush  Hypericum Tablets, pills, granules ~ Take every 10-15 min
injuries Mother tincture diluted Do not use topically where
with water severe injury
Bruising Arnica Mother tincture May be diluted with water
Cream, ointment and gel Apply fopically
Tablets, pills, granules ~ When associated with
general trauma, tiredness
Diarrhoea and Arsen alb Tablets, pills, granules ~ May need concurrent
vomiting rehydation therapy
Seek advice if lasts more
than 2-3 days
(especially in tropical
climates)
Heat effects, Belladonna Tablets, pills and Seek advice if persists

headache and
flushing with
sudden onset
Indigestion, effects Nux vomica

of over-eating

and drinking

Insect bites Apis mel
Ledum

Insomnia Coffea
Passiflora

Jetlag Arnica

Motion sickness Cocculus
Petroleum
Tabacum

Sore throat, Calendula

mouthwash/

gargle

Sun burn Belladonna
Cantharis
Urtica

granules

Tablets, pills, granules

Tablets, pills, granules
Tablets, pills, granules
Mother tincture diluted
with water

Tablets, pills, granules
Tablets, pills, granules
Tablets, pills and
granules

Tablets, pills, granules
Tablets, pills, granules
Tablets, pills, granules

Mother tincture

Tablets, pills, granules
Tablets, pills, granules
Cream, ointment

Tablets, pills, granules

Stings; surrounding area
warm/hot

Puncture wounds; cold to
touch

Apply topically

Take before retiring; repeat
if necessary

Take before, during and
after flight as necessary
Air or car travel
Associated with nausea
and headache,

Sea travel

Dilute with water

Hot, flushed with
headache; rash

Hot burning skin

Use topically to soothe skin
Take orally if skin broken in
place of topical
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Veterinary use of homeopathy

There is an increasing demand from the public for homeopathic
medicines to treat animals. Under the Veterinary Surgeons Act 1966,
diagnosis and treatment of animals are restricted to veterinarians and
owners. Pharmacists are able to advise on the availability of different
items, but the final choice of medicine must always rest with the owner.
If in doubt, the case should be referred to a veterinary practitioner.

Potential problems

Potential problems include the supply of nosodes that are used by homeo-
pathic veterinarians against a variety of conditions, including kennel
cough, leptospirosis and parvo. Owners who seek to protect their animals
from disease by using homeopathic nosodes should not do so without
obtaining professional advice from a suitably qualified veterinary sur-
geon. They should be reminded that insurance policies may be invalidated
by not using orthodox immunisation programmes.

Registered homeopathic veterinary products

Under the Veterinary Regulations (renewed annually) provision was
made for the registration of homeopathic veterinary products in the
category. Authorised Veterinary Medicine — General Sales List (AVM-
GSL) for non-food-producing animals. The use of registered homeop-
athic medicines was extended to food-producing animals as well as
pets under the 2007 Regulations. A small range of products has been
registered by a Scottish manufacturer.

As a result of the limited number of veterinary products available
the common practice of owners using human homeopathic medicines to
treat animals continues. Under a grandfather clause in the 2006
Veterinary Regulations products that were on the market before 1994
may be registered with the Veterinary Medicines Directorate (VMD)
and placed on the market without further action. Details of all
homeopathic veterinary medicines registered by the VMD may be found
at http://tinyurl.com/23qmqa

If a fully registered homeopathic veterinary product exists then it
must be supplied if prescribed, even if it is requested generically.
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Unregistered products

A vet may use medicines ‘off-label’ under the ‘prescribing cascade’
subject to a strict hierarchy. These provisions apply to both orthodox
and homeopathic practice:

e If there is no licensed veterinary medicine available for a particular
condition or for use in a particular species similar veterinary
products may be used.

e If there are no suitable veterinary products a human medicine may
be prescribed.

e If no suitable human product is available a pharmacist or a vet
may prepare the required medicine extemporaneously provided
that they have the necessary expertise.

The biochemic tissue salts

The tissue salts are often included under the homeopathic umbrella,
although their inventor insisted that they were quite separate from
homeopathy.

Dr Wilhelm Heinrich Schiissler, a German homeopathic physician
from Oldenburg, introduced a number of inorganic substances in low
potency to his practice in 1872, and developed the idea of biochemic
tissue salts. Proponents cite unhealthy eating practices that could lead
to deficiencies of various salts considered to be vital for the healthy
functioning of the body. It is argued that this situation may be corrected
by taking tissue salts.

There are 12 single biochemic tissue salt medicines, together with
some 18 different combinations. They are made by a process of tritura-
tion, each salt being ground down with lactose sequentially up to the
sixth decimal potency (6x) level. The resulting triturate is then com-
pressed directly into a soft tablet. Although most of the salts are solu-
ble, there is no intermediate liquid stage, and surface inoculation is not
used as it is thought to render the tissue salts ineffective. The tablet
readily dissolves in the mouth, releasing fine particles of mineral mater-
ial that can be absorbed into the bloodstream through the mucosa. The
salts are often referred to by a number, from 1 to 12 in order of their
names. They are listed in Table 7.16.
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Table 7.16 Tissue salts and examples of their indications for use

Number  Tissue salt Indication
1 Calc fluor Maintain elasticity of tissues, for impaired circulation
2 Calc phos Impaired digestion and teething
3 Calc sulph  Acne, pimples, sore lips
4 Ferr phos Coughs, colds, chills
5 Kali mur Respiratory ailments, children’s fevers
6 Kali phos Nervous exhaustion
7 Kali sulph Catarrh, skin eruptions
8 Mag phos  Antispasmodic, neuralgia, flatulence
9 Nat mur Watery colds, flow of tears, loss of smell or taste
10 Nat phos Gastric disorders, heartburn
11 Nat sulph Bilious attacks, flu. ‘The liver salt’
12 Silica Boils, brittle nails

For many ailments, more than one tissue salt is required. In order
to simplify treatment there are a number of combination medicines con-
taining three, four or five different salts, usually referred to by the
letters A-S and given specific indications. For example, combination A
contains Ferr phos, Kali phos and Mag phos, and is used for sciatica
and neuralgia, and combination S contains Kali mur, Nat phos and Nat
sulph, and is used for stomach upsets.

Homotoxicology

The brain child of German doctor Hans-Heinrich Reckeweg (1905-85)
is also based on homeopathy. Drawing on a vast knowledge of herbal
lore and medicines, Dr Reckeweg compounded a store of medicines that
trod a line between folk medicine and basic plant pharmacology.
Homotoxicologists endeavour to identify and treat the underlying toxic
causes of ill health, rather than merely to suppress symptoms. The
therapy is used widely in Germany but is less well known in the rest of
the world.
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Anthroposophy

Echoing the ancient Greek axiom ‘Man, know thyself’, Rudolf Steiner,
the founder of anthroposophy, described it as ‘awareness of one’s
humanity’. The Austrian-born Steiner (1861-1925) was the head of the
German Theosophical Society from 1902 until 1912, at which time he
broke away and formed his Anthroposophical Society. One of his main
motives for leaving the theosophists was that they did not consider
Christian teachings as special.'??

Steiner’s most lasting and significant influence has been in the field
of education. In 1913 at Dornach, near Basel, Switzerland, Steiner built
his Goetheanum, a ‘school of spiritual science’.

Steiner designed the curriculum of his schools around his spiritual
ideas and ascribed the following qualities to the living body:

e A life force that maintains the physical body functions

®  An etheric body of non-physical formative forces, particularly
active in growth and nutrition

e An astral body, particularly active in the nervous system

e A spiritual core or ego, reflected in a person’s ability to change
him- or herself inwardly.

Anthroposophical practitioners seek to understand illness in terms
of the way in which these four elements interact. Anthroposophy
embraces a spiritual view of the human being and the cosmos, but its
emphasis is on knowing, not purely on faith.

Steiner’s early experiments in Switzerland finally led to the
founding of the Waldorf School Movement, which by 1969 had 80
schools attended by more than 25 000 children in the USA and
Europe. Many other projects grew out of Steiner’s work, including
centres for handicapped children, schools of art, sculpture and drama,
and research centres.

People who follow an anthroposophical way of life use antibiotics
restrictively and have few immunisations, and their diet usually con-
tains live lactobacilli, which may affect the intestinal microflora. In a
cross-sectional study, 295 children aged 5-13 years at two anthropo-
sophical (Steiner) schools near Stockholm, Sweden, were compared
with 380 children of the same age at two neighbouring schools in terms
of history of atopic and infectious diseases, use of antibiotics and immu-
nisations, and social and environmental variables.!?! Prevalence of
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atopy was found to be lower in children from anthroposophical fami-
lies than in children from other families. It was concluded that lifestyle
factors associated with anthroposophy may lessen the risk of atopy in
childhood. Rhythmical massage therapy is an important element of
anthroposophic practice (Chapter 17).

Anthroposophical medicines

Great care is taken in collecting raw materials for preparing anthropo-
sophical medicines.'?? Vegetable material is grown using methods of
biodynamic farming, a development of organic practice in which the
soil is fed to improve its structure and fertility. Soil additives are
restricted to homeopathic medicines; all other hormones and chemicals
are excluded. Due cognisance is taken of the natural cycles of the moon,
sun and seasons. The first growth of plants is harvested and composted,
and a second crop grown on the composted material. The process is
repeated, and the third generation of plants is used to prepare the
medicine. Manufacturers prefer to produce their own source material
whenever possible. Weleda of Ilkeston, Debyshire, one of 26 Weleda
companies worldwide, grows many medicinal plants in its extensive
herb gardens. Anthroposophical pharmacy uses different temperatures
during the manufacturing process according to the particular medicine
involved. Aconite, said to exhibit the properties of coolness, is prepared
at a lower temperature than Crataegus, a medicine acting on heart mus-
cle and therefore active at body temperature. Anthroposophical practi-
tioners believe that there is a link between warmth and the ego. Paying
attention to temperature during preparation can be seen as helping to
relate the medicines to human use. The medicines are extracted, diluted
and used without potentisation, or prepared using the homeopathic
process of serial dilution and succussion. Iscador, marketed by Weleda
in the UK, is a mistletoe preparation used for cancer care. Its complex
method of extraction involves mixing winter and summer sap. Drops of
winter sap are added to a fine film of summer sap on a rapidly spinning
disc; there is also a controlled fermentation process.

Although an anthroposophical prescription is often highly indi-
vidualised, taking into account the physical and spiritual features of a
patient, there are specifics, usually mixtures of several potentised
medicines, that can be used in all patients to alleviate certain symp-
toms. There are treatments for bruises and sprains, burns, chilblains,
constipation, indigestion and many other common ailments. Two
examples are:
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1. Formica (red ant juice) and Bambusa (bamboo nodes), combined
with either silver or tin, is indicated for a variety of acute or
chronic back pain problems.

2. Silicea comp. contains potencies of Silica (quartz), Belladonna
(deadly nightshade) and Argent nit (silver nitrate) and is used to
treat sinusitis.

Availability of anthroposophical medicine'?

There are anthroposophical medical associations in at least 15 EU
member states (Austria, Belgium, Czech Republic, Denmark, Estonia,
Finland, Germany, Italy, Latvia, Netherlands, Poland, Romania, Spain,
Sweden, the UK) as well as in other European countries. These account
for more than 2000 trained medical practitioners. In addition anthro-
posophical medicines are prescribed by approximately 30 000 general
medical practitioners and specialists.

Evidence

Evidence of successful outcome of treatment for anthroposophical
medicine is sparse, although there are considerable anecdotal data. In
a German study 18 unselected patients with chronic inflammatory
rheumatic conditions, including 10 with confirmed rheumatoid arthri-
tis, were treated according to anthroposophical principles in an open
prospective uncontrolled pilot study with a mean follow-up period of
12 months.'>* Main outcome targets were local and systematic inflam-
mation, subjective status and functional capacity. Treatment comprised
a combination of Bryonia, Rhus tox, Apis, Formica and Vespa, individ-
ualised to each patient’s requirements. There appeared to be a definite
reduction in local and systemic inflammatory activity and an improve-
ment in mental symptoms. These results must be considered to be of
limited validity because the patients were self-selected, in that they
asked to be treated using anthroposophical medicine, the numbers of
patients were low and there was no double-blinding.
Anthroposophical physicians have prolonged consultations with
their patients, taking an extended history, addressing constitutional,
psychosocial and biographic aspects of patients’ illness, and selecting
optimal therapy. In Germany, health benefit programmes have included
the reimbursement of this additional physician time. Patients treated by
anthroposophical physicians after an initial prolonged consultation
have been shown to enjoy a long-term reduction of chronic disease
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symptoms and improvement of quality of life.!?

Further, in patients starting anthroposophical therapies for chronic
disease, total health costs did not increase in the first year and were
reduced in the second year.'?® This reduction was largely explained by
a decrease of inpatient hospitalisation. Within the limits of a pre-post
design, study findings suggest that anthroposophical therapies are not
associated with a relevant increase in total health costs.

More information

Homeopathy

Faculty of Homeopathy & British Homeopathic Association
(Administration)

15 Clerkenwell Close, London EC1R 0AA

Tel: 020 7566 7810

Fax: 020 7566 7815

Email: info@trusthomeopathy.org/faculty

Website: www.trusthomeopathy.org/faculty

Society of Homoeopaths

2 Artizan Road, Northampton NN1 4HU
Tel: + 44 1604 621400

Fax: + 44 1604 622622

Email: info@homeopathy-soh.org
Website: www.homeopathy-soh.org

Hom-Inform, British Homeopathic Library
Glasgow Homeopathic Hospital

1053 Great Western Road, Glasgow G12 0XQ
Tel: + 44 141 211 1617

Fax: + 44 141 211 1610

Email: hom-inform@dial.pipex.com

Website: www.hom-inform.org
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Academic Department (AdHom) and Faculty of Homeopathy in
Scotland

Glasgow Homeopathic Hospital, 1053 Great Western Road

Glasgow G12 0XQ

Tel: + 44 141 337 1824

Fax: + 44 141 211 1610

Email: carolanderson@dial.pipex.com

Website: www.adhom.org

Anthroposophy

Anthroposophical Society of America

1923 Geddes Ave, Ann Arbor, MI 48104-1797, USA
Tel: + 1 734 662 9355

Fax: + 1734 662 1727

Email: Information@anthroposophy.org

Website: www.anthroposophy.org

Allgemeine Anthroposophische Gesellschaft

Goetheanum Postfach 134, CH-4143 Dornach, Switzerland
Tel: + 61 706 4242

Fax: + 61 706 4314

Email: wochenschrift@goetheanum.ch

Website: www.goetheanum.ch

Rudolf Steiner Library

65 Fern Hill Rd, Ghent NY 12075, USA
Tel: + 1518 672 7690

Fax: + 1518 672 5827

Email: rsteinerlibrary@taconic.net
Website: http://rslibrary.elib.com

Further reading

Edmunds E An Introduction to Anthroposophy: Rudolf Steiner’s world view,
updated edn. London: Rudolph Steiner Press, 2005.

Kayne SB. Homeopathic Pharmacy, 2nd edn. Edinburgh: Elsevier Churchill
Livingstone, 2005.

Kayne SB, Kayne LR. Homeopathic Prescribing. London: Pharmaceutical Press,
2007.

Kayne SB, ed. Homeopathic Practice. London: Pharmaceutical Press: 2008.
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National Library for Health, CAM Specialist Library. Homeopathy Annual
Evidence Update. Available at: http://tinyurl.com/6pttk7.

The Annual Evidence Update on Homeopathy aims to identify, organise and present
the most up-to-date evidence on this topic. Searches in a large number of
databases are carried out. The searches aim to identify all relevant systematic
reviews and randomised controlled trials published during the previous year.

Owen D, ed. Principles and Practice of Homoeopathy: The therapeutic and healing
process. Edinburgh: Elsevier Health Sciences, 2007.
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Medical herbalism

Steven B Kayne

Introduction

Only the medical aspects of herbalism are considered in this chapter,
leaving aside the cosmetic applications — creams, bath additives and hair
care products, to name just a few examples. Some authorities would say
that the inherent ‘feel good factor’ associated with the use of such prod-
ucts could be considered to be a positive activity that promotes a signif-
icant health benefit and there may be some merit in this argument.
Another psychological benefit may accrue from the process of growing
herbs, as well as taking them medicinally or using them to make food
more interesting and palatable. In his book entitled The Therapeutic
Garden, Donald Norfolk,! an osteopath, suggests that gardening is the
oldest of the healing arts and says that the ‘high-tech’ medical profes-
sion recognises that the sick and despairing respond to gardens. The fact
that postoperative patients recover sooner if they are given a view of
grass and trees has led to demands to revive the old tradition of hospital
gardens.

The body of knowledge about plants, herbs and spices, and their
respective and collective roles in promoting human health, is modest.?
Dietary compounds and their roles in maintaining human health and
interactions with established nutrients require much investigation.

Herbal medicines are becoming increasingly popular with the
public:

e  They are readily available from health stores and pharmacies, as
well as from other specialist outlets.

e They are often highly effective.

e They provide clients with the means to self-treat a range of condi-
tions for which orthodox over-the-counter (OTC) medicines are
limited or unavailable.

e Asthey are ‘naturally occurring’, herbal medicines are perceived as
being free of side effects, and in some cases complementary to
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western or orthodox medicines. Unfortunately these latter two
beliefs are not entirely true because there is evidence to the con-
trary in a number of well-researched circumstances, necessitating
the observance of caution, particularly when self-treating.

Definition

Quite simply medical herbalism may be defined as the practice of
using products in which all active ingredients are of herbal origin to
treat the sick.! In practice rather more detail is required. According to
the World Health Organization (WHO) Guidelines, herbal medicines
are considered to be:?

Plant-derived materials or products with therapeutic or other human
health benefits which contain either raw or processed ingredients from
one or more plants. In some traditions materials of inorganic or animal
origin may also be present. (page 6)

The European Directive defines a herbal medicine thus:*

A substance or combination of substances of herbal origin presented
for treating or preventing disease or with a view to making a medical
diagnosis or to restoring, correcting or modifying physiological functions.

Yet another definition is provided by the UK Medicines Act 1968,
(Section 132), much of which has now been superseded by pan-European
Union legislation:

A ‘herbal medicine’ is a medicinal product consisting of a substance pro-
duced by subjecting a plant or plants to drying, crushing or any other
process, or of a mixture whose sole ingredients are two or more sub-
stances so produced, or of a mixture whose sole ingredients are one or
more substances so produced and water or some other inert substances.

This definition underlines the belief that products comprising both
herbal and non-herbal ingredients (e.g. minerals) are generally not
considered to be herbal medicines in the West.

The term ‘phytotherapy’ was suggested by Henri Leclerc
(1870-1955) who published numerous essays on the use of medicinal
plants in the French journal La Presse Médicale.

History

The exact origins of herbalism are unknown. Probably it was several
different groups of prehistoric peoples who discovered that some herbs
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were good to eat, whereas others had curative powers. Humans also
discovered plants with peculiar, reality altering, stimulating and inebri-
ating effects. In ancient cultures these were considered to be ‘plants of
the gods’. Ingesting them could lead to contact with the realms of the
gods and demons, their ancestors or various other forces of nature not
normally visible. Some of these plants had interesting side effects —
many were considered to be aphrodisiacs, awakening sexual desire and
increasing pleasure.’ But we must turn our attentions to more mundane
matters!

The opium poppy, Papaver somniferum, is perhaps the earliest
medicinal plant, being well known in ancient Greece.® Hippocrates
mentions the use of poppy juice as a cantharic, hypnotic, narcotic and
styptic. Pliny the Elder indicates the use of the seed as hypnotic and the
latex as an effective treatment for headaches, arthritis and curing
wounds. The smoking of opium was not noted until much later; it was
extensive in China and other countries in the Far East in the latter part
of the eighteenth century.

The mechanism of action of herbs remained a mystery for cen-
turies — and in some cases still remains a mystery. Only the development
of sophisticated techniques of chemical analysis in the last century has
begun to provide some of the answers. Those who took a special inter-
est in the healing powers of herbs, acquiring a special knowledge and
skill, came to enjoy an honoured place in society.

The earliest medicine men assumed a link with religion, believing
that their powers were divinely granted. The first medical records date
from ancient Assyria, China, Egypt and India.

William Turner was the first person to study plants scientifically in
the sixteenth century. He travelled widely throughout Europe and grew
plants in his gardens in south-west London (later the Royal Botanical
Gardens, Kew). At this time the Doctrine of Similars determined how
plants were used. It was promoted by Paracelsus (1493-1541).
According to this paradigm every plant acted in effect as its own defini-
tion of its medical application, resembling either the part of the body
afflicted or the cause of the affliction. Nicholas Culpepper (1616-54)
was an influential proponent of the Doctrine of Signatures as well as
various astrological theories, by which herbs were set under the domin-
ation of the sun, moon or one of the five planets then known. His
herbal, published in 1652, was extremely successful, being reprinted
many times.

Subsequently, the apothecaries, who had acquired healing skills in
addition to merely selling herbs, took over. A number of physic gardens



272 Complementary and Alternative Medicine

were set up to produce important medicinal herbs under controlled
conditions to ensure an uninterrupted supply.

By the end of the eighteenth century the heyday of herbalism was
passing, but an interest was still maintained. Plants were classified and
studied carefully. Expeditions were mounted to uncharted territories to
collect new species that could be used medicinally. Several important
discoveries were made including digoxin from the foxglove and quinine
from cinchona bark.

In America the name of Samuel Thomson (1769-1843) deserves
attention.” Samuel is usually referred to as being a medical doctor in the
literature. This does considerable credit to the man who enjoyed but
one month’s schooling in his life. Thomson’s practice involved using
simple herbs for bodily correction. He was so successful that opposition
from the medical profession was strong and uncompromising. They
succeeded in prosecuting him, but his name was cleared and he became
universally recognised as an outstanding figure in the medical world.
His fame spread to England where, thanks to the promotion by a
Mr George Lees, the Thomsonian system (Figure 8.1) was embraced by
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Mr Jesse Boot when he opened the first of what was to become the UK’s
biggest multiple pharmacy chain, in Goose Gate, Nottingham in 1872.

Renewed interest in ‘natural’ medicines has led to a resurgence of
demand for herbal medicines in the last 20 years.

Theory?®

Traditionally, the herbalist has recognised four clear stages when offer-
ing treatment for any particular condition, individualising the prescrip-
tion according to holistic methodology to take account of their patients’
particular needs:

1. Cleansing the body: removal of toxins and other noxious influ-
ences — real or imagined — that might cause a physical or mental
barrier to treatment. Diuretics, expectorants and laxatives are
involved here.

2.  Mobilising the circulation: traditionally disease was seen as a
‘cold’ influence on the body and before any other treatment the
body should be comforted by ‘heating agents’. Hot spices and pun-
gent medicines (e.g. ginger) and more gentle warming medicines
are available for this purpose. Hot spicy food prompts gastric
defence against enteric infections in the tropics.

3.  Stimulating digestion: inappropriate or too much heat in the body
manifests itself as fevers and inflammatory conditions. Thus, the
so-called ‘cooling medicines’ are those used to treat these circum-
stances, leading to improved digestion. Anti-inflammatories, anti-
allergics and sedatives are examples of therapeutic classes of drugs
that fall into this category.

4. Nourishment and repair: in this phase the herbalist deals with the
debility arising from disease in the body. The term ‘tonic’ covers a
wide range of medicines used to support the body. Examples
include hawthorn (Crataegus oxycanthoides), milk thistle
(Silybum marianus) and St John’s wort (Hypericum perforatum).

There is a tendency in modern herbalism (as in homeopathy) to
skip this measured approach and seek a medicine that deals with local
problems rather than the body as a whole. This has been called, perhaps
unkindly, a ‘fire-fighting’ approach. In part this has been fuelled by the
growing OTC market, which has produced a number of medicines
labelled for use in specific conditions, making it easy for the seller and
buyer alike. Therapists claim that this approach goes against the prin-
ciples of complementary practice. On the other hand, the public seem
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to be satisfied that the medicines that they buy work in many situations,
otherwise they would have voted with their feet — in the opposite direc-
tion — long ago. There is no doubt that long-term chronic conditions do
need the considered approach offered by qualified practitioners.

Sources of reference

Having carried out an extended consultation common to all comple-
mentary disciplines, the following texts are used routinely by herbal
practitioners to facilitate the choice of medicine (see Further reading):

e Materia medica: a comprehensive list detailing the main character-
istics and uses of medicines, e.g. Potter’s Cyclopaedia of Botanic
Drugs

e  Repertory: a comprehensive list of medical conditions with sug-
gested medicines for treatment, e.g. Herbal Medicine by Miller and
Murray

e The British Herbal Pharmacopoeia gives identification and usage
information as well as providing instructions on how medicines
should be prepared and the British Herbal Compendium provides
up-to-date summaries of the available scientific knowledge on
medicinal plants (http:/tinyurl.com/2¢y66z)

e The American Herbal Pharmacopeia (www.herbal-ahp.org) began
developing qualitative and therapeutic monographs in 1994, and
intends to produce 300 monographs on botanicals, including
many of the ayurvedic, Chinese and western herbs most frequently
used in the USA. Once completed, these monographs represent
the most comprehensive and critically reviewed body of informa-
tion on herbal medicines in the English language, and will serve
as a primary reference for academicians, healthcare providers,
manufacturers and regulators.

Herbal medicines

The use of herbals as a source for drugs

Many of the plants used in modern herbal preparations contain active
ingredients the effects of which can be pharmacologically demonstrated.
For some OTC products in particular the situation is complicated by the
frequent use of drugs in ‘polypharmaceutical’ combinations. In these
circumstances prescriptions are often empirical, resulting from clinical
observation and experience rather than scientific deduction.
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The main reasons for the attraction of using herbal source

material are:

the long periods of experience with traditional medicines

the many isolated constituents found in modern drugs

the large pool of plant material available, particularly important in
developing countries

profit for pharmaceutical companies — a wish for ‘part of the
action’ in many cases in response to customer demand.

Differences between herbal and orthodox medicine

Use of whole plant: herbalists believe that giving an extract from
a whole plant rather than using active principles in isolation (when
known) allows them to take advantage of a synergism that is
believed to exist between the various constituents. There are some
cases where the synergistic effect of the herb might be more help-
ful than giving an isolated agent. There is also some evidence that
the active ingredients in certain whole herbs (e.g. glycyrrhizic acid
from liquorice) are absorbed differently from when extracted in
pure form, and thus the whole herb might be less dangerous than
a particular extract.

Combination of medicinal herbs: herbalists tend to use mixtures of
herbs to treat different aspects of a disease in order to exhibit the
individualistic therapy demanded by using a holistic approach to
medicine. It is true to say that in orthodox medicine it is usual for
patients to be given extra drugs during the progression of their
disease (e.g. patients with diabetes may be given antihypertensives
and diuretics in addition to hypoglycaemic drugs), but initially
‘polypharmacy’ is not viewed sympathetically. This practice also
disagrees with Hahnemann’s view of a single medicine in
homeopathy.

Although orthodox drugs are synthetic, homogeneous and
standardised, herbals are naturally occurring and extracted,
heterogeneous and, in many cases, non-standardised.

Diagnosis: herbal treatments are often symptomatic in their
approach, whereas most orthodox practitioners tend to seek a
diagnosis on the basis that if one can treat the cause of a disease
the symptoms will resolve naturally.
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General types of medicinal herbs used
Practitioners use medicinal plants with:

e powerful actions, e.g. liquid extracts of foxglove and belladonna,
with substantial toxic risk

e  intermediate actions, e.g. tinctures of arnica and khella, with some
adverse drug reactions (ADRs)

o gentle actions, e.g. infusions of German camomile and peppermint
with less risk of ADRs.

In many instances conditions can be treated by drugs in each of the
three groups, e.g. cardiac disease responds to foxglove in the powerful
group, arnica in the intermediate group and hawthorn in the gentle
group. Herbal medicines for nervous diseases include opium in the pow-
erful group, St John’s wort in the intermediate group and valerian in the
gentle group. Examples of the main therapeutic groups of herbal
medicines are summarised in Table 8.1. Some medicines (including gar-
lic and ginger) have wide spectra of activity and may be considered as
being equivalent in some respects to the homeopathic polychrests.

Active constituents in herbal medicines®!°

Herbal medicines contain a bewildering array of chemicals. In this sec-
tion the most frequently occurring types to be found in common herbs
are mentioned.

Table 8.1 Examples of the therapeutic use of herbal remedies

Therapeutic group  Example of herbal remedy

Anticoagulants Alfalfa, arnica, fucus, garlic, ginger

Coagulant Mistletoe

Cardioactive Coltsfoot, devil’s claw, ginger, ginseng, parsley, wild carrot
Diuretic Burdock, dandelion, elder, juniper, pokeroot, squill
Hyperglycaemic Devil’s claw, ginseng, liquorice

Hypoglycaemic Alfalfa, garlic, ginger, juniper, marshmallow, myrrh
Hypolipidaemic Alfalfa, garlic, ginger

Hypertensive Blue cohosh, coltsfoot, gentian, ginger, liquorice
Hypotensive Celery, devil’s claw, fucus, garlic, ginger, St John's wort

Sedative Camonmile, hops, passionflower, St John's wort, valerian
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General classes of constituents

Bitters Traditionally these were used extensively to stimulate appetite
(i.e. in the final fourth stage of the healing process outlined above). It is
now thought that they will be effective only if a malnourished state
exists. The bitter constituents simulate the bitter receptors in the taste
buds at the back of the mouth and give rise to an increase in the psychic
secretion of gastric juice. The most effective chemicals are the monoter-
pene secoiridoid glycosides of gentian. Other extracts that have been
used as bitters include quassia, quinine (Cinchona) and strychnine (Nux
vomica).

The ‘hot’ medicines The three most commonly used ‘hot” medicines
include black pepper (Piper nigrum), cayenne pepper (Capsicum) and
ginger (Zingiber). They are used as metabolic stimulants, more specifically
as a ‘facilitating agent’ to accompany other herbs whose stimulatory
activity may be augmented.

Resins The term ‘resin’ is applied to the sticky water-insoluble sub-
stance of complex chemical nature often exuded by the plant, soon
hardening to protect an injury. The constituents include resin acids,
resinols, resin tannols, esters and chemically inert compounds known as
resenes. On heating resins soften and eventually melt. Resins are usually
produced by the plant in ducts or cavities, but may also be found in spe-
cial cells elsewhere, e.g. in elements of the heartwood of guaiacum and
the internal cells of the male fern. The term may also be applied to that
part of a plant that is soluble in ether or alcohol (e.g. guaiacum resin
and kava resin).

Resins are used as astringents and antiseptics of the mouth and
throat and have also been applied to inflammatory conditions of the
upper digestive tract.

Propolis, a product collected by bees from resinous plants, is used
in herbal medicine, although it is not strictly herbal in nature. The
product is also used in homeopathy.

A ‘balsam’ (e.g. balsam of Peru and balsam of Tolu) is an oleoresin
containing a high proportion of aromatic balsamic acid.

Saponins Saponins are glycosides that produce frothy aqueous solu-
tions. Plants containing these compounds (e.g. Quillaia saponaria) have
been used for centuries as gentle detergents. Decoctions of soapwort
(Saponaria) have been used to wash and restore ancient fabrics. They
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also have haemolytic properties and when injected into the bloodstream
are highly toxic. When taken by mouth saponins appear to be compar-
atively harmless. Sarsaparilla is rich in saponins but is widely used in
the preparation of non-alcoholic drinks.

Two distinct types of saponins may be recognised. The steroidal
saponins are of great pharmaceutical importance because of their rela-
tionship to compounds such as the sex hormones, cortisone and the
cardiac glycosides. Some species of the yam (Dioscorea spp.) and potato
(Solanum spp.) contain steroidal saponins.

The second group of saponins is known as the pentacyclic
triterpenoid saponins. This includes quillaia bark and liquorice root
(Glycyrrhiza). The former is used as an emulsifying agent, the latter as
a flavouring agent, demulcent and mild expectorant.

Tannins This is not a specific phytochemical group but a name for a
group of chemicals that have a particular characteristic. The term ‘tan-
nin’ was first applied by Seguin in 1796 to denote substances present in
plant extracts that were able to combine with animal proteins in the
hides, preventing putrefaction and converting them to leather. Most
tannins have molecular masses (Mr) of about 1000-5000 and many are
glycosides.

Tannin-producing drugs will precipitate protein and have been
used traditionally externally as styptics, and for burns and weeping
eczema, and internally for the protection of inflamed surfaces of the
mouth and throat. They are also claimed to be antioxidants. Witch-hazel
(Hamamelis virginiana) is a tannin-containing drug used principally for
its astringent properties.

Volatile oils Volatile oils are dealt with in greater detail in Chapter 9
which explains the medical use of aromatherapy.

As the name suggests volatile oils are volatile in steam. They differ
widely in both chemical and physical properties from fixed oils. They
are secreted in oil cells, in secretion ducts or cavities, or in glandular
hairs, and are frequently associated with gums and resins.

With the exception of oils derived from glycosides (e.g. bitter
almonds and mustard oil), volatile oils are generally mixtures of hydro-
carbons and oxygenated derivatives mainly responsible for odour and
taste. In some oils (e.g. oil of turpentine) the hydrocarbon portion
dominates whereas in others (e.g. oil of cloves) the opposite is true.
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Volatile oils are used in perfumery and cosmetics (e.g. oil of rose,
oil of bergamot), in food flavourings (e.g. oil of lemon) as well as in
medicine.

Many oils with a high phenolic content (e.g. clove and thyme)
have antiseptic properties, whereas others are used as carminatives. Oils
showing antispasmodic activity include peppermint (Mentha piperiia)
and camomile (Matricaria chamomilla).

Phytochemical groups of constituents

Alkaloids Alkaloids show great variation in their botanical and bio-
chemical origin, chemical structure and pharmacological action.
Consequently a precise definition is difficult. Typical alkaloids are basic,
contain one or more nitrogen atoms, and have a marked physiological
action on humans and animals.

Coumarins Coumarins are benzo-a-pyrones generally with a hydroxyl
or methoxy group in position 7. They are often associated with glyco-
sides. Simple coumarins have a pleasant odour, variously described as
being like ‘new-mown hay’ or vanilla. The widespread nature of
coumarins — they have been found in about 150 different species —
means that they are consumed by humans, being present in carrots,
celery and parsnip. Simple substituted coumarins are used as pigments
In sunscreens.

Flavonoids Flavonoids consist of a single benzene ring joined to a
benzo-y-pyrone structure. They are widespread in herbal material
functioning as plant pigments and being responsible for the colours of
flowers and fruit. Although the name is derived from ‘flavus’, meaning
yellow, many of the pigments are in fact blue, purple, red and white.

About three-quarters of the 2000 types are known as glycosides,
the balance being aglycones. According to the state of oxygenation
derivatives include flavones, flavonols and flavonones.

Glycosides Glycoside is a term that covers many different combina-
tions comprising a monosaccharide part (e.g. fructose or glucose) and
a non-sugar part, which may be a simple phenol, flavonoid,
anthraquinone, triterpenoid or other structure, known as ‘aglycone’. It
is this last part that determines the therapeutic characteristics.
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Some glycosides may occur as anthraquinones, reduced deriva-
tives, anthranols and anthrones; the last occur either free or combined
as glycosides.

Cardiac glycosides contain deoxysugars (e.g. cyamarose) as the
sugar part of their molecules. Cardiac glycosides from the foxglove
(Digitalis purpurea) and lily of the valley (Covalleria majalis) both act
on the heart, increasing the contractile force and speed of the cardiac
muscle.

Polysaccharides Polysaccharides are polymers based on sugars and
uronic acid. They are found in all plants, especially as a component of
the cell wall. Some plants accumulate polysaccharides (e.g. Aloe vera).

Polysaccharides are thought to have an important role as
immunoenhancing agents (e.g. Echinacea)

The preparation and presentation of herbal medicines

The medicines are made according to standards quoted in the appropri-
ate pharmacopoeias, e.g. British Herbal Pharmacopoeia. Herbal
medicines may be administered as crude drugs or extracts. The latter
include infusions, decoctions and cold aqueous macerates that can be
freshly prepared by the consumer. There are also liquid extracts, tinctures
and solid and dry extracts that are industrially produced.

Solid dose forms and topical preparations in which herbal
ingredients have been incorporated are also available.

Crude drugs

Crude drugs are still widely available both commercially and from pro-
fessional medical herbalists. They are extracted by the consumer as an
infusion if the herbs are of a light fleshy nature or as a decoction if
fibrous and woody (roots and barks). The extraction process is outlined
below. The advantages are that the extraction is freshly prepared and is
particularly appropriate for herbs with active constituents that need to
be given hot.

Infusions and decoctions

Infusions This is the preferred method of extracting fresh active ingre-
dients from light leafy herbs. The drug may be extracted alone or in the



Medical herbalism 281

form of a herbal tea, of which there are simple (e.g. camomile, pepper-
mint) and more complex varieties with more than one active principle
and a number of excipients. They are convenient when the active con-
stituents are water soluble.

The extraction process for infusions

Plants containing aromatic oils, e.g. anise, fennel and juniper fruit,
should be crushed or ‘bruised’; other plants should be finely
chopped or minced.

Pour 150-200 ml boiling water over the herbal material and allow
to stand for 10-30 min; if the material contains volatile oils it
should not be boiled; infusions made from drug material that does
not include volatile oils (e.g. hawthorn) may be simmered on a low
flame for an additional 5 min or so.

Strain and take in divided doses during day of preparation.

The herbal tea

Commercially available medicinal teas are ready formulated for the
consumer and are usually prepared freshly as an infusion before taking.
They contain the following constituents:!!

The remedium cardinale: one or more basic medicinal agents, e.g.
a laxative tea may contain senna leaves and frangula bark.

The adjuvans: one or more auxiliary medicines that enhance the
action of the basic medicine or reduce undesirable side effects.
Thus, drugs with carminative (anise, caraway or fennel) and/or
spasmolytic properties (camomile flowers, silverweed) may reduce
unwanted side effects of senna.

The constituens, corrigens and colorants: fillers and aesthetic
agents to improve aroma, appearance, colour or texture. Up to
20% of the tea may be a filler (e.g. raspberry leaves) which pre-
vents it from separating into its components. To ensure concor-
dance, herbal teas must be reasonably palatable; this is especially
important for children. Widely used excipients include bitter
orange peel, orange blossom, hibiscus flowers and peppermint
leaves. Colorants such as cornflower, mallow and marigold are
also used.

Decoctions Roots and barks may be extracted using a decoction
method:
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®  Pour about 200 ml cold water over the prescribed amount of finely
divided botanical material and allow to simmer at around 30°C
for about 30 min.

e Cool, strain and take on day of preparation.

Liquid extracts

Strengths Traditionally practitioners have used liquid extracts as the
preferred method of administering herbal medicines, despite their
unpalatable bitter taste in many instances. The strength of a liquid is
usually expressed as a ratio. Thus a 1:5 ratio means that 5§ ml of the
final liquid preparation is equivalent to 1 g of original dried herb.
Liquid preparations weaker than 1:2 are usually called ‘tinctures’,
whereas 1:1 and 1:2 preparations are called ‘extracts’. Tinctures are
usually made by maceration and extracts by percolation.

Use of liquids Although liquid extracts are still used widely and are
relatively easy to make, because of worries over inconsistent quality
there has been a move towards 1:5 tinctures, with doses of 2.5-5 ml
three times daily. In other countries herbalists use much smaller doses —
15-20 drops of a diluted tincture is not uncommon in the USA. The
manufacturing process for tinctures and liquid extracts does differ, prin-
cipally in that no heat and stronger alcohol are involved in the prepara-
tion of the former. Calculating an equivalent dose may be difficult
because it is likely that there could be some variance in the active
constituents.

The extraction processes
Cold water extracts
Macerates

Occasionally extracts are made at room temperature because of a high
starch content (e.g. marshmallow root) or to improve tolerance (e.g.
bearberry leaves).

e  Place minced material in cold water and leave to stand for 8 hours
with occasional stirring.

e Strain and bring to the boil briefly to kill any bacterial contamina-
tion before allowing to cool and taking.
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Extraction with solvent under vacuum

e Percolate or macerate chopped-up drug using appropriate solvent
e  Evaporate under vacuum.

More permanent preparation
Alcoholic tinctures
Used for resins and volatile oils:

e  Made by extracting material with varying strengths of alcohol
solvent

e  Strained and strength adjusted

e  Elegant and long-lasting preparation.

The strength of alcohol used for the extraction process is important. An
investigation into the extraction of volatile oil from camomile plants
found that 55% alcohol (ethanol) was the optimum strength.!'?> Another
worker has found that 40-60% alcohol provided the best range for
extracting a range of different herbs.!3

Other extracts The following extracts are occasionally seen:

e Solid extracts are pastes made by evaporating expressed juice or
liquid extract.
e Dry extracts are solid extract dried under vacuum.

The practice of medical herbalism

Supply of herbal medicines

The UK law relating to the sale and supply of OTC herbal medicines
(section 12.2 of the Medicines Act 1968) has now been replaced by the
European Directive on Traditional Herbal Medicinal Products of the
European Parliament (2004/24/EC) and of the Council of 31 March
2004 amending (available at http:/tinyurl.com/2w9nfw). This estab-
lishes a registration scheme for industrially produced OTC herbal
medicines, under which manufacturers have to demonstrate safety and
quality, but not efficacy. The first five products were registered under
the scheme in October 2007. A further 13 products including Echinacea,
St John’s Wort and Valerian were registered in the next ten months.
The European Directive allows an exemption for herbal medicines
made up by practitioners after a personal consultation. Further advice



284  Complementary and Alternative Medicine

on the Traditional Herbal Medicines Registration Scheme is available
at the UK Medicines and Healthcare products Regulatory Agency
(MHRA) site at http://tinyurl.com/26yhf6. The rules also apply to
Chinese herbal medicines (see Chapter 12).

The herbal practitioner

The herbal practitioners’ activities are covered by Part III of the Supply
of Herbal Medicines Order 1977, which lists medicines that may be
used in the surgery during a consultation. There are special exemptions
through the terms of the Medicines Act 1968 (Sections 12(1) and 56(2)).
Conditions that need to be satisfied include the following:

e  The practitioner must supply medicines from premises (apart from
a shop) in private practice ‘so as to exclude the public’.

e  The maximum permitted dose must not be exceeded for a list of
certain medicines.

e  The practitioner must exercise his personal judgement in the
physical presence of the patient before prescribing treatment.

o For systemic treatment medicines are subject to a maximum dose
restriction. All labelling on internal medicines must clearly show
the date, correct dosage and instructions for use.

e Proper clinical records must be kept.

e Herbal practitioners often prepare their own tinctures, using
ethanol for which registration with Customs and Excise is
required.

It has been recommended in a report by a Department of Health
steering group that there is an urgent need to proceed with the statutory
regulation of practitioners of herbal medicine and other traditional
medicine systems.!* The primary reasons for this recommendation are
to safeguard the public by allowing removal of failing practitioners
from the statutory register and to enable informed choice by those who
wish to access these forms of treatment. The group also recommended
that the supply of herbal medicines to individual patients, without the
need for a marketing authorisation, should be limited to those on the
statutory register.

Training of herbalists

Prospective members of the National Institute for Medical Herbalists
(NIMH), a professional body that accredits training courses, are
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expected to follow a programme of academic study (normally 3-5
years’ duration) and to complete a minimum of 500 hours of clinical
training.

Schools and universities offering courses in herbal medicine must
apply to the board and pass through the accreditation procedure to
enable their graduates to become practising members of the NIMH.
Each course must reach the minimum standards as set out in the
accreditation board’s guidelines. Core subjects studied include:
anatomy, physiology, pathology, diagnosis, pharmacology, pharmacog-
nosy, botany, materia medica, communication skills and complemen-
tary medicine, as well as nutritional and herbal therapeutics. Critical
skills and research methodology are also required. Clinical practice is
supervised by experienced practitioners.

Applications of herbalism

A wide range of conditions respond to treatment and/or management
with herbal medicines. They may be used alone or to complement other
orthodox or non-orthodox treatments. Some of the most common con-
ditions are listed below. The list is not meant to be exhaustive. It is
designed to give some idea of the scope of what may be achieved. For
further detailed information the reader is referred to the excellent text
by Mills and Bone from which the following is adapted:!’

Generalised conditions
Autoimmune conditions
Acute inflammation of muscles, joints and connective tissues
Psoriasis and other skin conditions
Debility
Chronic fatigue syndrome
Fatigue and debility after illness
Fatigue linked to depression
Support during terminal illness
Fevers
Fevers resulting from infectious causes
Febrile symptoms of non-infectious origin
Infectious disease
Unlike homeopathy, i.e. not directly effective on body invaders,
herbalism may be used in these circumstances. The following
conditions respond:
Acute gastrointestinal, respiratory, and urinary infections
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Topical bacterial infections
Minor-to-moderate febrile infections
Minor-to-moderate chronic bacterial, fungal and viral infections
Malignant diseases
Cancers of varying types
Symptoms resulting from cancer
Problems with body systems
Cardiovascular system
Hypertension
Angina
Ongoing symptoms of cardiac disease
Patients with heart disease are reported to benefit from treatment
with herbal medicine with fewer side effects'®
Gastrointestinal (GI) system
Dyspepsia, GI reflux
Food intolerance and allergies
Constipation and diarrhoea
Genitourinary system
Urinary tract infections
Benign prostate hypertrophy
Impaired lactation
Menopausal problems
Premenopausal syndrome (PMS)
Nervous system
Anxiety states
Insomnia
Nervous exhaustion
Pain control
Stress symptoms
Respiratory system
Upper respiratory tract infections
Allergic rhinitis
Bronchitis
Asthma
Skin diseases
Acne
Allergic reactions
Eczema.
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Herbalism and pharmacy

Most pharmacists are likely to become involved with herbalism through
the sale of OTC products that are pre-packaged and labelled with indi-
cations and instructions. The Royal Pharmaceutical Society of Great
Britain (RPSGB) has produced a factsheet on herbal products that gives
useful information. It notes that pharmacists supplying herbal products
have a professional responsibility not to recommend any product where
they have any reason to doubt its safety or quality, and only to offer
advice on herbal products if they have appropriate knowledge. Whenever
possible only licensed products should be offered for sale.

It is possible to dispense herbal preparations extemporaneously in
response to requests for assistance similar to homeopathic counter pre-
scribing. There is a small, but growing, market for dispensing herbal
prescriptions. Figures 8.2 and 8.3 show an orthodox and herbal practice
in Dunedin, New Zealand
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Figure 8.2 Integrating orthodox and herbal pharmacy at the Meridian
Pharmacy, Dunedin, New Zealand.
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Figure 8.3 Herbal tincture dispensing stock.

When to consider herbalism

Herbal medicine is particularly useful in two situations:

1.

Where a well-established herbal compound is being used for a
short, self-limiting condition such as a cold or the flu; when other
OTC medicines would normally be appropriate, the course of
treatment is no more than a couple of weeks, and no serious
adverse effects have been reported in the scientific literature. An
example of this would be the use of Echinacea to ward off or
reduce the effects of a cold or ginger to prevent motion sickness.
In the case of a more serious or ongoing illness, where no effective
orthodox treatment exists and where there is some evidence from
the scientific literature that a particular herbal compound may
help. In this kind of situation, it is extremely important that the
person be under the close supervision of a physician well versed in
the disease in question and who has reviewed the available studies
on the herb to be used. An example of this latter situation would
be the use of milk thistle extract in the treatment of cirrhosis of the
liver.
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As a result of all of the problems with dosage, testing and the pres-
ence of toxins in herbs, there is an understandable temptation to rely on
conventional pharmaceuticals in the OTC environment. However, herbs
remain one of the few inexpensive sources of treatment for a number of
conditions. Ginkgo biloba appears to be one of the only compounds
that is claimed to improve memory (as opposed to stimulants, which
improve concentration only). It may even slow the progression of
Alzheimer’s disease. Milk thistle is one of only a handful of compounds
that may actually reverse liver damage. Herbs remain the primary
medicinal agents for most people in developing countries — most of the
world’s population.

Presentation of OTC products

Oral dose forms

The availability of herbal specialities in elegant OTC pharmaceutical
presentations as tablets or capsules (Figure 8.4) provides a quick and
easy way of self-treating. An important advantage is that palatability is
greatly improved. However, they do not allow the same flexibility to
change the dose regimen as liquid or crude drug formulations.
Furthermore, it has been suggested that the substantial amount of pro-
cessing required in making tablets and capsules may cause some denat-
uration of the active herbal principles. In addition, as they usually
contain purified ingredients, the synergistic effect will be lost.
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Figure 8.4 Examples of common branded and generic over-the-counter herbal
products.
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Powdered drugs have a substantial therapeutic advantage in that
all the active constituents are included in the dose form rather than just
those obtained during the extraction process (Figure 8.5). Drugs con-
taining tannins are best given as a powder because tannins are only
slowly dissolved from the herb matrix and are therefore still being
released in an active form when the powdered herb reaches the colon.!”
It is important to give instructions to consume water along with or after
ingestion, depending on the nature of the medicine being taken.

Ff s & Grvas|

Figure 8.5 Display of powdered drugs for over-the-counter supply (Brazil).
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Topical products

A wide range of topical products is available over the counter. These
include creams, gels, lotions and ointments. There have been some
problems with adulteration of Chinese herbal ointments (see ‘Safety
issues’).

Applications for topical formulations Conditions that may be treated
with topical herbal preparations include the following:

o Burns
. Infestations
° Minor wounds and skin abrasions

Oral inflammatory conditions

e Rheumatic conditions

e Skin eruptions

e Soft tissue injuries — muscular sprains and strains.

Examples of the therapeutic classes of topical medicines
Demulcents

These are herbs with a soothing effect to the skin. Aloe vera, marsh-
mallow (Althaea) and slippery elm bark (Ulmus fulva) are examples of
mucilages that form the basis of creams and poultices.

Anti-inflammatories

Marigold (Calendula officinalis) and camomile (Matricaria chamomilla)
both possess anti-inflammatory properties and are used to treat skin
inflammations. Echinacea is another example (Figure 8.6). Knitbone
(Symphytum officinale) is also claimed to be effective. In an open,
uncontrolled study, 105 patients with locomotor system symptoms were
treated twice daily with an ointment containing a Symphytum active
substance complex.'® A clear therapeutic effect was noted on chronic
and subacute symptoms that were accompanied mainly by functional
disturbances and pain in the musculature. The preparation was effective
against muscle pain, swelling and overstrain. Activity was weaker
against degenerative conditions, for which the ointment may have an
adjuvant role with the aim of improving muscular dysfunction and
alleviating pain.
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Figure 8.6 Echinacea purpureq, often called the ‘herbal antibiotic’.

Antiseptics and disinfectants!?

This section has been expanded to give the reader an example of just
how many herbal medicines may be available for a given application.
Furthermore, most of the chapter has been with reference to European
herbs; in this section some examples of the plethora of traditional herbs
from the native Antipodean communities are included.

Antiseptic literally means ‘against putrefaction’ or ‘prevention
of sepsis’ but the term is usually used to describe agents applied to
living tissues in order to destroy or inhibit the growth of infectious
microorganisms. Disinfectants kill pathogenic agents and usually
involve inanimate surfaces. Some naturally occurring medicines pos-
sess antimicrobial effects, and are effective in topical formulations as
antiseptics and disinfectants.

Although the bacterial origin of infection was unknown before
Pasteur’s work in Paris, and Lister’s work in the 1860s at Glasgow Royal
Infirmary, antiseptics and disinfectants have been used empirically since
the ancient Egyptians started embalming bodies.

What follows is a review of the most common ‘natural’ (i.e. non-
synthetic) antiseptics and disinfectants that have been traditionally used
in some communities of the northern and southern hemispheres. Many
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have no apparent scientific explanation for their action, but are
nevertheless still in use, relying on the users’ cultural traditions for
maintaining a belief in efficacy.

Bilberry (Vaccinium myrtilus): also known as huckleberry, the bil-
berry is related to the blueberry and cranberry. The fruit contains
7% tannic acid and a blue pigment, and is used, occasionally with
the leaves, in an antiseptic mouthwash, together with the roots of
the anti-inflammatory herb Tormentilla (Potentilla spp.). The latter
contains 15-20% tannic acid and a red pigment and is used as an
infusion on cuts, wounds, abrasions and sunburn.

Blackcurrant (Ribes nigrum): this aromatic perennial shrub was
formerly used in folk medicine as an infusion or gargle to treat
sore throats. It is not considered to be of great medical importance
now.

Burnet saxifirage (Pimpinelia saxifraga): this herb is native to
Europe, but has been introduced and naturalised in New Zealand
and the USA. It may be used as a gargle or, externally, as a poultice
or bath to treat wounds.

Herb bennet (Geum urbanum): it can be applied to wounds to
reduce inflammation and used as a gargle for sore gums and
halitosis. It is rarely used now, except in folk medicine.

Horsetail (Equisetum arvense): horsetail or ‘bottlebrush’ is native
to Europe and thrives on moist waste ground. It contains silicic
acid and a number of water-soluble silicic compounds, and is used
in poultices to aid wound healing. A mild antiseptic. It is useful for
eczemas.

Hops (Humulus lupulus): native to northern temperature zones,
hops are best known for their involvement in brewing. A weak
antibiotic, they have been used for urinary infections, and also
occasionally as an application for skin conditions.

Juniper (Juniper communis): juniper is applied externally to
wounds and, with garlic, rosemary and Echinacea, it is used in
poultices. Also used internally as a urinary antiseptic, especially in
cystitis.

Marjoram, wild (Organum vulgare): native to Europe, although
now cultivated elsewhere, the herb grows on hillsides and in dry
woodland; it has an aromatic scent. May be used externally in
baths, inhalants or poultices where an antiseptic action is required.
Nettle, stinging (Urtica dioica): a major ingredient of the oil is
formic acid, with varying amounts of histamine, chlorophyll, iron,
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plant enzymes and minerals. In the stinging hairs there is a nettle
poison. Popular as an external application.

®  Peppermint (Mentha piperita): one of the oldest and best-known
European medicinal herbs, peppermint is said to produce a ‘gentle
disinfectant effect’ (preventing fermentation) when there are
abnormal decomposition processes in the stomach. Both the herb
and its oil may be used externally in baths to treat cuts and skin
rashes. The oil contains about 50% menthol.

e Savory, summer (Satureja hotyrndid): most commonly used as a
culinary herb, but also possesses medicinal properties, and is an
effective antiseptic gargle. Winter savory (Satureja montana) has
similar properties.

e Sage, common (Salvia officinalis): it has been used as the con-
stituent of a gargle, together with acriflavine and benzocaine.
Another effective mixture is to bring equal parts of camomile
flowers and sage leaves to the boil with milk, leaving the mixture
to infuse, covered; it can then be used as an antiseptic mouthwash.

e Silver birch (Betula pendula): this deciduous tree can grow up to
20 m in height, and is common throughout central and northern
Europe. The infusion is said to be a diuretic, whereas the buds and
leaves may be added to bathwater to obtain a mild antiseptic
action.

e Speedwell, common (Veronica officinalis): speedwell is still listed
in the herbal materia medica, but its efficacy is uncertain; it was
included in cough mixtures as a weak expectorant with some
antiseptic properties.

®  Tea tree oil (Melaleuca alternifolia): tea tree leaves contain about
2% of a pale, lemon-coloured, volatile oil with a strong nutmeg
odour. The oil comprises about 60% terpenes and has germicidal
activity. A study has found the oil to be effective in vitro against
Staphylococcus aureus.?® Tea tree oil should not be confused with
tea oil, the sweet seasoning and cooking oil from pressed seeds of
the tea plant.

e Thyme, garden (Thymus vulgaris): garden thyme is widely used as
a culinary herb, being cultivated since the sixteenth century. The
German apothecary Neuman first isolated the plant’s essential oil
in 1725 and this powerfully antiseptic substance is still used in
pharmaceutical preparations. The oil contains up to 40% thymol.
It also has rubefacient properties.

e Thyme, wild (Thymus serpyllum): herb baths and pillows. Used as
poultice with onion, myrrh and melilot.
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e Wormwood (Artemesia absinthium): also known as ‘absinthe’ or
‘green ginger’, wormwood is one of the most bitter herbs, but
despite this has been a major ingredient of aperitifs and herb
wines. ‘Vermouth’ is a French variation of the original German
name ‘Wemut’. It is thought to have antiseptic properties and may
be used externally as a liniment.

e Wintergreen and myrrh are also used with other herbs in poultices
and decoctions. Other herbs said to have antiseptic properties
include species of fennel, hyssop and nasturtium.

The Antipodean pharmacy

The unique character of flora in the Antipodes is a result of the past his-
tory of the land and climate, and particularly of the long period in
which the plants have been isolated from other flora. For example,
despite the small area of New Zealand, it is a distinct botanical region,
with 1796 species of plants having been identified. Examples of native
herbal antiseptics are given below. There are numerous medicines for
the treatment of cuts and abrasions; only those that are thought to have
antiseptic properties are included.

Astringents

Decoctions of high tannin-containing drugs suspended in gum traga-
canth are used to treat wounds. Examples are witch-hazel (Hamamelis)
and tormentil root (Potentilla).

Other formulations

These include bath additives, inhalations (e.g. Chamomilla), mucilages
(e.g. slippery elm), plasters (e.g. belladonna and cayenne), poultices (e.g.
comfrey and marshmallow) and suppositories. Mullein oil (Verbascum)
is used as eardrops for deafness associated with earwax, and eyebright
(Euphrasia) for the eyes. Ideally both preparations should be sterile and
extreme caution should be exercised in preparing them extemporane-
ously to minimise the chances of bacterial contamination. Eyebright, in
liquid form, is often bought by clients to use as an eyewash. It should
always be diluted with freshly boiled and cooled water before use.
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Responding to requests for advice

Information to help colleagues respond to requests for advice is provided
at the end of this chapter.

Counselling patients

Pharmacists should discourage the use of herbal products by patients
when the source, active ingredients and composition are uncertain.
Also, consumption of herbs and herbal preparations by patients on cer-
tain medications should be controlled, monitored or best avoided when
the active ingredient is known to act either antagonistically or synergis-
tically with the prescribed medication. Such safety issues are addressed
in detail below.

It is prudent to counsel self-treating clients to observe the following
‘rules’:

e Try to choose a medicine that is specific for the condition being
treated; if in doubt seek advice from the pharmacist or health shop
assistant.

e If you are taking orthodox medicines seek advice from the
pharmacist as to the likelihood of interactions.

e Do not take several medicines concurrently unless specifically
directed to do so by a qualified medical herbalist.

e Use the lowest dose appropriate for the symptoms being treated; if
a little works a lot more will not necessarily work better and may
be dangerous.

e Make sure that you understand the dosage instructions.

e If symptoms do not improve significantly within 7 days seek
advice from your family doctor.

* Do not self-treat for lengthy periods without seeking professional
help to ensure that appropriate medication is being used.

Pregnant and nursing mothers

An American study has investigated the frequency of use of herbal and
alternative medicine by women during pregnancy.?! Two hundred and
fifty pregnant women attending antenatal clinics were prospectively
enrolled in a cross-sectional survey about use of herbal and alternative
medical therapies; 244 women completed surveys (97%). Of the
respondents, 9.1% reported use of herbal supplements during the cur-
rent pregnancy, with 7.5% using these agents at least weekly. The most
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commonly used herbs during pregnancy were garlic, aloe, camomile,
peppermint, ginger, Echinacea, pumpkin seeds and ginseng. There are
no comparative statistics for the UK but it is likely that the use is rather
less due to the fact that in the USA these products are considered to be
food supplements whereas in the UK they are medicines.

A Swedish study during the period 1 July 1995 to end of 2004
investigated the characteristics of women using herbal drugs and the
possible impact of use in early pregnancy on pregnancy outcome.??
Women who reported use of herbal drugs were compared with all
women giving birth during the period. Outcome variables included pre-
maturity, birth weight, number of infants in delivery and congenital
malformations. The most commonly reported herbal drugs used during
pregnancy were iron-rich herbs, ginseng and valerian. No signs of
unfavourable effect on pregnancy outcome were seen. The number of
exposures was, however, low and so the effects on rare outcomes (e.g.
specific malformations) could not be excluded. For this reason pregnant
and lactating women should be as careful about medicinal herbs as they
are about conventional medicines.??

Some compounds in herbs can cross the placenta and may be
linked to birth defects or other problems in newborns. Some herbs may
be passed to babies via breast milk. The use of black and blue cohosh,
feverfew, garlic, ginseng and St John’s wort during pregnancy is not rec-
ommended. Valerian is not recommended for lactating women (see
‘Materia medica’ below). The medicine Caulophyllum is also said to be
contraindicated.”* In homeopathy this medicine is actually recom-
mended for administration immediately before and during childbirth.
Lavender (Lavendula angustifolia) is one herbal medicine that is recom-
mended for administration during pregnancy and for postpartum sup-
port. Dandelion (Taraxacum officinales), red raspberry leaf (Rubus
idaeus) and nettle (Urtica dioica) are also used for this purpose.

An Australian trial that examined the safety and efficacy of rasp-
berry leaf products consumed by a group of 51 mothers during their
pregnancy, by comparison with a group of 57 mothers who did not,
found that the herb can be consumed by women during their pregnancy
to shorten labour with no identified side effects for the women or their
babies.?* The findings also suggested that women who ingest raspberry
leaf might be less likely to develop an artificial rupture of their mem-
branes, or require a caesarean section, forceps or vacuum birth than the
women in the control group.
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Paediatric use

Although most medicines have similar action in people of all age
groups, the required dosage and potential adverse reactions tend to
vary. This must be taken into consideration when prescribing for chil-
dren, particularly infants. Children and infants are much more sensitive
than adults to the effects of all medicines and so herbs should be given
to these patients with great care. Doses should be carefully calculated.
The following formulae may be used to calculate the appropriate
amounts of herbs to be administered to children:
Clark’s rule:

(Weight in 1b/150) X Adult dose = Child’s dose

Young’s rule (for children 2 years and older):

(Age in years/[Age in years + 12]) X Adult dose = Child’s dose.

Body surface area (BSA):

(BSA of child/1.73) X Adult dose = Child’s dose.

where 1.73 = average adult BSA.
There are three main advantages in using herbal medicines for
children:2¢

1.  Many phytomedicines have a relatively good benefit-risk ratio.

2.  Many herbal medicines for use in children fall into the ‘gentle’
classification, with actions that are perfectly adequate for children.

3. The methods of administration (e.g. inhalation, baths, ointments,
syrups) commonly used in phytotherapy are particularly acceptable
to children. This, together with the cooperation of parents who are
often in favour of this therapy, provides for good concordance.

There is also a potential risk to children resulting from unintended
access to medication. The accidental ingestion of a diuretic herbal
medicine by a 2 year old, requiring admission and electrolyte monitor-
ing, has prompted one physician to call for the mandatory use of child-
resistant closures on containers bought over the counter in the UK.?”
The degree of control demanded of prescribable drugs does not extend
to those of the herbal type. In view of the increasing use of such
medicines, there is likely to be an increased risk of accidental ingestion.
Childproof containers should be a legal requirement for herbal
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medicines. Parents should be cautioned to store such medicines out of
the reach of children.

Liquid preparations are extremely useful for children, although
the taste may be rather unpalatable, because the dose can be easily and
accurately adjusted down to very small amounts with the aid of an oral
syringe.

Caution should be exercised in applying camomile products to the
gums of teething children. Valerian should not be given to children
under the age of 3 years (see below ‘Materia medica’).

Elderly people

Interactions between medicinal herbs is a major concern especially for
older patients, who may well be taking a substantial portfolio of pre-
scription drugs. It may not be possible to obtain satisfactory answers to
questions about the names of these drugs, partly because the patient may
have forgotten them (‘You know the ones — those little white tablets —
what are they called?’) or even that they have been taking the medicines
for so long that they do not consider them to be worthy of mention.

It may be better to recommend that such patients take homeo-
pathic medicines instead of herbal medicines in view of the lack of toxic
effects with the former.

Sportscare

In the quest to find energy for that extra hundredth of a second and the
medal that it may bring, sportspeople are constantly seeking products
to enhance performance. Word is passed about some new discovery and
it is taken without too much thought for safety or even legality. Ginseng
is one such example. Unfortunately these drugs are often obtained in
developing countries where control is non-existent and adulterants, the
names of which do not appear on the label, may be on the International
Olympic Committee list of banned substances.

As a general rule athletes should be instructed not to take herbal
medicines unless they can be certain of purity.

Evidence

Many orthodox treatments were originally taken from herbal use, and
most conventional drug prescriptions are still said to have a plant-
derived component, but the renewed interest has focused on the
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traditional use of whole plant products. Western mainstream research
has lagged behind the public shift in usage and this style of evidence is
in its early stages of development: for all complementary and alternative
medicine (CAM), the Cochrane Collaboration on Complementary
Medicine, as of March 2000, noted 4700 randomised controlled trials
(RCTs) and 204 systematic reviews, of which 1561 trials related to
herbalism met the required criteria.?®

Linde et al. have stated that systematic reviews are available on a
range of herbal preparations prescribed for defined conditions.?
However, there is a sparsity of evidence regarding the effectiveness of
individualised herbal medicine and according to Guo et al. no convinc-
ing evidence to support the use of individualised herbal medicine in any
indication.??

The range of investigations that has been carried out on herbal
medicines varies widely, e.g. St John’s wort has been extensively studied
using both in vivo (animal and human) and in vitro studies. Echinacea
has been widely studied, sometimes with contradictory results. A care-
fully controlled and double-blinded experiment has suggested that
Echinacea does not work.3! Some 399 volunteers agreed to be inocu-
lated with rhinovirus type 39. For 7 days before the inoculation and
5 days afterwards, the young adult volunteers took one of three well-
defined formulations of Echinacea or a placebo. Treatment was ran-
domly allocated. Altogether 349 of the volunteers caught a cold.
Compared with placebo, none of the formulations prevented infection,
relieved symptoms or speeded up recovery. By contrast, a widely
reported3? meta-analysis involving 1630 participants from 14 trials
reached a positive conclusion.?®> RCTs that compared Echinacea-
containing products with placebo and that reported on cold incidence
or duration were included. Where reported, the Echinacea species
included were E. angustifolia, E. purpurea and E. pallida. Most studies
included ‘natural’ virus exposure; three studies included inoculation
with rhinovirus. Four studies included concomitant treatment with a
variety of additional supplements: vitamin C, propolis, thyme, citric
acid, peppermint, lemon grass leaf, spearmint, rosemary leaf, eucalyp-
tus or fennel seed. Dosages and study duration varied between studies.
Two studies evaluated the effect of Echinacea in children. Echinacea
was found to reduce the incidence of catching a cold by 58% and
reduce the duration of a cold by an average of 1.4 days; both reductions
were statistically significant. Significant statistical heterogeneity was
found.
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Other medicines have been much less studied and rely on folkloric
evidence for continued use.

For a thorough evaluation of herbal products the following
procedures should ideally be performed:

e The active principle should be isolated and investigated.

e An extract from the entire plant from which the active principle
was isolated should be investigated.

e A comparison of the herbal preparation with a similar synthetic
pharmaceutical product should be carried out in a randomised
double-blind trial.

Such a rigorous investigation is well beyond the resources of most
manufacturers. For now most of the evidence base remains traditional
knowledge and experience based on centuries of use, centred on clinical
effectiveness. The principal sources are:

e  Bibliographical: compiled from literature; meta-analysis of
research studies

e Observational studies: audit

e  Clinical experience: anecdotal

e Scientific analysis to identify active ingredients

e RCT where possible (still limited, partly from resource constraints).

This has formed the basis of most current herbal pharmacopoeias,
e.g. the German Commission E Monographs®* have reviewed existing
data and the traditional knowledge, and then applied the principle of
‘reasonable certainty’. These monographs have been criticised in recent
months since they are actually expert opinion, rather than reviews.
Other reference texts include the American Herbal Pharmacopoeia, the
Therapeutic Compendium and the monographs of the European
Scientific Cooperative on Phytotherapy (ESCOP).3’

Evidence for applications, where it exists, is quoted in the
‘Material medica’/‘Repertory’ sections at the end of this chapter.

Reasons for negative outcomes

There are a number of reasons why clients do not observe a positive
outcome after taking herbal medicines. The most obvious is that an
inappropriate treatment has been chosen or they are taking quantities
of active ingredients that are below the therapeutic threshold.
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e  They may be using old herbs (herbs lose potency with age and the
herbs on some health food store shelves are literally ‘years’ old).

e  They may be using powdered herbs in capsules when really an
extract is the only way to get a concentrated enough dose for phys-
iological effect (gingko biloba is an example of an herb best used
in concentrate form). Even using fresh herbs, many people do not
brew medicinal teas correctly. Such a tea should be ‘quite’ concen-
trated and the technique for making it is more elaborate than just
dumping a tea bag in water and letting it sit for a couple of
minutes.

e  The person may also not be using the herb in a manner that deliv-
ers the active agent. In many herbs (e.g. valerian), the active ingre-
dient is an oil and so is not soluble in water. Hence, steeping it in
water and brewing a tea is not going to get you very much of the
compound. In these cases, extracts in oil or glycerine (or some-
times in alcohol) or directly consuming the powdered herb are the
best way to deliver the agent. Inappropriate dose regimens may
also be responsible for a negative result (see ‘Incorrect dosage or
instructions’ below).

Safety issues

Herbal medicines are complex mixtures of chemicals, many of which
have not been subjected to rigorous testing. Unlike homeopathy, mater-
ial doses are being administered and, given the non-standardisation
of many of the medicines, it is quite likely that instances of adverse
drug reactions will occur, particularly as the numbers of people using
herbalism are rising at a substantial rate.

In this section the major potential sources of problems are
discussed.

Lack of appropriate treatment

Incomplete practitioner education, leading to individuals prescribing
outwith their limits of competence, and inappropriate self-treatment
have implications for safety issues. Conditions that are not treated cor-
rectly by misdiagnosis or because they were missed altogether may
become more acute or lead to the lengthening of incapacitation.
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Toxic effects and interactions

Many people who use herbal preparations believe that they are totally
safe in all respects because they are naturally occurring, i.e. that the
active ingredients all fall in the ‘gentle group’ mentioned above. In fact
this is far from the truth and some herbal preparations can be poten-
tially dangerous, even in therapeutic doses. Comfrey (Symphytum) was
found to contain pyrrolizidine alkaloids in quantities that could be
hepatotoxic®® and it was withdrawn from sale in its crude form some
years ago. Other herbal species containing the drug (e.g. coltsfoot,
echinacea and senecio) also contain pyrrolizidines but remain available.

An initial surveillance of case enquiries between 1983 and 1988
and in 1981 by the National Poisons Unit identified 5563 enquiries
related to traditional herbal medicines and food supplements. After a
detailed assessment, a link was found between exposure and reported
clinical effects in 49 cases, indicating a need for continuous surveillance
of such exposures.?” The patient’s age, genetic constitution, nutritional
state, concomitant diseases and concurrent medication may affect the
risk and severity of adverse events, as can consumption of large
amounts or a wide variety of herbal preparations or long-term use.
However, a number of other factors make an assessment of adverse
effects associated with herbal products more complex than for pharma-
ceuticals. A classification has been reported for adverse reactions from
herbal products.?®

The potential for interactions between herbal and conventional
medicines has been recognised for some time, although wider awareness
has been recognised more recently.*>*! An example is the incidence or
severity of interactions between herbal products and anticoagulant
therapy. These interactions are said to be difficult to predict,** but
awareness of these potential interactions is necessary to achieve optimal
anticoagulation therapy. In particular pharmacists can play a crucial
role in identifying such interactions; clinicians should be informed to
monitor the therapy closely, particularly when such products are started
or discontinued. In a study carried out in Scotland in 2006 4% of patients
prescribed a herbal medicine by GPs were, at the same time, prescribed
conventional medication that has been documented to interact with
herbal treatments.*?

Intrinsic effects**

These adverse effects that result from the herb itself may be either
predictable and dose dependent, or unpredictable.** Yohimbine, an
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alkaloid found in the bark of the tree Pausinystalia yohimbe, has
a,-adrenoceptor antagonistic activity; it is taken for male impotence,
and can cause hypertension and anxiety in a predictable dose-related
manner. The drug has also been found to have an unpredictable reac-
tion and is known to cause serious bronchospasm in some patients.*®
Comfrey has already been mentioned above; another example of a drug
causing concern is Aristolochia.*”

Four popular herbal supplements are currently being subjected to
safety checks under the US National Toxicology Program.*® The pro-
gramme, a coalition of agencies that includes the Food and Drug
Administration (FDA), the National Institutes of Health and the
Centers for Disease Control and Prevention, is testing aloe vera, which
is commonly used to soothe burned skin, but it is increasingly turning
up as a beverage, with claims that it can fight disease by ‘cleansing’ the
digestive tract. It can cause skin irritation.*’ Researchers have noted
some similarities between aloe vera and croton oil, a known carcinogen.
The other herbs being investigated are ginseng, kava and milk thistle.
More than 30 substances are tested by the programme each year
through rodent and in vitro studies. No humans are involved.

Intrinsic effects also include the effects resulting from misuse, acci-
dental overdose or interactions with orthodox pharmaceuticals.
Excessive doses of ginseng, considered to be abuse of the medicine, have
been reported to cause agitation, insomnia and raised blood pressure.
Similar abuse of liquorice may cause oedema and hypertension. An
Australian patient who overdosed on a herbal laxative taken as a
weight control medicine suffered neuropathy and coma.*® The medicine
contained podophyllin.

Fraunfelder’! carried out a review of the more significant herbal
and nutritional agents of clinical importance to ophthalmologists. Cases
were collected from spontaneous reports submitted to the WHO, the
FDA and the National Registry of Drug-Induced Ocular Side Effects.
Additional cases were collected from the literature. It was concluded that
camomile, datura, Echinacea purpurea, Ginkgo biloba and liquorice
are all associated with clinically significant ocular side effects.

In Canada herbal or other non-vitamin, non-mineral (NVNM)
supplements are used widely, and concern has been expressed over pub-
lic health implications associated with interactions with conventional
medications.’? This is a major concern for the clinical herbalist.’* Herbal
preparations may be inducers of various drug metabolising enzymes.**
This may result in a reduction in blood levels and therapeutic effect of
some medicines metabolised by these enzymes. As the level of active
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ingredients may vary from one preparation to another, and patients may
switch between preparations, the degree of induction is likely to vary.
Concurrent use of herbs may mimic, magnify or oppose the effect of
drugs. The following examples serve to illustrate the problem:

In 2000 the UK Committee on the Safety of Medicine (now
replaced by the Commission on Human Medicines) recommended
that St John’s wort should not be used with ciclosporin, digoxin,
indinavir, oral contraceptives, theophylline or warfarin. It is
thought that St John’s wort affects neurotransmitters in the brain
and may interact with psychotropic medicines including selective
serotonin reuptake inhibitors (SSRIs).

Kava-kava (Piper methysticum) has gained recent popularity — and
notoriety (see ‘Materia medica’ below) — due to its relaxing effects,
both as a recreational herb and as a treatment for anxiety.>> A case
report suggests caution before using kava along with benzo-
diazepine drugs. A patient apparently lapsed into a ‘semicomatous
state’ as a result of an interaction between kava and the drug
alprazolam (Xanax).’® The benzodiazepines generally lose effect
within 8-12 hours, but secondary metabolites capable of interact-
ing with other substances linger in the blood for 24 or more hours
afterwards. Interactions between alcohol and the benzodiazepine
drugs are well known — alcohol potentiates their effects — but
herbal interactions have not been studied or previously recorded.
Another example is the concurrent use of Ginkgo biloba and the
so-called ‘blood thinning’ agents.>” This provides a significant risk.
The potentiation of action caused by using a herb with a similar
pharmacological effect®® could provoke a serious bleeding disor-
der. The risk is probably greatest with concurrent use of heparin,
warfarin and coumarin derivatives, but recent anecdotes indicate
that interactions may also occur with aspirin. Another report
describes a case of spontaneous bleeding into the eye from the iris
within a week of onset of daily treatment in a patient who had
been taking Ginkgo biloba and aspirin.>®

Potentiation of oral and topical corticosteroids by liquorice has
been reported.®°

For a comprehensive list of the large number of potential inter-

actions between orthodox drugs and herbal medicines the reader is
referred to the excellent book Herbal Medicines edited by Joanne
Barnes and colleagues.®! An abbreviated list is provided in Table 8.2.
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Table 8.2 Examples of potential interactions between orthodox medicines and

herbal remedies

Orthodox drug type Example of interacting Potential outcome
herbal remedy

Gastrointestinal

Antacids Comfrey Exacerbation of
symptoms

Antidiarrhoeals Senna Antagonist effect

Laxatives Senna Potentiation

Cardiovascular

Antihypertensives
Beta blockers
Diuretics
Respiratory

Antiallergics

Central nervous
system
Analgesics

Antidepressants
Antiepileptics
Anxiolytics, hypnotics
Endocrine
Anti-diabetic

Hypo- and

hyperthyroidism drugs
Corticosteroids

Oral contraceptives

Garlic, hawthorn
Blue cohosh, ginger
Coltsfoot

Alfalfa

Garlic, ginger, St John's wort

St John's wort, valerian

Dandelion, elder
Liquorice

Comfrey, ginseng

St John's wort

Borage, evening primrose,
sage

Hops, valerian, St John's wort

Alfalfa, damiana
Devil's claw, ginseng
Fucus, horseradish, myrrh

Dandelion, elder
Liquorice

Alfalfa, ginseng
St John's wort

Potentiation
Antagonist effect
Antagonist effect
Hypertension
Difficulty in controlling
diuresis, hypertension

Potentiation of
drowsiness associated
with antihistamines

Increased risk of toxicity
with NSAIDs

Decreased plasma
concentration of drug
Hypotension with MAOI
Antagonist effect

May enhance risk of
seizure

Potentiation

Potentiation

Antagonist effect

Interfere with orthodox

therapy

Increased potassium loss

Increased water and
sodium retention

Reduction in

effectiveness

Adapted from Barnes J, Anderson L, Phillipson DJ. Herbal Medicines, 3rd edn. London: The
Pharmaceutical Press, 2007.
MAOI, monoamine oxidase inhibitor; NSAIDs, non-steroidal anti-inflammatory drugs.
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It would be appropriate for pharmacists whose advice is sought on
potential interactions to check that the medicines concerned do not fall
into the same therapeutic group, when potentiation could occur, or into
opposite therapeutic groups, when antagonism would be possible.

During the early part of this century there was much discussion
about the availability of St John’s wort and the drug was restricted to pri-
vate prescription in Ireland in 2000. However, the regulations banning
the open sale of the herb did not cover importation. Therefore, despite
the fact that people are unable to buy St John’s wort in the Irish Republic,
they can import it for personal use. Concerns included possible interac-
tions with a number of common medicines such as anticoagulant drugs
and oral contraceptives, and an assertion that people should not really
be self-treating anxiety and depression albeit of the mild variety.

Some culinary herbs also contain potentially toxic constituents.
The safe use of these herbs is ensured by limiting the level of constituent
allowed in a particular food product to a level not considered to repre-
sent a health hazard. The irritant principle present in the volatile oil of
parsley, apiole, is said to be both an abortifacient and hepatotoxic.®?

Examples of adverse effects that may occur with herbal ingredients
are summarised in Table 8.3. They include allergic, cardiac, hepatic,
hormonal irritant, purgative and toxic effects.

Extrinsic effects

Other sources of potential danger are associated with a number of
extrinsic effects that are related to problems in commercial manufacture
or extemporaneous compounding. This leads to a variability in the
quality of the product (see Chapter 6).

Failure of good manufacturing practice Some manufacturers use inad-
equate standards of quality during the manufacturing process, leading
to batch-to-batch variability.

Adulteration Herbal products should be free not only from toxic
botanical adulterants but also from other contaminants such as sub-
stantial residues, pesticides (e.g. organic phosphates), toxic metals®
(e.g. arsenic, cadmium lead or mercury) and even conventional pharma-
ceuticals (e.g. corticosteroids or non-steroidal anti-inflammatory
drugs).®* This could lead to potential toxicity in overdose, the signs and
symptoms of which are often recognised late.®®
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Table 8.3 Examples of adverse drug reactions (ADRs) caused by certain herbal

ingredients

Potential ADR caused
by active ingredient

Active ingredient thought

to cause ADR (if known)

Examples of herbs that
could be implicated

Allergic
Hypersensitivity
Phototoxicity
Immunity problems
Cardiac
Endocrine
Hypoglycaemic
Hyperthyroid

Hormonal

Irritant
Gastrointestinal
Renal

Toxic
Hepatotoxic
Mitogenic
Convulsant

Sesquiterpene lactones
Furanocoumarins
Canavanine

Cardiac glycosides

lodine

Triterpenoids
Isoflavonoids

Saponins
Anti-androgenic agents

Pyrrolizidine alkaloids
Aescin

Pyrrolizidine alkaloids
Proteins
Volatile oil constituents

Arnica, feverfew
Celery, wild carrot

Alfalfa
Squill

Alfalfa, ginseng
Fucus

Liquorice
Alfalfa

Ginseng

Saw palmetto

Comfrey
Horse chestnut

Comfrey
Mistletoe
Camphor

Adapted from Barnes J, Anderson L, Phillipson DJ. Herbal Medicines, 3rd edn. London: The
Pharmaceutical Press, 2007 .

In the USA it was reputed that one case of arsenic poisoning result-
ing from the ingestion of herbal tea has occurred, and in another case
small amounts of cocaine were said to have been found in two herbal
teas. Topical presentations can also be a source of problems. A study
found that 8 of the 11 herbal creams being used by patients attending
their medical practice (at a cost of up to £35 [€44; $65] per week) con-
tained the controlled steroid dexamethasone. Concentrations of the
drug varied from 64 to 1500 pg/g,°® with the highest concentration
being prescribed for the face of a 4-month-old baby with eczema.
Worryingly, the concentration of dexamethasone in creams prescribed
for children was 5.2 times higher than that in those prescribed for
adults. The risk of adverse reactions with such potent steroids is
increased by their inappropriate use and application to areas of thin
skin such as flexures and the face. Furthermore, many of the prepara-
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tions were supplied in unlabelled containers without clear instructions.
The authors called for closer regulation of herbal medicines to ensure
adequate labelling and to prevent dispensing of unlicensed products in
the guise of herbal treatments.

A total of 100 herbal products containing Smilax myosotiflora
were purchased in a market by the Malaysian Drug Control Authority
and analysed for mercury content using cold vapour atomic absorption
spectrophotometry.®” It was found that 89% of the above products did
not exceed 0.5 p.p.m. of mercury. Heavy metal poisoning such as
mercury has been associated with traditional medicines.

Accidental contaminants may also include allergens, pollen, insect
parts, moulds and mould spores.®®

Mycotoxins are contaminants in a wide variety of natural prod-
ucts.®” The UN Food and Agriculture Organization (FAO) estimates
contamination of 25% of the world production of foodstuffs and 20%
of the EU cereal harvest There are three main genera involved:
Aspergillus (aflatoxins B1, B2, G1, G2 and ochratoxin A), Penicillium
(ochratoxin A and patulin) and Fusarium (fumonisins, zearalenon and
trichothecenes). Relatively few data were available on herbs that are
susceptible to contamination and screening is necessary to identify those
herbs that may be involved, e.g. aflatoxins have been detected in many
samples of senna fruit, nux vomica seed, figs, nutmeg, ginger root,
cayenne pepper and Agnus castus fruit.

Some plants come from nature with a microbial burden that
needs to be reduced during processing.”’ The European Pharmacopoeia
(see Further reading) sets limits for bacterial and fungal microbial
contamination for herbal medicines.

Misidentification The problem of nomenclature exists in herbalism as
well as in homeopathy with at least four different methods of naming
plants — the common English name, the transliterated name from
another language (often Chinese or Indian), the Latinised pharmaceu-
tical name and the scientific name.”! It is important that physical and
microscopic identification methods are used. This will ensure that the
correct species of plant (and, later, the correct part of the plant) accord-
ing to the appropriate herbal pharmacopoeia is used to make the
medicine.

Substitution Many herbal medicines do not have both the common
and the Latin names of the herb on the label. The suspicion exists that
some companies do not give the Latin name because the common name
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is shared by several different herbs, only one or two of which are medi-
cinal (and therefore usually more expensive). There are several different
species of ginseng with different properties and a wide variation in
cost. By using only the common name, companies are able to substitute
a less effective or even completely non-medicinal herb for the medicinal
variety without making untruthful declarations on the label.

Lack of standardisation The amount of pharmacologically active
ingredient available in a herbal medicine may vary widely from plant to
plant, so accurately regulating dosage can be difficult, e.g. glycyrrhizic
acid, one of the primary pharmacological agents in liquorice root, occurs
naturally in concentrations ranging, on average, from 2% to 7%, with
some rare plants as high as 27%. A plant with a 7% glycyrrhizic acid
concentration is delivering a dose more than twice that of a plant with a
2% concentration. It is therefore important to use a standardised herbal
preparation whenever possible. Extracts of many herbs have been
analysed for the percentage of active ingredient and adjusted so that
every bottle contains the same amount. There are extracts of ginkgo
biloba that are standardised to 24% ginkgolides and in the USA a brand
of echinacea standardised to 4% echinacosides. Some branded extracts
refer to the percentage concentration of the raw herb present, rather
than the amount of active principle, still leaving the problem of varying
dosages, e.g. the UK’s leading brand of tincture states on the label sim-
ply that ‘the product has been prepared from ‘Echinacea purpurea herb
and root’ and that ‘15 drops contains the equivalent of 285 mg of whole
fresh plant or 64.5 mg of whole dried plant’.

Another British supplier offers far more comprehensive informa-
tion for its ginkgo biloba. The label states ‘each tablet provides on aver-
age Ginkgo biloba extract 60 mg (equivalent to 300 mg of ginkgo
biloba leaf) which has been standardised to contain 24 % ginkgo flavine-
glycosides giving flavone-glycosides 1.4 mg ginkgolides and bilobalides
3.6 mg’. It should be acknowledged that standardisation is not possible
in all cases. For many herbal medicines the active ingredients have not
been isolated and in other cases no reliable quantitative test exists.
Another difficulty may be that the wrong active ingredient is being used
to standardise the herb. Hypericin is no longer thought to be the main
active constituent of St John’s wort, because one may change the con-
centration of this product without an apparent change in antidepressant
activity.”?
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Incomplete labelling There have been numerous incidents of herbal
products, mainly obtained in or from developing countries, that do not
declare all constituents on the label. Thus, a mixture may contain herbs
in addition to those declared as adulterants or substitutions. This could
lead to adverse reactions or, in the case of a sportsperson, a positive
drug test for a banned substance of which the unfortunate athlete had
no knowledge.

Substitution A report of nine cases of nephritis in young women taking
a Belgian slimming treatment”? led to the discovery that Aristolochia
fangchi containing the nephrotoxic component aristolochic acid had
been introduced in place of Stephania tetrandra. Eighty cases have now
been identified, many developing terminal renal failure.

Incorrect dosage or instructions In general terms herbal medicines are
safe if used according to instructions and within a safe dosage range.
There are so many different pharmaceutical forms in which medicines
can be taken — some may be standardised and some may not be — that
calculating the correct dose is difficult, in some cases impossible, for the
client. It is important that guidance is given on the label. Dose sugges-
tions given in texts often reflect a consensus opinion among herbal
practitioners using different methods and philosophies so there is no
definitive answer to the question “What is the recommended dose for
this medicine?’ The activity of crude plant material may differ from that
of the purified constituents, because some constituents may modify the
toxicity of others. Clear instructions are vital. A case reported in a
Sydney newspaper in 1994 concerned a herbalist’s patient who suffered
a heart attack after misinterpreting instructions on how to take aconite.

Monitoring adverse effects (see Chapter 6)

The complexities of processing herbal medicine data compared with
orthodox medicines have been highlighted.”* Areas of concern with
respect to the safety of herbal medicines were also highlighted after the
recent introduction of a classification system for herbal medicines
Between 1968 and 1997, 8985 individual case reports received by
the WHO adverse reactions Monitoring Centre in Uppsala, Sweden
involved herbal medicines. Germany submitted the most reports (1796)
followed by France (1479), the USA (1073) and the UK (993). Most
reports concerned ‘non-critical’ reactions. In 21 of the 2487 critical cases
a fatality was involved. The number of reports for specific medicines
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was small although it was possible to determine trends in some cases,
e.g. echinacea appeared to be responsible for acute hypersensitivity and
anaphylaxis. The authors concluded that the adverse effects of herbal
products were inadequately documented.

The RPSGB recommends that any suspected adverse reactions in
the UK should be reported to the MHRA using the ‘Yellow Card’ system.

Conclusion

The information available on safety issues, whether from the compara-
tively small amount of scientific investigations or from anecdotal data
collected by both medically and non-medically qualified practitioners,
forms the basis of advice that can be given to potential patients. Used
judiciously herbal medicines are as safe as orthodox medicines, but, like
the latter, the potential for non-beneficial outcomes if the medicines are
used inappropriately is a real possibility.

The treatment of herbal poisoning”™

e If contact dermatitis is caused by direct exposure to plants such as
poison ivy it should be treated by cleaning the area and offering
symptomatic treatment, which may or may not include antihis-
tamines. If a caustic plant such as rue comes into contact with the
oral mucosa, milk may be given and the patient observed to make
sure that airway closure does not occur.

o Gastrointestinal distress is a common symptom of plant poisoning
and may require ongoing fluid replacement.

e  Renal toxicity and primary renal failure from plants such as
rhubarb leaves and autumn crocus may require urinary alkalinisa-
tion and correction of calcium balance to treat oxalate ingestion;
rhubarb leaves are a good source of soluble oxalate salts.

e  Herbal teas prepared from oleander, foxglove or lily of the
valley may cause hyperkalaemia and heart block. Treatment may
include use of muscarinic cholinergic blockers such as atropine or
phenytoin, cardiac pacing and potassium-removal techniques.

e  Ingestion of ergot alkaloids may cause arterial vasospasm; therapy
may include close medical observation, nitroprusside or adrenergic
blocking agents.

e Atropine-like symptoms produced by plants such as jimsonweed
may require simple observation or judicious use of physostigmine.
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®  Nicotine found in both domestic and wild tobaccos may produce
sequential peripheral ganglionic stimulation, then blockade, and
may result in seizures, paralysis and death. Treatment includes
control of seizures and provision of ventilatory support.

*  Ingestion of volatile oils such as pennyroyal or eucalyptus, which
are irritants and central nervous system (CNS) depressants, may
cause seizures and aspiration. Medical personnel should provide
close observation of the patient, and be ready to treat aspiration;
the risk of aspiration may contraindicate induction of emesis.
Non-oily cathartics may be used, because oily cathartics may
increase absorption of the toxins.

e Plant resins, such as those found in American ipecacuanha, may
cause severe vomiting and catharsis, CNS effects and muscle
weakness. There are no known antidotes; treatment includes
reduction of gastrointestinal effects and maintenance of hydration.

e Plant alkaloids, such as those found in senecio, may produce
jaundice and mimic alcoholism, hepatitis or Reye’s syndrome.
Treatment is supportive and will depend upon the degree of hepatic
failure. Plants such as pokeberries or pokeweed which contain
certain mitogens may cause severe gastroenteritis, respiratory stress
or plasmacytosis. Treatment is symptomatic

The Royal Pharmaceutical Society herbaria

The Royal Pharmaceutical Society’s herbaria of dried plant specimens,
plant extracts and plant parts of medicinal value were established in
1842,7¢ to assist detailed investigations into crude drugs and the
establishment of standards.”” Before this date drugs, foods and spices
had for many years been subject to gross adulteration, simply because
there were no standards by which they could be identified or their
quality controlled. The herbaria (or ‘museum’ as they are jointly called
in the literature) were originally housed ‘in a front room without a
vestige of furniture’ on the ground floor at the Society’s headquarters in
17 Bloomsbury Square, London.

A succession of professors from the School of Pharmacy took
charge of the collection on a part-time basis until 1872 when Mr Edward
Morrell Holmes was appointed full-time curator at a salary of £150 per
annum. Holmes is credited with setting up an active centre of study
alongside the herbaria. He remained in charge for 50 years, after which
the position became part-time again. One of Holmes’s successors was
Dr T. Wallis who took over in 1925, researching, maintaining and
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extending the collection until Professor Jack Rowson was appointed
full-time curator in 1948. Rowson developed the research potential of
the museum until his departure in 1957. Dr Wallis then took control
again with a technical assistant until 1969 when the collection was
transferred to Bradford School of Pharmacy for 13 years,”® a move that
did not meet with universal approval within the profession,” but which
nevertheless prompted the unveiling of a plaque to commemorate the
occasion.?? When the university informed the Society that it no longer
wished to maintain the collection, Council decided that it should be
gifted to The Royal Botanic Gardens Kew®! where it became integrated
with the Economic Botany Collections in 1983. This proved to be a
more popular arrangement.?? The collections were subsequently moved
to their present site in the Sir Joseph Banks Building in 1989.%3

The Economic Botany Collections (see www.rbgkew.org.uk/
ecbot.html) were founded by the first official Director of the Gardens,
Sir William Hooker. Sir William’s rationale for the Economic Botany
Collections is as relevant today as it was in 1847:

... to render great service, not only to the scientific botanist, but to the
merchant, the manufacturer, the physician, the chemist, the druggist, the
dyer, the carpenter and the cabinet-maker and artisans of every descrip-
tion, who might here find the raw materials employed in their several
professions correctly named.? ( page 2)

The 9000 specimens in the Society’s three herbaria and drug col-
lection range from South American strychnos, European mandrake root
and African rauwolfia to Chinese rhubarb and arrow poisons from
Borneo. There is a large and important selection of quinine barks, resins
(e.g. frankincense and myrrh), specimens of aloes, cinnamon and opium
poppy, and a large seed collection. Associated documentation and
correspondence concerning collection of the material make fascinating
reading.

The collection is available for inspection by prior arrangement
with the Curator of the Economic Botany Collections, The Royal
Botanic Gardens, Kew, Richmond, Surrey TW9 3AB.

Future directions for herbalism

It seems likely in the foreseeable future that the two streams of plant use
will continue side by side: whole plant use developing traditional herbal
approaches, and using that experience with traditional medicines to
increase the already large numbers of isolated constituents used as mod-
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ern drugs. For both practices a large pool of plant material is available.
This is diminishing fast, however; for example, in Madagascar, 90% of
forests have gone in 15 years.

It seems critical to preserve and study the richness of this fauna, as
well as the knowledge and experience of traditional healers and healing
systems — especially for those peoples of the world who do not have
access to, or cannot afford, pharmaceuticals. Even as western medicine
extends to these people, models of integrated local clinics are appearing
with most of the medicines from villagers’ local forests, with local
herbalists cooperating with a doctor. Indeed when there is a choice peo-
ple are pluralistic. Just as in Asia they use orthodox medicine for symp-
tomatic relief of acute conditions and traditional medicine for chronic
problems, here the so-called underdeveloped world has given a lead that
the industrial world is starting to follow.

Spagyric medicine

Spagyric, sometimes called herbal alchemy, is the production of herbal
medicine by alchemical procedures. Before work is started on the herb,
Spagyrists must prepare themselves. This is done in solitude with a
24-hour fast with meditation and prayer. No words are spoken. The
only things that are allowed to pass the lips are clean water and the
breath (see http://tinyurl.com/g52er).

Spagyric processing was created by the sixteenth-century healer
Paracelsus. He coined the word Spagyric from two Greek words, mean-
ing ‘separate’ and ‘recombine’. Spagyrics have been used as source
material for homeopathic medicines or combined with homeopathic
medicines, but this is not the norm. These procedures involve fermenta-
tion, distillation and the extraction of mineral components from the ash
of the marc.

Repertory

An abbreviated materia medica of common medicines

The list below contains the most popular herbs that form the basis of
many self-treatment ‘kits’.
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Alfalfa (Lucerne)®’
Source: the leaves and flowering tops of Medicago sativa.

Active ingredients: alkaloids, coumarin derivatives flavones, isoflavones,
proteins and amino acids, sterols, sugars.

Uses: aperient, bactericidal, cardiotonic, diuretic, emetic, stimulant.

Common applications: urinary and bowel problems; peptic ulcer. Skin
inflammation. Often used to treat arthritis and diabetes, but no firm
clinical evidence of effectiveness exists.

Presentation: infusions for internal and external use. Tablets also
available.

Daily dose: 10-15 g of the drug.%¢

Adverse drug reaction (ADR): alfalfa use in humans has been asso-
ciated with systemic lupus erythematosus, an inflammatory connective
tissue disease, other skin reactions, gastrointestinal disturbances and
raised serum urate levels, Saponins interfere with the utilisation of vita-
min E. Eating large quantities of alfalfa seeds over extended periods can
cause reversible blood abnormalities.?”

Aloe vera?$8

Source: prepared from the clear jelly-like mucilage obtained from the
parenchymal tissue making up the inner portion of the leaves of Aloe
vera (syn. A. barbadensis, A vulgaris).®

Active ingredients: mono- and polysaccharides, lipids, saponins, vitamins
and minerals.”®

Uses: cathartic. Assists healing of wounds and burns, although evidence
of latter confused.”! Anti-inflammatory. Fibromyalgia.”*

Common applications: constituent of topical pharmaceutical and sun-
burn preparations. Included in various cosmetics, including hair care
products and bath additives.

Presentation: gel, lotions, ointments and creams.
Daily dose: none documented.®®

ADR: often confused with aloes (dried leaf juice) which has a potent
laxative action. Ingestion of gel adulterated with leaf juice may cause
diarrhoea.
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Camomile, German®?

Source: flowers of Matricaria recutita (or M. chamomilla).
Chamaemelum nobile (Roman camomile) is also used, but less widely.

Constituents:** a major component responsible for most of the plant’s
medicinal qualities is known as a-bisabolol. Other constituents include
a complex mixture of flavonoids (of which apigenin is an important
element) and coumarins, sesquiterpenoids and spiroethers.

Uses: antiemetic, anti-spasmodic, mild sedative, anti-inflammatory and
wound healing.

Common applications: digestive upset and indigestion, inflammation of
gastrointestinal tract, teething, inflammation of mucous membranes,
mild insomnia and anxiety.

Presentation: dried flower heads, liquid extract, tincture, tea. Oral
preparations for infant colic and teething; external preparations —
ointments/creams for cracked nipples, nappy rash. Constituent of
cosmetics and hair care products. Essential oil is also used.

Daily dose: 1.5-3.0 g camomile flowers, infusion, liquid extract and
tincture taken orally three times daily.

ADR: individuals with a known allergy to ragweed, asters, chrysanthe-
mums and other botanical species related to Matricaria recutita should
be cautious in taking products containing German camomile.”
Individuals with existing asthma, urticaria or other allergic conditions
should also use camomile products with caution because of a chance of
exacerbation of their symptoms. The application of camomile products
to the gums of teething children is also cautioned.®® Although no rea-
son is given, it is assumed that this warning relates to the potential
induction of an allergenic response. In my experience this is often done
and T have not been advised of any such reaction by a client.
Concentrated tea may have an emetic effect; the infusion should not be
allowed in contact with the eyes.”®

Cohosh, black®”
Source: rhizome and roots of Cimicifuga racemosa.

Constituents: alkaloids, tannins, terpenoids, various acids and volatile
oils.

Uses: some oestrogenic activity.
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Common applications:*® stimulation of menstruation, treatment of

menopausal symptoms (black cohosh is a main constituent of Lydia
Pinkham’s Vegetable Compound — www.mum.org/MrsPink1.htm). A
trial investigating efficacy of a combination of black cohosh and St John’s
wort over 16 weeks found menopausal and psychological symptoms
significantly improved compared with placebo.”

Presentation: dried rhizome, liquid extract and tincture.

Daily dose: dried rhizome 0.3-2 g or by decoction three times daily,
0.3-2 ml liquid extract (BP 1898), 2—4 ml tincture (BPC 1934).

ADR: black cohosh can cause headaches and stomach discomfort. In
clinical trials comparing the effects of the herb and those of oestrogens,
a low number of side effects were reported, such as headaches, gastric
complaints, heaviness in the legs and weight problems.!” The herb
may have an additive antiproliferative effect when taken together with
tamoxifen.'%! It is contraindicated in pregnancy; an overdose may cause
premature birth.1%2

Cohosh, blue'®
Source: roots and rhizomes of Caulophyllum thalictroides.

Constituents: alkaloids, saponins with a number of other compounds
including gum, resins and phosphoric acid.

Uses: anti-spasmodic, anti-rheumatic; might have some efficacy in
inducing labour.'%*

Common applications: amenorrhoea, threatened abortion and conditions
associated with uterine atony.

Presentation: dried rhizome or root and liquid extract.

Daily dose: rhizome/root — 0.3—1 g or by decoction three times daily.
Liquid extract (1:1 in 70% alcohol) 0.5-1 ml three times daily.

ADR: reputed to be abortifacient and should be taken if required only
after labour has started, not during pregnancy. Self-treatment with this
drug is generally considered inappropriate because of the nature of its
action.
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Echinacea'®s

Source: the rhizome and root of Echinacea pallida and E. angustifolia
(the USA) and whole plant of E. purpurea (Europe).

Constituents: polysaccharides, glycoproteins, alkylamides and caffeic
acid derivatives. Exact constituents vary with species.

Uses: thought to be immunostimulant, increasing body’s healing pow-
ers. Increases activity of phagocytes (not act directly on invader)?
Stimulates cell-mediated immune system. Anti-inflammatory.

Common applications: common cold, fevers, upper respiratory tract
infections,!%%197 oral inflammation, minor skin abrasions and wounds.

Presentation: liquid extract and tincture used to increase immunity —
colds and flu. Capsules and external preparations used for boils, burns,
inflammatory conditions, wounds.

Daily dose:'% 6-9 ml of expressed juice (concentration = 2.5:1); tincture
30-60 drops three times daily.

ADR: nausea. Maximum duration of use 8 weeks.!?” Individuals with
allergies to the sunflower family (Asteraceae or Compositae) may
experience mild allergic symptoms when ingesting echinacea.?”

Feverfew!10

Source: aerial parts, especially leaves, of Tanacetum parthenium (syn.
Chrysanthemum parthenium).

Constituents:  sesquiterpene lactones (parthenolide), flavonoids,
melatonin.

Uses: treatment and prevention of migraine.''! Anti-inflammatory,'!°

P 8 ¥
possible anti-arthritic.''? Suggested that it may inhibit prostaglandin
production and serotonin.

Common applications: migraine, arthritis.

Presentation: people may chew fresh leaves. Also available as air-dried
or freeze-dried herb and as capsules or tablets containing dried herb.
Also liquid extract.

Daily dose:''3 50 mg—-1.2 g of powdered leaf; 3 cups of infusion daily;
125 mg of dried feverfew leaf preparation standardised to 0.2%
parthenolide daily.'™
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ADR: mouth ulceration or gastric disturbance'’® and inflammation of
lips and tongue.’® May be contraindicated in pregnancy.

Garlic
Source: the fresh bulb of Allium sativum, cultivated worldwide.

Constituents: sulphur-containing compounds (including allicin, ajoenes,
alliin), enzymes (including alliinase), flavonoids.

Uses: antihypertensive,''¢ anti-thrombotic,'” lipid-lowering agent,'511°

antimicrobial. Protective effect against cancer.!?°

Common applications: common cold, hypertension, gastrointestinal ail-
ments, possibly including side effects of paracetamol (acetaminophen),'?!
cholesterol-lowering agent.!??

Garlic was called ‘the great panacea’ by Galen. The antiseptic
action is said to be effective against bacteria acid fungi, and the cloves
that are used in India and China to treat amoebic dysentery.

Presentation: available as dried powder, ‘odourless’ extracts, capsules.
Sometimes eaten raw against colds and influenza.

123 one to two fresh garlic cloves (about 4 g) or 8 mg

Daily dose:
essential oil.
ADR: garlic should be avoided before undergoing surgical procedures
because of possible post-surgical bleeding,'** although the potential to
impair platelet function is in some doubt.!?> Heartburn, flatulence and
gastrointestinal upset have been reported, usually at doses equivalent to
five or more cloves daily.'?® Contact dermatitis (caused by direct skin
contact with raw garlic) is also possible. A possible interaction with
warfarin has been reported.!?”

Garlic may be contraindicated in pregnancy and breastfeeding.'??
The odour of garlic is noticeable in the milk of lactating women who
take the herb. This has been reported to cause colic in infants.

Ginger'?

Source: usually powdered dried root of Zingiberis officinalis; may also
be from whole fresh root when it is known as ‘green ginger’.

Constituents: oleoresins (gingerols and shogaols), essential oil
(zingiberene).
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Uses: antiemetic, anti-nauseant, anti-inflammatory, antimicrobial.
Possible gastroprotective and haematological properties.!3°

Common applications: loss of appetite, motion sickness,!3! inflammatory
conditions.

Presentation: dried herb, capsules, tea. For topical use: liniment.

Daily dose:'3? 2—4 g. The antiemetic dose is 2 g of freshly powdered

drug. May also be used as 10-20 drops of tincture in water with
meals.!33

ADR: occasional dyspepsia, but no significant risk when consumed at
stated dose levels. Large overdose may cause depression and cardiac
arrhythmias.”” Some publications discourage large doses of ginger dur-
ing pregnancy because of concerns about mutations or abortion.'!!
However, according to the Mayo Clinic (http://tinyurl.com/3reyle) pre-
liminary studies suggest that ginger may be safe and effective for nau-
sea and vomiting of pregnancy when used at recommended doses for
short periods of time (< 5 days). Additional research is needed to deter-
mine the safety and effectiveness of ginger during pregnancy before it
can be recommended for longer periods of time. Possible risk of
increased bleeding after surgery.!34

Ginkgo biloba'35:13¢

Source: concentrated extract of the leaves of the tree Ginkgo biloba;
prepared by extraction of dried green leaves with acetone/water solvent.

Constituents:'3” flavonoids (flavone glycosides), diterpenes (ginkgolides),
sesquiterpenes (bilobalides).

Uses: claimed to be effective in treating ailments associated with ageing
and cerebral insufficiency;'3® increases blood flow.'? Claimed to
enhance cognitive function and memory.!*%!4! Antioxidant. Tinnitus.'*
Effects of poor circulation.

Common applications: tinnitus, vertigo, Symptoms of the early stages
of Alzheimer’s disease, Raynaud’s syndrome, intermittent claudication.

Presentation: tea capsules, tablets.

Daily dose:'® the equivalent of 300 mg dried leaf, 40 mg extract, stan-
dardised to 24% flavone glycosides and 6% terpenoids, three times
daily.!1¢
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ADR: occasional gastrointestinal disturbances, headache and allergic
skin reactions (especially from handling ginkgo fruit). The herb has also
been reported to cause spontaneous bleeding and may interact with
anticoagulants and antiplatelet agents.!*3

Ginseng'*

Source: main and lateral root parts of several species of Panax, including
P. ginseng (Chinese or ‘Asian’), P. japonicus (Korean), P. quinquefolium
(American/Canadian) and Eleutherococcus senticosus (Siberian). The
last is not a member of the Panax genus and is therefore not a true
ginseng.

Active ingredients: contains a complex mixture at least 13 saponins
known as ginsenosides, and a small amount of volatile oil. Siberian
ginseng contains no appreciable amount of saponins but instead lignans,
coumarins and polysaccharides.

Uses:'* pan = all, akos = cure. Thus ‘panacea’. Gin = man, seng =
essence. Chinese people believe that ginseng represents a crystallisation
of the essence of the Earth in the form of man. Immunomodulatory
activity.

Applications: promoted as tonic, stimulant, improving stamina and
sexual performance. Believed to improve performance and recovery in
athletes.

Common application: stress, fatigue, strengthen immune function,
increase endurance. General ‘tonic’.'#® Anti-ageing.'*” Folkloric use in
diabetes.

Presentation: dried herb. Decoction.

Daily dose: 1-2 g root or equivalent. The decoction is taken three to
four times daily over 3—4 weeks.

ADR: mild irritability and excitation, insomnia, diarrhoea. Not recom-
mended during pregnancy.'*® Ginseng is thought to have an additive
effect when used together with monoamine oxidase inhibitors
(MAOIs).'"* Clients should be advised against taking ginseng at night
because it may cause insomnia.
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Hawthornso

Source: extract from berries, flowers and leaves of several species
of Crataegus including Crataegus oxycanthoides (C. laevigata) and
C. monogyna.

Constituents:'3! flavonoids (including quercetin glycosides and flavone-
C-glycosides) and oligomeric procyanidins.

Uses: beneficial effects on coronary blood flow, blood pressure and
heart rate;'3? decreases cardiac output. Slow acting — long-term use

Common application:'3315% hypotensive; treatment of angina. In sport
to facilitate maximum effort.

Presentation: decoction, liquid extract, tea, capsules/tablets.

Daily dose: 5 g drug (in five to six divided doses) or 900 mg extract for
minimum 6 weeks’ duration.

ADR: none found. Possible interaction with orthodox hypotensive
drugs.

Kava-kava!$ss156

Note: the sale and import of foods and herbal medicine products con-
taining kava-kava was originally banned in the UK in 2002 after data
given to the MHRA the year before by the CSM’s Expert Working
Group (EWG) and the Medicines Commission, which agreed that, in
rare cases, the use of unlicensed medicinal products containing the herb
could lead to possible liver damage. The Food Standards Authority
(FSA) reviewed this evidence and, after consulting with the Committee
on Toxicology (COT), agreed that the risk was also evident for food
uses. The ban was reviewed in 2006 and upheld.

Source: the rootstock derived from Piper methysticum.

Constituents: kavalactones including the pyrones: kavain (kawain),
dihydrokavain, methysticin, dihydromethysticin and yangonin.

Alkaloids: cepharadione A (an isoquinoline), pipmethystine (a pyridone,
in the leaf only). Miscellaneous flavonoids and benzylketones.!S”

Uses: treatment of anxiety3®!%? and as a muscle relaxant. Antimicrobial,

antiseptic, mild analgesic, antispasmodic, diuretic, stimulant, ‘tonic’.
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Common applications: genitourinary infections, vaginitis, pruritis, geri-
atric incontinence. Powerful soporific. Used as liquid to cause mood
elevation and feeling of relaxation (especially in the Pacific Islands).
Treatment of stress-related headaches and muscle spasm; possible
alternative to benzodiazepines.'®%-161

Presentation: powder, liquid extract, lotion.

Daily dose: 2—4 g three times daily herb, decoction (30 g-5000 ml) and
take half a cup three times daily. Lotion (30 g to 250 ml glycerine) as
necessary for itching.

ADR: excessive consumption can result in disturbances of vision
(photophobia, diplopia and oculomotor paralysis), yellowing of the
skin, problems with equilibrium, dizziness and ultimately stupor.'*! A
possible interaction between kava and alprazolam has been noted.!¢?

Milk thistle (St Mary’s thistle)!®3

Source: extract from fruit (seeds) of Silybum marianus (syn. Carduus
marianus).

Constituents: flavanolignans (especially silymarin and its derivative
silybin), fixed oil, flavonoids and sterols.

Uses: free radical scavenger; hepatoprotective activity.'®#16¢ Said to
facilitate lactation in nursing mothers.

Common application: loss of appetite. Liver and gallbladder
complaints,'¢”168 dyspepsia. Occasional reports of use in psoriasis.'®’

Presentation: capsules, liquid extract and tincture. Injection claimed to
be most effective, tea the least effective.!”?

Daily dose: (1) 12-15 g drug or 200-300 mg silymarin calculated as
silybin;'”! (2) 200 mg standardised extract (70% silymarin) three times
daily;'37 (3) 20 drops tincture three times daily.

ADR: occasional diarrhoea.

St John’s wort172

Source: extract from the fresh or dried leaves and the golden yellow
flowering tops of Hypericum perforatum.
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Constituents: anthracene derivatives (including hypericin and pseudo-
hypericin), flavonoids, phenolics (including hyperforin), procyanidins
and volatile oil.

Uses: antidepressant. Also used as anxiolytic, sedative and antiviral.

Common applications: mild antidepressant. In a meta-analysis of 23
randomised trials including a total of 1757 outpatients with mild or
moderate depressive disorders Hypericum was found to be significantly
superior to placebo.'”3 St John’s wort is said to be as effective as
imipramine.!”%175 Menopausal symptoms of psychological origin.'”®
Crush injuries orally and topically. Topical application also for
neuralgias and myalgias.

Presentation: capsules, tablets liquid extract, infusion, tincture; topical
oil or cream/ointment.

Daily dose: 2-4 g of dried drug as infusion three times daily'”” or
equivalent of 1.0-2.7 mg of total hypericin.

ADR: stated to be ‘minor’ but headache, nausea, dizziness, dry mouth
and photosensitivity have been reported.!”® Slight in vitro uterotonic
activity has been reported!® as well as the ADR mentioned above, so
probably wise to avoid use during pregnancy. St John’s wort may rep-
resent a potential and possibly an overlooked cause of drug interactions
in transplant recipients.!”’

The following drugs should not be used in combination with
St John’s wort or preparations containing derivatives of Hypericum:>>180

e MAQOIs: phenelzine, tranylcypromine, isocarboxazid

e SSRIs: fluoxetine

e Dibenzazepine derivatives: amitriptyline, protriptyline, nortripty-
line, desipramine, amoxapine, imipramine, doxepine, per-
phenazine, carbamazepine, cyclobenzapine, clomipramine,
maprotiline, trimipramine

e Sympathomimetics: amphetamines, ephedrine (found in many
cold and hayfever medicines), methyldopa, dopamine, levodopa,
tryptophan

e Others: ciclosporin and oral contraceptives.

In view of the current interest in this herb the clinically important
interactions of St John’s wort are summarised in Table 8.4.

American physicians have been advised not to encourage the use
of St John’s wort, valerian or passionflower for the treatment of anxiety
based on small or inconsistent effects in small studies.'$!
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Table 8.4 Examples of clinically important interactions of St John's wort

Orthodox drug Effect of interaction

Anticonvulsants Reduced blood levels; possible risk of seizures
Ciclosporin Reduced blood levels with risk of transplant rejection
Digoxin Reduced blood levels and loss of control of heart

rhythm or heart failure
HIV protease inhibitors  Reduced blood levels with possible loss of HIV
suppression

Oral contraceptives Reduced blood levels with risk of conception and
break-through bleeding

SSRIs Increased serotoninergic effects with increased
incidence of adverse reactions

Theophylline Reduced blood levels and loss of control of asthma or
chronic airflow limitation

Triptans Increased serotoninergic effects with increased
incidence of adverse reactions

Warfarin Reduced anticoagulant effect and resultant need for

increased dose

From Fact Sheet for Healthcare Professionals. CSM, 29 February 2000.
SSRIs, selective serotonin reuptake inhibitors.

Saw palmetto!$?

Source: powdered, partially dried and fresh ripe fruit of the North
American tree Sabal serrulata (syn. Serenoa repens). Seeds are nutty
with vanilla aroma; characteristic ‘soapy’ taste.

Constituents: rich in fatty acids and phytosterols (notably B-sitosterol).
Also contains flavonoids and polysaccharides.

Uses: as a phyto-oestrogenic effect.

Common applications: claimed treatment for benign prostatic hypertro-
phy.183:18% Also promoted as ‘urinary tonic’, diuretic and for cystitis and
irritable bladder, and as a ‘male reproductive tonic’.

Presentation: liquid extract, capsules/tablets.
Daily dose : 2—4 g of dried herb or equivalent.

ADR: occasional gastric problems have been reported.'® As a result of
its anti-androgen and oestrogenic activity, saw palmetto may interact
with orthodox hormonal therapy including hormone replacement
therapy and oral contraceptives.'8¢
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Valerian'8”

Source: dried root and rhizome of Valeriana officianalis dried at
temperatures below 40°C.

Constituents: valepotriates, volatile oil, sesquiterpenes, pyridine
alkaloids, caffeic acid derivatives.

Uses: %8 sedative, hypnotic. May also treat exhaustion and excitability.

Common applications: used for insomnia.'8%!°° Valerian is reputed to
have muscle-relaxing properties and is used alone, or in combination
with other herbs, in the management of musculoskeletal conditions.'”!

Presentation: available in number of ‘official’ and OTC preparations,
teabags and mixtures. Extracts, powders, tinctures. Unpleasant nauseous
odour.

Daily dose:'"? 3-9 g drug in divided doses; 2—6 ml liquid extract.

ADR: occasionally headaches, excitability and insomnia.!®® Valerian
may potentiate the effects of CNS depressant drugs, including alcohol.
The herb should be used with caution in children under 3 years of age,
and in pregnant or lactating women.!3!

An abbreviated repertory of common conditions

This list is not designed to be exhaustive, merely an indication of herbal
medicines that may be used to treat a range of conditions. Not all the
medicines listed will be found in ‘Material medica’ above. The cited ref-
erences are examples of articles that refer to recorded uses of each herb.
They may not provide robust evidence for the quoted application.

Anxiety, depression'**
Anxiety: Asian ginseng (Panax ginseng)

Depression: ginkgo (Ginkgo biloba), St John’s wort (Hypericum
perforatum)

Sedatives: lemon balm (Melissa officinalis), valerian (Valeriana
officinalis), skullcap (Scutellaria lateriflora)

Stress: kava (Piper methysticum)
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Benign prostatic hyperplasia'®®

Saw palmetto (Serenoa serrulata), nettle (Urtica dioica), African prune
tree (Pygeum africanum)

Coughs

Coltsfoot, ephedra (Ephedra spp.), horehound (Marrubium vulgare),
liquorice, mullein (Verbascum thapsus), thyme (Thymus vulgaris), wild
cherry bark (Prunus serotina)

Ear and eye
Ear infections: echinacea (E. purpurea)
Ear wax: mullein (Verbascum thapsus)

Eye: eyebright (Euphrasia officinalis)

Gastrointestinal
Colic: camomile (Matricaria chamomilla)

Constipation: aloe (A. barbadensis), senna (Cassia senna), rhubarb
(Rbeum palmatum), cascara (C. sagrada)

Dandelion (Taraxacum officinalis)
Diarrhoea: barberry (Berberis vulgaris), bilberry (Vaccinium myrtillus)

Flatulence and dyspepsia:'*® angelica (Angelica archangelica), aniseed
(Pimpinella anisum), clove (Syzygium aromaticum), ginger (Zingiber
officinalis), lemon balm (Melissa officinalis), parsley (Petroselenium
crispum), rosemary (Rosinarinus officinalis), sage (Salvia officinalis),
thyme (Thymus vulgaris)

Haemorrhoids: horse chestnut (Aesculus hippocastanumn)
Motion sickness: ginger (Zingiber officinalis)
Nausea and vomiting: ginger (Zingiber officinalis)

Heartburn and indigestion: devil’s claw (Harpagophytum procumbens),
gentian (Gentiana lutea), liquorice (Glycyrrhiza spp.), peppermint
(Mentha piperita)
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Hyperlipidaemia'®”
Garlic (Allium sativum), globe artichoke (Cymara scolymus)

Ispaghula (Plantago ovata)

Influenza and colds,'® sore throat

Echinacea (E. angustifolia, E. pallida, E. purpurea), elder (Sambucus
nigra), ephedra (Ephedra sinica and other species), garlic (Allium
sativum), golden seal (Hydrastis), nettle (Urtica dioica), usnea (Usnea
barbata)

Insomnia'®®

Valerian (Valeriana officinalis), hops (Humulus lupulus), passionflower
(Passiflora incarnata), lemon balm (Melissa officinalis), lavender
(Lavandula angustifolia)

Rheumatics

Devil’s claw (Harpagophytum procumbens), turmeric (Curcuma longa),
yucca (Yucca spp.)

Skin conditions

Athlete’s foot: myrrh (Commiphora molmol), tea tree (Melaleuca
alternifolia)

Abrasions, superficial: marigold (Calendula officinalis)

Acne: burdock (Arctium lappa), tea tree (Melaleuca alternifolia)
Eczema: borage (Borago officinalis), sarsaparilla (Smilax spp.)
Psoriasis: cayenne (Capsicum spp.)

Wound healing: comfrey (Symphytum)

Urinary

Urinary tract infection (UTI): cranberrry (Vaccinium macrocarpen), uva
ursi (Arctostaphylos uva-ursi)
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Women’s health2%0

Menopause: alfalfa (Medicago sativa), black cohosh (Cimicifuga
racemosa), sage (Salvia officinalis)

Morning sickness: ginger (Zingiber officinalis), horehound (Marrubium
vulgare)

Painful menstruation: black cohosh (Cimicifuga racemosa), blue cohosh
(Caulophyllum thalictroides), cramp bark (Viburnum opulus)

PMS: agnus castus (Vitex agnus castus), St John’s wort (Hypericum
perforatum)

More information

National Institute of Medical Herbalists (NIMH): www.nimh.org.uk
British Herbal Medicine Association (BHMA): www.bhma.info

The Scottish School of Herbal Medicine : http://tinyurl.com/36mzws
American Botanical Council: http://tinyurl.com/33z6am

Herbal Medicine: Internet Resources: http://tinyurl.com/33w75r

Further reading

American Herbal Pharmacopeia. Available at: www.herbal-ahp.org.

Barnes J, Anderson L, Phillipson DJ. Herbal Medicines A guide for health care
professionals, 3rd edn. London: The Pharmaceutical Press, 2007.

BHMA Scientific Committee, British Herbal Pharmacopoeia. Bournemouth:
BHMA, 1996.

Boon H, Smith M. The Botanical Pharmacy. Kingston: Quarry Press, 1999.

British Herbal Compendium. Available at: http://tinyurl.com/2cy66z.

European Directorate for the Quality of Medicines (EDQM). European
Pharmacopoeia, 6th edn. Strasbourg: Council of Europe, 2007.

Foster S, Tyler VE. Tyler’s Honest Herbal, 4th edn. Binghamton, NY: The Haworth
Health Press, 1999.

Liniger SW Jr, Gaby AR, Austin S et al. The Natural Pharmacy. Rocklin, CA: Prima
Publishing, 1999.

Medical Economics Co. PDR for Herbal Medicines. Montvale, NJ: Medical
Economics Co., 1998.

Meletis CD, Jacobs T. Interactions between Drugs and Natural Medicines. Sandy,
OR: Eclectic Medical Publishers, 1999.

Miller L, Murray WJ, eds. Herbal Medicinals — A clinician’s guide. Binghamton,
NY: Pharmaceutical Products Press (The Haworth Press), 1998.

Mills S, Bone K. Principles and Practice of Phytotherapy. Edinburgh: Churchill
Livingstone, 2000.
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Ottariano SG. Medicinal Herbal Therapy. A Pharmacist’s viewpoint. Portsmouth,

NH: Nicolin Fields Publishing, 1999.

Williamson EM. Potter’s Cyclopaedia of Botanic Drugs. Saffron Walden: CW

Daniel CO. 2003.
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Aromatherapy

Steven B Kayne

Medicinal and cosmetic uses of aromatherapy are sometimes difficult to
separate and there is often confusion in consumers’ minds as to the
different qualities of oils available for purchase.

Definition

The word ‘aromatherapy’ entered the English language in the early
1980s to describe the use of fragrant essential oils to affect or alter a
person’s mood or behaviour.! A broader definition that makes provi-
sion for massage with oils and transdermal absorption in addition to
inhalation has been provided by Price and Price:?

Aromatherapy is the use of essential fragrant oils (the pure volatile por-
tion of aromatic plant products normally extracted by distillation) for
therapeutic or medical purposes.

Strictly speaking the substances used in aromatherapy are not fra-
grances or aromatic mixtures (as used in the perfume industry) but pure
essential oils (also known as volatile oils), volatile substances extracted
from diverse parts of plants which have curative property.> Therefore,
not everything that emits a pleasant smell is necessarily an essential oil.
Frequently used as a synonym for essential oil is the term ‘essence’,
which means a natural aromatic substance that a plant secretes from its
reproductive organs; an essential oil is in fact an extract obtained by
distilling an essence. Despite its name, an essential oil may or may not
necessarily be oily in consistency.

History

The practice of using oils to treat illnesses is reputed to be at least 6000
years old and to have followed the westward course of civilisation,
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beginning in the oriental cultures of China, India, Persia and Egypt. The
earliest Hindu scriptures mention several hundred perfumes and aro-
matic products, classifying their use for both liturgical and therapeutic
applications.*

The Egyptians are known to have used plant products for many
reasons, including medicine, massage therapy, preservation and mum-
mification. Aromatic oils were made by soaking plant materials in base
oils or fats. There is some evidence that later Egyptians experimented
with crude methods of distillation.! The Greeks used aromatics and
essential oils in warfare to stimulate aggression and heal battle wounds.
Dioscorides, a first-century Greek surgeon in Nero’s Roman army,
included a chapter on oils in his medical encyclopaedia, which remained
a standard medical text for more than 1000 years.

Modern aromatherapy owes its emergence to numerous European
pharmacists and apothecaries, chiefly in France and Germany, whose
improved methods of distillation and investigations on the nature and
value of essential oils during the seventeenth and early eighteenth cen-
turies contributed much to its wider acceptance. However, although by
the end of the eighteenth century almost every herbalist and many
physicians used essential oils to varying degrees, the practice received a
major setback with the advent of chemistry. Using newly discovered
techniques, alchemists began to extract what they believed to be active
principles rather than using the plant and later even synthesised simple
chemical drugs. The enthusiasm for naturally occurring treatments
within the medically oriented professions receded until there was a
revival in the 1920s.

The term aromathérapie is attributed to the French chemist René-
Maurice Gattefossé, who published a book on the subject in 1937 and
is generally considered to be the founder of modern aromatherapy.® It
was not until this point in time that essential oil therapy was separated
from mainstream phytotherapy by name. The first English translation
of this book was published in 1993.¢ Gattefossé is said to have become
interested in the study of essential oils in 1910 following a laboratory
explosion in which he burnt his hand severely while working in his
family perfumery. He is said to have plunged his hand into a conve-
niently placed bath of lavender oil. The hand not only healed within a
few hours, but did so without scarring. This experience led him to inves-
tigate many essential oils and record the chemical constituents of each.
During World War I Gattefossé used essential oils successfully to treat
burns and prevent gangrene. With the advent of powerful modern drugs
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and in common with other complementary disciplines, aromatherapy
fell into decline during the middle years of the twentieth century. In the
1960s a French doctor, Jean Valnet, who as an army surgeon had
treated wounded soldiers with aromatherapy, followed up the work of
Gattefossé. Together with one of his students, Margaret Maury, a
biochemist, Valnet developed a method of applying the oils using mas-
sage. Maury introduced aromatherapy to the UK in the 1950s. Since
then aromatherapy has enjoyed a considerable resurgence, with about
5000 trained aromatherapists now practising in the UK. It is now the
fastest-growing complementary discipline in this country.

Theory

The basis for the action of aromatherapy is similar to modern phar-
macology, with active principles entering the biochemical pathways,
albeit in much smaller doses. Aromatherapy is thought to work at
psychological, physiological and cellular levels.

Two mechanisms of action have been identified:

1.  Olfactory stimulation
2. Dermal action.

The olfactory system

Aromatherapists believe that olfactory stimulation plays an important
role in their treatment, the sense of smell being the most immediate of
our senses.

Most mammals and reptiles have two distinct parts to their
olfactory system: a main olfactory system and an accessory olfactory
system.

Main olfactory system

The main olfactory system detects volatile, airborne substances that
are inhaled through the nose, where they contact the main olfactory
epithelium. Figure 9.1 is a diagram of the human olfactory system.

In the roof of each nostril is a region called the nasal mucosa. This
region contains the olfactory epithelium covered by mucus. Odours are
detected by the olfactory receptor neurons of the olfactory epithelium.
These specialised cells possess a terminal enlargement (or dendritic
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Figure 9.1 Diagram of the human olfactory system, showing the location of the
olfactory epithelium. (The vomeronasal organ or accessory olfactory bulb [AOB]
is located on the dorsal-posterior region of the main olfactory bulb.)

knob) that projects above the epithelial surface, from which extend
about 8-20 non-motile olfactory cilia (Figure 9.2).

The receptors for odorants are located on these cilia. Olfactory
receptor neurons in the olfactory epithelium transduce molecular fea-
tures of the olfactory stimulants (or ‘odorants’) into electrical signals,
which then travel along the olfactory nerve into the olfactory bulb. This
is a highly organised structure, composed of several distinct layers, that
passes on stimuli to the olfactory cortex in the brain. The cribriform
plate of the ethmoid bone, separated at the midline by the crista galli,
contains multiple small foramina through which the olfactory nerve
fibres, or fila olfactoria, pass. These carry stimuli to the olfactory cortex
located within the medial temporal lobes of the brain and responsible
for the conscious awareness and identification of odours.
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Accessory olfactory system

The accessory olfactory system senses chemical stimuli in fluid phase
primarily through the accessory olfactory bulb, also called the
vomeronasal organ, which is located in the vomer bone between the
nose and the mouth on the dorsal-posterior region of the main olfac-
tory bulb. Known as pheromones, these chemicals trigger a natural
behavioural response in another member of the same species. Examples
include alarm pheromones, food trail pheromones, sex pheromones and
many others that affect behaviour or physiology. From an accessory
olfactory bulb located on the dorsal-posterior portion of the main
olfactory bulb, stimuli pass to the amygdala and the hippocampus areas
of the brain associated with emotional and learning processes. Learning
processes are thought to be responsible for the memories evoked by
various different odours (see below).

Dermal action

Traditional aromatherapists believe that volatile aromatic oils are effec-
tive only when their molecules come into contact with the nasal mucosa
through inhalation (as detailed above).” However. application to the
skin with or without massage has produced positive results, e.g. ylang
ylang oil was found to cause a significant decrease in blood pressure and
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a significant increase in skin temperature after transdermal absorption.®
At the behavioural level, individuals using the oil rated themselves
calmer and more relaxed than those in a control group.

The skin is composed of two layers. The outer dead layer of squa-
mous keratinocytes is a thin layer called the epidermis or the stratum
corneum. This layer is highly hydrophobic and provides the protective
barrier function of skin. Beneath the epidermis is a much thicker living
layer of cells, including blood vessels, nerves, hair follicles and sweat
glands. The uptake of chemicals through these two skin layers is
controlled by diffusion. There are no active transport mechanisms.
Chemicals deposited on the outside of the skin set up a concentration
gradient between the outer skin concentration and the concentration
within the richly perfused dermis. This gradient produces a mass trans-
fer that depends on the physical properties of the skin at that site and
also the chemical properties of the substance.

There are three types of chemical-skin interactions:’

1.  The chemical may pass through the skin and contribute to the
systemic load.

2. The chemical can induce local effects ranging from irritation
through to burns or degradation of the barrier properties of the
skin.

3. The chemical can evoke allergic skin reactions through complex
immune system responses that can subsequently trigger responses
in the skin at both the point of contact and skin sites remote to the
contact.

The rate of essential oil absorption through the skin varies with a
number of factors:

e Skin barrier: the passage of a chemical through the skin barrier is
dependent on many factors. The skin is not uniform in terms of
thickness, epidermis:dermis ratio, density of hair follicles and many
other parameters that affect permeability. The amount of material
that may be absorbed will, as a consequence, vary depending on
the anatomical site of the exposure.!”

e Temperature: a modest rise in the temperature of the skin is likely
to cause enhanced blood flow and therefore lead to increased
absorption of the essential oil. Many years ago the absorption of
methyl salicylate was investigated and found to be enhanced by a
rise in skin temperature consistent with taking a bath.!' If the
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temperature is too high, the volatile oils will evaporate, reducing
the amount of essential oil available for absorption.

Water: the presence of water influences the rate of absorption; it is
thus beneficial to have a shower or bath before applying essential
oils.

Skin occlusion: covering the skin with a non-permeable dressing
causes a change in the local environment: both temperature and
hydration increase. As stated above, this will facilitate a more
rapid absorption of essential oil. An American study with per-
fumes showed that almost 20 times as much fragrance was
absorbed through the skin when it was covered than when it was
left uncovered.!? The application of a greasy ointment will have a
partially occlusive effect in that it retards evaporation of water
away from the skin. However, this also retards the passage of the
essential oil and ointment bases are useful only for local effects.
Presence of detergent: detergents and soaps increase skin perme-
ability, so a good wash before aromatherapy is likely to be benefi-
cial. The fat solubility of oil-based liniments and other oily topical
applications (e.g. oily creams) helps the penetration of essential
oils.

Unlike psychological mechanisms, the pharmacological mechan-

ism for aromatherapy is not thought to involve any perception of the
odour. Here the effects are thought to result from the compounds enter-
ing the body and acting directly on the brain, i.e. via the bloodstream
by absorption through the lungs or olfactory mucosa.

Production of aromatherapy oils

Essential oils — composition and production

Essential oils are used in:!3

foods, as flavourings (e.g. orange or lemon oil)

orthodox medicines (e.g. clove oil for toothache, peppermint oil
for indigestion and eucalyptus as an inhalation, and are the
constituents of many over-the-counter [OTC] patented products)
complementary medicine (aromatherapy).
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Extraction

The starting materials for true essential oils are ‘essences’. These are
generated by photosynthesis in highly specialised secretory cells that
may be in the leaf, bark or other parts of the plant.'* They may be
stored within the same cell in which they are made or pass into a
storage cell or duct. These cells are often just below the surface of the
leaf and the essence may be released if the leaf is crushed, giving off a
characteristic aroma. In other plants, storage ducts are in minute hairs
on the leaf. These plants are highly aromatic and release their fragrance
when simply brushed against. The proportion of essence in the plant
varies with species and this accounts in part for the varying prices of
essential oils. The particular plant used, and the part of that plant used,
can have a significant effect on the final product.!®

The best-quality essential oils are obtained from essences derived
from a whole plant or plant parts (Table 9.1) by vapour or steam distil-
lation. Ideally, a copper or stainless steel still that separates the plant
material and steam is used. The separate chamber ensures that hot
water will not break down or dilute the essential oils. The application
of heat during the distillation process initiates certain chemical changes.
The oil is slowly liberated from the plant material.

Other methods involving the passage of steam through the plant
material, extraction with volatile solvents and cold pressing (mainly for
citrus oils) are also available. Some plants may produce several oils as
different sections of the plant are processed, e.g. from the leaves, flowers
and fruit.

Table 9.1 Source of extracted essential oils

Part used for oil Example

Bark Cinnamon

Blossom Orange (Neroli)

Bulbs Garlic

Dried flower buds Clove

Flowers Jasmine, lavender, rose
Fruits Lemon, mandarin
Grass Lemongrass

Leaves Eucalyptus, geranium, peppermint
Root tuber Ginger

Seeds Fennel

Wood Sandalwood
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Varying amounts of essential oil can be extracted from a partic-
ular plant. Over 100 kg of rose petals are required to obtain about 50 ml
of essential oil, whereas lavender and lemon plants yield far greater
quantities. The active principle of the citrus fruit is found in the outer
coloured layer of the rind and the pulp, and the white pith must be
removed before extraction can proceed. The peel is then squeezed and
the resulting juice left to stand until the aromatic oil can be separated
off. Other oils (jasmine, neroli and rose) are obtained by enfleurage or
solvent extraction without any distillation. These are neither essential
oils nor essences and are classified as ‘absolutes’. All these variations are
usually included in the aromatherapist’s armamentarium under the
general heading ‘essential oils’.

It should be noted that some widely used oils are non-volatile
(e.g. sunflower oil) and these are usually obtained by a simple crushing
pressure known as expression.

Composition

Essential oils are highly complex chemicals containing perhaps as many
as 100 or more constituents, many of which may be present in concen-
trations as low as 1%. Examples of typical chemical constituents in
essential oils and their therapeutic properties are indicated in Table 9.2.
Aromatherapists believe that the many constituents of essential oils
combine synergistically, making the final therapeutic effect better than
could be predicted from the sum of individual chemical group activities.

Table 9.2 Constituents of essential oils

Constituents Therapeutic properties

Acids Anti-inflammatory, hypothermic
Alcohols Astringent

Aldehydes Anti-inflammatory, astringent, bactericidal, hypothermic
Coumarins Sedative, calming action

Dienes Anticoagulant, anti-spasmodic

Esters Anti-spasmodic, sedative

Ethers Sedative, anti-spasmodic

Ketones Anticoagulant, sedative, mucinolytic
Oxides Mucinolytic, decongestant, expectorant
Phenols Anthelmintic, bactericidal, fungicidal
Sesquiterpenes Anti-inflammatory properties

Terpenes Bactericidal, fungicidal; ‘tonic’
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This synergy works both to enhance outcomes directly and to
reduce the possibility of side effects, by some constituents cancelling out
the potentially damaging effects of others. This is known as ‘quenching’.

An oil usually contains between three and five chemical groups. As
a result of the synergistic effects it is not possible to determine the thera-
peutic properties by simply listing the properties associated with each
constituent. The influence of one chemical group on another results in
specific therapeutic properties, e.g. studies have shown that using whole
essential oil is more effective than its isolated components (http://
tinyurl.com/4v2kym).

Knowledge of environmental effects on essential oil content and
the composition of aromatic crops is essential to determine the level of
success that can be obtained in therapeutic use. Significant differences
among essential oil contents can be observed between plants grown
under field conditions and those grown in greenhouses.'®

Chemotypes

Oils derived from the same source but with different characteristics are
known as ‘chemotypes’. There may be more than one chemotype for a
given essential oil. For example:

®  Most oils on the market derived from thyme (Thymus vulgaris) are
rich in thymol, a compound with irritant properties. If the plant is
cut in the spring the essential oil contains 30% thymol plus the
monoterpene hydrocarbon p-cymene. If the same plant is cut in
the autumn the essential oil may be found to contain 60-70%
thymol and less p-cymene, changing its therapeutic potential.'”
There are several other chemotypes of thyme essential oils.

e There are three commercial types of camomile oil — German
(Matricaria recutita), Roman or English (Chamaemelum nobile)
and Moroccan (Ormenis multicaulis), all differing in genus and
composition.

e At least three species of lavender may be identified: Lavandula
angustifolia contains mainly alcohols and esters; Lavandula
latifolia contains 1.8-cineole and camphor and fewer alcohols and
esters; and Lavandula stoechas contains mainly ketones.!

*  Eucalyptus oil can be extracted from 120 different species and at
least 3 entirely different commercial oils are available.

Care should be taken to read the labels of such products to ascer-
tain whether the ingredients are as expected. The selling price of an oil
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may reflect its composition. The chemical constituents of an essential
oil represent a mixture of many organic compounds that have related,
but distinct, types of chemical structure, giving the oil its odour,
therapeutic properties and, in some cases, its toxicity.!

These constituents can vary with a number of different factors.

Growing conditions Conditions in which the plants have been grown
can affect the composition of the oil. In drought or other extreme
climatic circumstances, or if there are nutritional deficiencies in the soil,
the plant’s essential oils help to facilitate survival. The amount of essen-
tial oil in a plant is inversely proportional to the amount of water
present. As the plant dries out it produces essential oils to compensate
for the loss of water. Thus, the aroma from dried flowers is often more
intense than that from fresh leafy material. Furthermore, the aroma
from specimens of certain cultivated species may differ from that of
similar wild species.!” The wild variety of Rosmarinus officinalis (rose-
mary), which grows in various parts of Europe, contains an ester
and ketone as its main active ingredients. The same variety cultivated
in a greenhouse contains an oxide as the main chemical group.
Geographical location may also affect the nature of the essential oil.
The Mediterranean version of rosemary has a ketone as the main con-
stituent and smells quite different to the wild or greenhouse varieties.
The effect of various combinations of day and night temperatures and
day lengths have been studied using dill plants in environmentally con-
trolled chambers.?’ The concentration of essential oil was found to be
highest during high-temperature periods; exposure to light was also
important.

Plant maturity Different stages of a plant’s development may affect the
0il’s characteristics, e.g. when Verbena officinalis is in bloom it gives off
a pleasant perfume. However, soon after blooming this is replaced by a
bitter odour. Hence plants destined for oil extraction must be harvested
at specific times of the year.

Environmental conditions In many cases the time of day and environ-
mental conditions at the time of harvesting are also important in deter-
mining the chemical and therapeutic nature of the essential oil. The
period of time that elapses between collection of raw plant material and
distillation must be as short as possible because chemical changes are
initiated immediately after cutting. Significant differences in the essential
oil content have been observed in camomile during protracted storage
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of harvested plants. After 31 months’ storage at 16°C approximately
50% of the initial oil content was maintained.?!

Production procedures Differences in production techniques and
manufacturing equipment will result in differences in the quality and
composition of the resultant oil.°

Storage Degradation from incorrect storage conditions can occur. The
main degrading factor is atmospheric oxygen, which causes the oxida-
tion of active principles, especially terpenes, and this process is
enhanced by heat and light. Chemical change can result in the appear-
ance of toxic chemicals. Terpene degradation in certain oils leads to the
formation of compounds that can act as skin sensitisers.??

Quality of oils

Apart from the intrinsic nature of the oil and the possibility that its
chemotypes may be confused, oils are liable to adulteration and
contamination, possibilities that are said to be widespread.?® Possible
adulterants include other essential oils, and synthetic chemicals.
Contaminants may include herbicides and pesticides. It is possible to
detect these foreign materials using gas chromatography, mass
spectroscopy, high-performance liquid chromatography and nuclear
magnetic resonance: for consumers, it is important that aromatherapy
products are purchased from a reputable source.

Some oils may not represent a naturally occurring state, but are
changed for commercial reasons. White camphor oil is only a fraction
of true camphor oil, whereas cornmint oil almost always has its menthol
content halved.

Other oils may be fabricated by combining the same components
as are found in the naturally occurring oil. There are probably no par-
ticular dangers associated with using these fabricated oils other than the
possibility of allergic skin reactions. Examples of commonly fabricated
oils include melissa and verbena. Other oils may be totally synthetic,
e.g. wintergreen oil is almost always made from the chemical methyl
salicylate.

The significant price difference between the different qualities of
oils can be confusing to consumers who do not appreciate the difference
between the variants.
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Storage

It is recommended that essential oils should be used within 1 year of
opening the container. As a result of the potential increase in the rate of
degradation caused by heat and light, oils should be packed in amber
bottles and kept in a cool place, preferably a refrigerator. Under these
circumstances the lifespan of the oil may be doubled. Some oils become
viscous if stored in a refrigerator, making them rather difficult to pour
if they are not allowed to reach room temperature before use.

Incorrect storage may lead to the production of impurities that can
cause dermatological problems.

Aromatherapy in practice

The term ‘aromatherapy’ is commonly applied both to treating ill health
(i.e. therapy) and to cosmetic use, which relies on ‘fragrancing’. Making
a distinction between the two is not always possible: the use of
aromatherapy in epilepsy, for example, is clearly designed to be thera-
peutic,>* but where largely psychological factors might be involved a
clear distinction is not easy.

Four basic types of use may be identified:?

—_

Cosmetic: aromas are of a pleasurable type (bath essences, soaps)

Holistic aromatherapy for general stress

3. Environmental fragrancing: essential oils may be diffused into
the atmosphere to enhance general wellbeing, for disinfectant
purposes?® or to mask unpleasant odours

4. Medicinal or clinical aromatherapy: used in the treatment of

various conditions and where outcomes are measurable.

g

Fragrancing

Aromatherapy practitioners claim to be able to help a range of condi-
tions, including eczema, digestive problems, muscular aches and pains,
premenstrual syndrome (PMS), asthma, insomnia and headaches. As
aromatherapy encourages relaxation, it is thought that patients suffer-
ing from stress-related conditions can also benefit.?” Another aspect of
aromatherapy is an enhanced feel-good factor, which may improve self-
esteem, after a massage or a bath with essential oils. The current inter-
pretation of the word ‘perfume’ illustrates the divergent course taken by
modern fragrancing away from traditional aromatics.?® As recently as
the nineteenth century, ‘to perfume’ still meant ‘to disinfect’, i.e. to
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fumigate by using scent or, more literally, through smoke (i.e. per fume).
When our ancestors scented themselves and their possessions or took a
nosegay or scented handkerchief it was with a dual mood-enhancing
and germicidal objective. Only in the past century or so has the purpose
of fragrancing been divided between the aesthetic objectives of the mod-
ern perfume industry and the therapeutic objectives of aromatherapy.
Aromas have also been used as a marketing tool, e.g. supermarkets are
known to release aromas of newly baked bread or percolating coffee to
enhance sales. Odours and taste are an important part of our everyday
lives and are considered to be more than just a biological response.?’

Olfactory remediation

As a way of including both medical and non-medical practice, the term
‘olfactory remediation’ has been suggested to describe the umbrella
beneath which aromatherapy may coexist with a more scientific prac-
tice that also employs essential oils.>® In this model aromatherapy is
considered to be a largely experience-oriented discipline with a reliance
on healing rather than scientific principles. It is usually practised by
non-health professionals, who aim to treat a wide range of physical,
mental and emotional symptoms, as well as being prescribed for general
wellbeing.

The second area of olfactory remediation is not called aromather-
apy formally, although its results may affect its practice. In this area
olfactory stimulation is used therapeutically in a more specific manner
to alleviate particular medical conditions only where appropriate.
Studies on clinical outcomes have been published. Health professionals,
especially nurses, are often involved in this variant. Although it is con-
ceivable that pharmacists may be involved in both methods of using
essential oils it is olfactory stimulation to which this chapter refers.

Aromatherapy massage

Aromatherapy massage is the combination of massage therapy and the
utilisation of essential fragrant oils. Massage also provides the means
for establishing a positive patient—practitioner healing relationship,!
and can bring on the physiological benefits not only through the thera-
pist’s hands, which physically manipulate human tissue, but also by
bringing about a psychological component of relaxation by using the
sense of smell to strengthen the whole curative effect.?? It is claimed
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that abdominal massage using essential oils with rosemary, lemon and
peppermint can help relieve constipation in elderly people.3?

Aromatherapy massage is a mixture of Swedish (soft tissue mas-
sage), shiatsu (massage at acupuncture points) and neuromuscular
massage. Gentle rubbing movements may be used in some cases (see
Chapter 13).

Gedney et al.>* have identified 11 advantages of aromatherapy
massage:

1. Promotes deep relaxation and relieves the physical and psycho-
logical weariness
2. Improves the function of the inherent internal organs indirectly or
directly
3. Releases tense muscular pressure and decreases muscle pain
4. Promotes the blood circulation of the musculature and relieves the
symptoms of inflammation and pain
5. Increases body elasticity and energy
6. Decreases the symptoms of arthritis and rheumatism
7. Restores and speeds up tissue healing of sprains and fractures
8. Promotes the function of the digestive system
9. Promotes the kidney and lymphatic systems to accelerate the
suppression of toxins and waste
10. Relieves various kinds of headache symptoms
11. Promotes relaxation to increase mood and decreases psychological
stress.

Route of administration

Essential oils may be administered by one or more of the following
routes:

® by inhalation

® by topical application

¢ by mouth

e by rectal or vaginal administration.

Inhalation

Many conditions respond extremely well to essential oil inhalation.
There are several commercially available inhalation products that
include essential oils in their formulation (Karvol, Vick) as well as the
standard inhalation of camphor and menthol BP. The oils can be
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inhaled using the old-fashioned bowl of hot water and towel over the
head method or simply from one to two drops on a handkerchief or
tissue. A few drops on the pillow may help a restless client sleep, but
direct contact with the skin should be avoided. A variety of steam
inhalers and fan-assisted apparatus is available. Used as a room fra-
grance, essential oils create a pleasant atmosphere, enhancing the mood
and even creating a suitable ambience for meditation (Figure 9.3).

Topical application

Topical application is used during aromatherapy massage (see above).
Essential oils are included in several patented products, including Vicks
rub and Tiger Balm, where the ointment base serves as a carrier for both
transdermal absorption and inhalation. Normally the oils are used in
liquid form, although various gel and cream formulations exist.
Compresses may also be used for skin conditions.

As the oils are highly concentrated they should not generally be
applied to the skin undiluted, except under supervision. The use of aro-
matherapy oils contained in a vegetable carrier oil by skin massage is
the most frequent route of administration. Aromatherapists dilute
essential oils (0.5 ml:10 ml) with carrier oils, such as sweet almond,
walnut, wheatgerm and hazelnut, which contain active vitamins and

Figure 9.3 A selection of aromatherapy burners.
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fatty acids. Other possible carrier oils are rapeseed, sunflower and soya
bean.?®

When contained in a suitable carrier oil dermal absorption is rapid,
e.g. lavender oil enters the circulation within 5-10 min, with maximal
blood concentrations being achieved after approximately 20 min.

Ready blended oils, comprising several essential oils mixed in a
carrier, are available for specific purposes, e.g. rheumatics or insomnia.
Essential oils can also be added to bath water. Here the cosmetic and
medical applications become entwined. Clients often find it helpful to
relax in a pleasantly scented bath for 20-30 min and this can also be
used to relieve muscular strains and sprains. About six to eight drops of
oil are suggested. The oil is normally eliminated from the body within
about 90 min.

Oral administration

Some essential oils are used as orthodox medicines and are given orally.
The oral use of peppermint 0il*® and some components of essential oils,
such as pinene, limonene, camphene and borneol, is documented.?”-38
Various oils of the Umbelliferae family, e.g. caraway, dill and fennel, are
used in medicines for indigestion, flatulence and dyspepsia in adults and
infants. In general the oral administration of essential oils is not recom-
mended, except under medical supervision, because it may carry a risk
of an adverse reaction occurring. Significant levels of active ingredients
in the bloodstream are achieved. Oral administration is not routinely
used in the UK, although some practitioners do recommend the use of
a weak aqueous solution as a mouthwash. Rinsing the mouth four times
a day with 15 ml of a 5% solution of tea tree oil has been shown to be
effective in treating oral thrush.?* Gargles and mouthwashes made from
essential oils should not be swallowed.

Aromatherapy in France and Germany, in direct contrast to that
in the UK and the USA, involves medically qualified doctors using
essential oils as conventional internal medicines.

Other routes of administration

Vaginal administration (pessaries or tampons dipped in essential oils or
douches) can be useful for localised symptoms. Tea tree oil has been
used to treat candidiasis.*’ Suppositories may also be dipped in essen-
tial oils and used rectally. Being lined with mucous membranes, the
rectum and vagina are both extremely sensitive to irritation.
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Metabolism*!

Essential oil components are metabolised differently according to the
route of administration. After external application most essential oil
components are likely to pass through the skin and enter the blood-
stream.* Inhaled volatile essential oils are taken into the nose as
vapour, dissolving in the mucosal layer. Orally administered essential
oils are absorbed through the large and small intestine, and act directly
on the brain via the circulation.*3 Possible neurochemical effects include
the following;:

e Inhibition of binding of glutamate, an excitatory neurotransmitter**

e Augmentation of y-aminobutyric acid (usually abbreviated to
GABA), an inhibitory neurotransmitter*3:#

e Acetylcholine receptor binding.*”

Most essential oils are fat soluble but, as they pass to the liver,
enzymatic action will change them to more water-soluble structures,
facilitating urinary excretion. Fat-soluble substances usually pass read-
ily into the central nervous system and liver, more slowly into muscle
and finally into adipose tissue, where a store of essential oil components
may be built up slowly because of low blood flow. Once lodged in fat,
most substances are inactive.

Essential oils are often electrically charged at body pH and can
adhere easily to electrically charged molecules such as proteins.
Ketones, esters, aldehydes and carboxylic acids, all of which are found
in essential oils, tend to bind to plasma albumin, a soluble protein that
is present in the blood in very high concentrations. Although it is not
known whether this mechanism, which is found in drug distribution,
applies to essential oils, these two facts make it a likely hypothesis.

The absorption pathways of essential oils are summarised in
Figure 9.4

Choice of oil

A number of psychological responses to fragrant odours are possible,
e.g. the individual’s perception of the pleasantness of an odour and the
individual’s past association with an odour.*® These variable individual
psychological effects of odours are important because they are likely to
influence treatment outcomes. In most circumstances a high concentra-
tion of most odours can be considered unpleasant; even when in small
quantities they may be considered unpleasant. Individual experience of
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Figure 9.4 Absorption pathways of essential oils

an odour may also affect response. Consequently, patients for whom a
particular odour has strong negative (or positive) associations may be
expected to introduce interindividual variability in outcomes. It has
been shown that individuals may even exhibit positive and negative
attitudes to odour ‘words’.#

Howard and Hughes’° sought to establish whether lavender aroma
and/or expectancies affect post-stress relaxation. They suggest that the
previous associations of lavender aroma with assisted relaxation may
have been influenced by expectancy biases, and that the relevant
expectancies are easily manipulable.’®

It is possible that aromatherapy might have its effects in the
absence of any psychological perception of the smell. This is important,
because many people with dementia may have little or no sense of smell
due to the early loss of olfactory neurons’! (see below).

Aromatherapy is frequently recommended for children but chil-
dren’s preferences for specific essential oils are not well documented.
Fitzgerald et al.’? studied the preferences of school-aged children for
essential oils based on gender and ethnicity. Participants evaluated each
scent’s effect on mood and energy, stated their preferences, indicated if
scents evoked particular thoughts and selected a favourite essential oil.
Girls were more likely to feel happy when smelling sweet orange and
more energetic with spearmint; all boys felt more energetic when
smelling ginger. The results indicate that children have specific essential
oil scent preferences. There is a trend towards differences based on gender
and ethnicity.>?



360 Complementary and Alternative Medicine

As with methods applicable to other complementary therapies, the
choice of a particular oil will depend on the individual patient. Patients
with similar symptoms may be prescribed different oils or mixtures of
oils. Aromatherapy oils may be classified into groups according to their
effects, two of which are stimulants and sedatives.

Stimulants

These oils are useful in the short term, in a crisis or when exceptional
effort is required, or in convalescence in small amounts to help restore
some vitality. They include basil, black pepper, eucalyptus, peppermint
and rosemary; rosemary is the most widely used. There is some debate
as to whether stimulant oils should be used during pregnancy. Such
decisions should be left in the hands of a qualified health provider.

Sedatives

A number of essential oils are considered to be primarily calming or
sedative. These include bergamot, camomile, lavender, marjoram,
melissa and sandalwood. The most effective ways of using these oils are
in massage and in baths, especially before going to bed.

Some oils have been shown to have both sedative and stimulant
properties depending on the way in which they are used. These include
geranium, neroli (orange flower) and rosewood.

Blends of oils for treating a variety of conditions are available.
Most textbooks will give an indication of oils that can be mixed in a
suitable carrier.

Conditions treated

Although the provision of evidence for the benefits of aromatherapy is
slowly improving, the quality of many published trials is low and the
range of conditions treated diverse. Aromatherapy is often misunder-
stood and consequently somewhat marginalised. As a result of a basic
misinterpretation, the integration of aromatherapy into British hospitals
is not moving forward as quickly as it might. Aromatherapy in the UK
is primarily aimed at enhancing patient care or improving patient satis-
faction, and it is frequently mixed with massage.’? Little focus is given
to the real clinical potential, except for a few pockets such as the Micap
ple/Manchester Metropolitan University initiative, which led to a phase
I clinical trial into the effects of aromatherapy on infection carried out
in the Burns Unit of Wythenshawe Hospital.’*
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Examples of aromatherapy oils that are frequently used for self-
treatment, together with appropriate routes of administration, are
summarised in Table 9.3.

Evidence

Cooke and Ernst make the point that trials of aromatherapy meet
formidable methodological problems, e.g. the smell of the oils is diffi-
cult to mask and patient blinding can therefore be difficult.®> Many
studies use animal or tissue culture models.’® There follows some exam-
ples of published research in a number of different applications. Primary
sources of evidence should be carefully assessed for quality.

Table 9.3 Examples of essential oils and their uses

Condlition to treat  Essential oil Route of administration
Arthritis Camonmile, juniper, rosemary Massage, bath additive
Athlete’s foot Lavender, tea tree Footbath
Blisters Lavender Topical application
Burns Lavender, camomile, eucalyptus, Topical application, bath
tea tree
Chilblains Juniper, lavender, marjoram, Topical application
rosemary
Colds Eucalyptus, orange, tea tree Inhalation, massage/rub
throat and chest
Coughs Eucalyptus, lavender Inhalation, massage/rub
throat and chest
Flu Eucalyptus, juniper, lavender, Inhalation, massage/rub
tea tree throat and chest
Insect bites Camonmile, lavender, tea tree Topical application, bath,
compress
Irritable bowel Camonmile Massage abdomen, bath
syndrome
Migraine Lavender, marjoram, rosemary  Inhalation, massage head
and neck
Muscle injuries Eucalyptus, marjoram, rosemary, Massage/rub affected
tangerine area
Nausea Lavender, mint Inhalation
Sore throat Lavender, sandalwood, tea tree  Massage/rub throat and

upper chest
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Review

The randomised controlled trial (RCT) literature on aromatherapy has
been evaluated in order to define whether or not any clinical indication
is backed up by evidence.’” Studies on the local effects of oils and those
involving healthy volunteers were excluded. Six RCTs were located, one
each for the common cold, prophylaxis of bronchitis, smoking with-
drawal symptoms, perineal discomfort after childbirth, anxiety and
alopecia. With one exception these were all positive. A further six trials
were found concerning the use of aromatherapy for anxiety and well-
being in a variety of patient types in the hospital environment. Positive
results were recorded in five of these studies, suggesting that aromather-
apy may have an anxiolytic effect but that the evidence for other appli-
cations was not ‘compelling’ for relaxation; the effects of aromatherapy
are probably not strong enough for it to be considered for the treatment
of anxiety. The hypothesis that it is effective for any other indication is
not supported by the findings of rigorous clinical trials.

Anxiety

Aromatherapy is often promoted for the management of anxiety; how-
ever, there is little evidence to support this. The systemic review by
Cooke and Ernst®® concluded that aromatherapy appears to have a
transient effect in the reduction of anxiety but that there is no evidence
of a lasting benefit from its use.

A randomised trial assessing the effectiveness of aromatherapy in
reducing preoperative anxiety in women undergoing abortions has been
carried out. Aromatherapy appeared to be no more effective than
having patients sniff other pleasant odours in reducing pre-procedure
anxiety.’” A controlled, prospective study to evaluate the use of aro-
matherapy to reduce anxiety before a scheduled colonoscopy or
oesophagogastro-duodenoscopy did not show aromatherapy to be
effective based on statistical analysis. However, patients did generally
report the lavender oil as being pleasant.’®

On a more positive note, aromatherapy massage with music
reduced ‘significantly’ the anxiety and stress of emergency nurses.*’
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Menopausal symptoms

A Japanese research team have reported that aromatherapy could be
effective as a CAM method for menopausal symptoms in the setting of
a hospital obstetrics and gynaecology department.®

Research has suggested that aromatherapy massage can be used as
an effective intervention to reduce abdominal subcutaneous fat and
waist circumference, and to improve body image in postmenopausal
women, 06!

Pain control

Evidence for the use of aromatherapy in pain control is patchy. An
investigation into the use of aromatherapy in the management of acute
postoperative pain concluded that further research was necessary before
a firm conclusion could be reached.®> Another rather more positive
study concluded that lavender oil could be used to reduce the demand
for opioids in an immediate postoperative period.®> However, the
authors said that further studies were required to assess the effect of this
therapy on clinically meaningful outcomes, such as the incidence of
respiratory complications, delayed gastric emptying, length of hospital
stay or whether this therapy is applicable to other operations.

Kim et al.®* compared the analgesic efficacy of postoperative
lavender oil aromatherapy in 50 patients undergoing breast biopsy
surgery; 25 patients received supplemental oxygen through a facemask
with two drops of 2% lavender oil postoperatively. The remainder of
the patients received supplemental oxygen through a facemask with no
lavender oil. Outcome variables included pain scores (a numeric rating
scale from 0 to 10) at §, 30 and 60 minutes postoperatively, opioid
requirements in the postanaesthesia care unit (PACU), patient satisfac-
tion with pain control, as well as time to discharge from the PACU.
There were no significant differences in opioid requirements and recov-
ery room discharge times between the two groups. Postoperative laven-
der oil aromatherapy did not significantly affect pain scores. However,
patients in the lavender group reported a higher satisfaction rate with
pain control than patients in the control group.

A pilot study carried out by Kane et al.®’ presented eight patients
with two odour therapies, lavender and lemon, two music therapies,
relaxing and preferred music and a control condition, during vascular
wound dressing changes. Although the therapies did not reduce the pain
intensity during the dressing change, there was a significant reduction in
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pain intensity for the lavender therapy and a reduction in pain intensity
for the relaxing music therapy after the dressing change.

Dementia

Aromatherapy is reported to be of benefit to people with dementia for
whom verbal interaction may be difficult. It may provide an alternative
option to neuroleptic drugs that are associated with side effects including
sedation and falls.®¢ It has been used to reduce disturbed behaviour,®”
promote sleep®® and stimulate motivational behaviour.®’

A placebo-controlled study, in which 72 patients with severe
dementia were treated with lemon balm (Melissa officinalis) essential
oil, demonstrated improvements in behavioural symptoms comparable
with those seen with neuroleptic agents in patients with less severe
dementia, but it also indicated secondary improvements in quality of
life and activities.”®

In a study using heated lavender oil (Lavandula officinalis) dis-
persed into the atmosphere by a small fan, observers detected improve-
ment in 9 patients (60%) with a further 5 (33%) showing no change
and only 1 (7%) showing a worsening of agitated behaviour.”!

An RCT of the relaxing effects lavender oil massage on disordered
behaviour in dementia was conducted by Smallwood et al.;’? 21
patients were randomly allocated into one of 3 conditions: aromather-
apy and massage, conversation and aromatherapy, and massage only.
The aromatherapy and massage group showed the greatest reduction in
the frequency of excessive motor behaviour of all three conditions.
Almost all participants in the studies completed the course of treatment.
This emphasises the excellent tolerability of aromatherapy, which is in
contrast to many of the pharmacological treatments in this group of
patients. It is common for 30% or more of the participants to be unable
to complete a trial.”3

Lavender has also been found to be as effective as an adjunctive
therapy in alleviating agitated behaviours in Chinese patients with
dementia.”

Bowles et al.”® conducted a cross-over study of aromatherapy mas-
sage in 56 patients with moderate-to-severe dementia. Cream contain-
ing one of four essential oils (lavender, sweet marjoram, patchouli or
vetiver) or cream alone was massaged into the skin five times daily for
8 weeks. The study showed a significant decrease in behavioural prob-
lems and resistance to care in the patients who received the cream with
essentials oils compared with those who received the cream alone.
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A note of caution on the use of aromatherapy oils to treat
behavioural and psychological symptoms in dementia (BPSD) has been
expressed by Nguyen and Paton.”® They identified 11 prospective ran-
domised studies in the literature with positive and negative conse-
quences for both people with dementia and their carers. The authors
concluded that, although a potentially useful treatment for BPSD, the
expectations of clinicians and patients with respect to the efficacy and
tolerability of conventional medicines should apply equally to aro-
matherapy. They also expressed concern that the side-effect profile of
commonly used oils is virtually unexplored.

Childbirth

The use of aromatherapy during childbirth is becoming an increasingly
popular care option with mothers and midwives. Burns et al.”” investi-
gated the feasibility of conducting an RCT on the use of aromatherapy
during labour as a care option that could improve maternal and neona-
tal outcomes. They compared aromatherapy with standard care during
labour: 251 women randomised to aromatherapy and 262 controls.
Participants were randomly assigned to administration of selected essen-
tial oils during labour by midwives specifically trained in their use and
modes of application. Unfortunately the study was underpowered so
the results were of limited significance; however, the researchers demon-
strated that it is possible to undertake an RCT using aromatherapy as
an intervention to examine a range of intrapartum outcomes.”” With
this in mind it is to be hoped that more trials will be undertaken in the
future.

An evaluation of a midwifery aromatherapy service for mothers in
labour has been reported.”® This study, of 8058 mothers in childbirth,
is the largest research initiative so far undertaken in the use of aromather-
apy within a healthcare setting. The study took place over a period of
8 years and a total of 10 essential oils were used plus a carrier oil,
administered to the participants via skin absorption and inhalation. The
study found little direct evidence that the practice of aromatherapy
reduced the need for pain relief during labour or the incidence of oper-
ative delivery. However, a key finding of this study suggests that two
essential oils — clary sage and camomile - are effective in alleviating
pain. The evidence from this study suggests that aromatherapy can be
effective in reducing maternal anxiety, fear and/or pain during labour.
The use of aromatherapy appeared to facilitate a further reduction in
the use of systemic opioids in the study centre, from 6% in 1990 to
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0.4% in 1997 (per woman). A paper by Mousley” reported the results
of the audit of a maternity aromatherapy service at a small maternity
unit in the English Midlands. The service was introduced in May 2000
and the principal aims of the audit, conducted in October 2002 were to
investigate clinical effectiveness, maternal satisfaction and staff training
needs. The service has been shown to be effective in normalising child-
birth and increasing satisfaction of mothers in respect of their labour
experiences. A concurrent audit of staff demonstrated interest and
enthusiasm of the service and identified areas for further development.

Cancer care

Aromatherapy and massage have gained wide popularity among nurses
in clinical practice. An RCT has shown that a statistically significant
psychological benefit was derived from giving foot massage to patients
after cardiac surgery.?? Evidence from an audit into the effects of aro-
matherapy massage in palliative and terminal care suggested that most
patients derived some benefit.8! The effect of massage with 1% Roman
camomile in carrier oil has been investigated in patients receiving pal-
liative care.’? The control group was given massage alone. Anxiety
scores improved in both groups but the aromatherapy group showed
significant improvement in physical symptoms and quality of life. Other
workers have not found significant improvements when using aro-
matherapy and massage over massage alone.’®> A number of other
studies have demonstrated positive effects from massage.* However,
aromatherapy massage may not confer benefit on cancer patients’
anxiety and/or depression in the long term, although it seems to be
associated with clinically important benefit up to 2 weeks after the
intervention.®’

Kyle evaluated the effectiveness of aromatherapy massage with
1% Santalum album (sandalwood) (group A) when compared with
massage with sweet almond carrier oil (group B) or sandalwood oil
(group C), in reducing levels of anxiety in palliative care.%¢ The primary
end-points of the research were to report a statistically significant dif-
ference in anxiety scores between experimental group B and compari-
son groups A and C, and to influence the integration of aromatherapy
into all aspects of palliative care. The results were not substantial
enough to generate coherent statistics, so no assumptions could be
drawn from these results due to the inconsistencies that were bound to
occur in such a small sample. However, the results seemed to support
the notion that sandalwood oil is effective in reducing anxiety.
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Epilepsy

Aromatherapy has been used by some patients suffering from epilepsy
as a means of controlling their seizures. Certain oils, notably rosemary,
can cause an increase in seizure frequency, so the appropriate oil must
be carefully selected.

Common cold

Statistically significant differences have been noted between groups of
patients suffering from a common cold who inhaled a mixture of cam-
phor (35%), menthol (56%) and eucalyptus (9%), compared with those
using a hot-water vapour control. Only 24 adults were involved in the
trial.%”

Cardiovascular system

Lavender aromatherapy may have beneficial acute effects on coronary
circulation.®® A Korean study investigated the effects of aromatherapy
on blood pressure and stress responses of clients with essential hyper-
tension. There were 52 participants divided into an essential oil group,
placebo group and control group by random assignment. The applica-
tion of aromatherapy was the inhalation method of blending oils with
lavender, ylang ylang and bergamot once daily for 4 weeks. The results
suggested that the inhalation method using essential oils can be consid-
ered an effective nursing intervention, which reduces psychological
stress responses and serum cortisol levels, as well as the blood pressure
of clients with essential hypertension.?’

Insomnia

Lewith et al.”® evaluated the efficacy of lavender (Lavandula angustifolia)
on insomnia. Interventions comprised Lavandula angustifolia (treat-
ment) and sweet almond oil as placebo/control. Outcomes appeared to
favour the lavender.

Essential oils as antiseptics

Many essential oils and their constituents have antimicrobial proper-
ties.”! Indeed, essential oils have been used externally to eradicate
fungal or bacterial infections for hundreds of years.”? At the time of the
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Black Death, apothecaries would wrap scarves soaked in essential
oils such as camphor around their necks and over their mouths when
visiting sick patients.

In the early years of the twentieth century and following an article
in Nature, Even, a French pharmacist, impregnated gauze with the
essential oils bergamot, geranium, lavender and rosemary.”® These
volatile oils were selected because in his opinion they had the greatest
antiseptic value while being the least irritating. The fragranced dressing
was used to cover suppurating wounds. Gattefossé is reputed to have
used essential oils on the skin as disinfectants for healing wounds.”*
Essential oils that are said to have microbial qualities include cinnamon,
salvia (sage), sandalwood and thymus (thyme).”*

Several other essential oils are said to have antimicrobial qualities,
including cinnamon, salvia (sage), sandalwood and thymus (thyme).
Essential oils of eucalyptus, lavender and thyme in the proportion 2:2:4
provide an effective disinfectant, and tissues impregnated with the mix-
ture are recommended for wiping toilet seats, baths and basins in areas
of uncertain pedigree! A disinfectant suitable for tropical countries has
oregano added, the essential oil of which contains up to 15% thymol.

Although lavender oil is often assumed to be ‘very antiseptic’,”
studies carried out on a range of commercial lavender oils have shown
a wide variation in antibacterial effect.”® Nevertheless, a few drops of
lavender, lemongrass and thyme are reported as being effective in disin-
fecting mattresses. A wide variation in activity in other essential oils has
also been reported.””

Peppermint is one of the oldest and best-known European medi-
cinal herbs, and is reputed to produce a gentle disinfectant effect (pre-
venting fermentation) when there are abnormal decomposition
processes in the stomach. Both the herb and its oil may be used exter-
nally in baths to treat cuts and skin rashes. The oil contains about 50%
menthol.

One of the most widely used antiseptic oils in recent years has
been tea tree 0il.”® The oil is obtained from the leaves of Melaleuca spp.,
historically used by Australian aboriginals and New Zealand Maoris to
treat skin abrasions and infections. The name was invented by Captain
Cook, whose crew used the leaves to make tea and to flavour beer.
Tea tree oil was distributed to Australian soldiers during military oper-
ations as a disinfectant, leading to a high demand for its products
locally. In recent years the oil has become widely available in Europe. It
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contains terpinoids and is effective against fungus and bacteria,
including pneumococci, staphylococci,” streptococci and those resistant
to some orthodox antibiotics.!? A 3-month single-blind study has shown
that topical application of 5% tea tree oil gel in patients suffering
from acne is at least as beneficial as 3% benzylperoxide, with fewer side
effects.'®! A double-blind study found that a 10% tea tree oil cream was
as effective as clotrimazole in the treatment of athlete’s foot.!%? It has
been pointed out that topical application of a gel or lotion in this
fashion does not really constitute true aromatherapy.'%3

The aromatogram!%*

The aromatogram is a laboratory test that allows aromatherapists to
analyse in vitro the antibacterial activity of essential oils and to select
more accurately those considered to be the most effective in destroying
a particular microbial infection. The test is conducted much like the
conventional culture test for antibiotic activity.

Safety

One of the concerns with aromatherapy is its marketable strengths,
which suggests that the consumer does not have to be an expert aro-
matherapist to use the oils.'% Indeed, the availability of essential oils on
the high street and advice columns in magazines and newspapers could
be interpreted as evidence of total safety.

It is important to view the possibility of side effects in context,
because they are only likely to occur with prolonged use of high
concentrations and in people with acute hepatic or renal problems.
However, clearly some of the chemical groups present in essential oils
are potentially toxic and clients should be instructed that essential oils
should be used judiciously and according to instructions.

Most of the data on toxicity relate to the ingestion of essential oils.
Oral administration is extremely rare in the UK, so the reports available
refer to poisoning from accidental or intentional ingestion of large
amounts of essential oils, including citronella'®®1%” and eucalyptus.
Death is usual after consuming about 30 ml of the latter, following
severe cardiovascular, respiratory and central nervous effects.!*® There
are many recorded cases of poisoning by essential oils in young children.

Camphor and sassafras are claimed to be carcinogenic and their
use is generally contraindicated in aromatherapy. Camphorated oil is
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not an essential oil and so cases of poisoning due to ingestion of this are
not included here. In general, toxicity is dose dependent: the more of an
oil that is used, the higher the potential toxicity.

Potential toxic effects

Potential side effects include dermal toxicity, skin sensitisation (allergy),
phototoxicity and dependence.'?”

Dermal toxicity

Skin irritation is a relatively common reaction to the application of sev-
eral essential oils, although this risk may be reduced by dilution. Some
oils may cause a dermatological reaction after prolonged use. Severely
irritant essential oils include horseradish and mustard; moderately or
strongly irritant oils include cinnamon, clove, oregano, parsley, rue and
wintergreen. Tea tree oil has also been cited as causing dermatitis.!°

Skin sensitisation (allergy)

Allergies to camomile have been reported,''! with two cases of nipple
dermatis after the application of an OTC product containing the essen-
tial oil.""> The most notorious oils for causing allergies are costus
(formerly used widely in perfumes) and verbena. Cinnamon, garlic and
laurel leaf oil can also cause sensitisation reactions to varying degrees.
Skin rashes and itching have been reported after the application of
tea tree oil.!'? Table 9.4 shows a number of commonly used essential
oils for which sensitising constituents have been identified.!!*
Aromatherapists themselves may be subject to sensitisation, particularly
if they are handling significant quantities of oils on a daily basis.!'

Phototoxicity''®

Certain essential oils (e.g. verbena, bergamot and the citrus oils, inclu-
ding grapefruit, lemon, lime and orange) may cause increased photo-
sensitivity in some individuals if the skin is exposed to direct sunlight
shortly after application (see ‘Aromatherapy during pregnancy’, below).
Substances known to be phototoxic include many with antiseptic prop-
erties that are added to toiletries and suntan preparations. Phototoxic
components (psoralens or furanocoumarins) are present in a limited
number of essential oils and in small amounts, normally < 2%, but
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nevertheless they are still capable of causing a reaction, even if the
essential oil is diluted substantially. One report concerns a woman who
was treated for minor burns after 20 min spent on a sunbed immedi-
ately after taking a sauna in which a few drops of lemon oil had been
added to the burner.

It has been found that the bergapten component of bergamot oil
produces abnormally dark pigmentation and reddening of the sur-
rounding skin after exposure to an ultraviolet lamp. This condition is
known as berloque dermatitis or bergapten dermatitis. The darkened
patches of skin can remain for several years. To ensure that the risk
of photosensitivity is reduced to a minimum, maximum-use levels
have been set for some common essential oils. These are summarised in

Table 9.5.

Dependence

It is possible that the repeated application of rubs and ointments con-
taining large amounts of essential oils (e.g. Vick or Tiger Balm) may
lead to some dependence, with the product being used long after it
needs to be. Pharmacists should be alert to this possibility.

Interactions with orthodox medicines!!”

There may be interactions between orthodox medicines and essential
oils. Possible problems include enhanced transdermal penetration,
potentiation effect of warfarin, monoamine oxidase inhibition and the
induction of cytochrome P450 (an important detoxifying enzyme that is

Table 9.4 Main sensitising constituent of some common essential oils

Essential oil Main sensitising constituent
Bergamot Coumarins

Camphor Terpene

Dill Carvone

Eucalyptus Creole and phellandrene
Fennel Phellandrene

Lemon Limonene

Lemongrass Citral

Pine oil Borneol

Rose oil Citronelle

Spearmint Limonene
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Table 9.5 Characteristics and uses of common essential oils

Oil Characteristic Examples of indications

Bergamot Uplifting Anxiety, appetite loss, skin problems

Camomile Comforting Muscle/joints, skin, soothing, calming

Clary sage Relaxing Sedative, stress/tension

Clove Stimulating Antiseptic, toothache

Eucalyptus Energising Antiseptic, respiratory, antiviral

Geranium Uplifting Anxiety, skin problems

Ginger Warming Cold/flu, stomach problems

Lavender Relaxing Muscle/joints, skin problems, soothing

Lemon Refreshing Antiseptic, cold/flu/throat, tonic, skin,
digestion

Patchouli Soothing, sensual  Anxiety, skin problems

Peppermint Stimulating Anxiety, cooling, feet, insect repellent

Rosemary Reviving Circulation, mental processes, lethargy

Sandalwood Balancing Urinary, throat, skin problems

Tea tree Revitalising Antibacterial, fungal (especially thrush)

Ylang ylang Relaxing, sensual ~ Heart rate/respiration regulation, shock,

trauma, skin

induced by alcohol and certain drugs, including carbamazepine, diphen-
hydramine, nicotine, nitrazepam, phenobarbital, phenytoin and pro-
gestogens). Any essential oil taken orally that also induces this enzyme
may reduce the effect of a drug.

Common drugs that are incompatible with topically applied oils
include aspirin (clove and garlic), paracetamol (basil, camphor, cinna-
mon, clove), pethidine (parsley) and warfarin (cinnamon, clove, garlic,
wintergreen).

Interaction with homeopathic medicines

Traditionally it is said that homeopathic remedies are inactivated by
aromatic oils, so the two should not be used together. There is no firm
evidence to substantiate this perception, but it is usual to instruct
patients to leave 1-2 h between brushing the teeth with a peppermint
toothpaste and taking a homeopathic medicine.
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Aromatherapy during pregnancy

Authorities are divided as to the advisability of using aromatherapy oils
during pregnancy because there are no reliable data on potential terato-
genic and abortifacient risks. However, it is probable that the compo-
nents of essential oils can cross the placental barrier and a number are
contraindicated or should be used with caution during pregnancy (see
below).118

One of the most versatile essential oils, lavender, is classified by
some aromatherapists as emmenagogic (i.e. it may cause menstrual dis-
charge and/or potentially a miscarriage) and is restricted to the later
stages of pregnancy or not used at all. Some authorities promote its use
throughout pregnancy. Other essential oils said to be emmenagogic are
calendula, jasmine, juniper, marjoram, melissa, nutmeg, peppermint
and thyme. There is no evidence that, even if these oils were potentially
emmenagogic in the small amounts used during aromatherapy, they
would necessarily be abortifacients.

Aromatherapists sometimes recommend that new mothers add six
to eight drops of lavender oil to bathwater following childbirth, but a
study found no evidence that such a practice was effective in reducing
perineal discomfort.!"?

There are accounts in the literature of women attempting to bring
on menstruation'?” or induce abortions with pennyroyal, an essential oil
that is in any case contraindicated in aromatherapy because of hepato-
toxicity.'?! Extra care should be taken with topical use of essential oils
during pregnancy. For aromatherapy massage over large areas of skin a
maximum concentration of 2% essential oil is recommended. The pho-
totoxic risk mentioned above is particularly important in pregnant
women, who already have raised melanocyte-stimulating hormone
levels and are therefore more likely to burn in strong sunlight. These oils
should be used only by qualified practitioners for short periods and
mothers advised to keep out of the sun for between 2 and 12 h after
therapy, depending on the concentration of oil used.

An example of a special topical formulation for nursing mothers is
in use at the Maternity Unit at the Southern General Hospital in
Glasgow. It comprises a mixture of three oils — cypress, geranium and
lavender — in the proprietary gel known as KY and is applied three times
a day to the vaginal area to reduce discomfort after delivery.

The following is a summary of oils that may be used in pregnancy
and those that should be avoided:
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®  Oils that are generally considered safe to use during pregnancy:
camomile, ginger, lavender, rose, sandalwood.

e Qils that may be used externally during pregnancy: anise, mace,
nutmeg, rosemary, spike lavender.

e  Oils that should be avoided during pregnancy: oils rich in apiole,
e.g. parsley leaf and seed, and oils rich in sabinyl acetate, e.g. sage.

OTC supply

A list of common aromatherapy oils and their main indications is

provided in Table 9.6.

Reducing the risks of adverse reactions

Containers and labelling

Inadequate labelling and lack of appropriate guidance on how the prod-
uct should be used at the point of sale are two major inadequacies that
could be rectified relatively easily. Containers that restrict the delivery
of contents to drops, facilitating more accurate dilution, are essential.

Counselling

Clients intending to self-treat should be advised to take the following
precautions:!'??

e Never eat or drink essential oils except under medical supervision.

e Never use concentrated essential oils directly on the skin; always
dilute with a suitable carrier oil (e.g. almond oil) — a typical dilu-
tion for massage is 15 drops of essential oil to 50 ml of a carrier
oil.

®*  Be aware that some oils (e.g. bergamot, lemon and orange) can
react with sunlight and burn the skin.

e  Clients in an ‘at-risk category’ (infants, elderly people, pregnant
women, or those who have kidney or liver problems, etc.) should
seek professional advice before attempting to treat ongoing
conditions.

* Do not use homeopathic and aromatherapy remedies concurrently.
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Table 9.6 Characteristics and uses of a selection of common oils

oil Characteristics Examples of indications

Bergamot Uplifting Anxiety, appetite loss, skin problems
Camonmile Comforting Muscle/joints, skin, soothing, calming
Clary sage Relaxing Sedative, stress/tension

Clove Stimulating Antiseptic, toothache

Eucalyptus Energising Antiseptic, respiratory, antiviral
Geranium Uplifting Anxiety, skin problems

Ginger Warming Colds/flu, stomach problems

Lavender Relaxing Muscle/joints, skin problems, soothing
Lemon Refreshing Antiseptic, colds/flu/sore throat, tonic, skin
Patchouli Soothing/sensual  Anxiety, skin problems

Peppermint Stimulating Anxiety, cooling, feet, insect repellant
Rosemary Reviving Circulation, mental processes, lethargy
Sandalwood  Balancing Urinary, throat, skin problems

Tea tree Revitalising Antibacterial, fungal (thrush)

Ylang ylang  Relaxing, sensual  Respiration regulation, shock, trauma

More information

Aromatherapy Council: www.aromatherapycouncil.co.uk

Aromatherapy Organisations — links:

www.aromacaring.co.uk/uk_aromatherapy.htm
Aromatherapy Organisations Council — Education and Training in Clinical
Aromatherapy: http://tinyurl.com/2w8e9g
Holistic Medicine Resource Center Aromatherapy internet resources: http:/
tinyurl.com/2vat9x
International Federation of Aromatherapists: www.ifaroma.org/
National Association Holistic Aromatherapy: www.naha.org

Further reading

Davis P. Aromatherapy A- Z, revised edn. London: Vermilion, 2005.

Lis-Balchin M. Aromatherapy Science — A guide for healthcare professionals.
London: Pharmaceutical Press, 2006.

Price S, Price L. Aromatherapy for Health Professionals, 3rd edn. London:
Churchill-Livingstone Elsevier, 2007.

Schnaubelt S. Medical Aromatherapy: Healing with essential oils. Berkeley, CA:
Frog Ltd, 1999.
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