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Executive Summary

Introduction

CAM use is urmlibtedly increasing amongst Australians; however the evolution of CAM regulation
has failed to keep up with this surge in demand. CAM products represent an industry estimated to
be worth between $1.5 and 3 billion annually. CAM practitioners provide aphialf of all health
consults and may be the primary care providers for a third of their users.

However, current regulatory models for CAM are insufficient. It is recommended that the
Department of Health and Aging regulates both CAM products and praetisfor a numberof
reasons these are based on the criteria for regulation of a profession of the Australian Health
aAyAaldSNRa ! ROA&A2NE / 2YYAGGSSY

Criteria 1: It is a matter appropriate for the Health Minister

CAM practitioners and products are by any definition health practitioners and products.

Criteria 2: The risks of CAM warrant regulation

The risks of CAM are sufficient to warrant regulation and are comparable to those of regulated
professions. These riskse economic, direct and indirect in nature.

A Economic risks include: The extreme variability of CAM products and lack of standardisation
and surveillance in the marketplace. This makes consumers unable to distinguish between
effective and ineffective CAlgroducts; an unregulated environment means that consumers
are at risk from unscrupulous marketing practices from companies and health practitioners
that seek to gain profit from their patients and; practitioners not trained in CAM may be
unable to identifyeffective treatments, thereby prescribing ineffectively.

A Direct risks include: Adverse events caused directly from CAM products and practices;
Potential for pharmacological interactions between CAM and conventional treatment;
inappropriate responses to adrse events in CAM and; risks to public health and safety
caused by unregulated rogue practitioners unable to be barred from practice due to lack of
barriers of entry.

A Indirect risks include: poor training of some CAM practitioners leading to risks tmpe of
practice such as misdiagnosis, lack of referral and being unaware of the limitations of their
practice and; false consultations from unqualified persons under the impression that they
are a CAM practitioner.

Criteria 3: Existing measures do not agleately address public health and
safety issues

Current selregulatory models fail for a number of reasons:
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A They are fragmented and confusing, making it unclear how to identify a quality practitioner
or product and register valid complaints or adversaations;

A Lack of barries to practice mean thahere are no minimum training standards. Despite
some CAM practitioners training forlyears in degree courses they argrentlytreated
no differently from other untrained practitioners or laypersons.cBase of this CAM
provision is often undertaken by other health professionals such as pharmacists and doctors
who are often untrained in CAMininterestedor whose expertise lies elsewhere;

A Lack of regulation means that those who are often most qualifiease some therapeutic
CAM tools are often denied access to these CAM tools (for example, scheduled herbs).
Instead practitioners with little or no training in these tools are allowed access;

A Lack of regulation means that CAM practitioners are not appatgly held accountable for
their actions, even in matters of gross negligence.

Criteria 4: It is possible for regulation to occur in CAM

There are examples of regulation both nationally (Victoria with Chinese Medicine, all states and
territories with chropractic and osteopathic) and internationally demonstrating that the process is
possible.

Criteria 5: It is practical to regulate CAM

Support for regulation of CAMRKists at most levels within the profession thereby reducing practical
difficulties causedby strong opposition.

Criteria 6: The benefits of CAM regulation outweigh the negatives

There are numerous benefits to regulation and only a few negatwelsich are easily overcome
through judicious application of a regulatory framework. These benafiof a number of nature

A Health benefits may occur from the addition of more treatment opticRAM has
demonstrated ability iii NB I+ G Ay 3 | O y 2fedti@iesyR@naifingciiddnic W
disease and preventative healthcare. Regulation may erage further integration of CAM
and conventional treatment to improve health outcomes.

A Direct economic benefits from reductions in direct health care costs as more treatment
options with demonstrated costffectiveness are made available

A Indirect economitbenefits may be made by addressing effectivenegs ga healthcare that
have evidence of increasing productivity and reducing time lost to injury in the workplace.
Higher standards of CAM may energise the development of a competitive CAM sector that
cancompete internationally on the export market.

A Regulation may encourage the inclusion of CAM practitioners in research, addressing issues
of evidence, efficacy and encouraging clinically relevant research.

A Regulation may improve dissemination of informattorthe public, allowing them to make
more informed treatment choices.

Conclusions and recommendations
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Whilst CAM undeniably presents a number of risks that warrant regulation, it also offers a variety of
opportunities to health provision in AustraliaoRhis reason it is recommended that a detailed,
objective and thorough investigation into regulation of CAM practitioners and products is
commenced at the earliest convenience. Detailed recommendations are made throughout the
report. It is recommended #it any attempt at regulation adhere to the following principles.

A

CAM products and practice have an underlying risk that requires apposite regulation be
enacted. However, these risks should be placed in appropriate context and CAM should be
afforded the sam objectivity as other health professions in the development of any
regulatory framework.

Appropriate deterrents and penalties should be enforced for those who shirk their
responsibilities and requirements under a regulatory model.

Clearer methods dadistinguishing highand low standard CAM practitioners, products and
information should be enacted. Mechanisms should be put in place that rewards those that
adhere to higher standards and ensure that those of lower standards are not unfairly given
equalstanding.

It is highly recommended that CAM is increasingly treated as a therapeutic modality in its
2y NARIKG Fa 2LI1aSR (G2 02y iAy dasdeasbritiso SA y 3
strongly suggested that CAM be subjected to the same regylagwaluation and legislative
requirements as other professions and therapeutic tools.

However, as an industry in its infancy efforts should be made to build capacity in CAM,
particularly in the areasfacademia and researchlltimately CAM should competvith

other health modalities for research and facility fundongits merits abne.

An appropriate regulatory framework cannot focus on CAM products alone. CAM
practitioners are an integral part of the industry and most of the factors which define CAM
are intrinsically linked to principles of practice rather than any particular products used
CAM practitioners should be acknowledged as health providers and regulated accordingly to
safeguard public health and safeffhis can be achievdyy ensuring minimunstandards of
education and appropriate levels of accountability. As those most qualified to makelclinica
decisions relating to CAM, CAM practitionsh®uld form an active part of any CAklated
legislative, institutional, research or practical decisioaking.

Other health practitioners should not be prevedtfrom practising CAMut should abide by the

same minimum standards required of CAM practition@ther health professionalsvhilstvery

much respected for theiown areas of expertisejo not have an inherent expertise in CAMarRhis

reason adequately qualified and registered CAM practitioners should be considered the default CAM
providers in Australia under a regulatory model.

vi| Page
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Introduction

The most recent survey obmplementary medicinéCAM)use suggests a sharp rise in usenhe

most commonly sought products are nutritional supplements, western herbsemdatherapy oils
which in the last twelve months have been used by 45.8%, 16.3% and 16.1% of the Australian
population respectively. In the last twelve months 21.1% of Australians have visited a naturopathic
practitioner (incorporating herbalists and dtial nutritionists); 14.6% have visited a chiropractor or
osteopath and 13.4% have visited a Chinese medical practitioner (incorporating acupuncturists,
Chinese herbalist, Chinese massage therapists, Chinese exercise therapists and Chinese dietetics
practitioner). Currently the provision of these services and products in Australia is either self
minimally- or unregulated. Recent attention has focused on the need for regulation of
complementary medicines (CAM).

The need for regulation will be assessed by thiteria agreed to by the Australidtealtha A Y A & G S NE Q
Advisory Council (AHMAC]}iteria for Assessing the Need for Statutory Regulation of Unregulated

health Occupatiorfs Whilst strictly speaking this is more a model for CAM practice rather than

products it is done for two major reasons: 1) It is an established criteriorhishyjudgements

regarding regulation of health issues can and has been made and; 2) Whilst much of the current

medical, government and research focus on CAM relates to product only the reality is that CAM

practice¢ though often overlooked constitutesmé& & 2 F G KS ISy SNI f Lzt A0Qa
perceptions of CAM and accounts for up to 51% of total health consultations in Adsiraliit is

estimated that approximately one third of patients rely on CAM practitioners as primary care

professional ®. The AHMAC criteria are:

A Is it appropriate for Health Ministers to exercissponsibility for regulating the
occupation/industry in question, or does the occupation/industry more appropriately fall
within the domain of another ministry?

A Do the activities of the occupatidindustry pose a significant risk of harm to the healthda
safety of the public?

A Do existing regulatory or other mechanisms fail to address health and safety issues?

A Is regulation possible to implement for the occupafiodustry in question?

A Is regulation practical to implement for the occupatfmaustry in question?

As chiropractic and osteopathy are already regulated in every Australian jurisdiction; Chinese
medicine has a prototype draft of regulation in Victoria; and naturopathy and the treatment tools it
uses are by far the most common CAM modality intralia this report will focus on this modality.
However, its findingstill extend to the broad scope of professional CAM practise.
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Qiteria 1 conclusion

CAM practitioners and products are by any definition health practitioners and protiustierefore
clearly appropriate for Health ministers to exercise responsibility for regulating complementary
medicine.

1.1s it appropriate for Health ministers to exercise
responsibility for regulating the occupatioor
industry in question,or does the occupation
more appropriately fall within the domain of
another ministry?

Complementary therapists are health practitioners, and are often engaged in a primary care
NREfSd ¢KSNBEF2NBE GKSe& FIff Ay G 2ation&ordindtd f § K YAYA
AHMAC criteria.

There is widespread use of complementary therapists in Australia. A study of healthcare users in
Southwest Australia found that consultations with complementary therapists accounted for 51%
of all health consultatior’s

Complementary therapists are also governed by a number of Acts within the health portfolio:
including theTherapeutic Goods Adgod standards legislation and hygiene stardtannder
public health legislatioh Consumer complaints about complementary therépisre handled by
the same body that handles complaints of other health professionals.

Moreover, of particular significance to the current political situation, the Labor party has written

into the health section (Chapter 10) of its National Platform anas@mition a section on

complementary medicines stating thatitg A t £ NBGJFASg GKS OdzZNNBy G NI 3dz
GKFGO AG Aa o020 rkanduRtotaz it & yR2 SF FTEDISDBIEof A a K | LILI
and accreditation for practitioners arideir products’.
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2. Do the activities of the occupationr industry
pose a significant risk of harm to the health and
safety of the public?

There are three majdiormsin which the injudicious use of CAMnceause public harm:
Economic, itect health and mdirecthealth®. Economic harm may result from the marketing and
sale of ineffective or poor quality CAM to the general public either directly or via unqualified or
inappropriate practitioner dispensing; Direct hatmhealthmay result from the direct side
effects of CAM use for example herkdrug interactions or punciring a lung with an

acupuncture needle; and Indirect hamm healthmay result from the delay of medical treatment
due to misdiagnosis or misinformation about unrealistic treatment of a condition.

2.1 Economic Risk

Economic risks may occur for a varietyedsons: 1) lack of standardisation of CAM products

may affect efficacy, safety or reliability of these products thereby possibly denying the consumer
value for money or the implied benefit; 2) unscrupulous practitioners may take advantage of
consumers in aunregulated environment and; 3) lack of minimum training and education
standards may result in the consumer receiving an ineffective treatment regardless of product
quality or efficacy.

2.1.1 Extreme variability of product quality

Consumers are currently pat economicrisk due to extreme variability in product quality.

While many CAMs have demonstrated therapeutic benefit currentlierapeutic Goods
Administrationlisting protocols consumers may be purchasing ineffective and poor quality

products whilst mder the impression they are purchasing a legitimate prodwttilst good

SOARSYyOS SEA&GA adA3SadAy3a {i W2KyQa 22Nl Oly
most common brands few had their stated active ingredient coritehiCanadian study of 54
internationalO2 YYSNDAF & @At otS {4 W2 Kydidnartd2 NI LINZ
hyperforincontents were extremely variable and most products overestimated coriigrat

factor of twa™. Only 2 of the 54 products had levels within 10% of that stated on their label.

2.1.1.1 Lack of standardisation

Standardisation is much more of an issue in CAM than efficacy. According to acfiu3069
South Australians, approximately half assumed that CAMs were independently tested by a
government agency 74.8% for quality and safety, 21.8% to validate health claims and 17.9%
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efficacy of the produdt. This overestimation of government monitoring may gift CAM a
legitimacy it may not otherwise have earned and imply efficacy and safety claims on these
products regardless of quality.

Most people assume that CAM products are of equal quality, or ateheleast tested for

efficacy by a government body. However, many CAMs are a natural product and like any natural
productmay possess a numbef varying qualitieg the sameequivalentdry weight of grapes

can yield fresh grapes, sultanas, grape juicegwi(with incredible differences in complexities of
character) and sherrgiepending on a number of growing, manufacturing and processing factors
yet we expect all products made from raw herb to be therapeutically equivalent regardless of
these factorsFadors which may affect variability in natural supplements can include climate,
growing conditions, time of harvesting and postharvest factors such as storage conditions (light,
temperature and humidity) and processing (extraction and drying procéésesither examples

of these are discussed irable 2 on page.7

Evenin casesvhen efficacy may be in doubt lack of standardisation in the industry may cause
false negatives in interpretation of the results. A British researchers comduetsystematic
review of glucosamine confirmed the previous findings that there was little clinical evidence
supporting its efficacy. However, when they analysed the data further they found that one
particular brand of glucosamine was not used in any of the negegiviews or trials and that
100% of the trials using this form had positive results. This raises questions as to whether
inadequate regulation and standardisation in the industry is hampering the development of a
suitable evidence base.

2.1.1.2 Differing forms ofthe same CAM

Even in a country with purported adequate regulatory regimes lack of standardisation can be a
YFE22N) AdadzsSd® ¢KS ! dZAGNIEAlLY [/ 2yadzySNRa ! aaz2O0Al
in Australian supermarkets, health food store and phacias and tested them for their
glucosamine content. 3 of the 26 did not contain enough glucosamine to exhibit effect according
to clinical guidelines (1500mg/day) and 2 were more than 7.25% outside the range stated on
their label (outside the range of a@nt government regulationd). The findings also showed a

good deal of varietyn the forms of glucosamine use@iucosamine hydrochlorigglucosamine
sulphate andglucosamine sulphate potassium chlorgehich contain 75% glucosamine

sulphate. It is dif€ult from labelling alone to know just how much of this is converted into active
glucosamineThis also muddies the waters on research and efficacy. Most research suggests
glucosamine sulphates the more effective form yet more than half the productstesswere
glucosamine hydrochloride

Other issues of safety may also arise. Most glucosamine is sourced from crustaceans with only 2
of the 26 products using vegetable sources. Although some very small clinical trials have
expressed safety of glucosamingpplementation in individuals with crustacean allergie

there have been documented cases of glucosamine supplementediosing hypersensitivity
reactions in these individuat$ *® The variability observed in glucosamine content, form and
manufacturing process amongst supplements was one reason given for this apparently
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paradoxical resutf. Considering the fact that Australians think that CAM is overwhelmingly

Gal ¥S¢ IyR aKlFa y2 aARS STFSOGa¢ AwvdaBRISR NI 3 d:
public safetyThe World Health Organisation has suggested that regulation of CAM products is

the most appropriate method of ensuring quality and efficacy of these prodticts

2.1.1.3  Substitution or adulteration of product

In an unregulated environment it is not uncommon for CAM to substitute the active ingredient
with cheaper alternatives. The substitutionP&nax ginsenwith the cheaper alternatives such
asPanax pseudginseng Panax quinquefoliuror Eleutherococcus senticosissnot uncommon
and may potentially result in greater toxicity than norri%f. A study of 50 brands of ginseng
product failed to find any ginseng in 6 of these products whilst one product contained large
amounts ofephedrine- leading a Swedish athlete to be inadvertently accused of ddpirg

2007 an urgent recall of a herbal libido tonic was initiated bythieeapeutic Goods
Administrationafter it was found that it was adulterated wisildenafil orViagr&®.

2.1.2 Inherent weaknesses ofapd manufacturing practice
guidelines

Currently CAM products are required to comply wabod manufacturing practice (GMP)
standards. Thisode defines a number of procedures and observances including as listed in the
table below.

Good Manufacturing Practice Guidelines

Validation of equipment and process
Documented standard operating procedures covering every aspect of manufactui
Documented cleaning and calibration logs for equipment
Control of the manufacturing environment, air and water
Quarantining and unique identification and testing of raw materials, labels and
packaging
Discrete batch identification
Comprehensive batciecord documentation
Reconciliation of raw materials, product, packaging and labels
Quarantining and testing of finished products
Documented release for sale procedures
Testing of stability of finished product
Documentation of customer complaints anetall procedures
Tablel: Good manufacturing practice requirements

However, whilst these measures do proffer a guarantee (though small) of safety in CAM they do
little to address issues of standardisation or efficacy of CAM ptedincpractice CAM

manufacturing under pharmaceutical GMP may be more complex as many of them are derived
from biologic agents and: may be incorrectly identified; may vary in chemical content and hence
efficacy; carries with it a history (and therefore ynae contaminated with unwanted
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substances); the processing of biological agents may enhance or impair their safety and efficacy
and; stability may be difficult to define or meastie

Adhering to GMP principles CAM may be afforded a degree of legitimacy in the eyes public.
However there is little that CAM manufacturers have to do to earn this legitiméuoy.

regulatory system should encourage evidence and efficacious CAM products andregiprop
aryOiArzya FyR SyF2NOSYSyia aKz2dZ R R2¢gy3INI RS
satisfactorily meet this evidence base. Whilst GMP principles do offer a degree of
standardisation in some values of produgtality, it should be remembered, and made clear,

that this does not extend ttherapeutic efficacyf the product.

2.1.2.1 Lack of minimum standards of therapeutic efficacy

The lack of enforced regulation in this area puts consumers at risk by denying them the ability to
choose between CAM with and without demonstrated efficacy. The biological complexity of
many CAM products has important implications in healthcare provision and for this reason
current regulatory frameworks are insufficient.

The generic concept of synthetpharmaceuticalg such as the interchangeability of

paracetamol containing productss invalid for CAKE. Due to the biological complexity of most
CAM classification of particular products (for exangilecosamineor{ G W2 KysQa 2 2 NI
insufficient. Metaanalysesand systematic reviews of CAM may be easily misinterpreted as the
products made fronthe sameW & dzo &@ | YOS 06 S d<eelhble B dafidfaByNS vy (i
conclusions drawn can only be applied to the particular produws have been trialled/Vhilst
traditional use may be a valid form of evidence used in evalu#tiirshould only be used in
promotion or claims targeted at those with sufficient knowledge of GAddch as adequately
trained CAM practitionerg to make critical judgements based on this advice.

CAM products should b&bject to similar requirements as conventional medicines. Perhaps it is
time to stop treating CAM as a produdassentirely different to other forms of treatment and
instead treat it as a medicine or therapeutic agemttheir own individuainerits. At the

moment the complex arrangement of regulatory frameworks subject CAdither

unnecessarily harsh amnecessarily lax requirements move towards adherence to the Code

of Conduct of Medicines Australia will help to establish adequate standards eréais

As part of the evaluation procefsr TGAlisting CAM products should be subjected to another
battery of specific tests of therapeutic efficacy and equivalency and possible contamination. Not
requiring sponsors to have evidence to support claimheir specific products encourages low
quality’®. The British Herbal Pharmacopeia provides a useful guide to British and European
standards to this regafd However, it should be noted that these complexities demonstrate the
need for the involvement of professionals with intimate clinical and theoretical knowledge of
CAM treatments in any redatory process.
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Factor affecting
quality
Substitution

Ecology (Growing
Area)

Part Used

Variantused

Manufacturing
process

Contamination

Example

A

p>N

It is estimated that dliberate substitution of Namibia S @A f Qa / i
(Harpogophytum procumbehsvith cheaper Angolaklarpogophytum
zeyheric a safe yet therapeutically far less effective substitgimay
account for 50% of total imports of this héfb*"

Not all substitution may be intentional. In Canada Siberian Ginseng
(Eleutherococcus sentico3wgasinitially classed as toxic after being
accidently substituted in soenproducts due to a combination of
misinterpretation of its traditional nam&/u-JiaPiand poor quality control
by product manufacturers.

The essential oil of Basib¢imum basilicuinmay exhibit different
chemotypes depending on area grown. Basil essential oil grown in
Madagascar, Comoros, Seychelles and areas of Thailand exhibits highe
levels ofmethyl chavicot a known skin irritant and carcinogenic ag"égnt
Thyme Thymus vulgarjsmay exhibit any one of six major chemotypeéth
differing chemical constituentsall with very different therapeutic
applicationsg depending on area growand growth stage atvhich it is
harvested® >

Tribulus terrestrisa herb often used in treatment of male infertility and
menopause, demonstrates significantly different chemical profiles
depending on geographic locatidine material is sourced from. Research
suggests that many markers of qualgyncluding levels of the active
steroidal saponimprotodioscing occur in herbal product sourced from
Eastern Europe and Western Asia, but not that sourced from India, Chin
Australig®.

Evidence suggests that root parts are more effective and less allergenic
aerial (leaf) parts oEchinacea sﬁﬁyet most commercial preparations solc
in Australia continue to use the cheaper aerial pamts combination of
parts which éads to wide variations in markers of active compouifids
Onlystandardised Ginkgo leaf tip extraftbm a limited amount of suppliers
is used clinically in Euroes importel crude leaf has been found tmntain
high quantities otherapeutically inactive leaf and stem materfal
Glucosaminés sdd in Australia in one of three major formglucosamine
sulphate glucosamine sulphate potassiwendglucosamine hydrochliﬂe“.
Onlyglucosamine sulphatat doses of at least 1500mg dalilgis
demonstrated efficacy in trial& More than half the supplements available
in Australia are of the cheaper, ineffectigiicosamine hydrochloride
variety™.

Inactive ingredientsised in manufacturing processay render active
constituents nabsorbable and therefore ineffectivAn investigation of
commercially available Coenzyme Q10 supplements in New Zealand fot
marked differences in bioavailability despite similar labelled dosesto
variation in excipients uséd

The poportion and type of solvents used in the extraction of herbs will
determine amount of therapeutic agent extractéd

Someimported Ayurvedic and Chinese Medicines in Australia have been
shown to have dangerous levels of heavy metal concentratfoliss
currently left to the discretion of the manufacturer to test for these
according to GMP

CAM products may be contaminated with pharmaceutical drags.
Australianherbal libido tonic was the subject of an urgent withdrawal in
2007after it was found to contain sildengfll

Table2: Potential factors affecting quality o£EAM products
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2.1.3 Potential for conflict of interest

The federal government has already asked the Australian Competition and Consumer
Commission to investigate the complementary medicines when it was uncovered that some
doctors were taking advantage of theaisi CAM use by selling products for their patiéhti

was reported that some GPs were earning $90 000 per annum by enlisting their patients in
multi-level marketing schemdsr CAM product§ and G\M manufacturers continue to

aggressively pursue health professionals of all persuasions and often market their products as
ideal ways to supplement clinic incofi¢’. One manufacturer was audacious enough to suggest
that one of the benefits of attendance of kslucational seminar targeted at medical and CAM
LINy OGAGA2YySNA ¢l a GKIFIG AG 62dA R GSFOK GGdSYyRS
al £t Sax ONBIGAYy3 Iy AyO2YS aidaNBILyY GKP.4G NBI dzA N

It is estimated that 78% of naturopaths sell gmeepared products directly to patierfts This
demonstrates a clear potential for conflict of interest. Adequate codes of corgaiet equally
adequate penalties for breaching that adf conduct; need to be implemented to ensure that
unscrupulous practitioners are not able to take advantage of their patiéhiike the
pharmaceutical industry, the CAM industry is comprised of a significant direxinsumer
segment which accountsif approximately 25% of total saf8sThis segment may escape the
scrutiny that prodicts sold through more regulated mechanisms may have go through,
unnecessarily exposing these consumers to fitle current selfegulatory regime insufficiently
protects CAM consumers from theseonomic risk.

As it stands there is no sound health reass to why health professionals should be
encouraged to sell prprepared manufactured and marketed produdisectlyto their patients.
The most common reason cited is that the products may be otherwise difficult to procure
however it is envisaged thain appropriate regulatory environment will encourage innovative
solutions to this problerh Ideally complete removal from practitioner consultation anthile

sales would be desirable thoughdre may be some special dispensatigribe dispensing of
individualliquid herbal formulations ¥ herbalists for examplet iis thought that an appropriate
regulatory framework could encourage the establishment of measures which ameliorate this
conflict of interestc for example central apothecaries or dispensaries staffed pgrson with
adequate CAM training where practitioners can send patients to fill prescriptiaing/{& G dzNJ f
LIK I NJYgerG@é)dy establishing minimum standards in the industry and enforceable codes of
conduct

2.1.3.1 Extemporaneous medicines

However, some coplementary medicine practitioners may use extemporaneous treatments
(those that they have manufactured or mixed themselves) such as liquid herbal formulations in
practice. Removing these from traditional complementary medicine practice also carrieskthe ris
of reliance on manufactured or pgackaged products reducing therapeutic options for

patients and potentially increasing the influence of commercial interests. Such extemporaneous

8| Page

B a



supply requires adequate levels of training, minimum standards of ijgeand the oversight of
an appropriate regulatory body to ensure public safety from economic harm.

2.1.4 Injudicioususe ofanotherwise effective CAM

Lack of barrier to entry to CAM practise, poor levels of CAM training of conventional health
practitioners,propensity towards self prescription and lack of easy access to soufrces

reputable CAM information may also pose economic risk through inappropriate use of otherwise
effective remedies. For example, a AGAM practitioner or consumer may choose to use
Echinaceaor immediate relief of cold antlu symptoms, whereas traditionakractice would
suggest that they should ugendrographsinstead asEchinacedas aead-in periodof
approximately 710 days". In this case it may injudicious and ineffective clinical decision making
rather than the lack of efficacy of CAM products that may render the treatment ineffective.
Theseissuesare discussed in more detail in other sections of this refiwat refer to education

and training(section 3)Issues relating to lack of barriers to practice are discussed further in this
section.

2.2 Direct Risk

Direct risks are those whigkelate directly to use of the CAM product or practi¢rect risks can
take the form of those relating to producgtsuch as adverse reaction and potential interactigns
and those relating to practice such as gross negligence and incompetence in practice

2.3 Products

2.3.1 Adverse Reactions

Medical Practitioners estimate that thesee one CAM adverse event per 125 consultations, or
an average of 1 per weékAustralian naturopath workforce data suggests that naturopathic
practitioners will experience one adverse event every eleven months or 1 per 423
consultationg?. In the ten years to 2007 on average of 395 adverse reactions to CAM were
reported to ADRAGwith possible links to deaths in 62 cadésee Figure 4)t is estimated that
adverse reactions to CAM medications account for approximately 3% of total adverse reaction
reports in Australi&l. There appears to be significant undegporting to government agencies of
adverse events for a variety of reasbircluding:non-disclosure of CAM uskck of awareness
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of avenues for reporting; fear of having therapeutic tools taken away and inappropriateias

for reporting¢ such aghe Therapeutics Goods Administration Adverse Drug Reaction Reporting
Systendatabasebeinglimited in its usefulnesand applicability for CAMhen compaed to
pharmaceutical medications
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Figurel: Proportion of adverse reactions of CAM products in AustraBaurce: ADRAC

Lack of regulatory frameworks makes it difficult to determine where to report these adverse
reactions. Experience suggests that implementing regulatory models for CAM doeseéncreas
reporting of CAM adverse reactioridnpublished studies from Queensland have found the
proportion adverse incidents attributable to CAM to be as high as 13.4% when clear mechanisms
for public reporting are knowh. The World Health Organisatizaceived reports 09854

adverse readbns to CAM products 2002 alone compared to less than 4000 during the entire
period 199099 after engaging stricter frameworks on reportfigAustralian examples of the

effects of regulation on reporting and complaints mechanisms are discussed further in Section 3.
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Figure2: Number of adverse reactions associated with CASburce: ADRAC
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Perhaps it will not be until regulation is enacted may expel the myth that CAM products are
inherently safe as few adverse reactions are reported. Whilst it is true that between 11998

only 149 reports involving adverse reactions to CAM were reportede@ddverse Drug

Reactions Advisory Committdeough theTherapeutic Goods Administratidns often forgotten
that ADRA®nly began receiving reports on CAM in 199Burrent mechanisms are woefully
inadequate and may severely underestimate the real situafldmese issues are discussed further
in Section 3.

2.3.2 Misinformed reactionsto adverse events

Although obvious risks are apparent from CAM consumption these do have to be taken in
context. Whilst the level of risk is certainly enough to warrant regulationraimimum standards

of practice they still represent a generally safe and beneficial therapeutic option in most cases.
Conventional medicines, whilst providing tremendous benefit, are responsible for over 80 000
hospitalisations at an estimated annual co§$350milliort” whilst 16.6% of Australian hospital
admissions result in adverse evetitdor these reasons, it is important to extend the same
courtesy as is extended to evaluation of safety of pharmaceutical medications and maintain
objectivity when ealuating CAM safety. This is important for a number of reasons:

The mediamay be unnecessarily alarmigtits misrepresentation of CAltverse reactiondn

the prestigious medical journ&nnals of Internal Medicine case studg aComa from the health

22R aG2NBY AyidSNI Ol A 2 ycwasSpibiished yhich tpgh-clodenfdportl f LINI 1
was actually a case of lethargy whilst the patient was also concurrently taking cimitidine, which

has known interactions with alprazoldmMany of these misunderstandings occuther through

lack of understanding of CAM or lack of consultation with CAM experts.

Lack of understanding of CAM medicines may result in similar alarmist redoéimgsmade on a
legislative levelTherefore it is imperative that as part of a regulatagniework those with
specific CAM experience and expertise are incorporated into decision makirexample of
possible misunderstanding is the prominemse concerning Kava regulation, which has been
banned from sale in several Australian and internatigarisdictions due to questionable safety
data®. In Australiait was thrust into the limelight by the following case:

In 2002 a 56 year old Melbourne woman died from complications of a liver transplant required
due to deterioration of the liver caused by ingestion of a herbal formula purportedly containing
solvent extraction of Kav&iper methysticum PassionflowerRassiflora incarnajeand Skullcap
(Scutellaria lateriflora Subsequent investigation of the product found that one of the listed
ingredientsc Scutellaria lateriflora; was absent and thedn unidentifiable ingredient was in its
place though Kava was still deemed to be the causative &gddbwever, systematic reviews
have found that aqueous extracts of Kava are relatively safe and they have been used
traditionally by people of the South Pacific for thousands of years without%sstich suggests
that the adulterated substance or the solvent extraction may be the primary cause for liver
failure.
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Whilst concerns such as these need to be considered, ®aMdbe subjected to the same
objective riskbenefit evaluation as conventional medicines. Alarmist reactions such as that
demonstrated in theaforementionedKava incident, often brought through lack of

understanding; demonstrate the need to incorporatedividuals with intimate knowledge of

CAM to develop appropriate regulatory mechanisms. Otherwise potentially valuable therapeutic
tools ¢ Kava has demonstrated definitive positive results in the treatment of arfRietpay be
unnecessarily restrictedonsidering thesignificant butrelativelysmall numbercompared to

similar conventional treatments) of adverse events that have been attributed to itS. (&ds

may also pose a risk to public health and safety, namely through denial of effective treatment.

2.3.3 Risk of interactions with conventional medications

Many CAM have significant pharmacological actizitgl therefore have potential interact with
other medications in the same way that drug/drug interactions can S&cTinese can beither
negative ombeneficial. Negative interactiomaay include decreasing plasma drug concentrations
¢ which may be of particular concern in dugs with narrow therapeutic ranges such as digoxin,
chemotherapeutics or amietroviral treatmentsg or enhancing therapeutic effectfor example
taking anticoagulant CAM in conjunction with warfarin may induce haemorrh&yiBgneficial
interactions may include utilising CAMs that enhance therapeutic effect to increase therapeutic
options for patients and using CAM to ameliorate side effects of pharmaceutical mediéations
Regardless of whether the interaction is negative or beneficial it is clear that unmonitored use
poses a major health and safety risk

Interactions between preparations can be classified scientifically into two main types
pharmacokineti@and pharmacodynamiinteraction$®. A pharmacokinetic interaction occurs

when one agent alters the absorpti, distribution or elimination of anothefor example in

conventional medicine the macrolide antibiotcythromycinalters the elimination of drugs such

as statins that are metabolised by the cytochrome p450 enzyme sf&tem¢ KS KSNb { G W2
Wort exhibits the same pharmacokinetic interactive cap&titx pharmacodynamic intection

occurs when one agent augments or diminishes the effect of the other without altering
pharmacokinetics. In conventional medicine the additive central nervous system with hypnotics

and tricyclics antidepressants is anexarfifle s KSNBI & (GKS I RRAGADBS STFFSC
serotonin levelg; potentially leading to serotonin syndrongewhen used in conjunction with

pharmaceutical anttlepressants offers an example in CAM

More than half of CAM users do not disclose this use to their medical practittoAéso0,34% of
patientswho had recently seen a naturopath were taking concomitant pharmaceutical
medicatiorf. Australian data also suggests that 50% of CAM users used conventional
medications on the same day as their CAM treatmEniEhis dviously leads to a potentially
very high incidence of polypharmacy amongst CAM yslexsng CAM users at risk of
interaction

As CAM can exhibit both pharmacological forms of interaction their use should be judiciously
monitored by an appropriate healtprofessional. As the majority of their patients feel
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uncomfortable discussing CAM with them medical practitioners may not be the best choice to
perform this role. An appropriate regulatory regime could encourage qualified CAM practitioners
¢ as the only kalth professionals suitably qualified with sufficient CAM knowlegigeperform

this role in an integrative environment. As CAM also has the potential to have both negative and
beneficial interactions it a qualified CAM practitioner may be able to asgtstdeveloping

guality use of medicines in patients. However, unmonitored and often unknown use, as exists
currently, is unnecessarily putting the public at riske CAM interactions of the ten most
commonly prescribed pharmaceutical medications artedidelow

Pharmaceutical drug Common names o€AMs with

demonstrated ability to
specificallyaffect medication

1. Atorvastatin Lipid modifying agent {G al NPQa ¢KAAGT
Chromium, Garlic, Myrrh,
Policosanol, Oats, Niacin

2. Simvastatin Lipidmodifying agent t SLILISNXYAYG hAitz
Chromium, Garlic, Myrrh,
Policosanol, Oats, Niacin

3. Paracetamol Fever/Anttinflammatory Zinc, Folate

4. Omeprazole Gastric acid disorders Folate, Iron, B12

5. Esomeprazole Gastric acid disorders Folate, IronB12

6. Atenolol Beta Blocker P&0GNY A fdzaEX 5SOA
MagnesiumMyrrh, Fish Oils, Garlic,
Evening Primrose Oil, Guarana,
Hawthorn, Liquorice, Oats, Olive
Leaf

7. Perndopril ACE Inhibitor Iron, Fish Oils, Garlic, Evening

Primrose Oil, Guaran&awthorn,
Liquorice, Oats, Olive Le&alcium,
Magnesium, Zinc

8. Irbesartan ACE Inhibitor Iron, Fish Oils, Garlic, Evening
Primrose Oil, Guarana, Hawthorn,
Liguorice, Oats, Olive Le&@alcium,
Magnesium, Zinc

9. Ramipril ACE Inhibitor Iron, Fish Oils, Garlic, Evening
Primrose Oil, Guarana, Hawthorn,
Liquorice, Oats, Olive Le&alcium,
Magnesium, Zinc

10. Irbesartan with ACE Inhibitor Dandelion Leaf, Nettle, Thiamine,

hydrochlorothiazide Iron, Fish Qils, Garlic, Evening
Primrose Oil, Guana, Hawthorn,
Liguorice, Oats, Olive Le&@alcium,
Magnesium, Zinc
Table3: Top ten pharmaceuticals by number of AustralLe;r;sprescriptions listed with CAM with demonstrated interaction

Even commonly used medications may have interactions that the public and conventional health
practitioners may have little knowledge dthetop twelve CAM treatmentsold in Australiand the
pharmaceutical drugs they interact with are listed below:
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CAM

Echinacea

Ginkgo

{6 W2KyQa 22N

Fish Oils
Evening Primrose Oll
Garlic

Valerian

Saw Palmetto
Korean Ginseng
Glucosamine

Peppermint Oil
Tea Tree QOil

Known Pharmaceutical interactions

>

> D > >

> >

> > > > > >

> > D

Theoretical concerns exist with decreasing the effects of
immunosuppressants

Causes bleeding when used with warfarin

Causes raised blood pressure when used with a thiazide diur
May induce coma when used with trazodone

Increases action of digoxin and aspirin

Lowers blood concentrations of cyclosporine, amitriptyline,
digoxin, indinavir, warfarin, phenrocoumpmidazolam,
simvastatin, nefazodone, methadone, sertnalj paroxetineand
theophylline

Causes delirium when used with loperamide
Causesntermenstrual bleeding when used with oral
contraceptives

Causes mild serotonin syndrome when used with loperamide
selective serotonin reuptake inhibitors

Increases the effects of warfarin

Increases risk of seizures when used with phenothizines
Lowers blood concentrations of warfarigaquinavir and
ritonavir

Changes the pharmacokinetics of paracetamol

Causes hypoglycaemia when used with chlorpropamide
Potentiates barbiturates, benzodiazepines and nervous syste
depressants

Theoretical concerns exist with current treatmerftg benign
prostatic hypertrophy (alpha blockers aneafpha reductase
inhibitors) due to additive effects

Lowers blood concentrations of alcohol and warfarin
Induces mania when used with phenelzine

May cause bleeding when used with warfarin

Causes bleeding when used with warfarin

Theoretical concerns exist when used with blood sugar
medications

Increases absorption offfuorouracil

Increases absorption offfuorouracil

Lowers blood concentrations of pentobarbital and
amphetamines

Table4: Top twelveCAMs sold in Australia and their knowregativepharmaceutical interactions” >

As caralsooccur with conventional pharmaceutical medications rare, often idiosyncratic
reactions can also occur. The majority of these are due to allénglinarily these cases are

impossible to predit, however, clinical knowledge of these tools is invaluable to reduce potential

risk. Some allergenic therapeutic tools are wiatlown to competently trained CAM practitioners
¢ for example it is welknown that Chamomil@Matricariarecutita) is a membeof the daisy or
Asteraceadamily and wilthereforeinduceanallergic reaction in people with allergies to this
family’*. However, documented cases of anaphylactic reactions due to imqudiase in Australia

have been observed
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2.3.4  Lack of standards faabelling

Herbal medicines in particular lend themselves to confusion: Herbal remedies may share
common nameg, for example Brahmi can mean eithBacopa monnienr Centella asiatica
Herbal remedies may share similar nangder example the generic ginseng labeltd refer to
any one ofPanax ginsengKorean¥ D A Y )aPanadmatoginsen(Tienchi)Panax quinquefolium
(American)panax pseudginseng(Japanese)kleutherococcos senticogi&berian) Withania
somnifera(lndian),Gynostemma pentaphylluiSouthern) Pseudostellaria heterophyl{@rince),
Pfaffia paniculatgBrazilian)Lepidium meyen{iPeruvian) oOplopanax horridugAlaskan);
Transliteration of Chinese herbal formulas may be diffigtittr examplePanax ginseng known
by its common name Koredginseng but is often labelled by its Chinese n&aaShenor its
Latinised pharmaceutical naniadix ginsengrhis confusion could be ameliorated by
standardisation of labelling and manufacturing requirements. Latin binomial nhames are
recommended as thieads to less chance of duplication or confusfon

Whilst lack of labelling has been demonstrated to reioé perceptions of complementary
medicines being benign, natural and safereased labelling requiremengsalthough positively
viewed by the populatiolm may not necessarily result in a more informed consumer. A Canadian
study investigating the effectsf new labelling regulations demonstrated that rather than
FyagSNAYy3a O2yadzySNRa [dSaiAazya FyR 02y OSNYya
merely generated more questions on complementary therapies for health care practiti6hers
Increased regulations regardipgovision of information on complementary medicine should
extend beyond labelling to include health workers to ensure they have received appropriate
levels of complementary medicine training to appropriately respond to the expected increase in
guestions.

2.3.5 Uninformed =If prescription

The ease of access to CAM products and the lack of consultation in procuring these may place
the public at undue risk from these products. Although considered generally safe when used
incorrectly or in inappropriate situatie CAM products have the potential to cause great harm.
Whilst this may be only economic in nature (for example taking the wrong remedy due to
incorrect assumptions based on sdignosis) physical harm may also result:

Selfprescription may exacerbate dnitiate health problems when not properly monitored. For
example, a woman was able to splescribe a nutritional supplement known to cause

peripheral neuropathy for 10 years from the same health food store due to recommendation by
an unqualified healttiood store staff membeé?r. This was the only health consultation the
g2YFLYy KIR KFER Ay GKA& GAYS® 2KSy (I 1Sy 27FF

In 2006 a 75 year old Brisbane man procured 200 grams of sodium séfmmity 96%
selenium) powder and tablet supplements from two pharmacies without instructions after
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researching prostate treatment on the internet. Four hours after ingesting 10g (10 000 times the
recommended daily dose) he died of cardiac arrest in hakit

A gate keeping position, not unlike that of a community pharmacist, is required in these
situations to ensure that consumers are able to exercise choice without being unnecessarily
exposed to risk or misinformation. However, those chargedth Wits gate keeping role need to

have adequate levels of training specific to the dispensing of CAM. Regulation of minimum CAM
education requirements could help to underpin this role.

2.4 Direct risk of CAM Practice

Direct risk of CAM practice include thedatumented and in many cases unknown CAM use of
the general publicand those related to poor standards of practi€de major determinant of

risk in CAM practice is poor levels of Gapcific training” ® However, the lack of minimum
training standards required to practice CAM (though posing a very real risk to pahltb and
safety) will be covered in section 3. Instead this section will focus on the other risks apparent
from removing barriers of entry to CAM practic@redominantly on the activity of rogue
elements within the practitioner sector.

2.4.1 Risks of undocmented CAM use

Whilst it has long been known that most CAM users do not disclose their CAM use to their

medical practitionet* many people are unaware of how deep this lack of documentation may
go.Astudyop mm LI GASydGa FaG {0 xAyOSyidQa | 2aLiAdGlt Ay
CAM users continued to take CAM during their hospital stay and half of these medicines were

not noted on their chart€. Of these 11 patients and twenty CAMs were noted in which there

was a strong riskf interaction with their current medical treatment. A study of 234 cancer

patients in the Wentworth Area Health Service of New South Wales found that whilst 17% of

their patients were using ingestible CAMs during cancer treatment 52.5% had discloseskthis

to clinical staff’.

Until a regulatory framework is set in place, practitioners of complementary medicines cannot
be distinguished fronlaypersons.

2.4.1.1 Lack of egulationof practitioners

Regulation protects the public in a variety of wagsgistering adequately trained practitioners
and restricting others from representing themselves as registered practitioResponding to
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physical andnental impairment in members of the professiddisciplining practitioners who
behave unprofessionally; arahsuring the clinical competence of registrantowever the self
regulatory model has failed to achieve the majority of thesghich will be discsised in further
detail in Section 3

2.4.2  Public safety from rogue practitioners

The current selfegulatory models and safeguards offer the public no protection ageigste
elements ordangerous practitionersAs there are no barriers to entry to practias a

complementary therapist in most Australian jurisdictions anyone, irrespective of past history or

suitability to practise as a health professional, is entitled to practise as a complementary
therapist.Even in within the current model of sekgulation a workforce survey found that it

was far too easy for practitioners to gain credibility by joining, or in some cases creating, dubious

professional association& A statutory regulatory frameuwrk is required to protect the public
against unethical and unqualified practitionerexamples ofvhom are listed below:

A Newcastle naturopath was charged with manslaughter of an infant in 1999 after convincing

GKS Ay Tl yidiQa LI NB el aén ndtRopatit Fedminént fér dadaByEnitad hedrty” R

condition. The infant died of cortical aortic stenosgjs condition that can only be corrected
with surgeryg at 18 days after the naturopath claimed to have treated the condition with herbal
drops and an electromagnetic devite

A Lismore naturopath was charged with several counts relating to repeated use of medisal titl
and medical practices under theair trading Act 198a@ndBusiness Names Act 1961 false

adveriising, claiming to be a medical doctor when his only qualification was in Swedish massage

and claiming to be able to diagnose and treat conditions sudaasef®. Although successfully

prosecuted in 2002nd fined $33 00Be was able to change his name and continue practising in

Sydney where he was mawly acquitted of the manslaughter of a 37 year old m&#hilst
acquitted of manslaughter the coroner contended he was grossly negligent in convincing his
patient to cease conventional medical care during treatritespite these charges he
remains registered with his professional association, the Australian Traditional Medicine
Society’. A strong regulatory framework that is nationally consistent would ensure unsuitable
practitioners do not fall through regulatory cracks by changing jurisdictions.

Another Newcastle naturopathvas one of tle primary reasons for the New South Wales
I32PSNYYSyiQa Syl OGAy3a 2F tS3Iratlarazy GKIG
investigate and prascute complementary therapists. Despite faking his qualificatioinsluding

a doctorate of philosophy and breaching severaémains a member of his professional
association and is still allowed to practise, albeit without making certain claims or treating
certain condition¥’. Before advertisingimsef as a naturopath the individual in questibad
numerous convictions for fraud and armed robband questions concerning his suitability as a
health professional had previously ari§érAn adequate regulatory environment these may
have precluded him from practising in the first plattesrebyupholding public safety

17| Page



Legislation as it stands affords no protection to patients even when piaetits are charged

with heinous and unethical crimes. Even when charged with 11 counts of rape and 16 counts of
indecent exposur@ Melbourne naturopath was allowed to continue practising as there was no
legislation or regulatory body to suspend him utiié case was heard by a collrfThe

naturopath¢ eventually found guilty of 22 emts of sexual assault, 11 counts of rape and one
count each of sexually penetrating a child under 16 and committing an indecent act with a child
under 16" ¢ admitted that he was still freely practising naturopathy and massage while his case
was being heard.

Complementary therapists have been elevated by the public to a position of’taumst it is time
for a adequate regulatory framework that recognises the potential harm form abuse of tisis tr
by rogue elements within the sector.

2.5 Indirect risks

Indirect risks arise predominantly from acts of omission in practitest often when
practitioners have inadequate skills or are unaware of the limits of their practice. These may
include failureto detect significant underlying pathologies; misdiagnosis; failure to refer or
failure to disclose (for example adverse events).

2.5.1 Indirect risks from scope of practice

Medical practitioners are most concerned with the indirect risks of inappropriate @radise.
Most medical practitioners as concerned by possible adverse events of,@Addtential for

harm which is shared by most conventional medical interventingt rather the possibility of
delayed or missed diagnoses or treatment due to CAM uddowever, research suggests that
CAM practitioners are not necessarily interested in gaining diagnostic powers and believe that
this is an aredest left for conventional medical practitionéfsMost CAM practitioners want to
form closer ties with conventional medical practitioners though often feel as though they are
unable to do so due to lack of support from the conventional medical comnitirityis feeling
may bewarranted, as it has been suggested that most medical pracititioners would prefer to
refer to another medical practitioner for CAM even if they had less training than a CAM
practitioner®".

One of themajor areas of conceramongst the medical community that users of CAM may
delay or avoid conventional treatment of documented berf&fiGuaranteeing minimum
standards of health science training in CAM practitioners would allow these practitioners to
competently assess situations in which appropriate referrals are required. An appropriate
regulatory framework would also bICAM practitioners accountable for their actions and
advice in these situations and ensure that public health and safety is upheld
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Another failure of the current model of sekgulation is the lack of transparent accountability

that it places on CAMractitioners®» ¢ KS RANBOG2NN& 2F aSto2dzNySQa
Neurology and Haematology and Onaplalepartments called for regulation of CAM

LINy OGAGA2YSNAE FFUSNI I aStoz2daNyS OKAfR 3IABSYy |
ceased chemotherapy and focused on unconventional therapies based solely on their

Yy I G dzN2 LI #'KTRig had féll@vedikidents whereby an epileptic infant under the age of

one and a child with an aggressive brain tumauthe same hospital were also denied medical

treatment on the advice of their family naturopath. A regulatory framework is required to

ensure CAM therapists are held accountable in issues of gross negligence.

25.2 False consultations

Another risk identifed in focus groups conducted for the Victorian Department of Human

{ SNBAOSA NBLRNI 2y NBIdzZA FGA2y 2F Yyl GdNRBLI GKe ¢
GKSNBoe O2yadzYSNAR 0StAS@GS GKSe IINB ISGGAYy3I LINE
food store®. Issues of qualification and training will be further discussed in Section 3, however,
KSIfGK F22R ai2NBa oO0FYyR LKINYIFOASE gK2 SYLX 2@
offer particular risk due to their accessibility to consumers. Consumers maydugyyput at risk

due to statements made by unqualified persons in these environments who may falsely appear
gualified by virtue of their position.

A Canadian study of health food store operators found #ibhealth food stores suggested that
CAMspurchaSR FNRY GKSANI &02NB 62dz R a62N] @ SGdSNI
A telephone study of health food storesAmizona found thatvhilst 82% claimed that CAM was

suitable for migraine or nausea in pregnancy 5% of recommendations made were directly
contraindicated and no dosage instructions were gitén

Source of training Proportion of health foal store
employees

Books 35%

Supplier 15%

Formal training 9%

In-store training 6%

Undisclosed 35%

Table5: Training of Canadian Health Food Store Employeés

Another Canadian study suggested that 68% of health food store staff did not ask about current
medications and 6% suggested their products would cure the caffcérwas alsdound that
misinformationon CAMwas ofen deliberately given in health food stores to secure stfes

The same safeguards are required in health food stores, pharmacies or other areas in which
CAM is directly accessible to thalgic as is now seen with pharmaceutical medications.
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Placing health decisions in unqualified hands can often lead to deleterious consequences,
especially when these people are placed in a position of authority by the consumer. When
a1 SR AT fcduldveuked 0 sonjéntidiwith antidepressaqis particular

selective serotonin reuptakehibitorsor monoamine oxidase inhibitors75% of health food

store employees said they could and 42% suggested they cease their medication and use the
CAM poductinstead. To think that this situation is not relevant to Australia would be remiss as
the same low standards of qualification for these roles exist here as well. The difsgoence

is where in the Canadian and American studies pharmacies were demonstrated to provide more
gualified information, in Australia they performed as bad as, or worse than, health food
stores®. This may be due, in large part, to the fact that CAM is often seen in pharmacy as
presenting commercial opportunities rather than health o0&

o . )
Qriteria 2 onclusion

CAM practitioners andrpducts pose very real economic, direct and indirect risks sufficient to
warrant regulation and comparable to other regulated health professions. It is also important tc
place this in context of the expanding scope of CAM practice in Australia. Minimisbtiese risks
can be achieved through appropriate regulatory frameworks

\. J
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3 Do existing regulatory or other mechanisms fail to
address health and safety issues?

Current regulatory and legislative mechanisms fail to address health and safety issuesadue t
number of reasons:

3.1 Fragmented regulatory framework

CAM is currently framed by a myriad of legislation and regulations at state dachfdevels.

This amounts to a complex and confusing array of regulatory mechanisms. These measures
represent disparee and at times contradictory responses to various legislative or policy
imperatives from time to time. No coherent regulatory or legislative framework currently exists
to address the public health and safety issues of CAM products and practice.

3.2 Failureof selfregulation

The current model of setegulation has produced variable standards of training and a
multiplicity of professional and industry associations which have led to a number of problems,
including:

A Educational standards of CAM practitioners varies widely, with courses being available at
OSNIAFAOFIGSET RALE2YIZ I ROFIYOSR RALX 2YIF 2NJ 0 «
tertiary and vocational sectors. Courses not accredited by monitoring bodibsasute
Cffice of Higher Educatioor similar body can still be formally recognised by an association.

A Lack of regulation, understanding and enforcement by Therapeutic Goods
Administrationon the factors that contribute to the efficacy and safetyGAM has led to an
unregulated freefor-all whereby consumers are unable to distinguish quality therapeutic
products from ineffective or poorly produced products.

A Other health professionals (for example general practitionars)unaware of how to
identify CAM practitioners or products for appropriate referral.

A Currently, accrediting associations may have strong links with particular segments of the
industry ¢ for example manufacturing or education providerand may therefoe exhibit
conflict of interest.

The confusing situation that has arisen out of attempts atisgdfilation has made it difficult for
the public and other healthcare professionals to identify CAM practitioners who have been
adequately prepared for safe amtbmpetent practice or CAM products that have been
adequately scrutinised for public us€urrent arrangements with th€herapeutic Goods
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Administrationand theAustralian Taxation Offideave not provided effective setégulation®.
However, due to this institutional recognition, the pubié often under the belief that

government institutions play a major role in setting minimum standards in the provision of CAM
products and practice. However, this is not the case as these institutions ofeave

accreditation of practice to professional associations.

TheAustralian Taxation Officdor examplerecognises a CARractitionerfor the purposes of

Good and Services T&RE SY LI A2y 2yt é | & a2YS2yS 6K2 A& | YS
professional asxiationwith uniform national entry requiremenés; of which there are more

than 20 of variable quality and with various entry standagd@sd theAustralian Taxation Office

makes it very clear that it is not responsible for setting minimum practice sraisdn these

professions for recognitidi’. The only provision placed upon professional associations is that

their entry requirements be theame across all states and territories rather than any measure of
competence to practice.

3.3 Poor complaints mechanisms

There are currently multiple channels for complaints management of CAM products and
practitioners¢ including statutory authorities, preksional associations and health complaints
commissionerg, but these mechanisms vary in quality and ease of acddss.confusing
situation which has arisen out of seégulation would benefit from a single complaints
mechanism that would result from éhimplementation of an appropriate regulatory framework.

Some of the complaints mechanisms atsomanaged by organisations with clear conflicts of
interest, for example; the Complementary Healthcare Council, an industry lobby group, is
responsible for hadling complaints about advertising CAM products in areas not specified by
other legislation; professional associations are responsible for handling the complaints of many
of its memberg; whilst this may not in itself facilitate conflict of interest thmbiguity, lack of
transparency and variable quality of the processes used by associations may ultimately lead to
perception or possibility of conflict of interest.

Leaving complaint management to these groups may also result in problems not related to
conflict of interest. Members or office bearersharged with these responsibilitiesay not
necessarily be trained in the processes of fair and judicious process in these matters. The
processes may not be transparent to the public; have limited avenues obiel lack the
power to impose sanctions or penalties on those who have breached specified codes and
standardsFor these reasons current complaint mechanisms remain fundamentally flawed.

The two major areas of complaints, which both have unique requéres) are complaints
relating to CAM products and complaints relating to CAM practitioners:
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3.3.1  Complaints relating to products

Currently complaints against CAM products must go through one of three bodieSgbke6

below). Of particular concern is thact that Pointof-{ I £ S | Yy R WS RdzO¢tlibgde2 y I £ Q
most likely to influence consumecds essentially seffegulated by industry organisations rather
than monitored by a statutory authority. It is thought complaints and adverse reactions to CAM
are often underreported™ and the lack of a centralised body may cause unwarranted confusion
in this process. Whilst the current structures may remain for complaints against CAM products,
the development of a central regulatory framework (for example a Magathic or other CAM
Registration Board that could have the inbuilt capacity and obligation to handle and pass on
complaints about herbal medicines to relevant authorities) that could receive and pass on viable
complaints could encourage those with vatmhcerns to come forward by offering a clear and
unbiased mechanism to do so.

Complaint Regulation
About product quality or claims made onthe ¢ KSNJ LJISdzi A O D22 R& ! F
pack or pack insert Complementary Medicines

About promotionalclaims made in specified Complaints Resolution Panel assesses

media (television, radio, internet, concerns against the Therapeutic Goods
newspapers, magazines, outdoor signs and Advertising Code
cinema)

About other advertising, such as pharmacy Complaints Resolution Committee of the

window displays, brochures, leaflets and Complementary Healthcare Council of

catalogues Australia or Australian Seifedication
LYRdzaiNE Q& [/ 2YLX FAY

Table6: Bodies handling complaints abousted products and registered ovehe-counter products106

3.3.2 Complaints relating to practitioners

Although there have generally been few complaints regarding professional practice this may be
due to a lack of public awareness or appropriate avenues of complaint or the inadequate nature
of complaints mechanisms currently put in place by the associatiesome of which

demonstrate a lack of clear processather than any lack of legitimate conees. The number of
complaints levied in states and territories that received complaints againdt@actitioners is

listed below:
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Figure3: Number of complaints levied against complementary therapists registeredStgte Health
Care Complaints Commissionegsurce®

However, aegulatory mechanism may ensumgore effective complaints mechanisms by
improving public awareness, providing easier access and providing an appropriate
mechanism for receiving and handling complaints and imgpdisciplinary actions.

Although these numbers seem small enough to not warrant specific regulation the current
confusing nature of avenues for complaints against CAM practitioners may be stopping
people from bringing forward legitimate complaingster registration of Chinese medical
practitioners in Victoria and the Chinese Medical Registration Board began receiving and
handling complaints in 2002 the number and nature of these complaints against these
practitioners significantly increasex seen in thgraph below:
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Figure4: Complaints registered against Chinese medical practitioners in Victoria 28831 Source: CMRB
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The types of complaints levied against these practitioners include: Misleading advertising;
Breaches ofonditions and undertakings (for example not maintaining insurance or

conditions on registration); Consumer issues, including treatment and financial matters;
Practice issues, including unlawful use of endangered species or infection control issues;
Profesional ethics issues (such as giving a false impression of being qualified or registered
and character matters); and Occupational health and safety concerns. The range of issues by
numbersof complaints is listed below:

m Advertising

m Breach of conditions

m Consumer issues

m Practice issues
Professional ethics

issues

Occupational Health
& safety

Figure5: Types of complaintéevied against Chinese Medical Practitioreviathe Chinese Medical Registration
Board (CMRB$airce: CMRB

3.3.3  Adverseevents reporting

A workforce survey of naturopathic practitioners found that only 33.4% regularly reported
adverseevents when they occurred and only 27.1% were aware of the Australian
procedures for reporting adverse reactidtfs Theconfusing andragmented nature of
current selfregulatory structures in has meant that thoet do report do so to a

multitude of mechanisms, predominantly manufacturers or suppliers, as shofigimed

on the following page
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m Manufacturers

m Suppliers

m Professional association

m ADRAC

TGA

Other groups
(mentors, other healthcare
professionals, supervisors)

Figure6: Naturopaths methods of reporting adverse ever@ource*

Issuesof poor adverse reaction reportingay not be limited to CAM practitionegsa study of

older Australians found that 19% of them had adverse drug reactions that were routinely missed
in clinical car&”. Hovever, alequate regulation may help to ameliorate some of these issues
respect to CAM practitioners by encouraging minimum standards of training in these matters.
Currently87.5% of tertiary level naturopathy courseand 100% of the courses at Bachelor

level¢ provide training in adverse reaction reporting as part of their clinical curficula

Regulation can ensure this becomes standard practice amongst CAM practitioner trathimig. O
issues relating to levels of training will be discussed further in the next section.

3.4 Minimum standards of practice

Existing regulatory mechanisms fail to adequately protect the health and safety of the public.
Currently the regulatory structure relies primarily on rgpecific regulation that makes it
difficult for consumers to identify well trained practitioners and to obtain a remedje case

of misadventuré®. In fact, existindralf-hearted and selfegulatorymechanisms may actually be
risking public safety by increasing the legitimacy of CAM in public oploi@to assumptions on
levels of government monitorirg

As mentioned in Section 2, detre are no barrierto entry to the CAMprofessionsexpelled
disgraced or disbarreshembers and deregistered personsncat be prevented from gactising

CAM Whilst barred practitioners may be banned from making certain claims or treating specific
conditions they may still practise withthese caveatsor even under different labelsfor

example as a natural therapist apposed to a naturopath®. Regulation, and the protection of

title and registratiorof practitioners that would be expected to go with it, would afford a
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mechanism by which the general public can identify practitioners who meet minimum
standards.

3.4.1 Educationstandardsof CAM practitioners

The degree of risk in their practice (as desalibe Section 2) and the need for better integration

2T /la Ayd2 YIFIAYadNBFY OFNB NBI|jdzANB SRdOF A2y
also assist in the fostering of a scholarly community of CAM practitioners and eventually lead to
a criticd mass of academics able to make an impact on implementing CAM research that has real
clinical relevance. The Bachelor degrees currently offered in Australia, whilst quite
comprehensive, vary considerably in their clinical hours, health sciences contergsearch

output (see below). Differences in structure (for example private versus public institutions) may
pose other problems of variability, for example the private colleges whose focus on casual staff
may mean that they are unable to conduct ntachng academic which may potentially

undermine the development of scholarship and research in the industry. Courses should be
subject to external accreditation to ensure they reach minimum benchmarks in these areas.
These independent standards would be embed within an effective system of regulation.

The average Australian Bachelors degree in Naturopathy consists of 2586 contact hours with an
average of 992 hours of clinical experience and 746 hours of sciences tfaidiost bachelor

levels courses also offentire units devoted to CAMrug interactions. However, practitioners

are still allowed to practice with no qualifications or training and course are still being offered at
the certificate and diploma level.

3500
3000 _
m Australian College of
2500 - Natural Medicine
m Southern Cross Universit
2000 -
1500 - m Southern School of
Natural Therapies
1000 - University of Western
Sydney
500 - —
Nature Care Collegt
0 |
Total Hours Clinical Hours  Health Science
Hours

Figure7: Compositionand content of Australian Bachelor degrees in Naturopatﬁyurce.ﬁ, UWS, NCC
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However, professional associations expressed concerns that commercialisation of education has
driven down the quality of educatiénAlso of concern is that some of the professional
associationsre controlled by boards consisting of the private educational institutions

themselve; leading to a clear conflict of interéstLack of regulation has allowed a greater

number of providers and increasing competitigsometimes at the expense of quality. An
appropriate regulatory model would ensure minimum standards of education without placing
barriers to entry to the marketplace.

Sandards of CANMpractitionereducation in Australiaare viewed as amongst the best in the
world™*®. Howevercurrent regulatory frameworks render this achievement worthless. The
current sef-regulatory model has resulted in no barrier to practise and a multitude of
professional associations of with entry requiremegiand therefore membersg of varying
guality and competence. This has resulted in a highly trained workforce left on thedraig
healthcare provisiomndplaced on the same level as those with little or no training at all. An
adequate and appropriate regulatory framework would identify these practitioners thereby
allowing access to the public to a previously untapped, highétiied healthcare profession
whilst maintaining public health and safety.

3.4.2 Poorknowledgeof conventional practitioners

Conventional health practitioners may not be the most appropriate individuals to deliver
complementary medicine€onventionahealthcarepractitioners generally have poor training
or knowledge of CAM when compared to CAM practitiohéfsThe training and knowledge of
pharmacists and medical pradtihers are detailed below as these health professiogalkng
with CAM practitionerg are viewed as the most trusted sources of CAM infdromaamongst
the general Australian pubfit.

A study of Melbourne hospitals found that® of hospital doctors and pharmacists did not feel
confident in their knowledge of CAM to be able to identify if CAM could adversely affect patient
care'’. Although 67.5% felt that CAM could dangerous and patient use should be monitored
only 28% had asked abopatient use of CAM. The most commonly cited reasons for not asking
were forgetting (44%); thinking it not relevant (38%) or feeling as though they had insufficient
knowledge to ask (34%). As 46% of patients use CAM in the two weeks immediately prior to
hogpitalisation and 54% of these CAM users plan to continue CAM use during hospitalisation, of
which 64% had not discussed this use with their medical practitioner or quen because

they were not asked it may be prudent to establish a framework byialnthose qualified to

make judgements on CAM are utilised to detect and supervise this®u€éven the very real risk
exposed to patients a regulated environment could allow the inclusion of qualified CAM experts
or practitioners into conventional medical environmemsfulfil this role.

Relying on conventional health providers may not be sufficient in respect to CAM. A knowledge
test of the 11 most common CAMs was given to 200 surgeons, physicians and anaesthetists at
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four Melbourne hospitals. Although Ginkgo, glucosamine and gingerldeam associated with
excessive posbperative bleeding and glucosamine, garlic and ginger may potentiate the effects
of warfarin the medical practitioners scored an average of 18% on the'téSmilar results

have been seen in other studi@% Althoughfew doctors had received education in CAM and
admitted little knowledge of CAM the majority expressed negative attitudes towardsThis

may result in an overzealous reaction by medical practitioners which may cause patients to
unnecessarily ceaseAM use during hospitalisation when it may actually be beneficial for
them™®,

CAM Practitioners are already beginning to be recognised as legitimate healthcare providers by
these groups and it is thought that a regulatory framework would foster integration between
these profession$® This integration could assure public health aadety isprotected by

ensuring adequately trained, competent CAM professionals are identifieel World Health
Organisation has identified poor training of practitioners in CAM, whether they be CAM or
conventional in their focus, as a major determinant of risk in CAM peattit

3.4.3 Conventionalmedicalpractitioner CAMeducation and
training

In general, medical practitioners receive far less training and have less knowledge of CAM when
compared to CAM therapistsless than half the medical practitioner community feel sufficiently
knowledgeable about complementary medicitid"*®. Most GPs who practise CAM have less

than one month of formal training and 36% who practise CAM have no training whatsbever
127_Some studies go as far to suggest that many medical practitioners may actually rely on their
patients for information on complementary medicines as oppogeshbre authoritative

sources® ' This supports a need to ensure that GPs have access to adequately trained and
gualified CAM practitioners, as would be supplied under a regulatory framework, to ensure they
can utilise this option without being burdened by further training requirements they are either
uninclined or unable to commit to.

Another study of Australian GenetaINI OG A G A2y SNR& GNIAYAYy3A- Ay [ ! a
fifth of GPs had any training in CAM, and most of this was eithetaajht or by attending and

introductory workshop™. Less than a quarter of the surveyed GPs expressed an interest in

completing further education and 15% expressed a desire to learn more, but felt overstretched

YR OSRSR (KIFG (GKS& LINRolofeé g2dAZ RyQiu | OG 2y
further study would prefer it in the form of short courses or workshops rather than more formal

study thereby further questioning their appropriateness as potential CAM professitnals

This lack of specific training may be exposing the public to potentialriskidy of adverse

events relating to acupuncture found that medical practitioners and qualified acupuncturists had
1 adverse event forneery 1009 and 368 patients, respectivEly This was thought to be

attributable to the differences in average length of complementary medicine training amongst
these practitioners, which wereight months and 43.9 months respectively.
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Another factor ttat may limit the role of conventional medical practitioners as the preferred
sources of CAM information and practise is consumer hesitance to place titbiariole. Whilst

it is well known that CAM users may not disclose CAdMtaisheir medical practitiner ¢ 57% of
Australian CAM users do not disclose this use to their medical practitiaptire National

Health and Wellbeing Survey found that 20% of patients would not disclose their CAM use even
if they were asked by their medical practitiorfét. Patients may not disclose CAM use to their
medical practitioners for fear of disapproval, criticism or lack of understanding and are generally
more open to discussing thesssiies with a qualified CAM practition& suggesting that these
practitioners may be the preferred vehicle for CAM information and delivery in an institutional
setting

3.4.3.1 Conventional nedical practitioner attitudes to CAM

It has also been demonstrated that even an increasing evidence or knowledge base for CAM
may be unlikely to increase CAM use by medical practitioners. Literature from the US suggests
that most doctors have limited knoedlge of CAM and that this is primarily determined by their
beliefs about the legitimacy of these therapi&s There is also evidence that many

conventional medical practitionerse@unaware of the evidence base that does actually exist for
CAM?'" 120 13% For these reasons conventional medical practitioners may simply not have the
CAM knowledge suitable for delivery of CAM in a clinical sétfing

There are other issues with conventional medical practitioner provision of CAM services: Whilst
community attitudes to CAM have chgad considerably during this timeframe, medical
practitioner attituteds to CAM have not changed considerably in the last twenty Y&ashilst
requests for CAM referrals have increased, the amount of medical practitioners practising CAM
has actually decreased in the last dec&@md medical practitioners may simply not have the

time to appropriately train in and practise CAXAFor these reasors as wellt may be more

prudent to focus CAM praosion in a regulatory model on wejualified CAM practitioners as
opposed to delivery mechanisms through often untrained and uninterested conventional
medical practitioners.

3.4.4  PharmacistsCAM education and training

Whilst Australian pharmacists generdiigve positive attitudes towards CAfimost

pharmacists both in Australia and internationdilgve little knowledge of CAN?'*>. Fewer than

15% d Australianpharmacists expressonfidence in their knowledge of CAMand 27% of
pharmacists sold CAM from a pharmacy with no access to CAM inforfiatlarfact,

pharmacists were no more likely to identify potential adverse effects of common CAM products
as nonpharmacy trained pharmacy st&ff. As with medical practitioners an overwhelming
amount of training in CAM is informal either being self taught or froamufacturers with 20.4%

of pharmacists having no CAM training, informal or other#i&&Even when formal CAM

30| Page



training was included in the undergraduate curtigu this appeared to have little if any effect
on increasing CAM knowledge in pharmacfét#\ list of CAM training sources used by
Australian pharmacists is listed below:

m No training

m Self taught

® Manufacturer training
m CPE

® In undergraduate

Pharmacy course
Short course (IE

weekend workshop)
Formal CAM traininc

Other

Figure8: Major sources of CAM training for Australian pharmaci§surceadapted from**®

The medical literature is peppered with studies suggesting that literature is peppered with
research articles and editorials indicating that metiaal conventional healtpractitioners in

most Western countries do not have formal education about CM and are not aware of the
evidence of its efficacy or safety, have limited personal experience of its effects and do not
routinely ask patients about ugbereby missing out on receiving patient feedbaCle of the
reasons complementary therapists believe medical practitioners are not aware of CAM efficacy
is that their lack of communication with CAM practitioners combined with lack of
communication on C¥ with their patients means that they are rarely exposed to any positive
feedback from CAM, instead only being informed of adverse events when things do g.awry

3.5 Issues of litigation

ltisarguedi KI G I R2 O 208Qation@préwds iyiformaltion requires that they

have a duty of care to provide information about CAM therapies were that information would be
material to that particulapatient*****%, In New South Wales these recommendations have even
been incorporated into the€ivil Liberties A@002 However current regulatory frameworks

hamper this obligation by either:)aexposing the practitioner to medical negligence charges in
areas where they are forced to offer information which they are not qualified to@imevhich

case they are not providg adequate standards of care; or b) leaving them open to medical
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negligence charges by referring to a CAM practitioner whereby treatment consequences of this
referral are still the responsibility of the medical practitiohér'>3¢ as isdemonstrated in the
examplebelow:

Current regulatory frameworks do not adequately protect medical practitioners making

referrals to CAM practitioners. In McGroder v Maguire contested at the New South Wales

Supreme Court a GP was found guilty of medicgligence when he referred a patient to a

/1a LINIOGAGAZ2YSNI F2NJ ySO1 FYyR o6F01] LI Ayd ! FiGSN
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Oz2yaidAaiddziay3a 0 (iGyReglatioh gf iCAMNEStifohefsTould alleviate

concerns of referrals from conventional medical practitioners by plaaécguntabilityupon

the CAM practitioner.

An adequate regulatory framework for CAM practitioners can ensure that these issues are
appropiiately addressed by placing the legal responsibility of consequences praatibe
persons administering the treatment in the case of CAM ref&trialalso removes the obligation
of the medical practitioner to providpotentially unqualified, incompeterdr insufficientCAM
information or treatmentto their patientsby providing clear pathways with which to provide
appropriate referrals to registered CAM professionals in the event in which they are not
confident in their own knowledge of the subject.

3.6 Lackof access to tots of the trade

The fact that injudicious use of CAM poses a public health risk is undeniable; however the
evidence for their potential therapeutic benefit is also strong. Often complementary therapists
are the only practitioners qualifteand with adequate training to use these substances. A
regulatory mechanism would allow for the identification of qualified, registered professionals
trained. Current mechanisms may exist to allow for appropriate access to potentially dangerous
therapeuti tools to qualified complementary therapists whilst limiting supply to those without
appropriate qualifications.

3.6.1 Restricted CAM therapeutics

Several complementary medicines are currently have limited access via the Standard for the
Uniform Schedulingf Drugs and Poisons. Whilst this denies access to practitioners without
adequate qualifications it also denies access by competent complementary therapists to
valuable tools of the trade. 69.6% of naturopaths identified lack of access to herbs they would
find valuable in clinical practice as detrimental to their practice and 82.3% believed that the use
of scheduled substances should be allowed by qualified practitibrienés may also affect
consumers, who may be denied appropriate treatment due to restrictionaaress to certain
therapeutic agents.

32| Page



Lack of knowledge of CAM may exacerbate perceived risk in many instances. Potentially valuable
therapeutic benefits may be denied to competent practitioners by virtue of their potential for
risk. Whilst theTherapetic Goods Administratiorecently placed warnings on products

containing Black Cohosh due to risk of hepatotoxitiiyere is a possibility that these risks may

be exaggerated due to the unknown nature of CAM. A Nebraskan woman susderican

herbal supplement manufacturer alleging use of a supplement containing Black Cohosh caused
her autoimmune hepatitis and subsequent liver transplantati@rThe judge ruled against the
plaintiff when it was uncovered that she had for many ydaking several pharmaceutical
medications specifically indicated in causing liver damage. Whilst ultimately an objective
decision was madby the judge the media controversy it created may have informedreno
subjective opinions in other circles

CAM pactitioners are worried that assumptions that CAM is the underlying cause for idiopathic
complaints may be justified. In the 1970s the death of a young man from liver failure caused the
herb Comfrey to be scheduled. the cause of death was unknown thouwgtsiassumed

Comfrey was indicated as he had been taking a product containing it shortly before hi& death
Around the same time two Canadians were poisoned after consuming Comfrey tea that had
been adulterated withAtropa belladonna; a herb with known toxic prperties>”.When a

Melbourne woman died of liver failure after taking a combination herbal supplement Kava was
immediatelyimplicated even though one of the herbs in the formulation was found to be
substituted with an unknown substanée

3.6.2 Inappropriate access mechanisms for restricted CAM
therapeutics

The current system, whereby only retgired practitioners are allowed to access many of these
tools is untenable as it allows access to thosdnwisufficient knowledge whildtarring those

with adequate knowledge of these substances. Most conventional medical practitioners have
little knowledge, or little interest in increasing, their knowledge of complementary therdpies
%0yet are often the only ones granted access to these restricted complementary medicines.
Many unsafe medicationssuch as paracetamalare often freely available to the public or at
the very least available for prescription by appropriatglalified health professionals.
Regulation would also reduce the potentially atpimpetitive nature of such laws by granting
complementary medicines the same level of restriction conventional medications.

The risk of a remedy producing an adverse readtigpends not only on the remedy and its
dosage but also on consumer related parameters such as age, genetics, concomitant disease
and concurrent use of other drug¥. For these reasons it is entirely appropriate that these
remedies and tools are available for supply only to those with appropriate levels of clinical
knowledge specifically pertaining to CAGfften, the only people with suffient training in CAM

or who are qualified to exercise such clinical judgements are the CAM therapists themselves.
Other nonCAM health professionals wishing to use CAM should also have set minimum levels
of CAM training before being allowed to use thesedurcts.
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The Commonwealth commissioned Expert Committee on Complementary Medicine suggested
that complementary therapists with appropriate levels of professional education should have
access to some restricted substances, and that an appropriate Schedidethe Standard for

the Uniform Scheduling of Drugs and Poisons (such aSchedule provision in Victoria)

should be implemented in a nationally consistent manff&rExisting mechanisms provide this
framework and can assist practical application of these suggestions.

3.6.3  Scheduling arrangements for CAMtW sufficient risk

The VictoriarChinese Medicine Registration Act 2@®@rs a precedent. The act provides a
mechanism that will authorise any practitioner regulated under that act to obtain, possess, use ,
sell or supply angchedule poison in accordance with the lawful practice of their profession

and amended Section 13 of tl¥rugs, Poisons and Controlled Substances Act 1981 (Vittoria)
grant registered Chinese medicine practitioners prescribing rights to these substances. The
Theapeutic Goods Administration and Council of Australian Governments have also considered
extending Schedule 1 to include a number of complementary medicines that may warrant
limited access but may also provide therapeutic ben&it
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requirements with prescription medications from Schedules 4 and 8 of the Standard for the

Uniform Scheduling of Drugs and Poisons under provision of Therapeutics Goods Gfter 69

specifically the restriction of supply to specific health practitioners and the lack of exogit

to include a statement of purpose on the label. This existing framework could be expanded to

extend to labelling requirements f@@AM products supplied safely only by a qualified healthcare
professional (such as a registered CAM practitione§dmselule 1 medications as proposed by

the Victoriangovernment®,

Qiteria 3 oonclusion

Current regulatory frameworks for CAM are either entirely absent or woefully inadequate.
Consumers and health professionals are unable to identify competent and qualified CAM
practitioners odifferentiate good quality or effective CAM products from those of poor standing
quality or therapeutic efficacy. These are exacerbated by an unclear mechanism through whic
legitimate concerns about these products and services can be voiced. Thish@agaseral public
at undue risk. An appropriately regulated environment would ameliorate these issues.

. J
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4 |s regulation possible to implement for the
occupationor industryin guestion?

Many complementary therapies are defined professions, with definedatibes and
established educational provision for which regulation is possible to implement. Those
modalities with increased inherent risk and increased educational requirengesush as
naturopathy and acupuncture are the ones that lend themselvesod to regulation.

4.1 Australian precedents

Several precedents have been set for regulation of complementary therapists. Herbal and
Traditional Chinese Medicine has already been defined and regulated by an Australian
government under theChinese MedicinBegistration Act 200 Victoria.The Victorian
government also commissioned a reporhe Practice and Regulatory Requirements of
Naturopathy and Western Herbal Mediciwlich recommended that these professions be
immediately regulated in a statutory freework with protection of title onl§; The Victorian
government initially confirmed that it would move to regulate these practitioféthough have
since had to rescind or delay this move after agreeing to the arrangements for a Health
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Governments meeting in 208f7. However, these moves demonstrate that regulation of CAM
professions is possible and should be enactegidcordance to their need to improve health
outcomes rather than delayed due to political expediency.

4.2 International precedens

A numberof international jurisdictions have made moves towards statutory regulation of CAM
products and practitionersThosemost relevant to the Australian context (in terms of sharing

similar legal, social and practical obstacles) include the Canada, Ireland, New Zealand, the United
Kingdom, and the United StafesNorth American jurisdictions that currently have statutory
regulation br naturopathic physicians are shownRigure 11on the following page.

The World Health Organisation has acknowledged the valuable role CAM has to play in
healthcare provisiog in both the forms seen in developing and developed natioaad has
noted anumber of challenges that require immediate action, including: a lack of official
recognition for CAM providers and their roles; inadequate or-aristent regulation; lack of
access to CAM (for example for financial reasons); inequitable distributioenefits from CAM
and; inadequate allocation of resources for development, capacity building and research in
CAM?®. These challenges will be discussed in more desailighout this report though it is clear
that an appropriate regulatory framework will make progress on these issues.
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Licensure of naturopaths in Canadian provinces

No licensure

Full licensure

Pending licensure

Licensure of naturopaths in US states

Figure9: North American jurisdictions licensing naturopatt®ource: AANP, CAND
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Regulation of CAMrofessionals in the UK has been recommended by the House of Lords and
moves are underway in the instances of homoeopathy and herbal metitiie2001 the Irish
Health Minister announced plans to implement a robust system of registration and regulation of
CAM to afford protection to the public when accessing these seAicés 2002 theJnited

States of America White House Commission on Complementary and Alteivatiicine Policy

Final Reportecommended that public accountability for CAM practitioners was required and
urged all states to investigate regulatory infrastructures for CAM practitioners and profucts

Internationally regulation of complementary therapists is a trend that is increasing rather tha
decreasing. The number of US states and territories that license naturopathic physicians
requiring that they graduate from an accredited feggar program and sit a comprehensive

entry examinatiorg has increased from 7 to 19 in the period 1992 to 2Q@&nesota is the

most recent state to grant licensure and legislation is being considered in seven states (Arkansas,
Kentucky, Massachusetts, New Mexico, New York, North Carolina and Texas). The Canadian
provinces of Alberta, British Columbia, Manitomtario and Saskatchewan also license
naturopathic practitioners.

20
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16
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12
: I

1992 1996 2000 2004 2008
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FigurelO: Number of US states and territories licensing naturopatbsurce: AANP
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4.3 Definition of occupational boundaries

Definition of occupational boundaries may prove troublesome as there are estimated to be
anywhere between 20 and 200 specific CAM modalities. However, moves such as protection of
title do not require boundary definition whilst allowing the general pubdieasily identify

gualified, competent practitioners.

o . )
Qiteria 4 oonclusion

Whilst there are complexities related to regulation of CAM and CAM products international anc
Australian experience suggests that it is possible. Evidence also suggedtsthdtend that is
increasing rather than decreasing and more and more jurisdictions are establishing regulatory

frameworks for CAM.

\. J
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5 Is regulation practical to implement for the
occupationor industryin guestion?

Notwithstanding previously implemeatl examples mentioned in Section 4, current high levels
of support for regulation support the practicality of implementation of regulation of CAM.

5.1 Support for regulation

5.1.1  Generalsupport for regulation

The Australian Meidal Association has deemdtke regulation of CAM practitioneris Australia

a S a & S'and thef cérrent medical literature has actively suggested that lack of regulation is
a major hurdle to integration of CAM practitioners or products into conventional healthcare
delivery. A survey conducted by the Victorian Department of Human Services found that 77%
of general practitioners support government regulation of CAM therapiStsidies have

suggested that conventionaledical and health practitioners may be more open to utilisation of
CAM products and services in healthcare delivery if adequate regulatory regimes were set in
place® % 13|n one of the few studies done on public perdeps of regulation of CAM
practitioners a Scottish study found that 61% thought that this was essential and 29% thought
this was desirabl&™. This is mirrored by Australiatata fram an online survey conducted by the
Australian Naturopathic Practitionefsssociatiorwhich found that91% of the general public
supported a model of government regulation whilst only 5% supported the current self
regulatory model and only% supported naegistration, as can be observed in the figure below

No regulationL

SelfRegulation (with no outside
involvement) |
SelfRegulation (with independent

outside involvement) - .
7 Practitioners

Coregulation -

m Public

Protection of Title .

Statutory Regulation *

0% 20% 40% 60% 80%

Figurell: Support for various regulatory models by members of the Australian Naturopathic Practitioners Association
and the general publiGource: ANPA
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5.1.2  Industrysupportfor regulation

Whilst it is envisaged that commercial interests may not support regulati@mwhelming

industry support for registration exists within the community of practitioners, professional
associations and education providers. The only professiassociation that does not support
some form of government regulatory model is the Australian Traditional Medicine Society
(ATMS); however a survey of ATMS members suggests that this goes against the views of its
members- 72% of whom support statutomegulatiorf’. 64% of professional associations
governing naturopathy actually felt negatively towards setjulation®. Current attitudesof

various components of the industry can be seethmfollowing graph:

120%
100%
80%
60%
40% - mYes
No
20% - —
0% T T T 1
Australian Australian Australian General
Naturopathic Natural Traditional  Practitioners**
Practitioner's Therapist's Medicine
Association+  Association* Society++

Figurel2: Support for government regulation of CAM practitioners by members of various grabpsrce: +ANPA *ANTA
1452456

Whilst the issue has not been studied in great depth other studies have uncovered strong
support for regulation. An exploratory study of rural naturopaths practising in the Darling
Downs region found unanimous support for thepiementation of regulation for

naturopaths”; qualitative research conducted in the Victorian Department of Human Services
investigation into regulation of naturopaths found the majority of practitioners supported
regulatior? and a workorce survey found that naturopaths believe regulation will improve the
standards and quality of practice and education, improved research outcomes and enhance
integratiorr®,
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Qriteria 5 oonclusion

Whilst regulation is not without its practical difficulties international and Australian experience
be drawn upon to combat these difficulties during implementation. Strong support from a majo
stakeholder groups ameliorates many of the practitifiiculties involved in setting up a regulatory
framework.

An online survey of embers and the general public conducted by the Australian Naturopathic
Practitioners Associatidff found that both practitioners and the public overwhelmingly
supported government regulation over othéorms.

However, concerns have been expresgef G AF R2yS Ay O2NNBOGf& NB3Id
complementary medicin&®. Naturopaths are unwilling to give up theireas primary care

practitioners and envisage a role of collaboration with, as opposed to subordination to, medical
practitioners®™.

A number of approaches can help to alleviate these legitimate concerns regarding regulgation: 1
registration boards that consist of a majority of practitioners who are well qualified in the non
medical traditions of complementary medicines and 2) increased research into the holistic
frameworks applied in complementary medicine

Current perceptions that prfessional associations are hostile to regulation may be unfounded
(At present ATMS is the only professional association opposed to any form of regulation).
Statutory regulation will not render the professional associations irrelevant any more than the
establishment of state medical boards have limited the role of medical associations such as the
Australian Medical Associatiar Australian General Practice Netwoilke professionaCAM
associations would still have important roles to play in: continuingpresent CAM

practitioners; supporting them through allegations of misconduct; providing advice on
education and practical matters; and advising government on the future needs of the
profession

\

J
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6 Do the benefits to the public of regulation clearly
outweigh the potential negative impact of such
regulation?

6.1 Potential benefits of regulation

6.1.1 New therapeuticoptions for patients

CAMYl & 0SS LI NILGAOdzZ I NI & adAdSR |G Of gadisifd WSTFFSC
Thismeans that rather than competing with existing health provision, a regulated CAM industry
may be able to target areas that hitherto have seen little success with conventional treatment.

The range of possible benefits that CAM may offer in aoé@snerginghealth priority may be

broader than we think. Recent research unveiled at the recent International Congress of
Complementary Medicine hosted in Sydrieyiz33Sa i SR GKFGY { G W2KyQa 22
effective than nicotine replacement therapy in encouragingking cessatiol®, Ginkgo may be

beneficial in reducing dementi&: Acupuncture may improve stroke rehabilitatt5h) andas will

be discussed in further detalAM already has demonstrated effectiveness in the myriad of
cardiovascular disorderdat are increasing as the major componeit dza (i Ndtal diseéasea

burdent®®, These findings may offer significant new options for patients in these areas of

increasing need.

The incorporation of CAM into healthcare delivenyith their focus on holism, prevention and

proactive health interventiong mayhelp to finallygive meaning to the World Health

Organisation definitionofhealtf ¥ dy 20 aAyYLi & GKS 6aSyO0S 2F RA
mental, physical and social wéllS A%¥.3 ¢

)Y

6.1.2  Fillinghealthcareeffectivenessgaps

Effectiveness gaps are areas of healthcare which do not generally see success with conventional
models of treatment for a variety of reasons: lack of effective treatments; adverse effects of
availabletreatments; unacceptability of patients to treatments; difficulty in defining a compliant;
poor patient compliance; treatment interactions or prohibitive cdstsMost conventional

practitioner referral to CAM comes from an effort to fill these effectiveness'gaf$emajor
effectiveness gaps in current healthcare according to GPs are shown in the following figure:
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B Musculoskeletal Problem:
m Depression
m Eczema
m Chronic Pain
m IBS
m Anxiety
Headache
Allergies
Other

Figure13: Effectiveness gaps according to general practitionSaurce*’’

CAM may offer an opportunity ithheseareas traditionally ineffectively treatedytconventional
models of care. A good webtsearchedexample of this is low back pain, a health issue

estimated in Australign 2003to have direct cost (costs of actual treatment) of $1.02bn and
indirect costs of $8.15bg a total economic burden of $9.17bn annudfl} Various studies have
demonstiated the effectiveness of CAM in reducing health costs and improving health outcomes
in this condition:

Another trial utilising naturopathic treatment for lower back pain in Canada Post employees
reduced absenteeisrattributable to this condition by 9.4 ga per employee and saved the
corporation $18 per day lost to injul§’. Estimatedsavings oflirect medical cost of $20and
indirect societatostsof US$1212 per participantere alsoobserved Quality of life and

symptom scores were also improvediencompared to current conventional methods of
treatment*®’,

It has been suggested that CAM may be particularbfulsn the treatment of complex and
OKNRYAO O2yRAGAZ2Yy& (GKFIG INB 0SO02YAyI®The Ay ONBI
National Expert Panel on Community Health Promotion has suggested thasi@Aild play an
integral part in fighting the burden of chronic dise¥8dt has also been suggested that CAM
practitioners be employed to appthis as their treatmentg, based on principles and practice
rather than products; focus on preventative and proactive models of health rather than existing
reductionist frameworks favoured by conventional medicine and may achieve better results in
thesesettings®” %
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6.1.3  Improvingquality use, efficacy and safety assurance

There is a misconception that all pharmaceutmaducts must be registered with the
Therapeutic Goods Administratibat this is not the case. A new product utilising a
pharmaceutical agernt paracetamol for example would not have to undergo a full safety or
efficacy evaluation but rather it would be based upon existing available information in
pharmacopoeias and othesour@s™. Asthe most pressing issue in CAM quality is not efficacy
so much as standardisation similar CAM products should be able to use existing information
where appropriate. In saying this, however, the burden of proof should be placed upon CAM
manufacturers to she that their product is of the same quality as that for which the evidence is
being compared.

6.1.3.1 Quality useand efficacyof conventional medicines

Whilst most attention is focused on the negative interactions of CAMaittigallyalso possible

for some CM treatments to positively interact with current treatment. Some conventional
medications for hypercholesterolemia (statins) are more effedti/é* and side effects
reduced®when combined wth fish oilsg considering Australia spends $1.14 billion anndlly
on this class of medicinesibstantial ecoomic benefits could also be matemirror those

gained in healthOther beneficial interactions are known: The efficacy of imipramine in bipolar
disorder is imporved with supplementattyptophan and nicotinamide agfKava and Valerian
may be useful in treating benzodiazepine withded\/ *** CAM supplementation can reduce
postsurgical complications and care cd&tsGlutamine may attenuate gastrointestinal damage
caused by nossteroidal antiinflammatory drugs (NSAIB®) O dzND dzY Ay = NB a @S NI (i NP ¢
Thistle and licorice may protect against liver damage from medicatjaminnamon may act
synergistically with insulin treatment in diabet& A number of beneficial reactions that have
the potential to reduce dosage requirements or attenuate side effects have also been
theorised®.

6.1.3.2 Safety

Whilst this report has documented the fact that CAM poses enough risk when used incorrectly, in
relative terms it is generally considered safer than many conventional medical treaffife@tgst
savings can occur not only in terms of treatment cost but also in reduction of inherent risk. For
example, findings that the use of nateroidal antiinflammatory drugs; one of the most

commonly prescribed medication classeg\urstraliag can increase the risk of a heart attack by

24 and 55%" and often require concomitant medication to reduce gastrointestinal
complication§”is of considerable financial and epidemiological consequence to the delivery of
healthcare in Australialhe safer alternatives and the imes to attenuate side effects provided

by CAM offer many opportunities in this area.
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Between 1981 and 2002 the number of people admitted to hospital due to adverse events from
pharmaceutical medications increased fivef8fdwhilstit is estimated that up t&0% of

hospital admissions ingtients over 70 years of age may &ssociated with adverse events of
prescribed medications he cost savings of using relatively safer treatments is quite taegen
notwithstanding the potential litigation and compensatory t0ef use of these treatments.

Incorporating CAM in a regulatory framework in conjunction with conventional medical care or
health practices may have further benefits. Whilst it is undeniable that-@Alg interactions

do exist, it is also possibikat several interactions may be manipulated to give therapeutic

benefit®. Many CM interactions are caused by additive effegtthat is they perform the

alryS OGA2y Fa GKS LIKI NXYI OSdzi A OdThe Smalldosdi & | Yy R
Report designated 8 CAM medications that had evidence of clinical andftestiveness ove
pharmaceutical agents in a variety of conditioff&.

It also suggested thampressivesvidence, although not yet conclusive, existed for the
utilisation of other CAMs as alternative therapeutic agents in some instagioesexample

Kava in the treatment of anxiety disorders, Curcumin as an alternative to NSAIDs, herbal
combinaton medicines in Irritable Bowel Syndrome, Black Cohosh in the amelioration of
menopausal symptoms, Chaste Tree in the treatment of menstrual disorders, acupuncture in
migraine and many othef®.

If issues of safety, standardisation and qualifications of prescribeZ&Mcan be ameliorated
as they would in an appropriately regulattb)dmework¢ CAM may have much to offer in terms
of increasing choice, safety and castvings of healthcare delivery.

6.1.1 Potential economic benefits

10
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Figurel4: Health costs in Australia as a proportion of GBBurce: OECD

As carbe observed in the preceding chart, Australia spends $86.9 billion, or 9.5% of its GDP, on
healthcare provision annuaffyy. Ex@nditure on health, both in gross and relative (to GDP)
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terms has been increasing significantly: a trend which shows no signs of abating as our
population ages. CAM may offer several opportunities to substantially reduce direct healthcare
costs. CAM may sb offer indirect health cost and newrealth benefits to the Australian
economy.These are discussed in further detail in the following section.

6.1.1.1 Direct healthcare osts

Although the area of economic evaluation of CAM is hampered by a lack of data, most current
studies suggest that compared to conventional patients, CAM patients generally had lower costs,
even when outof-pocket payments were considerétf. CAM users were also significantly less
likely to require hospitalisation during the course of their lifetiftés

In 2005 thePrince of Wales Foundation released the results of a repartithich ithad
commissioned economist Christopher Smallwood to investigate the role of CAM in British
healthcaré®. The major focus of the report centred on the economic benefits of CAM inclusion
It found:

A That the most effective CAM therapies corresponded to recognisestiafeness gaps in
NHS treatment in particular chronic and complex conditions; anxiety, stress and
depression; and palliative catgand therefore had the potential to make an important
contribution if allowed to integrate with conventional healthcardidery.

A Where costed primary case studies of CAM integration into conventional healthcare delivery
existed (in Newcasti&JponTyne, Glastonburgnd the London NHS trusts of Westminster
and Haringey) significant resource savings were experienced. Geracttiéner
consultations had reduced by a third and prescription medication costs reduced by 50% over
the three examples.

A Significant direcsavings could be made through incorporation of CAM into healthcare
delivery.The report identified a number of hieal therapeutic agents that exhibited both
clinical efficacy and were more cesffective than currentreatment (seeTable7). The
report estimated that gitable delivery of CAM in appropriate situations could realise savings
per prescription 0£10.54 inpatients currently using antiepressants and £10.02 in patients
currently using nossteroidal antiinflammatory agentsThe report acknowledged that direct
costcomparisons were difficult as CAM often varied in potency, quality and humber of
varieties aailable and therefore recommended tighter regulation of these produkts.
number of other CAMs have been suggested as possdetiul thoughlack of data, rather
than lack of evidence of efficacy, means that at this time no definitive judgement could be
made.

A The report suggestedgnificant indirect savings could also be madgartly due in part to
GKS GoK2tS LINI Ol A OS &he ydtafrdaNBsted dase/studaes SUPIESBR 3 A 2 Y
patients returned to work sooner and had less sick days after CAMswn had been made
available.

A That there was a social case for extending CAM modalities into institutional healthcare
delivery, as the psychosocial and chronic ailments in which they were of most use were
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particularly prevalent in deprived areas who wd otherwise have little access to their
therapeutic benefits.

A The report warned against allowing untrained practitioners, or those who are predominantly
trained in other modalities, practise CANthese settings as cosffective use of CAM
required conpetent CAM practitioners who would make competent clinical judgements in
this area.

Herbal therapeutic Conditions

Phytodolor #* 443 Musculoskeletal problems (including rheumatoid
arthritis)

Echinacea 3" %% 21 Viral infections and common cold

St John &8%°Wo r t Mid-moderate depression

Ginkgo biloba #2022 Al zhei meros disease; I nt:«
dementia

Devil 6822 aw Musculoskeletal problems (including arthritis)

Hawthorn 2227 Heart problems (including congestive heart failure)

Horsechestnut 228 22° Circulatory problems (including chronic venous
insufficiency)

230-233

Saw Palmetto Benignly Prostatic Enlargement
Table7: Herbal therapeutic agents displaying both clinical and cost effic%?éy

The repot warned against the current selégulatory environment and specifically indicated
that statutory regulatory bodies be set up for CAM as soon as possible so that doctors could
begin referring to statutorily registered practitioners to realise these bignef

A number ofother studieshave alssuggestdthat utilising CAM in healthcare delivery may be
responsible for health and economic gains. A#year study of 141 Anthroposophist (a form of
naturopathic medicine) medical practices in Germany found dlessipite an increase in

consultation times initially the patients exhibited long term stable reduction of chronic disease

(a 46% reduction in disease scores and a 43% reduction in symptom scores); a 14% increase in
health related qualityof-life scoresantNE RdzOG A2y a Ay KSFfdK Oz2adta 27
patient’*,

A pilot homoeopathy service in a GP practice run by thee@ioy Primary Care Trust resulted in
reductions of primary symptoms scores, reducing the meam@th general practice
consultation rate by 1.18 consultations per patient and resulted in 57 patients reducing or

stopping their medication saving the NE&807.30 perpatient peryear in medication costs
alone™®,

A Canadian evaluation suggested that direct savings to the Ontario government from
incorporating chiropractic care into the treatment of neuromusculoskeletalditions would

range between CDN$199.5 milli@DN$769 million and indirect savings of between CDN$795.2
million-CDN$3034 milliof®. When the Ontario government changed and the new government
delisted chiropractic care from provincial healthcare delivery a Deloitte & Touche analysis
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estimated this move would increa hospital expenditure by CDN$1225 million annually,
approximately 1% of total provincial hospital expendifife

In 2005 the health insurance trust of the Vermaaitomobile Dealers Association expanded its
coverage to include naturopathic care to its 1182 members and realised direct cost savings of
US$315 817 (US$267.22 per person) and indirect cost savings of US$1 143 657 (US$967.56 per
person) in the first yeat predominantly due to a 36% reduction in hypertension; a 17%

reduction in hypercholesterolemia; and a 15% reduction in ob&8itgonsidering the

Pharmaceutical Benefits Scheme currently spends $1.18 billion annually drypattensive
medications and $1.22 billion annually on cholesterol lowering medicatioa potential savings

may be quite substantial.

Systematic reviews have generally shown that musculoskeletal problems and migraines are
treated more effectively and often more cestfectively with CAM modalities such as
acupuncture and chiropractic thethey are with conventional medicehre?'® 239 240

6.1.1.2 Indirect economidenefits

Many of the benefits of impimenting CAM into healthcare derive more from its indirect or-non
specific benefits rather than immediately and specifically quantifiable results. For example,

whilst few trials are able to definitively prove that CAM works in very specific situations, mos
derive very obvious and significant benefits in more complete or holistic measures such as

Quality of Life scofé". These resultg if measured with appropriate utilities may bemore

readily transferale to societaleconomic evaluation than more limited clinical data, as Quality
Adjusted Life Years (QALYSs) are the standard measure of cost effectiveness in drug evaluation for
institutions such as the Pharmaceutical Benefits Advisory Comfitt&8

These indirect savings were often thought to offset some of the additional expense in
introducing seemingly more expensive options of CAM delivery into healthcare. Although
costing £4 million more than conventional care to implementradtiction of chiropractic care

as an option for treatment of low back pain of mechanical origin in the UK was estimated to
introduce indirect savings of £2.9 million in social security costs and £13 million from fewer days
off work in addition to improvediirect outcomes on pain intensity on range of movenféht

6.1.1.3  Productivity

A Canadian manufacturer was able to reduce employee absenteeism from 9.6 to 2.4 days per
employee and reduce medical drug coteth CAM and conventional) by 69% by incorporating
CAM practitioners (in this instance registered naturopaths and chiropractors) into its employee
health program*,
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6.1.1.4 Non-health economic opportunities

Regulation and the minimum standards, quality assuramzstandardisation practices that go
with it may present a number afon-health related economic opportunities. Regulation could
resolve many of the variability issues that currently affect CAM quality. It is estimated that
approximately half the raw matels used in therapeutic products could be grown loé&lly

whilst aurrently 90% is sourced from overseas suppliers of varying qfaRggulation codl
encourage growth of a pharmaceutical quality industry that would be in an ideal position to take
advantage of global growth in CAM consumption whilst also catering to concerns of quality and
variability.
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Figurel5: Per capitaPBS spending on pharmaceuticals in Australia (AUD$)

6.1.2  Encouragingonsumer choice

One of the arguments against regulation of CAM is that it actively goes against current policies
enmuraging competition and choi¢& However, the opposite may indeed be truia.1995 the
Commonwealth and all State and Territory governments sighecCompetition Principles
Agreement This agreement states that legislation should not restrict competition unless it can
be demonstrated that: a) The benefits of restriction to t@mmunity as a whole outweigh the
costs; and that b) The objectives of the legislation can only be achieved by restricting
competitiort*’.

Regulation of CAM benig the community in matters gbublic safetyrisk reduction health
provision, access and choice and ensurealiuand efficacy of CAM treatments chosen by the
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community which can only be provided through adequate regulatory frameworks. Current
arrangements may actually be awgtbmpetitive in nature, as public health provision by and
large excludes unregulatedgfiessionals, thereby removing CAM equal opportunities in
healthcare provision.

It is suggested that current government policy that excludes complementary therapists may be
increasing medical costs by reducing competitids.long ago as 198#euwenhuyserand
WilliamsWynnsuggested that mves such aghe creation of supportive government policy

such as implementingtatutory regilation of CAM practitioners could reduce medical costs by
increasing competition in healthcare delivery anebréenting healthare delivery to a more
preventable model, encouraging other practitioners to follow $ffit

6.1.2.1 Increased competition

A regulated environment, and the transparency that results from it, may also be beneficial to
the consumer via encouragement of increased competition or at the very least more
competitive practices. Currently 780% of contract manufacting is dominated by three
companieg; Cardinal, Lipa and Sphere; and just two companies (Blackmores and Symbion)
account for 42% of total retail saf8sAny industry dominated by a small number of major
players runs the potential risk of developing monopolistic practises in the absence of an
appropriate regulatory regime.

6.1.3 Improved prokessional standards

The registration process of Chinese medical practitioners in Victoria consisted of 1400
applications. Of these more than 150 (10.7%) were refuigedmarily on the grounds of

inadequate qualifications or lack of evidence of competer€enditions of regitration were

imposed on 20 (1.4%) of cases. The board has also successfully prosecuted 9 people who were
using protective title whilst unregisterétf. The Chinese Medicine registration Board has set
minimum standards in regards to matters such as assessment of qualifications, education and
competence; Englishrpficiency; firstaid arrangements; continuing education and professional
indemnity insurance and ensures these standards are consistently met by members and
initiates disciplinary action when these it deems conduct or fitness to practice is in doubt.
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6.1.4  Addressing esearchand evidenceissues

Investment in CAM research in Australia was $26.35 million over the five year period 8. 2a05

put this in context this represents 0.35% of total NHMRC funding over the sameperdthough

much fanfare was made recently over the governments contribution of $5 million for CAM
researci** through its special CAM NHMRC funding round this is clearly equally insufficient to close
research gaps.

m Industry
mNHMRC
m ARC
m Federal Governmen
m State Government
NGO
University

Figurel6: Research funding sources in AustraBaurce™

However, this data may be misleading, as when individual projects are broken into types health and
social research in CAM forms only a small proportion of total fun@ieg Figure 18, abovélhis

presents a worrying trend whereby a vast majority of fum{(63%) is spent on exploring

commercial opportunities of CAM whilst less than a quarter of total CAM research funding (22% or
$5.8 million over the four year period) was directly spent on health resérch

m Health

m Social

Commercialisation

Figurel?: Types of CAM ResearchAwstralia by funding proportiorSource:50
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It would be wrong to suggest that CAM should receive a freeamdksuggest that CAM should

be given prefegntial treatment in determining research agenahsugh initial support may be
necessary to address some of the issues currently experienced in CAM reSsanehof these

are listed below. Ultimately the focus should be on developing capacity in CAM research so that
it can effectively compete for research funding on its own merits.

6.1.4.1 Lack of CAM practitioners involved in CAM research

Whilst conventional andamplementary medicines share various historical features, such as
reference to vitalism, humoral balance and holism, an enormous gulf exists between thé two
This is accentuated by the absence of a common language between different CAMs because of
their heterogeneity®% The only way to overcome this problem is to encourage CAM

practitioners to undertake clinically relevant research in their particular modality. Regulation

can assist this by opening opportunities in postgraduate education or research positions that
may not exist for unregistered professionals.

Complementary medicine research is besieged with issues relating to inappropriate research
practices. Much of the research is done by researchers with little training in complementary
medicine which thereby produces research of little clinical consequéviaeh of the research
into the herbEchinacea spjs often conducted into areas in which trained herbalists would not
consider. For example, whilst herbal texts suggest Echinacea spp has a 7 day lead in period
before taking effect" most clinical research focuses on the immediate effects of the Herb
Whilst most herbalists shy from using aerial parts of the plant deeming the root to be more
effective’ most published research focuses on these traditionally unused péesy of these
studies have shown negative resutta fate that would often be obvious many CAM
practitioners before research had even comnoed Through lack of consultation with those
with intimate clinical, theoretical and practical knowledge of CAM much of the research to date
has been of littléo no clinical relevancg®. This has essentially wasted what little time, money
and resources that are spent on CAM research on research of little consequesntgbimdy

Efforts need to be made to build capacity in the CAM research community. As mentioned in
previous sections CAM practitioner courses are beginning to implement health science and
research methodology course hours that are comparable to other hgattfessions. However,
little progress has been made in trying to close similar communication gaps by implementing
CAM in conventional health courses. This may suggest that ultimately trained CAM
professionals, as would be encouragetier an adequate redatory environment®, may be

the most appropria¢ persons with sufficient combined clinical, theoretical and methodological
expertise to perform CAM research that is clinically relevant.

However, Bachelor courses in naturopathy have only existed since the late"f@@@smost
CAM professions are in a similar stage of professional infancy. This means thatgh&ckn
the academic critical mass required to perform on an equal footing with more established
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professions. Whilst ultimately CAM should compete on its merits for research funding it is not
entirely inappropriate and most likely extremely beneficial thtial support is given to

develop academia and research scholarship in CAM. Regulation costdfzisshy:allowing

access to graduates to scholarships and funding only open to registered health professionals;
making active research involvement a eria in the accreditation of CAM courses from both
public and private education providers and ensuring minimum standards of practitioners which
may foster integration and research in more indirect ways.

6.1.4.2 Methodological problems with CAM research

The Hous®f Lords Committee suggested a number of methodological problems existed in CAM
research'® Patients who most often referred for CAM exhibit multiple intelated or

complex complaints, making standardisation difficult; blinding may not be possible, particularly
in nonpharmacological interventions; standardised treatmeunsgd in research may bear little
relevance to clinical practice where individualised treatments are most often prescribed;

Placebo effect is also commonly touted as the real reasoning behind complementary medicines
effects¢ however, lack of understanadg of how they work does not preclude the possibility

that they may worlg nor do unknown mechanisms of action imply placebo at work. The
placebo often used in acupuncture research (sham acupuncture) is often found to have higher
placebo activity when test against other placeb&s. Whether tis significant differencin

fact makes sham acupunctueeplacebo orender it atherapeutically active todk debatable

but regardless these findings suggest it may be an inappropriate pldgehich to measure
0KS STTSOGADSYS a dPlagebo shohlirottbé a durGpir dgnyir@ io diisBise
lack of understanding of mechanism of action of compleragntherapiesNo one would

doubt the effectiveness of pharmaceutical interventions against placebo, though a cursory
glance at any Pharmacology text will indicate that many commonly drugs also work via
unknown mechanisni&

It is also incredibly difficult to find an appropriate placebo in a health system as individualised as
most complementary therapies are. This difficulty in finding appropriate placebo is by no means
limited to complementary medicine: other compla®eatment therapies such as psycholgy

257 surgical interventions and physiotheraff§also share the same concerns and suggest other
daidzRe RSaA3alya G Kplaéeboe wilRdd in uienge basad niedicine. 2 v

An additionalproblem with many studies used by EBM is that they are often performed in
settings completely different from clinical practféé Thegold standard of evidence based
medicine is especially-#uited to complementary medicine practice. Randomised controlled
trials depend on homogeneity and reductionist treatment and do not accurately represent the
heterogeneity of patients or whole prace therapies as practised by complementary medicine
practitioners.Even Edzard Ernst, the major proponent of evidence based CAM, has admitted
that he has been surprised to see the positive results seen in his many years of clinical CAM
practice fail to tanslate into positive randomised controlled trizfOther epidemiological
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studies or case studies may be more appropriate ways of detémmefficacy of
complementary medicine practi®.

Perhaps it is not the inherent ineffectiveness of CAM, but rather the ineffective methods by

which evidence of this effectiveness is being sought, that it is partly to blame for the dearth of

data on CAM efficady? 2°3 Whilstitisun@ y A I 6 f & (i NHzS lotioKavidencé S NB A ay Qi
efficacy for these products and practices it is often forgotten that there exists an equal paucity

of proof for their ineffectivenesgOne possible reason is thiack of CAM practitioner

involvement in research may mean that there are few people interested in conducting good

quality, clinically appropriate researdRegulation may offer some of the solutions to these

problems by allowing access to people withhhigvels of practical and clinical expertise to

research positions and scholarships.

6.1.4.3 Encouraging tiempts at establishing evidence base

Notwithstanding the evidence debate is the obvious tradition of successful complementary
medicine usdy complementaryherapists.For thousands of years these therapies have been
used successfullyand sometimes unsuccessfugjyn the treatment of disease. This empirical
observation lead to the development of a body of knowledge before the advent of clinical trials
andevidence based medicinEor this reason the World Health Organisation has encouraged
the incorporation of this knowledge into research methodology and allowing it to be used as
evidence for clinical

Some organisations have attempted to documantl pool this knowledge the British Herbal

aSRAOIT ! 3a20AF GA2Yy Qa | (BitiShyHeibak PhardacapdaNP dz3 K LJdzo €
(expanded upon to some degrees in tBetish Herbal Compendiyris an example of tHi% 26*

2% Detailed monographs on each herb containing available clinical evidence, pharmacological
properties and traditional use was combined with the results of a survey was setu allit

practising herbalists to determine herbal treatments for specific conditions. Those with
2POSNBKSE YAyAt e O2yaSyadza 6SNB BHRSpécBR | & KI QA Y =
practitioner parlanceand highly recommended for usé/hilst in itselthis may not constitute

satisfactory evidence it is given some validityy organisations such as the Therapeutic Goods
Administration for example by the fact that it has documented the previously uncollated sum

of knowledge gained from hundreds of ysaf clinical observation. At the very least it provides

a framework by which future research questions should be decided to ensure the research has

clinical relevance.

The success of complementary medicine has almost become its Achilles Heel in tfis age
evidence basednedicine. The fact that most of the trial and error in formulating effective
treatments was done long before the adventtbé scientific method protocolthat are
currentlyusedhas left it languishing behind conventional medicinehich had the advantage

of being a product rather than a precursor of this new scientific revolution. Whilst this should
not exclude complementary medicine from developing an evidence astemonstrates the
importance of combining clinical knowledge froontplementary therapists with modern

4| Page



research methodology to ensure this knowledge is called upon to avoid wasting research
resources on questions of little clinical significance.

6.1.4.4  Dogmatic adherence tand misinterpretation ofevidencebased
medicine prirciples

Ly FIO0G GKS | NBdzySyida 3FAyad NBfeAy3da az2fSte 2
stem solely from CAM. A study published in the New England Journal of Medicine found that

relying solely on these principles alone for clinical decisiaking would lead to the adoption

of an ineffective treatment in 32% of cases and lead to the rejection of an effective treatment in

33% of casé®’. This is in addition to the factah only 5359% of current medical practice can

0SS RSTAYSR- I A% &0ths ovg ¥3% Bas definitive proof of effectiveri®sS his
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of total prescriptions in conventional medical practite

m Beneficial

m Likely to be beneficia

m Trade off between
benefits and harms

m Unlikely to be beneficial

Likely to be ineffective
or harmful

Unknown effectiveness

Figure18: Known evidence of effectiveness of conventional meditralatments Source ?®®

Often it is the researchers alone that place unrealistic and impractical levels of importance on

evidence based medicine principles. A survey of 1250 patients commissiodecstoglian

Doctork YR t FAT SNJ ! dzZA G NI f A T 2 dzyrBseaiicK or dviddritelbds&ly (1 & 3 S
medicine, believing that it is being driven by commercial interests in the pharmaceutical

industry rather than to increase medical knowled§eMedical practitioners despite positive

attitudes to using evidence based medicine have derided its inflexible implementation as a
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threat to clinical autonomy, dangerous step towards a orszefits-all medicine and a removal
from patientfocusedhealthcaré’>",

Evidence based medicine is only as good as the evidbateurrently exists. This is why

several other factors including clinical expertise is ideally a major component of evidence based
practice and it is strongly suggested that research evidence informs clinical judgement, rather
than controls it™®.

Blind adherence to ettlencebased principles in conventional medicine would have radical
ramifications: A recent metanalysis suggested that the effectiveness of -@efpressants have
been grossly overstateand many of them are only mildly, if at all, more effective than
placebcd®””: a recent Cochrane review suggested that Meroidal AntinflammatoryDrugs are

no more effective than paracetamol for low back gafyet they remain one of the most
commonly prescribed drug classes in Australia; the British Medical Journal reports that quitting
cigarette smoking on impulse is more effective than any treatrfiépet it would be wholly
irresponsible to discourage or hallgmned quit attempts.

2 KAfald 0KS aSOARSYOS ol aSRé Y20SYSyld Aa |y AYL
heed should be taken to not fall into the trap of overemphasising its importance, dominance

over other methods or adérence to dogmatic principtetheymay generatelnflexible

adherence to this principles may in fact risk being a hindrance to healthcare innd¥ation

Evidence based medicine is not a panacea for medical decision making. The results of

randomised clinical trials apply to populations of patients, and the challenge is to translate the

results to individuals. Individual patientsquire different thought processes because

presentation and response vary. These factors should be taken into consideration when using
evidence based arguments relative to CAM.

6.1.4.5 Where is the evidence?

Evidence based care relies on the conscientious, explicit and judiciouslmdghavailable

evidenceo make clinical decisioff8. Often the issue in CAM is not evidence of inefficacy, but
rather a dearth of any scientific evidence or research at all. However, lack of evidence is not the
same as evidence of lack ofeff and the confusion between the two is often used in criticism
against CAM. Whilst this (lack of evidence) ultimately needs to be redressed, it may not be
prudent to deny potentially efficacious therapeutic toglespecially when evidenadoesoften

exist for them, albeit in less scientifically rigorous forms.

¢tKS OdNNByld Y2RSt 2F a90ARSYyOS . aSR aSRAOAYSE
study of theBritish Medical Journarticlesa comparison of four studies with similar findings

led theauthors to develop very different conclusiog$he studies on physiotherapy and

antibiotics for urinary tract infections in children found their results inconclusive and concluded

GKFG aY2NB NBaSHNOK ySSRa G2 0SS RingtiSie T GKS &add
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Whilst some critics of CAM research suggest that just because randomised controlled trials are
ill suited to CAM does not preclude it from using other forms of evaluatimh as

epidemiological studiesr modifications of current study desigfithese are not the studies on
which evidence based medicine is foundedfact, CAM research is often denoeddor using

these very method§®. Thelongstanding and establisheBradfordHill criteria for causality

actually provide a number of ample opportunities to demonstrate efficacy of GaMever

many oftheseare notpart of the éevidence basedimovementeither. The fact is that the
OdzNNBy il YSiK2Ra Tl @2dz2NBR o0& SUH& tolCAMreRRBai OS 0 |
and the focus needs to placed towards more relevant methods of garnevidgnce of efficacy
or nonefficacy® Involvement of CAM researchers isiategral part of this move as it would
involve, for the first time, clinicians and researchers with intimate knowledge of the subject
matter.

6.1.4.6 Inherentbiasesand misunderstandingin CAMresearch

A review of systematic reviews in CAM suggested that dfterconclusions drawn from the
same data can be very different based on subjective opinion on CAM and that researchers
conducting these reviews were often negatively predisposed to €AWINnding people

positively disposed to CAM tip research is equally subjectivéhnowever, including

researchers who are as proficient in CAM methodology as they are in research methodology
may ensure more informed discussion and analysis results from this res@aratany as 38.7%
of clinical trias may have some form of conflict of inter&st

Lack of funding may be another source of disadvantage in CAM re&&av¢hilst

pharmaceutical drugs offer the potential for reward and patentability there is no clear financial
advantage in financing a CAM trial for a therapy that can be utilised by anyone. This may explain
the paucity of sufficiently large @ood quality CAM trials at the same time as exaggerating the
efficacy of pharmaceutical or conventional interventions. Those funding these pharmaceutical
trials may not release findings of negative studies. When unpublished studies of a number of
anti-depressants were combined with published studies many of the drugs previously deemed
significantly effective were found to actually be ineffective or only mildly better than pl&tebo
Whilstthese barriers exist to CAM research commercial interests may outweigh scientific
endeavourAlready a vast majority of CAM research funding has a commercial inferest
Encouraging more industry involvement may encourage biases such as publication bias.
Adequate regulation can encourage other sources of funding to step forward but gogetnm
sources also need to make a firm commitment to CAM research to ensure that clinically
relevant and applicable research that benefits the community, rather than the industry, can be
performed.

Research funding should be made more available to clipiaatitioners of CAM. Concentrating
CAM research on a minority of institutions leads to the risk of CAM research being dominated
by a variety of controlling interestsbe they political (the heads of these institutiomsy

prefer certain types of researdse done); professional (an acupuncturist heading an institution

57| Page



may be biased towards their own modality at the expense of research in others) or industry (an
institution may be coerced into product development with possible financial gains as opposed

to reseach in the practise of CAM). Authorities imetUK has decided to focus on awarding

additional isolated postdoctoral fellowships and scholarships in CAM research to be
RSGSNXY¥AYSR 0& AYRAGARdIzZ-f YSNARG I a ealll2aSR G2 7
9EOStt Sy0SQ &dzOK | & PRcthé@éSh deh O KSSY § A @5 NB dzd @ NB ff A
Institute Complementary Medicine based at the University of Western Syditey provides

the advantage of increasing the breadth of participants and institutional expertise in CAM

research whilst building capacity ingHieldg A G K2 dzi GKS NRA &1 2F WLz G Ay S
oalsSdQ

6.1.4.7 CAM as a marker for general problems in medical research

tKSaS FTAYRAy3Ia OSNIFAyteée R2y Qi SEOdzaS /! a FTNRY
practise. However they do ggest that CAM may have inherent disadvantages in the current

focus on evidence based practiceome of them unique and some of them related to the

weakness of this approach in general.

However, there is no reason to believe that these research issuén argy way related to

CAM. Rather, it may be that the controversial nature of CAM has invited closer scrutiny and
uncovered issues that are applicable across medical research. For example: whilst the
conventional medical community has suggested that thsifive results of glucosamine may be
due to financial interests affecting publication bias as all the positive trials seem to come
research involving the product of one company, no analogous argument has been made to the
fact that most pharmaceutical reaech is also industry support&d A more likely reason for

the positive results is the variability of CAM quality and that this product may be more effective
due to increased standards of manufacture and quality. Even so, financial influence on research
is by no neans isolated to CANJit is estimated that 38.7% of medical journal articles published
exhibit some form of conflict of intere$f; CAM is criticised for not exhibiting evidence of
efficacy whereas even in conventional medicine 46% of treatments have unknown efficacy and
only 13% have demonstrated evidence of efficAtyCAM is criticised for not following

evidence based guidelines when evidence suggests that these gegldiiemselves may

actually have inherent weaknesses if followed dogmatically and that many established
conventional therapies actually fail these same t&§t§'**’°. There is no denying that CAM

needs to sort its research house in orddout does it really need to do so any more than

general medical research? Many of these problems may be fimglicative of problems that

need to be addressed in general to medical research methods, as opposed to CAM research
specifically.
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6.1.5  Ultilisation of an untapped resource

Australia has a dearth of qualified health practitioners. This is particuladgm@vin rural areas.
Complementary therapists are an untapped potential resource in these underserved Areas
national audit of rural CAM infrastructure found that there were 3419 registered CAM
practitioners in rural Australig representing approximatgl35% of all primary care
practitioners in these ared¥. This represents a vast unutilised resource. Given the particular
issues recruiting and retaining health professionals in rural &f&iasnakes sense to make @s
of resources that already exist in these areas.

Evidence also suggests that CAM may be an appropriate solution to rural healthcare delivery. It
is already known that rural Australians use CAM more frequently than urban Austfaifahs

and that consultations with CAM practitionersagnaccount for more than half of all health
consultations in these aredsSouth Australian studigsund that people in more remote areas
actually had greater utilisatioaf CAM providershan those in areas with more access to
practitioners® %

Whilst these arguments could also be extended into urban regiois! practitioners may
present an existing and appropriate opportunity to addressing pertinent issues of rural
healthcare delivery.

6.1.6  Dissemination of information to the public

A campaign to educate the public about such matters is needed. This would to#ebesred
through an existingnstitution such as the National Prescribing Servitéch has already
explored this issu@*. An online databas system on the NPS or CAM Registration Board
website which lists potential CAlfug interactions is also recommendeRegulation can assist
this process by increasing informed choice and ensuring minimum standards of information
sources and providers.

6.2 Potential risks of regulation

6.2.1  Inhibiting of freedom of choice?

The only real risk of instigating a regulatory framework for CAM products and practitioners are
L2aaAiroftsS ySaALGAGBS AYLI Oda 2y O2yadzySNRa FNBSR?2
options. Havever, regulation and free choice are not necessarily mutually excfiSive

Consumers will still be allowed to exercise their choice in a regulatory regime only they will be

able to make a more informed choice than they would have in an unregl(ateselfregulated
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Qiteria 6 conclusion

The benefits of promoting public safety clearly outweigh the potential negative impacts of regu
However, care must be taken to ensure that the overall identity of CAM practice is not adverse
affected.

\.

environment). Whilst certain practitioners should gain protection of title which sets minimum
barriersofSY i NBE F2NJ OSNIFAY LINPFSaaArAzya o aKSNDIfAA
example) there will be no resttions on othermore generic titteg ¥ 2 NJ SEI YLIX S ay I (i dzN
GKSNFLIAAGE 2N aO02YLIX SYSyGdFrNE GKSNILA&GE ® wS3Adz
identify competent and highly trained practitionegsand making these practitioners

accountable for their actiongthan itis about removal of freedom to practise or freedom of

choice. In this manner public health and safety can be safeguarded whilst also upholding the
AYRAGARIZ £ Qa NAIKG G2 OK224So

Part of any Quality Use of Medicine strategy must also include the abilippfesumers to rely

on the skills of health practitioners to adequately answer their questions on CAM. Ensuring

minimum standards, and thereby placing barriers to entry of practice, actually encourages the
O2yadzySNRa | oAfAde 2giviagthed amgthahisfifog WIEISIR 2 LIA Y A 2
identify appropriate information providers.

6.2.2  Loss oholistic practice

However, integration needs to take into consideration that what the public wants is the holistic
model of care and this may be lost under a regulat@gime that is overly restrictive. For this
reason it is highly recommended that any integrative programs be run on salary or capitation
based models of funding as opposed to the current model ofdeeervice which is open to

abuse and overly restrictf best practice technique€AM practitioners are very much defined

by the principles of their practice far more than any products they{isad believe that this is

what ultimately delineates them fra other health professional$ Therefore appropriate steps

must be taken to include CAM practitioners in CAM policy decision making and care exhibited to
ensure any new regulatory requirements do not unnecessarily impinge thyi®oulture.
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Conclusion

The AHMAC criteria clearly demonstrate the need for further regulation of CAM in Australia. Much
of this can be done within existing frameworks and national and international experience allows us
valuable insight into the appropriate processmsswhich this can happen.

Whilst CAM undeniably presents a number of risks, it also offers a variety of opportunities to health
provision in Australia. For this reason it is recommended that a detailed, objective and thorough
investigation into regulatio of CAM practitioners and products is commenced at the earliest
convenience.

Whilst aplethoraof specificrecommendationsould be drawn from these findings, the major
recommendations can be summarised under the following principles:

A

CAM products and prdice have an underlying risk that requires apposite regulation be
enacted. However, these risks should be placed in appropriate context and CAM should be
afforded the same obijectivity as other health professions in the development of any
regulatory frameverk.

Appropriate deterrents and penalties should be enforced for those who shirk their
responsibilities and requirements under a regulatory model.

Clearer methods of distinguishing higind low standard CAM practitioners, products and
information shouldbe enacted. Mechanisms should be put in place that rewards those that
adhere to higher standards and ensure that those of lower standards are not unfairly given
equal standing.

It is highly recommended that CAM is increasingly treated as a therapeutidlitgadats

2y NARIKG Fa 2LI1aSR (2 O2yliAydz2dzate o0SAy3
strongly suggestethat CAM be subjected to the same regulatory, evaluation and legislative
requirements as other professions and therapeutic tools.

However, as an industry in its infancy efforts should be made to build capacity in CAM,
particularly in the areas of academic and research capacity. Ultimately CAM should compete
on its merits alone with other health modalities.

An appropriate regulatorjramework cannot focus on CAM products alone. CAM
practitioners are an integral part of the industry and most of the factors which define CAM
are intrinsically linked to principles of practice rather than any particular products used

CAM practitioners shdd be acknowledged as health providers aedulated accordingly to
safeguard public health and safety by ensurimgnimum standards of education and
appropriate levels of accountability. As those most qualified to make clinical decisions
relating to CAMhey should form an active part of any CA#ated legislative, institutional,
research or practical decision making.

Other health practitioners should not be prevented from practising CAM, but should abide
by the same minimum standards required of CAMaqpitioners.Whilst other health
professionals are very much respected for their areas of expertise, it lies in areas other than
CAM and for this reason adequately qualified and registered CAM practitioners should be
considered the default CAM providersAwstralia under a regulatory model.
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Abbreviations used

DD DD D D D D

AANP American Association of Naturopathic Physicians
ADRACAustralian Drug Reactions Advisory Committee
ANTA Australian Natural Therapists Association
ANPA Australian Naturopathic Practitioners geciation
ATMS Australian Traditional Medicine Society

CAM (Gomplementary and alternative medicine
CAND Canadian Association of Naturopathic Doctors
CMRB Chinese Medicine Registration Board (Victoria)
GMP Good Manufacturing Practice

NHAA NationalHerbalists Association of Australia
OHE Office of Higher Education

PBS Pharmaceutical Benefits Scheme

TGA Therapeutic Goods Administration
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