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Executive Summary

Introduction

CAM use is unddtedly 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 ughtdfaf 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 praetiifor a numberof
reasonsthese 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 anyid#ion 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 risks are 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 CAM products; an unregulated environment meatstinsumers
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 identify effective treatments, thereby prescribingfiectively.

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 adverse events in CAM and; risks to publib lagal 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 from scope of
practice such as misdiagnosis, latkederral 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 adequately address public health and
safety isses

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

Lack of barrieg to practice meanhat there are no minimum training standards. Despite
some CAM practitioners training forlyears in degree courses they argrentlytreated

no differently from other untrained practitioners or laypersons. Because of this CAM
provision is often undertadn by other health professionals such as pharmacists and doctors
who are often untrained in CAMininterestedor whose expertise lies elsewhere;

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

Lack of regulation means that CAM practitioners are not appropriately held accountable for
their actions, @en 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 chiropractic and osteopathic) and internatiogallemonstrating 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 caused by strong opposition.

Criteria 6: The benefs 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 benefits are of a number of ®iature

A

Health benefits may occur from the addition of more treatment optiarGAM has

demonstrated ability iii NB I+ G Ay 3 | O y 2fedti@iesyR@naifingciiddnic W
disease and preventative healthcare. Regulation may encourage further integration of CAM
and conventnal treatment to improve health outcomes.

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

Indirect economic benefits may be made by addressing effawis® gas in 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
can compete internationally on the export market.

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

Regulation may improve dissemination of information to the public, allowing them to make
more irformed 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 Australia. For this reason it is recommended that dedketai
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 that any attempt at regulation adhere to tHéfeing 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 same objectivity as other health professionthandevelopment 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 of distinguishing higind low standard CAM pradtiners, 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
equal standing.

It is highly recommended that CAM igiigasingly 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 regulatory, evaluation and legislative
requirements as dter 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 competith

other health modalities for research anadility fundingon its 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 practicher than any particular products used

CAM practitioners should be acknowledged as health providers and regulated accordingly to
safeguard public health and safeffjhis can be achievdyy ensuring minimum standards of
education and appropriate levels atcountability. As those most qualified to make clihica
decisions relating to CAM, CAM practitionsh®uld form an active part of any CAklated
legislative, institutional, research or practical decision making.

Other health practitioners should noelprevened from practising CAMut should abide by the

same minimum standards required of CAM practition@ther health professionalsvhilstvery

much respected for theiown areas of expertisaJo not have an inherent expertise in CAMr Ehis
reasonadequately qualified and registered CAM practitioners should be considered the default CAM
providers in Australia under a regulatory model.
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Introduction

The most recent survey of complementary medigi@&M)use suggests a sharp rise in usehe

most commonly sought products are nutritional supplements, western herbs and aromatherapy oils
which in the last twelve months have been used by 45833% 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 clinical nutritionists); 14.6% have visited a chiropractor or
osteopath and 131% 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 Aasisadither sel

minimally- or unregulated. Recent attention has focused on the need for regulation of
complementary medicines (CAM).

The need for regulation will be assessed by the criteria agreed to by the Austiatidiha A Y A & G S NE Q
Advisory CounciHMACXriteria 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 criterion by which judgements

regarding regulation of health issues can and has been raadg2) Whilst much of the current

medical, government and research focus on CAM relates to product only the reality is that CAM
practice¢ though often overlookeda O2 ya i Al dziS& Y2aid 2F GKS 3ISYSNI f
perceptions of CAM and aagots for up to 51% of total health consultations in Austradiad it 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 exercise responsibility for regulating the
occupation/industry in question, or doélse 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 health and
safety of the public?

A Do existing regulatory or other mechanisms faiatiiress health and safety issues?

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

A s regulation practical to implement for the occupatiimlustry in question?

As chiropractic and osteopathy are already regulated in everyrdlisst 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 in Australia 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 protustierefore
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
iIndustry 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 ¢KSNBF2NBE G(GKSeé FlLff Aydz2z GKS 1 SFHfGK YAYA
AHMAC criteria.

There is widespread use of complementainerapists 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 therapists are handled by
the same body that handles complaints of other health professionals.

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

into the health section (Chapter 10) of its National Platform and Constitution a section on
complementary medicines stating thatitg A t £ NB A SH ( K&GmeQaeNsNB y i NI 3 dz
GKFGO AG Aa o020 rkanduRtotaz it & yR2 SF FTEDISDBIEof A a K | LILI
and accreditation for practitioners and their produ&ts
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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 majoformsin 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 viaalifigd or
inappropriate practitioner dispensing; Direct hatmhealthmay result from the direct side
effects of CAM use for example herkdrug interactions or puncturing a lung with an
acupuncture needle; and Indirect hamm healthmay result from thedelay of medical treatment
due to misdiagnosis or misinformation about unrealistic treatment of a condition.

2.1 Economic Risk

Economic risks may occur for a variety of reasons: 1) lack of standardisation of CAM products
may affect efficacy, safety or relidity of these products thereby possibly denying the consumer
value for money or the implied benefit; 2) unscrupulous practitioners may take advantage of
consumers in an unregulated environment and; 3) lack of minimum training and education
standards mayesult in the consumer receiving an ineffective treatment regardless of product
quality or efficacy.

2.1.1 Extreme variability of product quality

Consumers are currently put aconomicrisk due to extreme variability in product quality.

While many CAMs have a@nstrated therapeutic benefit current th€herapeutic Goods
Administrationlisting protocols consumers may be purchasing ineffective and poor quality

products whilst under the impression they are purchasing a legitimate prowdutst good

evidenceexist adz33SadAy3a {d W2KyQa 22Nl OFly o6S 2F dza
most common brands few had their stated active ingredient coritehiCanadian study of 54
internationalO2 YYSNODA Lt & T @FAtlFoftS {0 W2 kKypdidnatd2 NI  LINE
hyperforincontents were extremely variable and most products overestimated content by a

factor of twa™. Only 2 of the 54 pragtts 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 a survey of 3000
South Australians, approximately half assumed that CAMs were independently taste
government agency 74.8% for quality and safety, 21.8% to validate health claims and 17.9%
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efficacy of the product. This overestimation of government monitoring may gift CAM a
legitimacy it may not dierwise 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 at the very least tested for
efficacy by a government body. However, many CAMs are a natudigrand like any natural
productmay possess a numbef varying qualitieg the sameequivalentdry weight of grapes

can yield fresh grapes, sultanas, grape juice, wines (with incredible differences in complexities of
character) and sherrglepending on aumber of growing, manufacturing and processing factors
yet we expect all products made from raw herb to be therapeutically equivalent regardless of
these factorsFactorswhich may affect variability in natural supplements can include climate,
growing caditions, 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 conducting a systematic
review of glucosamine confirmed the previous findings that there wtes ¢linical 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 negative reviews or trials and that
100% of the trials using this form had positive results. fidiges 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 of the same CAM

Even in a country with purported adequate regulatory regimes lack of ataightion can be a
YFE22N) AdadzsSd® ¢KS ! dZAGNIEAlLY [/ 2yadzySNRa ! aaz2O0Al
in Australian supermarkets, health food store and pharmacies and tested them for their
glucosamine content. 3 of the 26 did not contain enoggiicosamine 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 current government regulatichd)he findings also showed a
good deal of varietyn the fornms of glucosamine use@&lucosamine hydrochlorigglucosamine
sulphate andglucosamine sulphate potassium chloriehich contain 75% glucosamine

sulphate. It is difficult from labelling alone to know just how much of this is converted into active
glucommine This also muddies the waters on research and efficacy. Most research suggests
glucosamine sulphates the more effective form yet more than half the products tested were
glucosamine hydrochloride

Other issues of safety may also arise. Most gluecmsa is sourced from crustaceans with only 2
of the 26 products using vegetable sources. Although some very small clinical trials have
expressed safety of glucosamine supplementation in individuals with crustacean atfeties
there have been documented cases of glucosamine supplementation causing hypersensitivity
reactions in these individuat$ *® The variability observed in glucosamimatent, 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¢ FyR aKlFa y2 aARS STFSOGa¢ AYLINROGSR
public safetyThe World Health Organisation has suggested that regulati@?d 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 envirmment 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 viiiated by thetherapeutic 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)

NB 3 d:

standards. This code defines a number of procedures and observances including as listed in the

table bebw.

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 environmg air and water
Quarantining and unique identification and testing of raw materials, labels and
packaging
Discrete batch identification
Comprehensive batch record documentation
Reconciliation of raw materials, product, packaging and labels
Quarantinng and testing of finished products
Documented release for sale procedures
Testing of stability of finished product
Documentation of customer complaints and recall 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 producpsattice CAM
manufacturing under pharmaceutical GMP may be more complex as many oftieederived

from biologic agents and: may be incorrectly identified; may vary in chemical content and hence

efficacy; carries with it a history (and therefore may be contaminated with unwanted
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substances); the processing of biological agents may enhariogair their safety and efficacy
and; stability may be difficult to define or meastite

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 legitim#uy.

regulatory system should encourage evidence and efficacious CAM products and appropriate
alryOiAzya FyR SyF2NDSYSyilia aKz2dzZ R R2¢y 3INI R
satidactorily 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.

w

2.1.2.1 Lack of minimum stadards 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 imltions in healthcare provision and for this reason

current regulatory frameworks are insufficient.

The generic concept of synthetic pharmaceuticgdsich as the interchangeability of

paracetamol containing productss invalid for CAKE. Due to the biological comptéy of most

CAM classification of particular products (for exangilecosamineor{ G W2 KysQa 2 2 NI
insufficient. Metaanalyses and systematic reviews of CAM may be easily misinterpreted as the
products made fronthe same¥ & dzo &@ | WIO& 06 S ng<edThble B dafidfaByNS
conclusions drawn can only be applied to the particular produws have been trialled/NVhilst
traditional use may be a valid form of evidence used in evalu#tidrshould only be used in
promotion or claims targeted at those with sufficient knowledge€afMc¢ such as adequately
trained CAM practitionerg to make critical judgements based on this advice.

CAM products should baubject tosimilar requirements as conventional medicines. Perhaps it is
time to stop treating CAM as a produdassentirely diferent to other forms of treatment and
instead treat it as a medicine or therapeutic agent their own individuainerits. At the

moment the complex arrangement of regulatory frameworks subject CAdither

unnecessarily harsh amnecessarily lax req@ments A move towards adherence to the Code

of Conduct of Medicines Australia will help to establish adequate standards in this area.

As part of the evaluation process TGAlisting CAM products should be subjected to another
battery of specific testef therapeutic efficacy and equivalency and possible contamination. Not
requiring sponsors to have evidence to support claims of their specific products encourages low
quality’®. The British Herbal Pharmacopeia provides a useful guide to British and European
standards ¢ this regard’. However, it should be noted that these complexities demuaatstthe

need for the involvement of professionals with intimate clinical and theoretical knowledge of
CAM treatments in any regulatory process.
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Factor affecting
quality
Substitution

Ecology (Growing
Area)

Part Used

Variantused

Manufacturing
process

Contamination

Example

A

It is estimated that dliberate substitution of NamibiaBevi Qa / € | ¢
(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 sentisug wasinitially classed as toxic after being
accidently substituted in some products due to a combination of
misinterpretation of its traditional nam&/u-JiaPiand poor quality control
by product manufacturers.

The essential oil of BasiD¢imum basilicuinmay exhibit diierent
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?nt
Thyme Thymus vulgarjsmay exhibit any one of six major chemotypeéth
differing chemical constituentsall with very different therapeutic
applicationsg depending on area growand growth stage at which it is
harvested™ *°

Tribulus terrestrisa herb often used in treatment of male infertility and
menopause, demonstrates significantly different chemical profiles
depending on geographic location the materiat@irced 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 leads to wide variations in markers of active compotinds
Only $andardised 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 majéorms: glucosamine
sulphate glucosamine sulphate potassiwendglucosamine hydrochlori&‘é
Onlyglucosamine sulphatat doses of at least 1500mg dalilgis
demonstrated efficacy in triald More than half the supplements avail@bl
in Australia are of the cheaper, ineffectigiicosamine hydrochloride
variety".

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

The proportion and type of solventsed 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 concentraftiotiss
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
2007 after it was found to contaisildenafif”.

Table2: Potential factors affecting quality of CAM products
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2.1.3 Potential for conflct 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 the rise in CAM use by selling proidudtsir patientd”. It

was reported that some GPs were earning $90 000 per annum by enlisting their patients in
multi-level marketing schemes for CAM proddeéend CAM manufacturers continue to
aggessively 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 its educational seminar targeted aticakand CAM
LINy OGAGA2YSNAR ¢l & GKIFIG AG ¢2dA R GSFOK GGSYyRSS
al £t S8 ONBIGAY3I Iy AyO02YS &aidNBFY GKEBG NBIj dzA NB &

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 code of conduoted to be implemeted 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 accounts for approximately 25% of total$al@his segment may escape the
scrutiny that products sold through more regulate@ohanisms 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 reason as to why health professghmalkl 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 that an appropriate regulatory envirenthwill 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 ¥ herbalsts for example tlis 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 by a person with
adequate CAM trainig where practitioners can send patients to fill prescriptioné (A I G dzNJ f
LIK I NJygerGeé)y establishing minimum standards in the industry and enforceable codes of
conduct

2.1.3.1 Extemporaneous medicines

However, some complementary medicine practitionaray 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 carries the risk
of reliance on manufactured or@-packaged products reducing therapeutic options for

patients and potentially increasing the influence of commercial interests. Such extemporaneous
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supply requires adequate levels of training, minimum standards of practice and the oversight of
an appropiate 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 presciigrt and lack of easy access to sourckes

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
Echinacedor immediate relief of old andflu symptoms, whereas traditionakractice would
suggest that they should ugendrographsinstead a€Echinacedas aead-in periodof
approximately 710 days". In this case it mainjudicious 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 report that 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 pduct¢ such 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 they see one CAM adverse event per 12Glt@iions, 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¥. There appears to be significanhder-reporting to government agencies of
adverse events for a variety of reasbirxluding:non-disclosure of CAM uskgck of awareness
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of avenues for reporting; fear of having therapeutic tools taken away and inappropriate avenues
for reporting¢ such aghe Theapeutics Goods Administration Adverse Drug Reaction Reporting
Systendatabasebeinglimited in its usefulnesand applicability for CAMhen compaed to
pharmaceutical medications
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Figurel: Propottion of adverse reactions of QW products in AustraligSource: ADRAC

Lack of regulatory frameworks makes it difficult to determine where to report these adverse
reactions. Experience suggests that implementing regulatory models for CAM does increase
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 reactins to CAM products 2002 alone compared to less than 4000 during the entire
period 199099 after engaging stricter frameworks on reportfigAustralian exampk 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 estad 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 reported té\therse 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 situation. These issues are discussed further
in SectiorB.

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 regulation and minimum standards
of practice they still regrsent 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 cost of $350mitlierhilst 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 evaluating CAM safety. This is important for a number of reasons:

The mediamay be unnecessarily alarmistits misrepresentation of CAltverse reactiondn

the prestigious medical journ&innals of Internal Medicing case studg cComa from the health

F22R ai02NBY AyidSNI OGA 2 ywas gublishédSwiichjpoh édser fepbR | £ LINI |
was actually a case of lethargy whilst the patient was also concurrently taking cimitidine, which

has known interactions with alprazol@mMany of these misunderstandings occur either through

lack of understanding of CAM or lack of consultation with @pkrts.

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

In 2002a 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 a
solvent extraction of Kav#&{per methysticui PassionflowerRassifloa incarnat§ and Skullcap
(Scutellaria lateriflora Subsequent investigation of the product found that one of the listed
ingredientsg Scutellaria lateriflora was absent and that an unidentifiable ingredient was in its
place though Kava was still deemtedbe the causative agefit. However, 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 witheu€fwhich 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, CAM should be subjected to the same
objective riskbenefit evaluation as conveiginal medicines. Alarmist reactions such as that
demonstrated in theaforementionedKava incident, often brought through lack of
understanding; demonstrate the need to incorporate individuals with intimate knowledge of
CAM to develop appropriate regulatomechanisms. Otherwise potentially valuable therapeutic
tools ¢ Kava has demonstrated definitive positive results in the treatment of arfRietpay be
unnecessarily restrictedonsidering thesignificant butrelativelysmall number (compared to
similar conventional treatments) of adverse events that hbgen attributed to its us®. This

may also pose a kg0 public health and safety, namely through denial of effective treatment.

2.3.3 Risk of interactions with conventional medications

Many CAM have significant pharmacological activity and therefore have potential interact with
other medications in the same wahat drug/drug interactions can océir These can beither
negative ombeneficial. Negative interactiomaay inclde 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 CANh conjunction with warfarin may induce haemorrhadhdgeneficial
interactions may includetilising 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 scientificallytimbomain typesg

pharmacokineti@and pharmacodynamiinteraction$®. A pharmacokinetic interaction occurs

when one agent alters the absorption, distribution or elimination of anotf@rexample in

conventional medtine the macrolide antibiotierythromycinalters 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 intetive capacity’. A pharmacodynamic interaction

occurs when one agent augments or diminishes the effect of the atfitbout altering

pharmacokinetics. In conventional medicine the additive central nervous system with hypnotics

and tricyclics antidepressants is an exarfifle ¢ KSNBI a G(KS | RRAGAGS STFSC
serotonn levelsg potentially leading to serotonin syndrongewhen used in conjunction with

pharmaceutical antilepressants offers an example in CAM

More than half of CAM users do not disclose this use to their medical practittoAéso0,34% of
patients who 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 obviously leads to a potentially
very high incidence of polypharmacy amonGstM userglacing CAM users at risk of
interaction

As CAM can exhibit both pharmacological forms of interaction their use should be judiciously
monitored by an appropriate health professional. As the majority of their patients feel

12| Page



uncomfortable discussg 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 health professionals suitably qualified with sufficient CAM knowletigperform

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 assist with developing
guality use of medicines in patients. However, unmonitoaed often unknown use, as exists
currently, is unnecessarily putting the public at riske CAM interactions of the ten most
commonly prescribed pharmaceutical medications are listed below

Pharmaceutical drug Common names o€AMs with
demonstratedability to
specificallyaffect medication

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

2. Simvastatin Lipid modifying agent t SLILISNXYAYG hAitz
Chromium, Garlic, Myrrh,
Polcosanol, Oats, Niacin

3. Paracetamol Fever/Anttinflammatory Zinc, Folate

4. Omeprazole Gastric acid disorders Folate, Iron, B12

5. Esomeprazole Gastric acid disorders Folate, Iron, B12

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, Guarana, Hawthorn,
Liquorice, Oats, Olive Le&alcium,
Magnesium, Zinc
8. Irbesartan ACE Intbitor 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 Oils, Garlic, Evening
Primrose Oil, Guarana, Hawthorn,
Liquorice, Oats, Olive Le#&falcium,
Magnesium, Zinc
Table3: T ten pharmaceuticals by number of Australigr;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 dfhetop 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> > > > >

> > 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 concentrationsf cyclosporine, amitriptyline,
digoxin, indinavir, warfarin, phenrocoumpmidazolam,
simvastatin, nefazodone, methadone, sertraline, paroxetind
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 bbod concentrations of warfarirsaquinavir 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 treatmenfsr benign
prostatic hypertrophy (alpha blockers aneafpha reductase
inhibitors) due to additive effects

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

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 absorptionfé-fluorouracil

Lowers blood concentrations of pentobarbital and
amphetamines

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

As camalsooccur with conventional pharmaceutical medications rare, often idiosyncratic
reactions can also occur. The majority of these are due to allénglinarily these cases are
impossible to predict, however, clinical knowledge of these tools is invaualveduce potential
risk. Some allergenic therapeutic tools are wiatlown to competently trained CAM practitioners
¢ for example it is welknown that Chamomil@Matricariarecutita) is a member of the daisy or
Asteraceadamily and wilthereforeinduae anallergic reaction in people with allergies to this

family"’. However, documented cases of anaphylactic reactions due to injudicious use in Australia

have been observed

14| Page



2.3.4  Lack of standards faabelling

Herbal medicines in particular lend themselves to confusion: Herbal remedies may share
comnon nameg;, for example Brahmi can mean eithBacopa monnier Centella asiatica
Herbal remedies may share similar nangder example the generic ginseng label could refer to
any one ofPanax ginsengKorean¥ D A Y )aPanadratoginsen(fienchi)Parax quinquefolium
(American)panax pseudginseng(Japanese)kleutherococcos senticogi&berian) Withania
somnifera(lndian),Gynostemma pentaphylluiSouthern) Pseudostellaria heterophyl{@rince),
Pfaffia paniculatgBrazilian)Lepidium meyen{iPeruvian) orOplopanax horridugAlaskan);
Transliteration of Chinese herbal formulas may be diffigtittr examplePanax ginseng known
by its common name Korean Ginseng but is often labelled by its ChineseRar®henor its
Latinised pharmaceuticalameRadix ginsengrhis confusion could be ameliorated by
standardisation of labelling and manufacturing requirements. Latin binomial nhames are
recommended as this leads to less chance of duplication or confision

Whilst lack of labelling has been demonstrated to reinforce perceptions of complementary
medicines being benign, natural and safereased labdihg requirements; although positively
viewed by the populatiolm may not necessarily result in a more informed consumer. A Canadian
study investigating the effects of new labelling regulations demonstrated that rather than
FyagSNRAyYy3I O2y daddeSnbEna reldtiog3oefiidad yindl safety increased labelling
merely generated more questions on complementary therapies for health care practiti6hers
Increased regulations regarding provision of information on complementary medicine should
extend beyond labelling to inalie 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 cofisnlia procuring these may place

the public at undue risk from these products. Although considered generally safe when used
incorrectly or in inappropriate situations CAM products have the potential to cause great harm.
Whilst this may be only economicmature (for example taking the wrong remedy due to
incorrect assumptions based on sdlagnosis) physical harm may also result:

Selfprescription may exacerbate or initiate health problems when not properly monitored. For

example, a woman was able to Spltescribe a nutritional supplement known to cause

peripheral neuropathy for 10 years from the same health food store due to recommendation by

an unqualified health food store staff membB&rThis was the only health consultation the

woman had had in this time. Whentak/ 2 FF (G KS &dzZlJL) SYSyid GKS g2Yl

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

A gate keeping position, not unlike that of a community pharmacist, is required in these
situations to ensure that assumers are able to exercise choice without being unnecessarily
exposed to risk or misinformation. However, those charged with this gate keeping role need to
have adequate levels of training specific to the dispensing of CAM. Regulation of minimum CAM
eduation requirements could help to underpin this role.

2.4 Direct risk of CAM Practice

Direct risk of CAM practice include the undocumented and in many cases unknown CAM use of
the general publicand those related to poor standards of practi€de major deteminant 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 public health and
safety) will be covered in section 3. Instead this section will focus on the other risks apparent
from removing barries of entry to CAM practice predominantly on the activity of rogue

elements within the practitioner sector.

241 Risks of undocumented 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.! addzRe 2F pwmm LI GASydGa Fd {d £AyOSyiduQa | 23aLY
CAM users continued to take CAM during their hzditay 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 risk of interaction with their current medical treatment. A study of 234 cancer

patients in the Wentworth Area Health Service of NewtBdVales found that whilst 17% of

their patients were using ingestible CAMs during cancer treatment 52.5% had disclosed this use

to clinical staff’.

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

2.4.1.1 Lack of egulationof practitioners

Regulation protects the public in a variety of wagsgistering adequately trainedractitioners
and restricting others from representing themselves as registered practitioResponding to
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physical and mental impairment in members of the professidisciplining practitioners who
behave unprofessionally; arehsuring the clinical compence of registrantsHowever the self
regulatory model has failed to achieve the majority of thesehich will be discussed in further
detail in Section 3

2.4.2  Public safety from rogue practitioners

The current selfegulatory models and safeguards offéetpublic no protection againsbgue
elements ordangerous practitionersAs there are no barriers to entry to practise as a
complementary therapist in most Australian jurisdictions anyone, irrespective of past history or
suitability to practise as a hehlprofessional, is entitled to practise as a complementary
therapist.Even in within the current model of selgulation a workforce survey found that it

was far too easy for practitioners to gain credibility by joining, or in some cases creating,<lubiou
professional association& A statutory regulatory framework is required to protect the public
against unethical and unqualified practitionerexamples ofvhom are listed below:

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

GKS AyTFlLyidiQa LI NByGa (G2 NBFdzaS adzNHSNER | yR NBf
condition. The infant died of cortical aortic stenosgjs condition that can nly 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 medical titles
and medical practices under theair trading Act 198a@ndBusiness Names Act 1961 false
adveriising, claiming to be a medical@or when his only qualification was in Swedish massage
and claiming to be able to diagnose and treat conditions such as éanskhough successily
prosecuted in 2002nd fined $33 00Be was able to change his name and continue practising in
Sydney where he was narrowly acquitted of the manslaughter of a 37 year old/¥alst

acquitted of manslaughter the coroner contended he was grossly meglig convincing his

patient to cease conventional medical care during treatrfiert strong regulatory framework

that is nationally consistent would ensure unsuitable praatiers do not fall through regulatory
cracks by changing jurisdictidhs

Another Newcastle naturopathivas one of the pmary reasons for the New South Wales
I320SNYYSyiQa Syl OGAy3a 2F tS3aratliArzy GKIFIG Sylo
investigate and prascute complementary therapists. Despite faking his qualificatgoinsluding

a doctorate of philosophy and breaching severalodes of conduct he remainedmember of

his professional associatipthe Australian Traditional Medicine Society, for fear of legal action

against itand is still allowed to practise, albeit without making certain claims or treagngio

condition$®. Before advertisingimself as a naturopath the individual in questioad numerous

convictions for fraud and armed robbeayd questions concerning his suitability as a health

professonal had previously ariséh An adequate regulatory environment these may have

precluded him from practising in the first pla¢berebyupholding public safety
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Legislation as it stands affords no protection to patients even when practitioners are charged
with heinous and unethical crimes. Even when charged with 11 counts of rape and 16 counts of
indecent exposur@ Melbourne naturopath waslebwed to continue practising as there was no
legislation or regulatory body to suspend him until the case was heard by a%caine

naturopath¢ eventually found guilty of 22 counts 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 jpubl a position of trust and it istime
for a adequate regulatory framework that recognises the potential harm form abuse of this trust
by rogue elements within the sector.

2.5 Indirect risks

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

2.5.1 Indirect risks from scopef practice

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

harm which is shared by most conventional medical vgetionsg but rather the possibility of
delayed or missed diagnoses or treatment due to CAM uddowever, research suggests that
CAM practitbners are not necessarily interested in gaining diagnostic powers and believe that
this is an area best left for conventional medical practitiofieidost CAM practitioners want to
form closer ties with conventional medicalgatitioners though often feel as though they are
unable to do so due to lack of support from the conventional medical comnitirityis feeling
may be warranted, as it has been suggested that most medical pracititioners wediéd [0

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
delayor avoid conventional treatment of documented ben&fitGuaranteeing 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 hold CAM practitioners accountable for their actions and
advice in these situations and ensure that public health and safety is dgheld
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Anaher failure of the current model of sefegulation is the lack of transparent accountability

that it places on CAM practitionéf&® ¢ KS RANBOG2NN& 2F aSto2dzNySQa

Neurology and Haematology and Oncology departments called for regulation of CAM

LIN OGAGA2YSNB | FGSNI I aSto2daNyYyS OKAfR 3IAGSY
ceased chemotherapy and focused on unconventional therapies based solely on their

Yy I G dzN2 LI #'KThsihad faldvedinBidents whereby an epileptic infant under the age of
one and a child with an aggressive brain tumour at the 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 identified in focus groups conducted for the Victorian Department of Human

{SNPAOSE NBLERNI 2y NBIdAFGAz2y BT ORWEGNFLIGKRY a4

GKSNBoe O2yadzYSNAR 0StAS@S GKSe IINB 3IShaGAy3
food stor€. Issues of gualification and training will be further discussed in Section 3, however,

LINE
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offer particular risk due to their accessibility to consumers. Consumers may be unduly put at risk
due to statements made by unqualified persons in these environments who may falsely appear
gualified by virtue of their psition.

A Canadian study of health food store operators found #ibhealth food stores suggested that

/' 1ad LIzZNOKF&ASR FNRY GKSANI ai2NB g2dz2 R Y462 NJ
A telephone study of health food stores in Arizona found thiatist 82% claimed that CAM was
suitable for migraine or nausea in pregnancy 5% of recommendations made were directly
contraindicated and no dosage instructions were givén

Source of training Proportion of health food store
employees

Books 35%
Supplier 15%
Formal training 9%
In-store training 6%
Undisclosed 35%

Table5: Traning of Canadian Health Food Store Employé&s

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 often deliberately given in health food stores to secure siles

The same safeguards are required @atth food stores, pharmacies or other areas in which

CAM is directly accessible to the public as is how seen with pharmaceutical medications.
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Qriteria 2 onclusion

CAM practitioners and products 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 seag CAM practice in Australia. Minimisation of these ris
can be achieved through appropriate regulatory frameworks

Placing health decisions in unqualified hands can often lead to deleterious consequences,
especially when thespeople are placed in a position of authority by the consumer. When
FA1SR AF {i W2KyQa 22Nl O2dz R qiSpadcul&rR Ay O2yad
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 producinstead. 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 major difference
is where in the Canadian and American studies pharmacies were demonstrated to provide more
gualified information, in Australia they performed as bad as, or e/ithan, 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&

\

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 issues due to a
number of reasons:

3.1 Fragmented reglatory 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 disparate and at times contradictory respangevarious 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 Failure of seHlregulation

The current model fbselfregulation 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 beirapéeail
OSNIAFAOFIGSET RALE2YIZ I ROFIYOSR RALX 2YIF 2NJ 0 «
tertiary and vocational sectors. Courses not accredited by monitoring bodies such as the
Cffice of Higher Educatioor similar body can still be formally recogetisby an association.

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

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

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

The confusing situation that has arisen out of attempts atisgfilation has mde it difficult for
the public and other healthcare professionals to identify CAM practitioners who have been
adequately prepared for safe and competent practice or CAM products that have been
adequately scrutinised for public us€urrent arrangements i the Therapeutic Goods
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Administrationand theAustralian Taxation Offideave not provided effective setégulation®.
However, due to this institutional recognition, the public is often under the belief that
government institutions play a major role in setting minimum standards in theigion of CAM
products and practice. However, this is not the case as these institutions often leave
accreditation of practice to professional associations.

TheAustralian Taxation Officdor examplerecogiises a CAMractitionerfor the purposes of

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

than 20 of variable quality and witharious entry standards and theAustralian Taxation Office

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

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

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

3.3 Poor complaints mechasms

There are currently multiple channels for complaints management of CAM products and
practitioners¢ including statutory authorities, professional 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 the implementation of an appropriate regulatory framework.

Some of the complaints mechanisms atsomanaged by orgnisations with clear conflicts of
interest, for example; the Complementary Healthcare Council, an industry lobby group, is
responsible for handling complaints about advertising CAM products in areas not specified by
other legislation; professional assoibias are responsible for handling the complaints of many

of its memberg; whilst this may not in itself facilitate conflict of interest the ambiguity, 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 interestMembers or office bearersharged with these responsibilitiesay not
necessarily be trained the processes of fair and judicious process in these matters. The
processes may not be transparent to the public; have limited avenues of appeal; and 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 requirements, are complaints
relating to CAM products and complaints relating to CAM practitioners:
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3.3.1 Complaints relating ® products

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

below). Of particular concern is the fact that Peifit{ I £ S | Yy R WS RdzO¢tlibde2 y I £ Q
most likely to influence consumecds essentiallyedf-regulated 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. Whilghe current structures may remain for complaints against CAM products,

the development of a central regulatory framework (for example a Naturopathic 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 valid concerns to come forward by offering a clear and

unbiased mechanism to do so.

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

About promotional claims made in specified Compaints 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 Counail

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

Table6: Bodies handling complaints about listed products and registered etres-counter productsm6

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 mechanisacurrently put in place by the associatianpsome of which

demonstrate a lack of clear processather than any lack of legitimate concerns. 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 imposing disciplinary 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 complaintsfter registration of Chinese medical
practitioners in Victoria and the Chinese Medical Registration Board began receiding a
handling complaints in 2002 the number and nature of these complaints against these
practitioners significantly increasex seen in the graph below:
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Figure4: Complaints registered against Chinese medical practitioner¥ictoria 19992004 Source: CMRB
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The types of complaints levied against these practitioners include: Misleading advertising;
Breaches of conditions and undertakings (for example not maintaining insurance or
conditions on registration); Consumer issuesluding treatment and financial matters;

Practice issues, including unlawful use of endangered species or infection control issues;
Professional ethics issues (such as giving a false impression of being qualified or registered
and character matters); and @apational 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 (CMRBource: CMRB

3.3.3  Adverseevents reporting

A workforce survey of naturopathic practitioners found that only 33.4% regularly reported
adverse events 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 those that 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&”. However, dequate regulation may help to ameliorate some of these issues
respect to CAM practitioners by encouragingiimum 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 becosx&andard practice amongst CAM practitioner training. Other
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 safdte public.
Currently the regulatory structure relies primarily on repecific 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 CApubiic opinion due to assumptions on
levels of government monitoririy

As mentioned in Section 2, detre are no barrierto entry to the CAMprofessionsexpelled
disgraced or disbarreshembers and deregisted persons cannot be prevented fromagtising

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 nataf therapist as opposed to a naturopath Regulation, and the protection of

title and registration of 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 pract (as described in 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 eventadltp le

a critical 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, healtinsegecontent and research

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 tomduct nonteaching 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 standardguld be embedded 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 coursealso offer entire units devoted to CAltug 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 College
0 |
Total Hours Clinical Hours  Health Science
Hours

Figure7: Composition and content of Australian Bachelor degrees in Naturopa‘ﬂwjrce?, 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

associations are 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 competitigpgometimes at the expense of gitgg. 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 selfregulatory model has resulted in no barrier to practise and a multitude of
professional associations of with entry requiremegnd therefore memberg of varying
quality and competence. This has resulted in a highly trained workforce |dffiedininges of
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 untapgeghly qualified 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€onvenional healthcarepractitioners generally have poor training
or knowledge of CAM when compared to CAM practitiohéfsThe training and knowledge of
pharmacists and medicatgctitioners are detailed below as these health professiogal®ng
with CAM practitionerg are viewed as the most trusted sources of CAM infdromaamongst
the general Australian pubfit.

A study of Melbourne hospitals fourtdat 81% 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 askembout patient 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
hospitalisation 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 framewdol which those 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 environmemasfulfil this rde.

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 gim@es been 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 studié% Although few 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
unnecessarilygase CAM 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 CAddtjme" 3

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 medicitfd'?°. Most GPs who practise CAM have less

than one month of formal training and 36% who practise CAM have no training whatsGever

127 Some studies go as far to suggest that many medical practitioners may actually rely on their
patients for information on complementary medicines as opposed to more 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 framewoeksiare they

can utilise this option without being burdened by further training requirements they are either
uninclined or unable to commit to.
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fifth of GPs had antraining in CAM, and most of this was either$aifght or by attending and

introductory workshop®. Less than a quarter of the surveyed @Rgressed an interest in

completing further education and 15% expressed a desire to learn more, but felt overstretched
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further study would prefer it in the form afhort 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 for every 1009 and 368 patients, respectiVelyhis 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 that may limit the role of conventional medli 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 practitioneg 57% of
Australian CAM users do ndisclose this use to their medical practitiofreg the National

Health and Wellbeing Survey found that 20% of patients would not disclose their CAM use even
if they were asked by their medical practitioh&r 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 these issues with a qualified CAM practitiirewggesting that these
practitioners may be the preferred vehicle for CAM information and delivery in an institutional
setting

3.4.3.1 Conventional medical 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 knowledge of CAM and that this is primarilgradened by their
beliefs about the legitimacy of these therapi&s There is also evidence that many

conventional medical practitioners are unaware of the evidence base thatataally 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 practitiomergion of CAM services: Whilst
community attitudes to CAM have changed 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 fioaetis 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 provision in a regulatory model ongeadlified 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 generally have positive attitudes towards & Aidst

pharmacists both in Australia and internationailgve little knowledge of CANF'*°. Fewer than
15% of Astralianpharmacists 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 from rfeturers with 20.4%

of pharmacists having no CAM training, informal or other#i&&Even when formal CAM
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training was included in the undergraduate curriculthis 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:

® 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 medaad cawentional healthpractitioners 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 use therehyissing out on receiving patient feedbane 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 CAM withheir 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

Itisarguedi KI G I R2 Ol 2 NI don © pryvide igfornatiod requites thaAthey

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 renmendations 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 informaiti which they are not qualified to givein which

case they are not providing adequate standards of care; or b) leaving them open to medical

31| Page



negligence charges by referring to a CAM practitioner whereby treatment consequences of this
referral are still tle responsibility of the medical practition&f **3¢ as is demonstrated in the
examplebelow:

Current regulatory frameworks do not adequately protect medical practitioners making

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

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

/1a LINIOGAGAZ2YSNI F2NJ ySO1 FYyR o6F01] LI Ayd ! FiGSN
markedly. However, the GP was deemed respongtb®a LIA GS GKS /! a LINF OGA (A
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concerns of referrals from conventional medical practitioners by plaaécguntabilityupon

the CAM practitioner.

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

3.6 Lack of access to td® 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 alstnong. Often complementary therapists
are the only practitioners qualified and with adequate training to use these substances. A
regulatory mechanism would allow for the identification of qualified, registered professionals
trained. Current mechanisms maxist to allow for appropriate access to potentially dangerous
therapeutic tools to qualified complementary therapists whilst limiting supply to those without
appropriate qualifications.

3.6.1 Restricted CAM therapeutics

Several complementary medicines aarently have limited access via the Standard for the
Uniform Scheduling of Drugs and Poisons. Whilst this denies access to practitioners without
adequate qualifications it also denies access by competent complementary therapists to
valuable tools of thérade. 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 practitirienis may also affec
consumers, who may be denied appropriate treatment due to restrictions on access to certain
therapeutic agents.
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Lack of knowledge of CAM may exacerbate perceived risk in many instances. Potentially valuable
therapeutic benefits may be denied to competamwactitioners by virtue of their potential for

risk. Whilst theTherapeutic Goods Administratioecently placed warnings on products

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

be exaygerated due to the unknown nature of CAM. A Nebraskan woman sued an American
herbal supplement manufacturer alleging use of a supplement containing Black Cohosh caused
her autoimmune hepatitis and subsequent liver transplantati@rThe judge ruled agashthe

plaintiff when it was uncovered that she had for many years taking several pharmaceutical
medications specifically indicated in causing liver damage. Whilst ultimately an objective
decision was madby the judge the media controversy it created magve informed moe

subjective opinions in other circles

CAM practitioners 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 though it was assumed
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 propertié¥.When a

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

3.6.2 Inappropriate access mechanisms fastricted CAM
therapeutics

The current system, whereby only registered 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 Isstances. 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 theserigtsd complementary medicines.

Many unsafe medicationssuch as paracetamalare often freely available to the public or at

the very least available for prescription by appropriately qualified health professionals.
Regulation would also reduce the potélly antrcompetitive nature of such laws by granting
complementary medicines the same level of restriction conventional medications.

The risk of a remedy producing an adverse reaction depends not only on the remedy and its
dosage but also on consumerated parameters such as age, genetics, concomitant disease
and concurrent use of other drug¥. For these reasons it is entirely apprape 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 sufficient training in CAM
or who are qualified to exercise such clinicalgachents 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 these products.
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The Commonwealth commissioned Expert Committee on Complemehtadicine suggested

that complementary therapists with appropriate levels of professional education should have
access to some restricted substances, and that an appropriate Schedule under the Standard for
the Uniform Scheduling of Drugs and Poisons (sisdfieSchedule 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 CAM with sufficient risk

The VictoriarChinese Medicine Registration AG0R offers 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 Sectiob3 of theDrugs, Poisons and Controlled Substances Act 1981 (Vittoria)
grant registered Chinese medicine practitioners prescribing rights to these substances. The
Therapeutic Goods Administration and Council of Australian Governments have also @shsider
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 Standatttefo

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

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

to include a statement of purpose on the label. This existing framework cowdegmnded to

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

the Victoriangovernment®,

Qriteria 3 oonclusion

Current regulatory frameworks for CAM are either entirely absent or woefully inadequate.
Consumers and health pasfsionals are unable to identify competent and qualified CAM
practitioners or differentiate good quality or effective CAM products from those of poor standir
quality or therapeutic efficacy. These are exacerbated by an unclear mechanism through whic
legtimate concerns about these products and services can be voiced. This places the general
at undue risk. An appropriately regulated environment would ameliorate these issues.

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

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

4.1 Australian precedents

Several precedents have been set for regulation of complementary therapists. Herbal and
Traditional Chinese Medicirteas already been defined and regulated by an Australian
government under theChinese Medicine Registration Act 2@0¥ictoria.The Victorian
government also commissioned a reporhe Practice and Regulatory Requirements of
Naturopathy and Western Herbisledicinewhich recommended that these professions be
immediately regulated in a statutory framework with protection of title dnljhe Victorian
government initially confirmed that it would move to regulate these practitioff8teough have
since had to rescind or delay this move after agreeing to the arrangements for a Health

t NEFSaaAz2yQa bl A2yt wS3IAAGNIchdl Rugtrallary R | OONB RA
Governments meeting in 208f7. However these moves demonstrate that regulation of CAM
professions is possible and should be enacted in accordance to their need to improve health
outcomes rather than delayed due to political expediency.

4.2 International precedens

A numberof international jurisdctions have made moves towards statutory regulation of CAM
products and practitionersThose most 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 Stat&sNorth American jurisdictions that currently have statutory
regulation for naturopathic physicians are showrFigure 11on the following page.

The World Health Organisation has acknowledged the valuable role CAM has to play in
healthcare provisiorg in both the forms seen in developing and developed natioaad has

noted a number of challenges that require immediate action, including: a lack of official
recognition for CAM providers and their roles; inadequate or-aristent regudtion; lack of

access to CAM (for example for financial reasons); inequitable distribution of benefits from CAM
and; inadequate allocation of resources for development, capacity building and research in
CAM?®. These challenges will be discussed in more detail throughout 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 v

Licensure of naturopaths in US states

Figure9: North American jurisdictions licensing naturopatiSource: AANP, CAND
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Regulation of CAM professionals 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 registratidire@gulation of

CAM to afford protection to the public when accessing these seAic#s2002 theUnited

States of America White House Commission on Complementary and Alternative Medicine Policy
Final Reportecommended that public accountability for CAM practitioners was required and
urged all states to investigate regulatory infrastructufesCAM practitioners and producté.

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

entry examinatiorg has increased from 7 to 19 in the period 1992 to 2008. Minnesota is the

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

20
18
16

14
12
: I

1992 1996 2000 2004 2008
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FigurelO: Number of US states and territories licensing naturopatbsure: 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 boudary definition whilst allowing the general public to easily identify
gualified, competent practitioners.

o . N
Qiteria 4 oonclusion

Whilst there are complexities related to regulatimCAM and CAM products international and
Australian experience suggests that it is possible. Evidence also suggests that it is a trend tha
increasing rather than decreasing and more and more jurisdictions are establishing regulatory

frameworks for CI.

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

Notwithstanding previously implemented examples mentioned ictiBe 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 deemdte regulation of CAM practitiomsin Australia

a S a & SYand thefcdrrent 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 conventional medical and health practitismaay 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 perceptions of regoitatif CAM
practitioners a Scottish study found that 61% thought that this was essential and 29% thought
this was desirabl&™. This is mirrored by Australiatata from an online suey 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 no registration, @sn be observed in the figure below

No regulationL

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

outside involvement) - Practit
1 ractitioners

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@mwvhelming

industry support for registration exists within the community of practitioners, professional
associations and education providers. The only professional associatiorogshdt support

some form ofstatutory regulatory model is the Australian Traditional Medicine Society
(ATMSY 8 however a survey of ATMS members suggests that this goes against the views of
its members- 72%of whom support statutory regulatidh 64% of professional associations
governing naturopathy actually felt negatively towasistregulation®. Current attitudes of

various components of the industry can be seethmfollowing graph:

100%
90%
80%
70%
60%
50%
40%
30%
20% —
10% —

0% . . . .
Australian Australian Australian General
Naturopathic Natural Traditional ~ Practitioners**

Practitioner's Therapist's Medicine
Association+  Association* Society++

mYes

No

Figurel2: Support for government regulation of CAM practitioners by members of various grabparce: +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 unamous support for the implementation of regulation for

naturopaths”; qualitative research conducted in the Victorian Department of Human Services
investigation into regulation of naturopaths found the majority of practitionaurpported
regulatiorf and a workforce 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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Qiteria 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 members and the general public conducted by the Australian Naturopathic
Practitioners Associatidff found that both practitioners and the public overwhelmingly
supported governrant regulation over other forms.

However, concerns have been expresgef G AF R2yS Ay O2NNBOGf& NB3Id
complementary medicin€®, Naturopaths are unwillintp give up their role as 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 concegasdiag regulation: 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

Currentperceptions that professional 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 irrelevaptaore 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 tayin: continuing to represent 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

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

6.1 Potential benefits of regulation

6.1.1 New therapeuticoptions for patients

/1a YFeé 68 LI NIOAOdzZ  N¥ & adaAGSR |G g@dvigiedXy3 wWSTF
This means that rather than competing with existing health provision, a regulated CAM industry
may be able tdarget areas that hitherto have seen little success with conventional treatment.

The range of possible benefits that CAM may offer in aoéasnerging health priority may be

broader than we think. Recent research unveiled at the recent Internationalr€smgf

Complementary Medicine hosted in Sydrieyiz33Sa i SR GKFGY { G W2KyQa 22
effective than nicotine replacement therapy in encouraging smoking cess&ti@nkgo may be

beneficial in reducing dementi&; Acupuncture may improve stroke rehabilitatifh andas will

be discussed in further detalAM already has demonstrated effectiveness in the myriad of
cardiovascular disorders thate increasing as the major componerit 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 AY.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
available tratments; unacceptability of patients to treatments; difficulty in defining a compliant;
poor patient compliance; treatment interactions or prohibitive cd$tsMost conventional

practitioner referral to CAM comes from an effort to fill these effectiveness'gafhe majr
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 practitionSurce®

CAM may offer an opportunity ithheseareas traditionally ineffectively treatedytconventional
models of care. A good wetsearchedexample of this isow 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
demonstrated the effectivenesof 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 days per employee aadesl the
corporation $18 per day lost to injuly’. Estimatedsavings oflirect medical cost of $20and

indirect societatostsof US$1212 per participantere alsoobserved Quality of life and

synptom scores were also improveehencompared to current conventional methods of

treatment **,

It has been suggested that CAM may be particularly useful in the treatofi@simplex and
OKNRYAO O2yRAGAZ2Y&a GKFG FNB 0S02YAyIF®The Ay ONBI
National Expert Panel on Community Health Promotion has suggested that CAM should play an
integral part in fighting the burden of chronic dised¥elt has also been suggested that CAM
practitioners be employed to apply this as their tre@ms¢ 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
these setting&" *%’
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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
pharmaceuical agent; 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 other so@s®. As the most pressing issue in CAM quality is not efficacy
so muchas 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 show that their product is of the same quality as that for wiiekevidence 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 CAM treatments to positively interact with current treatmentm8aonventional
medications for hypercholesterolemia (statins) are more effedti?8" and side effects
reduced®®when combined with fish oils considering Australia spends $1.14 billion anndXily
on this class of medicinesibstantial ecoomic benefitcould also be mad® mirror those
gained in healthOther beneficial interactions are known: The efficacy of imiprenin bipolar
disorder is imprged with supplementaltryptophan and nicotinamide agfKava and Valerian
may be useful in treating bendimzepine withdrawaf* *> CAM supplementation can reduce
postsurgical complications and care cd8tsGlutamine may attenuate gastrointestinal damage
caused by nossteroidal antiinflammatory drugs (NSAIBS) O dzND dzY Ay = NB a @S NI (i NP ¢
Thistle and licorice may protect against liver damage from medicafjaminnamon may act
synergistically with insulin treatment in diabet&s 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 treafiffeftgst
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 machtion classes in Australiecan increase the risk of a heart attack by

24 and 55%™ and often require concomitant medication to reduce gastrointestinal
complicatons*?is of considerable financial and epidemiological consequence to the delivery of
healthcare in Australialhe safer altaratives and the means 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 fivefofdwhilstit is estimatedthat up to60% 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 ahcompensatory costs of 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, itis also possible that several interactions may be manipulated to give therapeutic
benefit**, Many CAM interactions are caused by additive effedtst is they perform the

alryS O0GA2y Fa GKS LIKI NXYI OSdzi A OdThe SmaAllgobdi & | vy
Report designated 8 CAM medications that had evidence of clinical andftestiveness over
pharmaceutical agents in a variety of conditiofla.

¢

It also siggested thaimpressivesvidence, 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 NSAIR=, he
combination 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 approprialy regulated framework CAM may have much to offer in terms
of increasing choice, safety and casivings of healthcare delivery.

6.1.1 Potential economic benefits
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Figurel4: Health costs in Australia as a proportion of GBBurce OECD

As can be observed in the preceding chart, Australia spends $86.9 billion, or 9.5% of its GDP, on
healthcare provision annuafyf. Expenditure on health, both in gross and relative (to GDP)
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