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Session outline

• Complementary 
medicine:
– Who uses it?
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– Regulation history?
– Problems with their current 

promotion and regulation?
– How might these be 

improved?
– The challenge for government.

What is Complementary 
Medicine?

• Complementary medicine (CM) 
fits within a diverse group of health care 
systems, practices, and products not 
considered part of conventional medicine.
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• These include homeopathy, herbal medicine, 
traditional Chinese medicine, food and vitamin 
supplements, aromatherapy and naturopathy.

• While some scientific evidence supports some 
CM, for most there are key questions that are yet to 
be answered through well-designed scientific studies:
– Are these therapies safe? 
– Do they work for the conditions for which they are used? 

Who uses CM?

• 52% of 3015 respondents had used CM. 
• Use was highest in younger, educated, city 

dwelling affluent women who were born in

MJA 2006; 184 (1): 27-31 

A South Australian 
survey (2004) showed:
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dwelling, affluent women who were born in 
Australia. 

• Respondents reported self-prescribed vitamins as 
the most used (39% of all respondents), followed 
by herbal medicines (21%) and mineral 
supplements (14%). Aromatherapy (11%) was 
the only other category mentioned by more than 
5% of the sample. 

• Mean expenditure of the cost of CM per month 
was $21.23 (range, $1 to $650 per month). 

Who uses CM?
MJA 2006; 184 (1): 27-31 

A South Australian 
survey (2004) showed:

• Comparison with previous studies showed 
the use of herbal medicine has risen in both 
men and women, with women’s use increasing 
f f f l d i
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from 17% of female respondents in 2000 to 
25% in 2004. 

• Around half of those taking CM did not tell their 
GP they were doing so (and many GPs do not ask 
about CM). 

• About half the respondents assumed CM were 
independently tested by government; of these, 
75% believed they were tested for quality and 
safety, 23% for what they claimed, and 19% for 
efficacy. 

Regulation history

• The peddling of 
unproven, and often 
dangerous, medicines, cures
or treatments, has existed 
throughout human history.g y

• Widely marketed “cures”, often 
referred to as patent medicines, first 
came to prominence during the 17th and 
18th centuries in Britain and the British 
colonies.

• Conventional medicine had little 
positive to offer until the 20th century 
and its “remedies” such as blood-letting, 
leeching and purging did much harm.
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Homeopathy

• In response, 
Christian Hahnemann 
(1755-1843), a German physician 
founded homeopathic medicine.

• He believed that symptoms of disease
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He believed that symptoms of disease 
could be cured by giving extremely small 
amounts of substances that produce 
similar symptoms in healthy people when 
administered in large amounts (his law of 
similars). 

• To minimize toxicity he used enormous 
dilutions and theorized that the smaller the 
dose, the more powerful the effect (his law 
of infinitesimals).

Homeopathy

• Because 
homeopathic remedies 
were actually less dangerous 
than those of nineteenth-century 
medical orthodoxy, many medical 
practitioners began using them
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practitioners began using them.
• In 1869, the Melbourne Homeopathic 

dispensary was opened; in 1885 it became 
the Melbourne Homeopathic Hospital; in 
1924 it allowed allopathic (conventional) 
doctors to practice; in 1934 it closed; 
shortly afterwards it was converted into 
the Prince Henry Hospital. 

• However, homeopathic remedies continue 
to be promoted and sold today.

Regulation history

• In 1948, all proprietary 
medicines, both prescription 
and non-prescription, had to be 
registered before they could be sold 
in Victoria.

• An expert committee assessed applications
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• An expert committee assessed applications 
for registration with scrutiny of claims being a 
feature of the scheme. 

• It was an offence to sell unregistered 
proprietary medicines and for advertising those 
with claims other than approved.

• This prevented many products from being sold 
in Victoria because they could not satisfy 
committee regarding their quality, safety and 
especially efficacy.

Regulation history 

• In 1991, the Commonwealth Therapeutic 
Goods Act 1989 replaced Victorian legislation.

• It created the Australian Register of Therapeutic 
Goods (ARTG). 

• Any product on the Australian market was eligible for 
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y p g
grandfathering, even if it had not been registered in Victoria. 

• In other words, if Victoria had previously refused to register 
something but the sponsor sold it in another state (Victoria 
being the only state with a regulatory regime), then the 
goods were still eligible for entry on the ARTG and could be 
sold Australia-wide. 

• In addition, products that were allowed in Victoria with 
restricted claims, but with excessive claims for other States, 
were entered on the ARTG with the more liberal/ excessive 
claims. 

Current 
regulations

• Therapeutic goods are divided 
broadly into two classes: medicines and 
medical devices. 

• Unless exempt, medicines must be entered on the 
ARTG as either ‘Registered’ or ‘Listed’ 
medicines and medical devices must be ‘Included’ 
on the ARTG before they may be supplied in or 
exported from Australia.

• Some goods, which are therapeutic in name only, 
such as homoeopathic medicines are classified as 
‘Exempt Goods’ and are currently not required to 
be entered in the ARTG. 11

Current 
regulations

• Registered medicines are considered 
to be of relatively higher risk and are 
individually evaluated by the TGA for quality, 
safety and efficacy prior to market entry 
(AUST R th k)
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(AUST R on the pack). 
• Listed medicines are considered to be of relatively 

lower risk, as they may only contain ingredients 
that have been approved by the TGA as being of 
low risk and may only make low level therapeutic 
claims. They are not evaluated for efficacy (AUST 
L on the pack). Sponsor self-certify that they hold 
evidence to support claims made.

• Most complementary medicines are Listed 
medicines
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Current 
regulations

• Medical devices are regulated
by the TGA using a risk classification 
system: 

– Class I (low-risk), 

– Class IIa (low-medium risk), 

– Class IIb (medium-high-risk), 

– Class III (high-risk), 

– AIMD (Active implantable medical device). 

• Certification (evaluation) by the TGA or an overseas 
notified body is required for higher risk devices. 

• As with Listed medicines, sponsors of lower-risk 
devices self-certify they are “fit for purpose”.

13

Examples of device 
classification
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Information 
on ARTG
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Some magnets 
included on the ARTG

• Non-invasive stimulator for 
energy meridians to
aid  stress relief (112315).

Intended purpose:

• For alleviation of pain from arthritis 
(120521)

• Provide temporary relief from arthritis, 
headaches, insomnia, asthma, sciatica, 
muscular cramps, chronic fatigue, skin 
conditions, low energy, tinnitus, shingles, 
stiffness, restless legs, sinusitis, sprains, 
muscle fatigue, blood pressure, and bed 
sores. (161927).
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Research findings

• Nine randomized placebo-
controlled trials of static magnets 
for treating pain were included in the 
meta-analysis; analysis of these trials suggestedmeta analysis; analysis of these trials suggested 
no significant difference in pain reduction. The 
evidence does not support the use of static 
magnets for pain relief.
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Pittler MH, Brown EM, Ernst E. Static magnets for reducing pain: 
systematic review and meta-analysis of randomized trials. CMAJ. 

2007 Sep 25;177(7):736-42. Available at: 
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1976658/

What about this?

• The Quantum QXCI 
(Quantum Xrroid Conscious 
Interface) / SCIO is a safe, 
powerful software-controlled; 
TGA registered biofeedback device  
d i d f t l h li (ARTG 150166)designed for natural healing (ARTG: 150166).

• When we are stressed we are subject to disease-
causing conditions, the vibration of the cells slow 
down and they stop functioning properly. 

• Quantum Biofeedback through the QXCI/SCIO 
sends close to 10,000 questions and records the 
response as a lie detector would, and then it exposes 
our cells to their correct vibration of non-stress, so 
our bodies can remember how to be healthy again.

18
http://www.healthfoundations.com.au/page53.html
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Quantum QXCI/SCIO?

• Building on from the work of earlier 
pioneers in the field, Professor Nelson has 
taken the whole concept to new levels. 

http://www.warrnamboolwellness.com.au/default.aspx?page=QXCI%20/%20SCIO

• In the late 1980s, an out-of-work math instructor in Colorado built an 
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electronic device he claimed could diagnose and destroy disease. 

• The U.S. FDA, which regulates medical devices, ordered Nelson to 
quit selling his machine and making false claims. 

• Nelson refused, and was indicted on felony fraud charges. He fled the 
country, never to return.

• Today, Nelson, 56, orchestrates one of America's boldest health-care 
frauds from a century-old building in Budapest, Hungary. 

• His device is alive and well in Australia and included in the ARTG.

http://seattletimes.nwsource.com/html/localnews/2004020583_miracle18m2.html

• Concerns about sponsor self-certified 
information on the ARTG can be sent to the TGA.

• They are referred to the Regulatory Review Section.

• “However due to the Privacy and Confidentiality provisions

Current 
regulations

However, due to the Privacy and Confidentiality provisions 
that apply to regulatory investigations the TGA is unable to 
discuss the progress or outcomes of these reviews.” 

• Occasionally, in response to complaints, a therapeutic good 
will be removed from the ARTG. This is notified in the 
Government Gazette where it is, to all practical purposes, 
invisible.

• Promotion and use of these goods invariably continues.
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Promotional 
regulations

• Currently, Australia 
has a variety of complex 
and convoluted co-regulatory 

t f th t l fsystems for the control of 
therapeutic promotion.

• These depend upon the type of 
product (innovator and generic 
prescription, over-the-counter 
and complementary medicines, 
therapeutic devices, food and 
cosmetics) and the media in 
which claims are made. 21

Current 
regulations

• Advertisements for therapeutic goods 
directed to consumers must comply with the 
Therapeutic Goods Advertising Code 2007 which 
states that advertisements MUST: 
– contain correct and balanced statements only and claims which 

the sponsor has already verified.

• MUST NOT
– arouse unwarranted and unrealistic expectations of product 

effectiveness, etc;

– must not refer, expressly or by implication, to serious forms of 
diseases, conditions, ailments or defects (specified in Part 2 of 
Appendix 6)

22
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MJA study

• Our team compared the 
regulation of listed complementary 
medicines with registered drugs, using 
weight-loss products as an example. 

• We found that the regulation of complementary 
di i i A t li i kmedicines in Australia is weak. 

• The only routine checks made are that the ingredients 
are on TGA's “relatively low-risk” list and production 
is in accord with “Good Manufacturing Practice”. 

• Product efficacy or therapeutic equivalence with 
proven formulations is not evaluated. 

• Sponsors certify that they hold evidence supporting 
the claims made about their product but their product 
information and promotional material is rarely 
reviewed. 
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MJA Study

• We found over 1000 Listed 
weight-loss products of dubious 
efficacy on the Australian market. 

• Their numbers (and complaints about 
their promotion) were increasing yearly at 
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a much greater rate than Registered products.
• This appeared to be the consequence of not 

evaluating listed products for efficacy and also the 
substantially lower fees for listing cf registration. 

• This has created a commercial opportunity for the 
sponsors of listed products at the expense of 
informed consumer choice and protection. 

ARTG finding

120
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Figure 1. No of weight loss products Listed by year
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Cat Media’s “weight 
loss” products

ARTG No Product name

90328 Fat Blaster

90384 F t Bl t M

Now owned by 
Pharmacare 
Laboratories
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90384 Fat Blaster Max

107023 Reducticarb 

111656 Diuret

120917 Xantrax

121652 Trimspar X33

129338 CortiTrim 

129634 MenoTHIN

129844 Metabolism Boost

145959 Fat Magnet

Cat Media’s latest
Cochrane Review - Chitosan 
for overweight or obesity (16 
July 2008):  Many trials have 

been of poor quality and 
results have been variable. 

Results obtained from high 
quality trials indicate that the 

effect of chitosan on body 
i ht i i i l d

20 complaints over last 3 
years, 18 (90%) upheld, 

more in CRP queue

weight is minimal and 
unlikely to be of clinical 

significance. 
This advertisement was 

pre-approved by the CHC 
Advertising Service Office

(CHC50275-0108)

Complaint Aug 6, 2008

• Noted numerous previously proven 
breaches of the Therapeutic Advertising Code 
by Cat Media Pty Ltd. 

• Asked that, if the CRP agreed that the FatMagnet 
promotion also breached the Code they pass this matterpromotion also breached the Code, they pass this matter 
on to the TGA so that effective sanctions could be applied 
under Section 42DM of the Therapeutic Goods Act 1989. 

• Documented a number of Internet pharmacy sites that 
contained promotional material for FatMagnet that were 
believed also in breach of the Code.

• Asked the CRP to ask the TGA to disallow misleading 
product and pack names such as, “FatMagnet”, “Fat 
Blaster”, “Fat Blaster Max”, etc. 29

Outcome Sept 18, 2008 

• Agreed that a number of representations 
in the Cat Media advertisements breached 
numerous sections of the Code.

• Noted without making any formal finding that the• Noted, without making any formal finding, that the 
references to “cheat[ing]” appeared likely to breach 
additional an section 7(3) of the Code.

• Requested Cat Media to withdraw these representations and 
advise other parties, such as retailers or website publishers, 
that these representations should be withdrawn from their 
own promotional material.

• TGA  referral was “commercial-in-confidence”. 
30
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Outcome March, 2009

http://www.naturopathica.com.au/news.php

31

Outcome March, 2009

• Furthermore, the 
Internet pharmacies 

i i ll l i doriginally complained 
about (and many more) 
have also failed to alter 
material that the CRP 
agreed breached the 
Therapeutic Goods 
Advertising Code, 2007.

32

Requests for 
retraction refused

33
FRAN SHEFFIELD: Well, obviously I'm disagreeing with them, and that's why 

the retraction hasn't gone up. 
http://www.abc.net.au/lateline/content/2010/s2867990.htm

CRP & TGA

• The CRP is under-
resourced, overloaded and 
lacks effective sanctions. 

• It even lacks resources to follow up

343434

• It even lacks resources to follow-up 
its own determinations which make 
them easily ignored. 

• It takes multiple complaints before 
non-compliance by a sponsor is passed 
to the final regulator; the TGA. 

• That organisation tells complainants 
nothing and publicises nothing. 

Where should the 
effort be?

35

What’s happening 
upstream?

• Analysis of successful complaints 
show they cluster around product 
categories such as weight loss, memory 
enhancement and arthritis relief. 

• In 2007 the TGA was asked to review the efficacy

36

In 2007, the TGA was asked to review the efficacy 
of all ingredients used in weight loss products in 
the hope that up-stream evaluation would reduce 
the need for down-stream complaints. 

• It was suggested that all ingredients that lacked 
evidence of efficacy for weight loss should be 
proscribed for use in such products until such time 
as a sponsor convinced the Complementary 
Medicines Evaluation Committee that new 
evidence was available.
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What’s happening 
upstream?

• Industry concern apparently 
watered down the scope of this review 
to a draft document (released in February 
2009) that merely reviewed the evidence that2009) that merely reviewed the evidence that 
might support a claim for weight loss draft report. 

• A number of consumer and health professional 
organisations wrote submissions expressing 
concerns about the limitations of the draft 
document, especially the lack of any 
implementation plan. 
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What’s happening 
upstream?

• These submissions were not made 
public, nor did the TGA provide any 
summary of the concerns raised, or alternative 
approaches suggested.

• A revised document was then produced but there 
was no explanation as to why many suggestions had 
been ignored.

• A public consultation was called, in Canberra, on 
October 26, 2009. Many concerns were reiterated, 
and the TGA was to revise the document.

• However, to-date no more has been heard.

Could tightened guidelines  
be implemented?

• Industry could be given 6 months 
to submit evidence justifying their 
products, with automatic de-listing if they 
f il dfail to do so. 

• The TGA would need to set up a task force to 
evaluate submissions received. 

• Some sponsors (seeing the writing on the 
wall) may not bother to put in submissions 
and thus the workload could be manageable. 

What’s the Rudd  
government doing?

• In 2008, Parliamentary secretary Jan McLucas 
said there was a real sense of urgency about reforming 
the complaints process and available information on 
complementary medicine on which Australians spend
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complementary medicine on which Australians spend 
more than $2 billion a year.

• She was waiting for a report from the National Prescribing 
Service (NPS) to guide the government’s new regulatory 
structure.

• The NPS was asked to research information needs of 
consumers and health professionals with respect to 
complementary medicine. The report was delivered last year.
Shanahan L. Alternative remedies face review. The Age. August 1, 2008. 
http://www.theage.com.au/national/alternative-remedies-face-review-20080731-3nzu.html

What’s the Rudd  
government doing?

• Last year, Jan McLucas 
resigned as Parliamentary Secretary,
– “to spend more time with her Queensland 

constituents”.

41

• Mark Butler (SA) replaced her. Following 
media stories about a Sigma cruise and 
unethical conduct by medical device 
sponsors he issued a press release:
– “The Government is pursuing a level playing 

field on marketing obligations within the 
therapeutic goods industry”.

Butler said:

– “The Government wants to see 
an industry-wide approach that uses the 
highest ethical benchmarks to address the 
issue of improper influence in marketing”.

“Th TGA i ti ith ll th th ti
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– “The TGA is meeting with all the therapeutic 
industry associations next week to discuss their 
respective codes and consider potential strategies 
for a way forward”.

– “I look forward to receiving advice on industry 
agreed options for working together to strengthen 
codes of conduct, provide a level playing field, and 
ensure that self-regulation retains public and 
Government confidence”. 
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Is self-regulation 
the answer?

• One Code, one 
efficient complaint 
(and appeal) system

43

(and appeal) system 
and one set of effective 
sanctions applicable to all 
therapeutic claims and 
promotional activities 
regardless of the industry 
sector, media or target.

This would 
be in line with

• World Health Assembly 
Resolution 60.16 (2007) in which 
Member States (including Australia)

444444

Member States (including Australia) 
were urged to: 
– Enact new, or enforce existing, legislation 

to ban inaccurate, misleading or unethical 
promotion of medicines and

– Monitor drug promotion…

Problem summary

• The current regulatory system makes 
it impossible to know which complementary 
medicines and devices on the Australian market 
offer genuine health benefit and which are merely 
snake oil.
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• There is a lack of consistent and reliable information 
regarding risks and benefits; key information for making 
informed decisions. 

• Even if the risks of complementary medicine are relatively 
low, they can still harm consumers by:
– Adverse effects (e.g. rare cases of liver failure associated with Black 

Cohosh), 
– Drug-drug interactions (e.g. bleeding associated with glucosamine and 

warfarin), 
– wasting money on ineffectual diagnostic devices and treatment, and 
– delaying access to more evidence-based therapy. 

Problem summary

• In addition, we have failed to met:
– The objectives of the Therapeutic Goods Act, 

1989: ensuring the quality, safety and efficacy of 
all therapeutic goods. 

– Two key elements of Australia’s Quality Use of Medicines 
Policy: ensuring objective information and ethical promotion
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Policy: ensuring objective information and ethical promotion. 

• The end result is an unlevel playing field between the 
sponsors of registered medicines and reputable medical 
devices and sponsors of complementary medicine.

• There are no incentives for sponsors of complementary 
medicines (and devices) to undertake rigorous scientific 
research or limit their claims to formally tested and 
independently accredited ones. 

• Australia lacks credibility as a reliable exporter of evidence-
based, complementary medicine. 

Other solutions?

• CHOICE (the Australian Consumer’s 
Association) have proposed a pragmatic 
solution. 

• Sponsors could choose to submit their product
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• Sponsors could choose to submit their product 
for independent evaluation by paying an additional 
fee. 

• Products shown to be efficacious for specific 
indications by well conducted clinical trials, with 
agreed objective information and ethical promotion 
would be awarded a Trade Mark of approval similar 
to the National Heart Foundation 'Red Tick'. 

Other solutions?

• A disclaimer on all complementary 
medicine product labels and promotional 
material, “This product has not been tested for 
efficacy by Australian Health Authorities”.

• Key evidence supporting product indications added to 
the ARTG by sponsors and made publicly available.
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the ARTG by sponsors and made publicly available.
• Audits of evidence supporting claims to be undertaken by the 

TGA for specific product categories such as weight loss, and 
products delisted if the claims made cannot be substantiated.

• The TGA to check the analysis of new Listed product ingredients 
more thoroughly and only allow sponsors to use clinical trial 
evidence relating to other products where their own product has 
been shown to have therapeutic equivalence.

• These measures would assist consumer choice and health 
professional recommendation of efficacious complementary 
medicines.

• They would also grow an evidence-based industry. 
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However

• Prof. Stephen Myers2, commenting 
on our MJA recommendation to assess 
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o ou J eco e d o o ssess
complementary medicines for efficacy and 
delist them if evidence is lacking, invoked 
George Orwell and said this proposal was:
– “ill-conceived and totalitarian in nature” and 
– “would lead to the decimation of the CM sector 

in this country”.

Prof. Stephen Myers, 
Professor and Director, 
Department of Natural 
and Complementary 

Medicine, 
Southern Cross University

Industry response
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Does not support:
• Additional regulatory pathway (“Green Tick”).

• Disclaimers on products.

June, 2008

Meanwhile what should 
skeptics do?

• Ask a qualified, registered health 
practitioner for advice about CM, especially 
concerning:
– Evidence of efficacy (check the level provided).
– Possible side-effects and potential interactions with 

your existing therapy
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your existing therapy.

• Establish the cost (and shop around to compare prices).
• The National Prescribing Service (NPS) has useful 

information for consumers: http://www.nps.org.au/
– The NPS Medicines Line provides independent information on 

prescription, over-the-counter, and complementary medicines: 
– Operated for the NPS by Mater Health Services, South Brisbane) and 

the Pharmaceutical Society of Australia (PSA) 
– Call 1300 888 763 for the cost of a local call. .

• The web site of the National Center 
for Complementary and Alternative 
Medicine (NCCAM), National Institutes of 
Health, USA has a lot of useful information: 
h // ih /

Meanwhile what 
should skeptics do?
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http://nccam.nih.gov/
• Keep your knowledge up-to-date; many clinical 

trials are under way and the evidence about CM 
keeps changing.

• Always tell your GP and other health professionals 
what CM you take. 

• Finally, keep up political pressure for regulatory 
reform.

Conclusion

• The challenge is to 
convince the Federal

53

convince the Federal 
government to overcome 
entrenched self-interest, and 
the perception that the TGA 
has been “captured” by 
industry, and institute the 
necessary reforms.

Finally, since homeopathy has been in the news:
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http://www.youtube.com/watch?v=HMGIbOGu8q0


