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regulation of complementary medicines in Australia

Ken J Harvey, Viola S Korczak, Loretta J Marron and David B Newgreen

omplementary and alternative medicines (CAMs) are being

used increasingly in Australia, often in conjunction with

conventional medicines.! While the demand for CAMs is
growing, the regulatory framework is weak. The electronic lodge-
ment facility, introduced in 1996, has made it easier to place new
CAMs on the Australian Register of Therapeutic Goods (ARTG).
Concern about the regulation of CAMs has been growing among
organisations such as CHOICE *

Here, we review the regulatory requirements for CAMs, com-
pare weight-loss products listed on the ARTG with registered
pharmaceutical products, analyse complaint procedures and
advocate policy change. We have focused on weight-loss prod-
ucts because of widespread concern about an obesity “epidemic”,
extensive advertising of the products and the large number on
the market.

Regulation of therapeutic goods in Australia

In 1989, the federal Parliament passed the Therapeutic Goods Act
1989 (Cwlth), which created the ARTG. The ARTG has two parts:
one for “registered goods” and the other for “listed goods”. Some
goods captured by the Act are classified as “exempt goods” and
are not entered in the ARTG (ss. 9A, 18). Box 1 shows the
differences between the various categories of therapeutic goods.

“Registered” medicines are considered to be of relatively higher
risk and are individually evaluated by the Therapeutic Goods
Administration (TGA) for quality, safety and efficacy before
market entry. “Listed” medicines are considered to be of relatively
lower risk (Box 2).

Most, but not all, CAMs are listed medicines.* Initially, the
TGA did not require sponsors to have evidence to support
claims made about their products. In 1999, concern that
improbable therapeutic claims were being made about CAMs led
to the introduction of a requirement that sponsors hold substan-
tiating evidence.’ Further, since a report by the Expert Commit-
tee on Complementary Medicines in the Health System, a
random sample of about 20% of new listings is said to be
assessed each year for compliance with TGA requirements.
Both these measures have been introduced to increase monitor-
ing of CAMs.

In 1991, the government introduced fees and charges to
industry for services provided by the TGA, such as ARTG
applications, good manufacturing practice inspections and
annual licensing. The aim was to achieve 50% cost recovery. In
1998, the government determined that 100% of costs would be
recovered.’ Tllustrative TGA fees (at 1 July 2007) were $170 200
for registering and evaluating a new prescription medicine (a new
chemical entity); $990 for registering and evaluating an over-the-
counter product or CAM (plus $6570-$46 000, depending on
the number of pages of data submitted); and $540 for listing a
medicine. The annual charge for a registered (non-biological)
prescription medicine was $3030; for a registered over-the-
counter product, conventional or CAM, $920; and for a listed
medicine, $690.7

ABSTRACT

e Controls on the supply and promotion of complementary
medicines in Australia are weak.

¢ We used weight-loss products as an example to compare the
regulation in Australia of listed complementary medicines
and registered pharmaceutical products.

e Complementary medicines are listed without evaluation for
efficacy, while conventional pharmaceutical products are
registered after evaluation for quality, safety and efficacy.

e From 1996 to 2006, over 1000 “weight-loss” products were
listed on the Australian Register of Therapeutic Goods; most
contained multiple unevaluated ingredients (herbs, vitamins,
minerals) of dubious efficacy. Over the same period, 10
conventional medicines were registered; each contained one
evaluated ingredient of proven efficacy.

e The number of listed weight-loss products (and complaints
about their promotion) is increasing. These appear to be a
direct consequence of the decision not to evaluate listed
products for efficacy and the lower fees for listing a product,
compared with registration.

e Complaint procedures (now overloaded) are no substitute for
adequate regulation at the time of market entry.

e Regulatory reform of listed and homoeopathic products is
required.
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Sponsors self-assess their medicines as being listable using the
web-based electronic listing facility (ELF) of the ARTG. The ELF
system automatically checks that the ingredients entered are
consistent with those allowed in listed medicines and asks the
sponsors to certify that they hold evidence to support the indica-
tions (and thus claims) made. Sponsors may pick either a coded
indication such as “May aid or assist weight loss ...” or a custom
indication entered as free text in a memo field. More than one
entry into either field is allowed. After payment of a fee, the ELF
system automatically generates an “AUST L” number and a
certificate of listing.

Since the introduction of the ELF, the time taken to list a product
has been reduced from around 5 months to 10 days or less for
about 90% of applications.®

Complaints from the public about listed products need to be
submitted to various authorities, as summarised in Box 3.°

In February 2007, the Australian Government reintroduced a
provision of the Therapeutic Goods Advertising Code, which had
existed before August 2005, prohibiting health care professionals
from endorsing therapeutic goods in advertisements to consumers.
This provision took effect from 8 March 2007, but allowed existing
advertisements to continue for either 2 years after approval (eg, in
print) or 1 year if approval had not been required (eg, Internet
advertisements).!
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1 Contrasting requirements of the Therapeutic Goods Administration (TGA) for different categories of goods

Requirement

Registered goods
(pharmaceutical products)

Listed goods
(complementary medicines)

Exempt goods

Label designation

Compliance with Code of Good
Manufacturing Practice

Manufacturers licensed by TGA
Efficacy evaluated by TGA
Stability (shelf-life) evaluated by TGA

Individual ingredients evaluated for
safety by TGA

Examples

AUST R
Yes

Yes
Yes
Yes
Yes

All medicines included in a
poisons schedule,
all PBS medicines,

AUST L
Yes

Most herbal preparations,
vitamins, minerals, glucosamine,
some homoeopathic medicines

na

Some (eg, those in antiperspirants,
fluoride toothpastes)

Homoeopathic medicines,
extemporaneously dispensed
medicines, dandruff shampoos,

all other medicines not listed or
not exempt goods

(if the sponsors so choose),
export goods

antiperspirants,
fluoride toothpastes

na=not applicable. PBS = Pharmaceutical Benefits Scheme.

2 Main criteria used by the Therapeutic Goods
Administration for listed complementary medicines
(with the exception of homoeopathic products)

e They may contain only ingredients approved for use in listed
medicines (those with well established quality and safety profiles);

e They must be labelled and advertised only for indications
consistent with low risk (eg, symptomatic relief of non-serious
diseases, disorders and conditions) and must not be indicated for
the treatment of a serious form of a disease, condition, ailment or
defect as specified in the Therapeutic Goods Advertising Code;

e There must be evidence (which can be either traditional or
scientific), held by the sponsor of the product, to support any claim
that the sponsor makes relating to the medicine; and

e They do not contain substances that are scheduled in the
Standard for the Uniform Scheduling of Drugs and Poisons or
otherwise restricted (eg, included in Part 4 of Schedule 4 of the
Therapeutic Goods Regulations 1990). .

3 Bodies handling complaints about listed products and
registered over-the-counter products

Complaint Regulation

About product quality or
claims made on the pack or
pack insert

Therapeutic Goods
Administration’s Office of
Complementary Medicines

About promotional claims made
in specified media

(television, radio, Internet,
newspapers, magazines,
outdoor signs and cinema)

Complaints Resolution Panel
assesses concerns against the
Therapeutic Goods Advertising
Code

About other advertising, such as
pharmacy window displays,
brochures, leaflets and

Complaints Resolution
Committee of the
Complementary Healthcare

catalogues Council of Australia or Australian
Self-Medication Industry’s
Complaints Panel
22

An example: weight-loss products

In Australia, both listed and registered weight-loss products are
available. To determine the numbers of each and compare them,
we asked the TGA to search the ARTG for registered or listed
products with the indication “weight loss”, or similar, for the
period 1996 to 2006. We then supplemented the list by searching
the shelves of pharmacies and health food shops and Australian
Internet sites. Because of problems encountered, the TGA made
available a subset of the ARTG database so that we could refine
their search for weight-loss products. For the registered and listed
products found, we compared the therapeutic claims with the
published evidence. The website of the Therapeutic Goods Adver-
tising Code Council was used to identify complaints and select
illustrative case studies.

Products identified

The initial search output received from the TGA failed to show
some registered weight-loss products, such as orlistat (Xenical
[Roche]) and sibutramine (Reductil [Abbott]). It also failed to
show many listed CAMs that were being actively promoted for
weight loss.

Some of these problems resulted because the ELF system
allowed sponsors of listed products to enter information into the
ARTG in free text without verification by TGA staff. Some non-
standard indications had been used for weight-loss products (such
as “thermogenic”, “body sculpting”, “reduce carb cravings”), which
made a complete search for such products difficult, if not imposs-
ible.

Our own search found over 1000 new weight-loss products
listed on the ARTG from 1996 to 2006. New listings generally
increased over the period, from 45 in 1996 to 144 in 2006. Most
contained multiple ingredients (herbs, vitamins, minerals).
Homoeopathic products are not included on the ARTG. Over the
same period, 10 conventional medicines for weight loss were
registered with the ARTG, each containing one ingredient, (orli-
stat, diethylpropion, phentermine, sibutramine). All these sub-
stances are officially scheduled poisons, and products containing
them are registered for the management of obesity, unless the
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product is for export. Those containing
orlistat and sibutramine have been fully
evaluated. Phentermine-containing medi-
cines were “grandfathered” on to the
ARTG because they were already on the
Australian market when the Act took effect
in February 1991. Diethylpropion is no

Ingredients

reviewed. !

Thus, sponsors could decide not to
market products they had placed on the
ARTG or to take them off the market but
leave them on the ARTG. Taking into
account these limitations, we found about
100 times as many listed weight-loss
products on the ARTG as registered prod-
ucts. It is not possible to be too specific

Therapeutic claims
Xantrax helps by:

a sense of fullness

about numbers because there were con- * maintaining healthy energy levels
founding factors, such as the inclusion in e improving exercise performance
the listed goods part of the ARTG of e enhancing the body’s ability to cope with

prescription-only medicines that were stress

destined for export. e supporting healthy metabolism

In our opinion, the indications for
weight-loss products listed on the ARTG
(and thus their promotional claims) were
often not in accord with the limited scien-
tific evidence available. Furthermore, the
number of such listed products is increas-
ing each year at a much greater rate than
registered products. It is possible that this
has been influenced by the decision not to
evaluate listed products for efficacy and
also the lower fees for listing a product
compared with registration.

A typical weight-loss product

An example of a publicly available, listed
weight-loss product is shown in Box 4. We
are unaware of publicly available evidence
from clinical trials to support the thera-
peutic claims made for this product or for
many other listed (and homoeopathic)
weight-loss products. Several systematic
reviews have evaluated the commonly
included ingredients and have concluded
that, at best, more definitive clinical trials
are required before conclusions can be

’

4 Xantrax (Hershel-Beck
Laboratories), an example of a listed
weight-loss product

Each Xantrax tablet contains:

o Camellia sinensis (green tea)
longer marketed. The safety and efficacy of e Citrus aurantium fruit (bitter orange)
these agents has been comprehensively e Paullinia cupana (guarana)

e Panax ginseng (Korean ginseng)
o llex paraguariensis (yerba mate)
¢ 11 additional vitamins and minerals

e delaying gastric emptying thus prolonging

e suppressing appetite

Australian Doctor
re(;“ommends new
weight-loss pill ..

Available without
a prescription!

Pharmacy poster for Xantrax.

months before the results are made public.
Meanwhile, promotional campaigns con-
tinue. In addition, the sanctions imposed
appear ineffectual, as shown by the fact that
some companies repeatedly breach the
Therapeutic Goods Advertising Code. For
example, from March 2004 to November
2007, the sponsor of Xantrax, Cat Media Pty
Ltd, has had at least 28 complaints about its
products, 22 of which have been
upheld.16’17 In 2006, the Panel received over
350 complaints, more than twice the
number received in 2005. Of these, 170
have been finalised and 100 are still being
processed, 60 concerning homoeopathic
products and which were referred to the
TGA, and 22 referred to other bodies. The
system is clearly overloaded and under-
resourced. We submitted complaints over 6
months ago that have yet to be addressed.
We submitted complaints over 12 months
ago that have been referred to other jurisdic-
tions, about which we have heard no more;
meanwhile, promotion continues.

Implications

In 2003, the Expert Committee on Comple-
mentary Medicines in the Health System was
established to reassure the public about the
safety and quality of CAMs. The Committee
said (Finding 4.1.1) that the “Government
needs to take a more active role in ensuring
that consumers have access to reliable infor-
mation about complementary medicines,
and the skills to interpret information and
make informed decisions”.® In 2005, the
government responded to the expert com-
mittee report by accepting, noting or sup-
porting all but one of the 49
recommendations. The TGA established the
Complementary Medicines Implementation
Reference Group to oversee the implementa-
tion and has provided progress reports.'®
Despite the widespread use of CAMs,
many consumers are unaware that listed
medicines do not undergo the same strin-
gent evaluation process as registered medi-
cines, or indeed, that there is a difference
between the two. Consumers are not suffi-

drawn.'>!> While these products are of
relatively low risk, some herbal ingredi-
ents can cause harm by themselves and also by interacting with
conventional medicines; both kinds of event may be under-
reported.'*1°

The Complaints Resolution Panel found that the claims made
about the illustrated product, Xantrax (Hershel-Beck Laborato-
ries), breached the Therapeutic Goods Advertising Code as they
were misleading and likely to arouse unwarranted and unrealistic
expectations of product effectiveness.!® In our experience, it
usually takes 3 to 4 months for submitted complaints to be
adjudicated by the Complaints Resolution Panel and several more

ciently protected by regulation in this case. It
is difficult to reconcile the therapeutic claims made for many
CAMs with the objects of the Act: “to provide for ... a national
system of controls relating to the quality, safety, efficacy and timely
availability of therapeutic goods...” (s. 4, our italics).

In an attempt to explain the difference, the TGA produced a
pamphlet in 1995 called Buying medicines— what’s on the label for
me? It was available in pharmacies and health food shops and is
now on the Internet.'® While the content reflects the legal
situation, the omission that AUST L listed medicines are not
evaluated for efficacy diminishes the utility of the pamphlet for the
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very people to whom it is directed. This has financial as well as
health implications for consumers. Brian Grogan, national presi-
dent of the Pharmaceutical Society of Australia, has noted:

While those products that lack evidence for effectiveness may
not actively harm the physical health of those who take them,
they may well be harming patients’ financial health, some of
whom may have to forgo other more beneficial evidence-based
treatments or other necessities.?’

In addition, any herb has many different chemical constituents,
the presence and concentration of which vary, depending on the
source of the herb, and the extraction and standardisation methods
used. Marked variations of chemical constituents have been found
in different commercial products that purported to contain the
same amount of a particular herb.?! Currently, the TGA accepts
crude assays that do not necessarily confirm that one herbal
product has the same chemical constituents as another that has
been proven to be clinically effective. In addition, the TGA does
not require stability data on listed products.

Finally, the large number of repeated breaches of the Advertising
Code by certain companies, together with an increasing backlog of
complaints, shows that complaint procedures are no substitute for
adequate regulation at the time of market entry. Consumers (and
health professionals) cannot exercise informed choice about CAMs
if they are denied information about the quality and efficacy of
these products.

Solutions

How could the present situation be improved? We propose the
following actions:

e AUST L medicines (and homoeopathic medicines) should
include on their labels a statement, such as “This medicine has not
been evaluated by Australian health authorities for efficacy”.

e A campaign to educate the public about such matters is needed.
This would best be done by the National Prescribing Service,
which is currently conducting a survey of educational needs in
relation to CAMs.

e Ethical codes of conduct and complaint procedures for CAMs,
over-the-counter and prescription drugs should be streamlined,
harmonised and brought under one adequately resourced author-
ity. Consistent (and meaningful) sanctions should be imposed on
companies that repeatedly breach codes (for example, corrective
advertising orders and fines linked to company turnover, with the
money used to support the complaint system).

e The ARTG database should be updated with respect to listed
products. Sponsors should be required to add key evidence
supporting each indication on the ARTG and entries should be
checked by staff of the regulatory body and coded with respect to
therapeutic indication. This information should be publicly availa-
ble on the Internet.

e The TGA should check the analysis of herbal products more
thoroughly and allow sponsors to use clinical trial evidence
relating to other products only where their own product has been
shown to have an identical herbal preparation, extraction and
standardisation process.

e Finally, we believe that, in the longer term, the listing system
should be scrapped, and CAMs (including homoeopathic medi-
cines) should be assessed for efficacy and delisted if evidence is
lacking. Public money should be used for this, not listing fees.
There is a current perception that 100% cost-recovery by the TGA

(as with the Food and Drug Administration in the United States)
has led to commercial considerations outweighing the need for
consumer protection.**%3

Listed weight-loss products would be a good place to start the
regulatory reform, given the increasing problem of obesity in
Australia.
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