Tambling responas

CHC’s Report Card

Pupi: Senator Tambiing

Senator Grant Tambling
has rejected the CHC’s
criticism of government
initiatives aimed at
reforming the regulation
of complementary
medicines

To the Editor, Naturo! Health Review

{ writa in response to an article pub-
lished in the July/August 2000 edition of
t al HMealth Review in which the
Camplementary Healthcare  Council
(CHC) unashamedly attempts to deni-
grate the reform initiatives which the fed-
eral government has introduced in com-
plementary medicines

| would be deeply smbarrassed #f the
artcle was anything near the truth —
instead it simply reflects poorly on the
writer who | undersand is one of the
CHO's paid staff

The article is factually flawed, heavily
biased, offensive to the many industry and
government pewpte who have achieved so
rauch in such a shore span of time, and
clearly reflects the current parancia of
the CHC as it battles to remain a credi-
ble player in the complementary med-
cines industry.

| understand that the CHC apologised
o the TGA for the article which was
teaked by one of the CHC's staff,

Various industry players have alsa apol-
ogised to me personally and indicated
their surprise atr the publication and
tenor of the article.

This is a very disappointing lack of qual-
ity control far an organisation which
claims national coverage of a vital medi-
cines sector.
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Let me overview the key reforms and
what has actualy been achieved and
address claims made in the CHC article,

The Advertising Review

- key reform was the comprehensive
averhaul of the advertising arrangements
for therapeutic. goods.

Now complementary medicines (CMs)
<an make a substantially wider serles of
therapeutic claiims subject to holding the
right sort of evidence to back them up.

Claims can refate to the promotion of
well being, health maintenance, risk
reduction and symptoratic relief of non-
serious conditians in keeping with the
philosophy of complementary medicine.

As far as | can ascertain, we lead the
werld in providing this sort of opportuni-
ty for the CM industry.

The article claims the Code is more
“restrictive” and “complex” with “few

and outputs of TGA staff — who ceruin.
ly da not deserve public derision of this
sore

con to the y
industry”.

Yet Marcus Blackmore, one of the influ-
enual players in the CM industry, and the
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CHC has publicly declared that industry
generally supports the review, agreeing
that It "will allow us to make certain
chaims that were previously denied by
government”,

In numerical terms, the recent results
from the six-month trial of the new
advertising arrangements have shown
that of the 400-0dd claims presented to
the ‘Advisory Group' for review and
advice, more than 230 are new claims
that would not have been allowed under
the prohibitions of the old advertising
Code,

Levels of Evidence Guidelines

The advertising review has delivered
clear and comprehensive guidetines jor
sponsars relating to the evidence
required to support claims made for
medicines,

I you like, fr tells a spensor what kind
of scientific or traditional evidence Is
needed if that sponsor wants to make a
therapeutic claim for its product. Allowing
ciaims based on evidence of traditional
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use is consistent with the philosophy of CMs and clearly differ-
entiates them from other medicines.

Despite this, the CHC complains the model is too restrictive
and complex for complementary medicines.

in fact, all it does is ask for statements of praduct effectiveness
to be backed up with an appropriate level of evidence, just as you
would expect for any medicine or, for that mauer, any other
product promising to do samething for the purchaser.

And in fact, the evidence framework for scientific claims is
based on the framewark put torward by the former Nucritional
Foods Association of Australia (now the CHC) el

Greater actountability in the complementary sector also
reflects the greater credibility afferded the complementary se<-
tor following the introduction of the new regulatians, which are
more flexible and allow more claims in advertising than ever
before

The CHC also neglects to mantion the almost unprecedented
four-year implernentation timeframe in which to implement the
new Levels of Evidence Guidelines if the sponsor wasn't previ-
ously compliant.

The overall aim has been to create a level playing field for all
parties involved with the supply of medicines inta the Australian
market — one which ensures that consumers are not misled by
false and deceptive therapeutic promises.

“THE ARTICLE ... CLEARLY REFLECTS THE

CURRENT PARANOIA OF THE CHC As IT

BATTLES TO REMAIN A CREDIBLE PLAYER
IN THE COMPLEMENTARY MEDICINES

INDUSTRY”

CMEC and the availability of new substances

Since the Complementary Medicines Evaluation Commictee
(CMEC) was established, 53 new substances have been approved
by the TGA in the just over two-and-a-half years of CMEC's
operatlen.

This equates to 112 new individual substances when the dif-
ferent farms or salts of new substances are taken into account.

None of this would mean anyttung unless it translates directly
into products in the marketpiace and to prometing the livelihood
of the CM industry and the availabificy of CMs to the Australian
public.

The new substances approved through the CMEC/TGA sys-
tem have resulted i more than [,100 new CM products being
entered onto the Australian Register of Therapeutic Goods and
potentially available on the market during this relatively short
time. This compares with one new substance in the previcus
seven years.

As for the claim that there are “delays in the refease of CMEC
decisions”, preliminary CMEC decisions are published within
three warking days of each meeting subject to ratification at the
following meeting,

Establishment and recognition of the OCM

The establishment of the Office of Complementary Medicines
within the TGA gave the CM industry for the first time a ‘one-
stop shop' and a recognisable presence for CMs within the ree




uiatory structure for medicines,

This occurred st the industry's request
and has been widely appreciated by the
sector,

The CHC article fils to acknowledge
this, preferring to be negative and critical
at costs and industry workloads associat-
ed with setting up this initiative, when in
fact most of those costs were met by
TGA resources in the first instance.

The Office handles all of the tratfic to
and from CMEC as well as dealing with
many other poficy and reform implemen-
tation issues pertinent to the sector.

The OCM has also facilicared swifter
gazetual of regulatory decisions.

This was acknawledged again by
Marcus Blackmare in his article in
Australion Phormacy Trade (June 2000)
where he said the OCM “_has delivered
quicker gazertal time for new substances
and with the authority of CMEC... has
delivered 20 new substances in the last
12 months”

The CHCS firse annual repart pub.
lished in. March of this year stated thar
“Perhaps the greatest and most significant
change has been the culture shift and dif-
1 EIIL QERTUAL DI LE TEZUIATOrS WIFnin

the TGA,
LRI LT |

Marcus Blackmore

by a constryctive and to-operative rela-
tionship, which was announced last year
by the Semator as a “new partnership,
between the TGA and the industry.”

Can this be the same organisation that
is now damning these same efforts on the
part of the regulators and the govern-
ment?

Electronic Lodgement Facility
(ELE
INF FIAIM By the (_HL that there ire
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around is patently untrue.

Around 80-90 percent of applications
pass through the listing system in less
than 20 days

Befare the instigation of the ELF sys.
tem, new complementary medicine
applications were taking up to four
months to process.

Applications that take longer ta
process are generally those where the
spensor has tried to gain approval for a
medicine that either does not meet, or
does not appear 1o meet, the marketing
approval criteria in refation to ingredients
or claimns.

The CHC's comiments about the devel-
opment of a system that is “just as com-
plex and prescriptive as the previous
process’ are hard to rationalise when the
complemenzary industry signed off on
the proposed model for the system and
when, during a recent workshop demon-
strating some of the capabilities of the
proposed new syscem, the response from
sponsors was excremely positive,

Thve OCM has bent aver backwards to
introduce more strearnlined admmistra-
tive procedures in the day-te-day han-
ling af 1haon wpplioriis

i uagain quote trum the CHCS firsc

Regulatory Assistance
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¢ Local & international Markets
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For further information cail 02 9975 4833 Fax: o2 9975 4800
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15b Rodboraugh Road Frenchs Farest NSW 2086 - emall; info@cotteehealth com au




FURTHER TO allegations made in the July-
August issug of the Natural Heaith Review
(5ee main story), the latest claims by the
‘Complementary Healthcare Coungll in the
September-Gctaber 1s5ue continue 1o
disparage the etforts of the federal
government to implemant reguiatory retorm

The CHC's criticisms of the new
arrangements for natural healtheare products
— in particular its comparisons with the
Canadian and New Zealand models — are
misleading and irrelevant given that the
Australian system was devetoped in 1399
after extensive cansultation and investigation
in congert with the CHC and other
stakeholders

The reforms that were the cuimination of
this work were developed with the full input

Senator Grant Tambling

of the GHE; 1o hear the GHC now castigate
the same changes it helped put in place
smacks of hypocrisy.

To Hlustrate the stfectivaness of the new
arrangements, the output of the Office of
Gomplementary Medicine (OCM) and the TGA
has been efficient and encouraging.

The result 1S that of more than 200
sponsors participating in the new Australian
System — and may | reming readers that that
inclitdes 105 CHG mermbers — only ning
companies are cutrently in disputa in refation
10 levels of evidence and/or other problems
under the new Advertising Gode guitel

'CHC claims misleading: Tambling

regulatory

istic letter threatening o carce! ther
product from the Register.

“We now have the ability o ralk with
the stafi and are encouraged to do so.to

for natural
produets.

As such, it is pramature for the GHC to be
making unsubstantiated claims as to the
benefits or otherwise of an overseas modei.

My discussions with New Zealand
Ministers and officials obviously are mare
encouraging and prograssive with regard to
trans-Tasman harmonisation issues than a
tow di ing dietary

minor changes in ELF applica-
tions.

“1 have heard some indusiry members
from across the Tasman ask,'ls chis really
the TGA rhat we are dealing with?"

“These are very welcome changes, and
we must continue to build on this con-
structive partnership approach.”

It is also imporant to note that the

spokespeopla — who have voiced their
oppositian 1o Australia’s OCM/TGA model —
would have readers befleve

As waorrying as these wildly accusative
claims are, of even preater concer is the
allegatian vy the CHC that the arrangements
under the new Agvertising Cade are likely to
cost an estimated $100,000 per company to
implament.

This i patently unlive,

The anly existing advertising labelling
claims which need to be changed are those
which do not comply with the new
requiremants

Where this is the case, a generaus fous-
year transition period has been allowed for
the changsover.

(It is noteworthy that the US FDA allowed
only an 11-month transition period when it
introduced structure/functian claims for
dietary supplements earliar this year.)

Sponsars have always been raquired to
hotd appropriate evidence to support claims
made In refation to their products, $o thate 15
na additiona! impost at ali for sponsors who
have products carrying claims which comply
with the new arrangements,

To say that the advertising charges alone
wauld cost $100,000 is wrong. given that
companies were supposed to hoid the
evidence for any claims they made under the
old regime

Companies wishing to take advantage of
the new regime, and gather evigence to
suppart new claims for their products, witt be
making a commercla! decision.

Na doubt businesses wilt weigh up any
cost i making the changes agamst future
orofits, as they would for any commercial
dacision.

1t costs $400 o list & new product and

A fusther 10 problem issues generated by
delinguent companies are currently being
investigated hy the TGA and QCM, which are
playing very proper and correct regutatory
enforcement rales, and have my tult political
SUApOHt

A mare accurate assessment of ihe
simifarities betwesn the Canadian and
Australian models of regulation would reveal
Two systems that are hircadly similar —
Canada has an OGM not uniike Austraila’s —
but for one significant point: Canada’s (1IGM
s still in the process of develaping a

inglude its i an the
Austealian Register of Therapeutic Goods.

| would question the credibiiity of any
health sconomist who suggested that it
would cost companies $100,000 to
implement the new Advertising Code.

Australia’s new regulatory system is woria-
class,

It underpins the inclusion of
cemplementary healthcare products (n the
broader Austrailan kealthcare system,
offaring spansors who make therapsutic
claims about thair products full credibility in
the competitive medicines marketplace. B

P y medicines industry has
been fully represented during the adver-
Gsing review process and through the
redevelopment of the electronic lodg-
mant facility.

The Forum

Another impartant reform outcome
has been the Complementary Heaithcare
Consuyltative Forum, which | chair: the
meeting reports are readily accessible on
the TGA wabsite.

The Forum comprises a wide range of
stakehqider groups and other relevant
parties and has allowed a healthy and
broad exchange of ideas — with robust
debate on a range of issues including
research and practitioner regulation,

in fact, a joint research program with
industry was mooted and progressed
through the Forum out of recagnition of
the importance of good research to the
future of the CM industry.

The government was prepared to put @
milfion dollars on the rable subject to
industry matching this funding dolar-for-
dallar.

In the CHC first znnual report this ini-
tiative seemed to be welcome.

The report states: “‘Although this nught
not be a lot of money In research doliars,
it is the first time that the government
has been prepared to contribute in this
way towards CM research.

“The next steps are to raise the indus-
try contribution and to set up a system
that allows industry to have some say in
the direcdon of the research, and how
the money is to be spent”

It is most unfortunate thac this oppor-
wnity to develop new indications andg
possibly further advertising claims foe (e
products looks like being missed due o
claims by some CHC members that th
would be another unnecessary cost v
den on the industry.

This is 2 most shore-sighted appreact:
that is not in the long-term interests of
the industry; nor does it take advantags
of cthe appartunities available by including
CMs in the Nanional Medicines Poficy



 ees and charges

Let me set the record straight on thi
sssue,

Certainiy, addiviosal fees und charges
ior hsted medicines were agreed in
janwary 2000 and became effective on |
Juty this year.

These new fee scheduies are suli weii
velow what they would have been if TGA
had simply doubled the fees and charges
following the governments decision to
move from 50 percent to 100 percent
cost recavery in |#98,

fo other wards, the fuif costs of operat-
ing the system we now have in place have
not been passed on to industry.

Let me now move to dispel some otner
unhelpfui misunderstandings

‘Separateness within’ and the “food’

HC has persistently vowed the
view that the current medel of regula-
tion, which has the CM sector regulated
under the (reeapeutic umbredla, is an
inappropriate oriv

This regulatory framework is premised
on ‘separateness within’ the TGA system

It is widely proclaimed by CHC's exec-
utive director Val Johanson not to be
working and that what »+ ~.«arded is a sep-
arate system autside of rthe cherapeutic
or ‘pharmcewical’ made?

This view argues that Civls are always
of law rigk and not in need of such a
strict system of regulation.

If the CHC is campaigr *r ltss reg-
ulation or a separation of complementary
medicines from TGA, then it always has
the opporiunity to market its members'
products a3 foods, provided they lawfully
are foods,

On the other hand, f 1 wants ta see
those preducts marketed a5 medicines
with therapeutic chims.and if it wants the
credibility afforded by the TGA' approval
for these chaims, the quality assurance
dirough GMP accrednation and the
imprimatur of expert committee (CMEC)
evahuation, then it should wake up and
recognise Just how good the current
model is in Australia and why it is leading
the wortd 1 this area.

In light of he recent CHC article it is
surprising in fuly of this year
Johanson, in . {urrent Therapeutics article,
commends our Aussie system and its
“strict regulatory environment that
applies to complementary medicines™,

She does this by acknowledging that it

has resulted in. Australian products
buing recognised internacionally as among
the highest quality in the warid”
One could be forgiven for believing

Ore day recently
At the TCA ..

tsa (err

Wat weve 3
vast bloated
bureaucrs cy!

)

X:Lnat the CHC message changes depend-

ing on the audience,

Public safety and CMs
CHC repeats 3 mantra of GMs being
low-risk products needing fitcle, if any,

regulacion.

A series of recent incidents, where
CMs sparked public heaith and safety
concecns on a national scale, contradict

this clairn

For example. a
TGA review of the
safety of guarana,
and the death of a
young wornan whe
diank a benrage
containing guarana,
led 1o a new label
warning of the pres-
ence of caffaine

In another case,
reports of serious
interaztions
between St Jaohn's
Wort and impor-
tant  prescriprion
medicines fed to the
tequirement for a
label warning and an
advisory  patient
information sheet

In the case of the
Toxic herb
Aristolochia,  the
TGA recently tese-
ed all products on
the Australian
Register of
Tnerapeutic Goods
in which the herb
was likely to be sub-
stituted

It recalied eight contaminatea products
as a resule.

Conclusion
Ar the outser, the government sought

. Shall 1 £5 o achieve, through the introduction of

it ot g;e; the CM reform package, these key objec-

Or Corpdate tives:

ﬂ(faiqorpg »to firm up the governmentfindustry
or . relationship which, until this package,

had been difficult and unproductive
«to more fully recognhise a role for the

sector under the TGA umbrella and give

it credibility as a 'medicines’ industry

*to raise the standards in the industry
generally, from a doubtful and tencative
partner ta a strong contributor to
healthcare arrangements.

The reforms set up new regulatory
arrangements for the sector promating
the complementary healthcare industry as
a legitimate parmmer in the healthcare com
munity.

The terribly disappointing thing is that
after all that work, one newer member of
the medicines sector, the CHC, unlike the
other peak bodies in the medicnes indus-
try, seems unable or unwilling to adapt to
the new environment and work construc-
tvely with the 1GA to get the best out-
comes for everyone — industry, the
Australian consuming public. and the gov-
ernment and its regulatory agencies. il

“Discovering
Aromatherapy

Home-Study Course

This course offers a comprehensive introduction to
aromarherapy as well as a foundation program for
Surther study to IFA practitioner levels.

'l he course will enable you to;

indulge your quest for further knowledge n
arcmatherapy

enhance your personal parh o wellheing

produce your own products for safe individual
applications

learn head-to-toe treatments

train retatl staff in an accredited course 1o your own
tmetahle

professional CPT points awarded (AMTA 16 hours)

ncluded in the course:

200 page self-directed reference munuai

sampie kit of aromatherapy quality pure essenual o
profiles on 27 essential oils and carrier oils inchid.,
formulations for commuan ailments and safety data
aromaitic first-aid table for everyday use

Interactive assignments to develop sensory awareness

INTERNATIONAL  ACADEMY OF AROMATHERAPY
Contact Robyn Minski on
Mohile 0419 308 704 for a brochure




