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It is a pleasure for me to write this letter of introduction, as we cele! ate fifty y s of
expert, independent advice on the quality, safety and effectiveness o, ~escrip’ 0.1
medicines.

This anniversary prompts us to pause and remember the tr¢ ic found. ion upon
which the original committee, the Australian Drug Evaluation ‘ommitte : (ADEC) was
built. The devastating effects of the medicine thalido: ... ~u. = abies
introduced a new era for regulating medicines botk n Austrc 3 and globally.

This booklet highlights a number of the signi. ant z ~ievems its of the ADEC and its
successor, the Advisory Committee on Prec .. »n M 7 is (ACPM), in facilitating
and enabling access to new medicines a‘ 1 in pre. ating the introduction of
medicines that are ineffective or have ma_ r safety . blems.

As we look back over the la< fifty years, it ic. =7 g to reflect on how medicine has
changed so many lives for the  ~tter. Vaccines and antibiotics have turned common
diseases into rare ones, and mou 1 discoveries have increased and improved the
range of medicines availak® » the. :stralian public.

Advisory committee me' ibers' . at the forefront of this expanding medical
knowledge and this is r. lec’ din eminence of many past and current committee
members. In rece~ ' ~ars, onsu ier participation has become part of the
Committee’s we &, reflecting * importance of the ‘consumer voice’ in the

develo, nento ealth pc cy.

The Advisc « Co. nittee’ 'n Prescription Medicines is well positioned to continue
providi® , spc ‘alist u..pert advice into the future. | thank the past, present and future
men’ - rs of the ~ommittee for their significant contribution.

wa abec

FioNA NASH

Parliament House Canberra ACT 2600 Telephone: (02) 6277 7440




The thalidomide tragedy

How it led to the formation of the Australian Drug Evaluation Ceémnttee

1 9 5 6 Melbourne hosted the Olympic Games, television arrived in Australia, and the first
child with disability caused by the medicine thalidomide was born to an employce ¢*
the German pharmaceutical company, who had taken samples home to hi< wiic

Thalidomide was marketed as a wonder drug—an effective Linkin g kirth o fects to thalidomide
tranquiliser and pain killer useful for insomnia, coughs and

headaches—and it helped pregnant women with morning At the ad of 19¢_, the Australian Dr William McBride and
sickness! the Ge. nan D Widukind Lenz separately worked out the

" wery auos wud effect relationship between thalidomide use

It was considered to be safe: in contrast to older tranquilisers, n early bregnancy and birth defects.

an overdose did not result in death, but simply an extra long
sleep. w1 recent months I have observed that the incidence

of multiple severe abnormalities in babies delivered

of women who were given the drug thalidomide
Q;\*_ h (‘Distival’) during pregnancy, as an anti-emetic or as a
sedative, to be almost 20%.

\ N WG McBride, The Lancet, Dec 1961
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\ \ R \ About 40% of babies damaged by the effects of
) R thalidomide died in their first year. But there are adults alive
7 ¥y
N \ \\\\\\\\\\\\ today who are living with disabilities caused by thalidomide.

However, no studies had been conducted to
investigate the safety of thalidomide for the
unborn child.

In 1961 a German paediatrician, ,“;‘ !
Dr HR Wiedemann, described (

an ‘epidemic’ of babies being

born with limb malformations, /}\
but the cause of this epidemic (!

was unknown.




Australian response to thalidomide tragedy

The thalidomide experience brought home to Australians the
message that medicines have risks as well as benefits.

‘Government  control does not ¢ s .ve drug
manufacturers from the responsi’ ... * o) > .ucting
adequate laboratory and clinic " sts to sure, as far
as this is possible, the safet Sf dr. = before they are
offered to the public.

AT Forbe - Mutister for Health, 1967
(preface to the Rerort  “the £ ustralian Drug Evaluation
Commitice fune 1963—-December 1966)

‘Never again’ was the wish of the Australian community, but
what was the appropriate response?

It was decided that an independent committee should be
set up to monitor the safety of new medicines as well as
medicines that were already available. To achieve this, the
Australian Government established the Australian Drug
Evaluation Committee (ADEC) in June 1963.

Professor Edgar Thomson

CMG, OStJ, MB, ChB, FRACP,

FRIPH, MCPA, FHA, FRACMA,
Consumer Medicine |. ‘ormatic  warning for thalidomide FRCPA, first chair of ADEC,

— 1963-1966
Severe life-. +eatening birth defects:

Thalidomide—now used to
treat cancer and leprosy

Since 2008 thalidomide has been
authorised to be used to treat a particular
type of cancer (multiple myeloma) and it
is now also authorised for the treatmen’
of a complication of leprosy (erythema
nodosum leprosum).

Thalidomide is supplied under stri-*lv
controlled conditions, and witk a clea
warning stating that ever.  ing ~dose an
cause severe birth defects.

rouuct Information warning for thalidomide

Thalidomide 1. -~ caused severe birth defects when taken during pregnancy.
Thalide .ac sho. 1 never be used by women who are pregnant or who could
becon : pr 21 ot whilst taking the drug or could become pregnant within 4
weeks af or stHpping the drug. Even a single dose can cause severe birth
sefects.

Teratogenic effects:

Thalidomide has caused severe birth defects when taken during pregnancy.
Thalidomide should never be used by women who are pregnant or who
could become pregnant whilst taking the drug or could become pregnant
within 4 weeks after stopping the drug. Even a single dose can cause birth
defects.

Professor Thomson was

the founding president of

the College of Pathologists

of Australia, chair of the
Australian Red Cross
Society’s national transfusion
committee and chair of the
National Health and Medical
Research Council’s antibiotics
advisory committee.




Fifty years of medicines

In the past fifty years our knowledge of medicine has increased exponentially, with

technological advances that have allowed new and different types of medicine. W/th ¢'.ch
new development, members of ADEC, and later ACPM, have needed to be at'the Cutting
edge of medical practice.

Pém CILLIN Medicines are no longer restricted to being small chemically Insu’in—chicging over time
M Aausous susrenst synthesised molecules. Monoclonal antibodies (with names

ending in ‘mab’) can now be designed and produced to target
many diseases that were previously difficult to treat effectiv:y,
such as cancer and rheumatoid arthritis.

T=ouljy. ‘< life saving for the 122,000
Aust. lians with type 1 diabetes (JDRF
websi' ;, 2013), and is also used in a similar

nu.uoer of Australians with type 2
And with the success of penicillin and vaccines, many of liabetes (about 10% of the type 2 diabetes

the mass killers are no longer the threats they or e were
(although antibiotic resistance is becoming an eve. “igger
problem). Instead, medicines are being develor-* to v. »at
emerging viral diseases, and more emphasis ', ple « 'on
better therapies for cancer and preventine and t eati .g
lifestyle diseases such as cardiovascula’ disease . . diabetes.

population).

In 1963, when ADEC began, insulin

isolated from pig and cow pancreases

had been in use for several decades,

with various chemical modifications
creating long-acting insulins. Over the

years, insulins became a recurring feature of
ADEC meetings, as new advances led to new
insulin medicines.




1974

ADEC and insulin: 1974 to 2008

higher purity pig insulin (mono-component insulin)

1978

1984

recommended replacing the two available strengths of insul'n wih a single strength, 100 U/mL, to
make dose calculations easier.

insulin with the same structure as human insulin._buc wnth sised from pig insulin (human
monocomponent insulin).

1985

1986

human insulin produced using bacteria £ad re omuinant DNA technology—the first medicine to be
produced in this way.

concern over the number of insul 1 prod .:ts containing a fixed combination of short-acting and long-
acting insulins. Later (15, 9) recomu.."“ued restricting ratios to 50:50 and 30:70 to avoid confusion.

1989

1995

ADEC insisted on the’pnc :macutical company conducting an educational program when pig insulin
was withdrawn from .he’Au ralian market for commercial reasons.

first humun ins lin an logue (insulin lispro) that had a rapid onset of action, useful for administration
close to p2ar imel

2001

2007

ing#fiipolton (insulin aspart, NovoRapid) to be administered using continuous subcutaneous
ir usion | sith a pump: ADEC emphasised that only TGA-authorised pumps to be used.

¢. *ensions of indications supported for various insulin analogues, both for use in
“hildren and for type 2 diabetes.




Sir Arthur William (Bill)
Morrow DSO, MB, BS, MRCP,
FRACP, FRCP, FACP, second
chair, 1967-1975

Dr Stanley Goulston AM, MB,
BS, MD, M Phil, FRCP, FRACP,
third chair, 1976-1982

Sir William and Dr Goulston
worked together to establish
Australia’s first specialist
gastroenterology unit at the
Royal Prince Alfred Hospital,
which is now hamed the

AW Morrow Gastroenterology
and Liver Centre.

Selected achievements of the fitcsawtnree decades

First actions In the first three yeart -.9¢ 3 to 1966

At its second committee meeting, ADEC recommended that a In the first three years 12 A EC resolutions were

Registry of Adverse Reactions to Drugs be established so that forwarded to the M aistc - These resolutions were about new
there was a central place for reports of adverse reactions to medicines proposec. “o be 1. urketed and actual or potential
be stored. Fifty years later, this internal card index system has safety issues witl, ‘hosc ~lready available in Australia.

become a publicly searchable database on the TGA website:

the Database of Adverse Event Notifications.
repor s

ADEC also prepared a form for reporting adverse reactions and
a covering letter from the chairman, Dr Edgar Thomson. This
form, with the covering letter, was sent to all doctors in Austre ‘a
on five occasions, as well as to State Health Departments,
medical colleges and hospitals. Now the ‘blue card’ is still
available, but online and telephone reporting is alsn possible.

~ 41 ~dici .es were banned for
s. ety reasons

27 warning letters were published
by ADEC in the Medical Journal
of Australia to warn Australian
doctors about particular safety
issues

17 warning letters about safety
issues were sent to doctors by
pharmaceutical companies after
communication with ADEC

30 amendments to advertisements
were made

3 medicines were voluntarily
withdrawn by the manufacturer.

By Decembe. 1966, 1 response to 760 adverse reaction

Doctors were advised
that long-acting
sulfonamides should
not be given to
children for ‘trivial
reasons’ because
there had been 82
cases of serious
reactions (Stevens-
Johnson syndrome)
in Australia and
overseas.



Guidance to enable access to specialised
medicines

Today, we understand that guidelines are a necessary part of
regulating medicines, enabling pharmaceutical companies
and the regulator to have a common understanding of the
experiments and clinical studies required to investigate
quality, safety and efficacy.

In the sixties and seventies there were no internationally
accepted guidelines.

ADEC stepped in and set up subcommittees to develop
relevant guidelines. This occurred for:

o  parenteral nutrition, that is, a sterile food subst**ute that is
administered through an intravenous drip

» radiopharmaceuticals: radioactive medicines . 1 as
imaging agents.

Creating access to anticance’ med ciies

In the seventies Australians affecte " by ancc_ " ere getting
frustrated. They didn’t have acces. o expe. mental treatments
available in the US, and somr~ =" *he.. were very promising.

ADEC sent a delega’’on to _he US ' Jational Cancer Institute,
and negotiated for Av,. aliar. = Ulogists to be able to use
particular experir __.tal ai i-2ancer medicines, with the
condition hat t! = s= .C »rotocol would be used in Australia
asintk US!

A sunburnt try...uniquely Australian

trials had unpleasant skin reactions to light
itivity reactions).

en the Department investigated further, it was
bcovered that similar reactions were also occurring in the
K, where it had been marketed for a couple of years. In
fact, a small number of the UK reactions were serious and
potentially fatal.

ADEC considered the medicine unsuitable for Australians.

Although suggestions were made that using sunscreen
would make the medicine acceptably safe, ADEC held its
ground. The medicine was never available in Australia—and
it was withdrawn worldwide at the end of 1982 because of
the photosensitivity reactions and apparent liver toxicity.




Sir John Lewtas (Jock) Frew
OBE, MD, FRCP, FRACP, FACP,
fourth chair, 1982-1985

Sir John was one of the last
of the honorary physicians of
the Royal Melbourne Hospital,
and described himself as a
‘relic’ of the honorary system.
Sir John had an interest in
Malaysia and Singapore,
having been a prisoner of war
there, and was an Honorary
Fellow of the Academy of
Medicine of Singapore.

Quality and bioavailability

In the late 1960s it became apparent that a lack

of studies measuring bioavailability—how much
medicine gets into the blood and how quickly this
happens—could have significant clinical impact.

An example of this was when reports were received in 1968
concerning overdose symptoms in Australians and New
Zealanders taking the anticonvulsant medicine phenytoin
sodium.

These patients had taken the correct number of capsules, and
the capsules contained the correct quantity of medicine, ys
their blood contained excessive concentrations of the active
medicine. It was discovered that all of the overdos. ~g events
occurred with a new formulation, in which one of th. nactive
ingredients had been changed.

With this new understanding of how my~* bio' vail7 slity can
vary between products and how impo; ant thi~ 1, ainically,
ADEC set out some circumstances in v. »ich a' companies
would be required to provide bi ava. biliy data.

Data fabrication

The importance of bioav ilabi. v was well established in
the eighties, but thes' stu. '=s cos. companies money; the
temptation to invent 'ata pru sed too much for one company.

A special meeting ¢ “AD..C was convened in 1986 when this
companv’s fra. 1 was aiscovered, which affected a total of 33
medici ies. ADEC .ecommended that repeat bioavailability
studies ‘hould e required within the year, and this resulted
1 1o ftucuedicines being removed from the Australian
narket

Thus reinforced the importance of regulating the quality and

. oavailability of medicines. The best way to provide expert
advice on such issues was considered to be a separate group of
experts, so a working group was set up, with a subcommittee
formally established in 1989.

Today, the Pharmaceutical Subcommittee makes
recommendations on the pharmaceutical chemistry, quality
control, bioavailability and pharmacokinetics of prescription
medicines.
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Australian Drug Evaluation Committee

Prescribing medicines in pregrancy

One of the achievements of ADEC that many health profession’ Is s-e faniiliar

with is the pocket-sized booklet Prescribing medicines in priguan

The 1999 booklet was the fourth edition, with each edition
containing a hundred or so additional medicines. The
categorisation system is unique to Australia, and was create
by ADEC as an adaptation of the Swedish system, as a w2 o1
being concise.

Instead of a booklet, the Therapeutic Goods Adr=" “str. ‘on
now has an online database Prescribing medicir s in pr_nancy
<http://www.tga.gov.au/hp/medicines-prc_nan ~htm-,
which is regularly updated with the late ¢ inic 'mauon from
Product Information documents.

Every prescription medicine h. a ‘Use in Fregnancy’ section
as part of the Product Informatior. focument. ACPM
scrutinises this section an'. prc ‘des . .levant advice.

Medicines are not sir=_'y pl' ced ato a category; many are
accompaniec by st' lement" rcievant to their medicine class,
such as genera! ~nac thetic or medicines for asthma.

All ger-~l a, ~esthetics carry the potential to
prod ice ce. ‘ra. nervous system and respiratory
Y pru sion 7 i the newborn infant...

The benefits of asthma control outweigh any
potential for an adverse pregnancy outcome.

In 2013 there were 3700
visits every month to the
Prescribing medicines in
pregnancy database

sasctralian l'.'.u’.uruu.--nl
ali

tment of He - aration
L 4 TLEA L

sy | AR

dato
e 5 e egnancy
Jeatth w_r‘.u.\u.lrl sl cines in pr

ottt prrive

prescribing med!

wrab
= Lt

B s s
3 iy 3943 o ryveation 12 m“_h F:m:: 14 nék
intended 19 BV o Lo prAERAT
Trite mxam!‘:“ o patiencs oaeng £
A
pragnartt B¥ aublie p—
4 o the ol
professicn® nancy nmﬂ'ﬁ‘?; 5 radion ¢

‘ o B st 1
st decigian 3
T‘:-:'fg ?lpxh p:t‘g‘:\:a:mﬂ‘ Arry ‘
. Hent 3 At
Tgalth gHA% il s e po
» ik @

, Tk i Aooontt
. g mysabis mdoprnation &8
 the spectfe ArTRantE:

o radicng

.
o ey 1R
3 o DA e
st o5 b R a1 the oo of he S8 o \‘"IM
Tias detabads dnes oot PIOVOE B0 manen S0t
e PN TEELS
gy, Dl

Yoe - 3
p:gf‘l:::; & Mvailate frems SRALEIS S = .
‘ aleet agEut
b et e
e, Tose T Mt S

L
The dalaben AR s i I
v EAEEREY GBI e e et
xS SEEE gescriind SOEEE o i e wonss
cat i S s e 2f phcing
hor g ¥ ved
here misy b GSErE




Professor Mervyn Eadie AO,
MD, PhD, FRACP, FRCPEd,
fifth chair, 1985-1993

Professor Eadie is one of the
University of Queensland’s
most highly regarded
academics, having been
professor of clinical neurology
and neuropharmacology since
1977. Following retirement

in 1997 Prof Eadie has
continued to publish at a
prolific rate, particularly

in the area of the history

of neurology, as well as
continuing in medical practice
and university teaching.

Evolving committee structure

The original committee

From 1963 to 1991, ADEC only consisted of six or seven
members eminent in the fields of clinical medicine and
pharmacology.

Findings were often communicated to other health
professionals by publications in the Medical Journal of
Australia.

ADEC set up its first subcommittee in 1970, the Adverse
Drug Reactions Advisory Committee (ADRAC), to deal with
the increasing reporting of adverse reactions.

Later, other subcommittees were formed with specific
briefs to provide the necessary expertise in specialist
areas, particularly in emerging areas of medicine \ ‘th new
regulatory concerns.

Expanding ADEC mem y.sh p

In the eighties various re iews 2me to the common
conclusion that there was need .or a comprehensive national
approach to the regu. tion o. therapeutic goods.

The Commenwealt. focus shifted from the point of import to
the point of su_oly w 1a the passing of the Therapeutic Goods
Act 197 7, and the .cievant parts of the then Department of
Health, Housi' 3 and Community Services were named the
"1elc euw. woods Administration, or TGA.

“he Ste s and Territories remained responsible for the
couu vl of the retail supply of therapeutic goods, scheduling
. .d the regulation of wholesalers.

And from the beginning of 1992 the membership of ADEC
was increased, so that in addition to the core members there
were also between ten and twenty associate members, each
with complementary expertise.

T
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Reforms to separate pre- and post- market
regulation

In 2009 reform processes began to separate premarket and
postmarket regulation. The aim was to prevent any possible
conflict of interest that might arise from the same experts
being involved in both premarket and postmarket assessment
of medicines and to ensure that sufficient resources were
directed towards postmarket regulation.

This change was in line with international trends, and involved
changes to the committees as well as the internal structure

of the TGA. New committees were formed with the word
‘advisory’ in the names. This emphasises the advisory nature of
the committees, with the decisions being made by the TGA.

ADEC met for the last time in December 2009, and its
successor, the Advisory Committee on Prescription
Medicines (ACPM) was formed in January 2010. The AL EC
subcommittee that dealt with postmarket issues (tb~ Adver »
Drug Reaction Advisory Committee) was rc Jlacec by the
Advisory Committee on the Safety of Medicine (AC"OM ).

Consumer perspectives

ADEC initiated the production of ca\sum. -oriented
information about medicines. Tc tay, . “is is known as
Consumer Medicine Informatio. nd is « ommonly provided
by community and hospital p.. rma ‘sts when they dispense
medicines, as well as bei. ~ availc 'e on the TGA website.

With the changes i . 2010, the .nerapeutic Goods Regulations
were amended so t. atall t e statutory committees, including
ACPM, alsc conu ' a.. capert in consumer issues.

Pukiicction. o committee advice

The . FA b s been publishing ADEC and ACPM advice since
December 2009, together with the information provided

‘o the committee, the final decision and a summary of any

ap eal (Australian Public Assessment Reports—AusPARs).

The TGA publishes the approved Product Information
and Consumer Medicine Information on its website. This
information is examined and commented on by ACPM.

Professor Susan Pond AM,
MD DSc, FTSE, sixth chair,
1994-1996

Professor Pond’s influence
spans innovation and
entrepreneurship in the
fields of science, medicine,
and biotechnology in
Australia and internationally.
Currently, she is Chair of

the Australian Initiative for
Sustainable Aviation Fuels,
Vice President of the Academy
of Technological Sciences

& Engineering and board
member of the Australian
Nuclear Science and
Technology Organization and
Innovation Australia.




The ro

le of the ACPM today

The ACPM provides advice and makes recommendations about prescription medicines to the TC A{ th¢ Secretary
of Health and the Minister/Assistant Minister of Health. This advice is an important compoien.of uiie decision

making process undertaken by the TGA in relation to prescription medicines.

—ggerontologychemist

'=|1harma|:nk|nelms

hepatology
cardiology

pharmaceuti

The members carefully consider the information available
and provide advice on the questions posed by the TGA
decision-makers as well as how the Product Information
and Consumer Medicine Information might be worded to
communicate effectively the available information.

Current expertise

Committee members are appointed by the Minister and mu.
have expertise in at least one of the fields specifiea  ~ the
Therapeutic Goods Regulations.

Our current 30 members together cover an i 1pr ss1 v wide
range of expertise, come from highly re- .. led | ust- alian
institutions and include profess< s anc a num’ er of Members
of the Order of Australia.
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The agenda apers1 -« one meeting in 2003 sometimes weighed

four kilo=~m< Now .days, all the information is able to be

viewe( on laptops or tablets, but the amount of information has

not din nishe : for a single agenda item one committee member
vas a. ed w read almost 8000 pages.
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Types of medicines considered by ACPM

Looking at the medicines considered by ACPM over the past
four years, we can see the impacts of demographic changes in
our community and the changing patterns of illness.

With our ageing population and lifestyle-related problems
such as obesity, the health landscape is now dominated by
chronic illnesses such as diabetes and cancer.

New vaccines continue to be an important preventative health
strategy, with twenty positive recommendations for vaccines,
including vaccines for invasive bacterial illnesses such as
pneumococcal, meningococcal and haemophilus influenzae

B (HiB) disease, and vaccines for pandemic influenza strains
A(HINI) and A(H5N1) and the first quadrivalent seasonal
influenza vaccine.

Cancer

It is not surprising that of the applications supported = the
ACPM over the last four years, 24 new medicines ' ad 28
extensions of indications and other major vari-*ior. were or
cancer treatment. Not only the sheer volum of 1. w caucer
medicines, but the complexity and mode o. ction 1. .ve
changed over time.

The era of ‘personalised medi. '»’ h = seen ew cancer
treatments linked to particular g. ~etic . _..ations,
necessitating identificatior u1 these " markers’ to identify
the eligible cancer subgrc ' _or ‘hom these medicines

will potentially work most effectively. Thesc n» dici es (for
example trastuzumab emtansine) are .. ofi. 7 .avered
clinically to patients in much sma'" quanu ‘es, with the
part of the medicine that is toxi~ ‘o ca.. er cells bound to an
antibody (ie. an antibody-dr ‘g cc. ‘ugate), which increases
their effectiveness and reduces “de-c Tects by targeting
cancer cells. Monoclonal . atiboc , agents, or “-mabs; have
not only revolutior sed canc. _are, but have challenged our
ACPM members t. be cur ent with advances in medicine
developmer”

Professor Martin Tattersall AO,
ScD, MA, MD, FRCP, FRACP,
seventh chair, 1997-2007

ACPL has' 'soma e ten positive recommendations for

med’ wie tha., uile not for treating cancer, are

inte ded fo -ancer patients. These have

incluc. 4.~ cnts for nausea and vomiting 2

and to combat neutropenia (suppression
¢ white blood cells by cancer

treatments), which may leave

cancer patients vulnerable to

life-threatening infections.

Professor Tattersall works
at the University of Sydney
and the Royal Prince
Alfred Hospital. He has
pioneered consultation
audio-recordings to assist
cancer patient recall and
the development of question
prompt lists for patient use
in consultations. He has
helped to develop a cancer
clinical trial website to
P inform Australian cancer
patients of available

‘ i
i R Q ‘ ¢ clinical trials.
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Diabetes

Diabetes, particularly type 2, has increased significantly over
the past two decades: the rate of diabetes in the Australian
population was 1.5% in 1989, but 4.2% in 2011-12 (ATHW,
2013). Over the last four years the ACPM has recommended
the registration of 13 new hypoglycaemic agents, with new
classes of agents including the ‘gliptins’ and the emergence
of fixed dose combination medicines, often in
combination with the older, but still highly-
effective, biguanide medicine metformin.
These have improved the variety of

treatment options available for patients.

CNS medicines

The treatment of central nervous system
disorders has progressed significantly with
three new medicines for Parkinson’s disease
and seven positive recommendations

for registration of medicines for multir .e
sclerosis during this four year period.  n
particular, the orally-acting ager ‘s

for multiple sclerosis have bec. 1
breakthrough in the treatr= ~t o1

this degenerative neuro gical

disorder. ACPM 1. - recc nmer .ed
authorisation of threc medicuies

to treat epilep .y and six . . mental
health indica. =, in uding four for
schiz ~hre, "a.

Breakthroughs

The advice of the ACPM .ias he . .1 decision maker in
assessing the expandi* , umbe. ~f important new therapies.

ACPM made a worle 'eadin, recommendation to register
the Australian-de ~lopc ' quadrivalent vaccine for human
papillomavi. ‘s to pt ent cervical cancer in women (March
2010). € .oceque 2t in August 2011, ACPM recommended
broad: 1ing th  indication for use in young men. Vaccination

~vog ~ms ith Gardasil are now operating throughout the

v orld, including developing countries. This vaccine,

\ sardasil, is the first registered vaccine in the world
designed to prevent cancer: what an important
breakthrough!

Another breakthrough in modern medicine is
ivacaftor, recommended for authorisation by ACPM
in 2013 and used to treat the 5% of cystic fibrosis
patients with the genetic mutation G551D in the
Cystic Fibrosis Transmembrane conductance
Regulator (CFTR) protein. Instead of relieving
symptoms, ivacaftor targets the actual disease
mechanism of cystic fibrosis, by increasing the
chloride transport of G551D CFTR. This is
an example of a medicine being suitable for
a subgroup of patients who need to be
identified using a genetic biomarker
before the medicine is used.




Other important advances and emerging trends

Other important recommendations by ACPM have been

in the area of antiviral treatments for Hepatitis B and
Hepatitis C. And there have continued to be improvements
in combination therapies for HIV AIDS—a well known
example of a previously untreatable disease becoming more
manageable as a result of new medicines.

The first new oral anticoagulant (NOAC) for the prevention
of venous thromboembolism was authorised in 2010, with
subsequent recommendations for registration of several other
in-class agents. For suitable patients, the NOAC medicines
mean that for the first time many do not need regular

‘INR blood tests, which are necessary for the older oral
anticoagulant warfarin.

One worrying trend is the decreased number of new
antibiotics in the development ‘pipeline’ and the rise and ise
of antimicrobial resistance in the hospital and community
settings. While ten positive recommendations havs oeen
made by ACPM for the entire anti-infective (lass, . »cludir ;
systemic anti-fungal agents, topical antibioti s, ~d 1." +".d
agents for chronic lung infection, only tw¢ ntibio. s have
been authorised for systemic treatmer* ~ba. -rial infections
in the last four years.

Objective and impartial advice

It is essential that the advice given bx ACY. * is objective and
impartial. Occasionally a commi ee 1. »mber will have a
personal interest in a particular 1 atter. v 'hen this situation
arises:

o The member declares “e po zatial conflict of interest.

o The committe in the absence of the member, decides
whether the mc nber r .ay be present during relevant
deliber: .10ns.

o A dec ration and how they are dealt with are recorded
1 the meeuag minutes.

The "GA d¢ _.sion maker is aware of all this before making
the fina. ccision.

The depth of knowledge of ACPM members and their
sipaificant level of expertise across a wide range of clinical
disciplines has meant that TGA decision makers have
received the very best advice prior to our registration
decisions for prescription medicines.

Associate Professor Geoffrey
Herkes MB, BS, PhD, FRACP,
last chair of ADEC (2008-
2009), first chair of ACPM
(from 2010)

Associate Professor Herkes
provides expertise in
neurology, conducts research
in neuropharmacology and
epilepsy, and works at the
Royal North Shore Hospital,
where he was Head of the
Department of Neurology from
2008 to 2013.




Further reading

Australian Institute of Health and Welfare (AIHW) 2013
<https://www.aihw.gov.au/diabetes/>

Australian Dictionary of Biographies
<http://adb.anu.edu.au/>

JDRF website 2013 <http://www.jdrf.org.au/>

McEwen J. A history of therapeutic goods regulation in
Australia. 2007
<http://www.tga.gov.au/about/history-tg-regulation.htm>

McEwen J. Australian Drug Evaluation Committee (ADEC)
40th anniversary. 2004. Int ] Pharm Med 18: 225-226.

Report of the Australian Drug Evaluation
Committee, June 1963-December 1966. available
from three public libraries: <http://trove.nla.gov.au/
work/21724002?q&versionld=26106912>

TGA website <www.tga.gov.au>
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Cover illustration

Coloured computer-generated ribbon diagrams of a
monoclonal antibody—a type of medicine that is ~rea. g
many new and exciting treatment possibilities.

In the background are much larger scale i gran. of the
thalidomide molecule—it was the inap ~rop. ate usc of
thalidomide that led to the formatjon of . e Au tralian Drug
Evaluation Committee.
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