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The accompanying otd f the, current climats in the. AustralianHome Health Cars =nusry*is designed as an overview for Canadianmanufacturera contepltirig entering the Australian market.
Canada has flot been a major player in sither the >ledicalequipment or supplies f ields wiiich are dominated by the. UnitedStates, 3apan, West Germany, United Kingdom and localmanufacturera.

Howeverf as the. Home Health Cars industry i. very much in itsinfancy in Australia, there would b. opportunities for CanadianCompanies to enter the. market on the. ground f loor, so to speak.
This report has been produced to provicle information reqarding theorganization of the Australian liealth Cars Systez, the directionin WhiCh the industry appears to b. heading andi the. possibilitiesfor the emergence of an expanded Home Health Cars System.
The Study is reaîîstîc in that it points out wea3cnesses in theindustry and some of the. obstacles which need to b. overcome.
If, having read the study, you require furtiier informationregarding the Austraîjan market, please write, telex or fax theCanadian Consulats General, Sydney, detailing your company#scontact information, advising which producta you manufacture andwrould be interested in promoting.





OVERVEW OF THE AUSTRALIAN
HEALTHCARE INDUSTR

I _ THE NhaT

is a country of some 7.7 million square kilometres -
aly four-fifths the size of Canada - occupied by a
approaching 17 million people.

population reside along the
the three major states of

ieensland. The population
territories is outlined in
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Outside these major ares of urban concentration, Australiats
population lu fairly sparsely distributed. Furthermore, the
physical distance between these major centres is considerable.
This factor i. of particular relevance ta anyone contemplatingnational product distribution as it has a mariced impact ondistribution cots and the ability to service the entire market.

B. Age Distribution

The combination of a decline in birth and mortality rates has
resulte 'd in a shift in the age composition of the population. As
at June 1986, the median age was 31.0 y.ars.
Australie lu facing the greying of its population, as are many of
the developed nations of the world. On. current estimate showsI that those over 65 years, despite being less than 10% population,accounted 'for 40% of all health car. expenditures. With the
growth of the aged, this imbalance yull increase and projections
which assume the same costs, expect that this section of the
community will take at least haîf of the health budget in 2001.

Not only lu the population ageing, but they are also living
& longer, which introduces new areas for concern ie. the increase of

mental health problems such as Alzheimeru disease, and the high
incidence of migrant aged who do flot have English as a f irst
language.
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JII THE ORAIZATIQOp 0F UELTE SERVICES

A. Health Insurance Comimission

I The primary responsibility for the provision of health care inAustralia rests with the public sector, whose total expenditure inthis area, at both the Commonwealth and State/Territory level, isj almost double that of the private sector.

The Health Insurance Commission is a Commonwealth StatutoryAuthority. It vas establishd in 1974 by the Health InsurancejCommission Act 1973. Its function vas to administor theAustralian national health insurance program - known as Medibanc -
which vas implemented on i July 1975. There have been manychanges to heaith insurance arrangements mince thon and theorganization now operates the private health insurance fund,Medibank Private, and administers the payment of benofits underj the Government' s Medicare program.

B. The Medicare Proaram

The increasing reliance on the public sector is largelyattributable to the introduction of Medicaro in February, 1984.Medicare i. a system of univorsal health insurance and refloctsthe major health care objective of the present Labor Government#
i.e. to ensure access to basic health services for ail. The maijorfeature of the >lcdicare system is the automatic entitiement to* froc or heavily subsidised medical and public hospital services.This program is administered by the Commission. A 1.25% levy isplaccd on income oarners to fund the Medicare program. Theprogram provides universal health cover on the basis of 85% of

- the Schedulo foc for eligible medical and optometrical services
- and froc shared yard accommodation, treatment by hospital doctorsand out-patie.nt services in public hospitals (with a flat 75% forhospitalinm-patient services from i Augjust 1987). The medicalcovor provides for a maximum payment by the patient of $20 for anyservice and reimbursement of 100% of the Schedule fee once thetotal Ogap"' paid by the patient reaches $150 in any on. financial

yoar.

Private health insurance continuas as a provider of supplementaryj benefits such as payment for private accommodation in public

such as
vernment
car. or
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C. KouRitals1

In 1986, there ver, 1067 hospitals in Australia, of vhich 734, or69%, are public (Government) hoapitalu. Of the 90,788 hospitalbeds available, uou'e 77% are located Li public hospitals.
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Consultations with health professionals in a tvo veek period 1983

Type of health professional Male Female Persons Per Cent

Medical practitioner 1145.9 1525.7 2671.6 59.6
Dentist 347.4 407.2 754.7 16.8
Chemist 169.6 225.9 395.5 8.8
Chiropractor 86.6 96.3 182.9 4.1
Physiotherapist 73.7 68.0 141.7 3.2
Optician/optometrist 31.6 40.0 71.6 1.6
District, home or comunity
nurse 24.5 38.9 63.4 1.4
Baby health nurse 8.5 9.6 8.1 0.4
School nurse 2.7 2.9 5.6 0.1
Naturopath 14.1 32.5 46.6 1.0
Acupuncturist 12.2 21.6 33.8 0.8
Chiropodist/podiatrist 8.6 21.4 29.9 0.7
Herbalist 5.8 14.1 19.8 0.4Osteopath 9.7 8.9 18.6 0.4
Social worker/welfare officer 7.8 10.3 18.1 0.4Psychologist 6.0 7.7 13.6 0.3

TOTALS 1954.7 2531.0 487.5 100.0

more than once in
ersons consulting

Source: *Australian Bureau of Statistica (1986b) Cat No. 4311.0

a. Some people consulated a health professional
the two week period of the survey. Total p
therefore exceed column totals.



I ~IV. TUE AOEH( NMD THE HMU REALTE CONCEP

I A. TheGovernmen

I The official lin. given by Federai Government Heaith Off icere iethat they support the Minieters statemente on cutting casts in
Hospitais and looking at alternatives to relieve pressure an bedsand further reduce the number of beds from 5.7/1000 'ta 2/1000
(U.S.A. and Europe have a b.d statua of 4/1000 population).
The reality, however, Le that funds for home health care andI aftercare have been drastically cut sa that major traininghospitals in NSW are, in fact, nov keeping patients in hospitallonger, because patients cannot afford dressings and equipment.

I Extensive lobbying with the gavernment for extra funds in these
areas is essential bef or. the Home Health Care Market becomesI viable.

It has been nated that financial incentives shouid be cansidered
as a way of coaxing patiente ta be discharged as early as is
medically passible.
Coneideration je aiea being given for incentives ta be paid ta _

doctors and other heaith care professionais who provide WI preventative counseiling to groupe and individuais. Many generalpractitionere, Lt seeme, are willing ta engage in morepreventative work, but the apen-ended nature of thef fee-for-service arrangements, as they stand, are inappropriate for
reimbursing heaith promotion and ilînees prevention activities.

The Australian Medicai Prafession's historicai ineistence anfee-for-service paymente je seen as a major hurdie ta the growth
of a Home Health Car. industry.

B. Physical Aide for-the Disabled Prcgram (PADPI

Since 1981, International Year of the Disabled, the Government has
funded thie PADP, and Lt has operated in each State of Australia ta
enable all people with disabilities ta have acce ta physical

The scheme je run on a means tested basis, and the aide remain the
property of PADP no matter boy long a patient uses the aid.Supply centres are attached ta public hospitais in the comaunity,
and apart from durable medical equipument, Le. vbeelchair., walking
frames etc. catheters and lncnHiàmr "mAoen....
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il Each'state also offers the. services of Independent Living centres
which provide advice to ail disabled persona about equipmentavailable to help them vith day to day tasks. TIh. centre iniSydney currently has some 1500 suppliera and 9,000 productu on
file.
Where people do flot qualify for the PADP, the. Red Cross ha. asaheme for the short tem lease of equipment, longer term usemeans that patients muet purchase gooda through retail outiets.

I C. Bealth Promotion Projects

Further cutbacks in non-theatre and non-essentiai hospitalactivities, resuîting in the sariier discharging of patients, hasbeen indicated by the government for the future. High coatinstitutionai car. muet b. repiaced -by structured alternatives,inciuding greater community care programs, the came of people intheir own homes and more use of hospitai outreach programs.

The government is curmentiy focussing stmongiy on the Neaith
Promotion alternative targeting f ive priomities for heaith action.

j These are:

1 . control of high biood pressure
2. improved nutritionf3. injumy prevention
4. the. health of older people
5. primary prevention of preventabie cancer ie. skin and iungt cancer and the secondary prevention of bmeast and cervical cancer.

i These ameas viii be addressed thmough education and group
- screening proj ecta endeavouring to direct individuais to becomemore avare of their own responsibiiity for weii-being.

D. 11mctation of Therapeutic Goods

I Neariy ail products for use in the, Home Heaith Car. situation arereqLxired to be registemed with the. Commonwealth Depamtment ofj Ifeaith thmough the. Medical Devices and Dental Products Branch.

Items are reqist.r.d on the National Register of ThemapeuticDevices (see Appendix A). Some pmoducts way require pme-marketevaluation by the Departuent or must meet vith pertinentAustralian Standards. This system of registration and evaluationvas initiaîîy based on that used by the U.S. and Canadian HeaithAuthorities and ha. nov been adapted to meet (Australian) Meaith

roduced March let, 1990,
into designated devices
ive devices, presthetic
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hsart valves, cardiac pacemakers and drug infusion systems), oInon-designated devices (eg. bandages, sutures etc). Designated
devices wiii reguire evaluation before being registered whereas
uost non-designated devices may siuipiy b. list.d A scale of
annual tees wiii b. introduced ta cover the coat of company
registration and product registration. Praducta requiring

evaluation wiii also b. charged a separate fee.
T'he testing taciiity i. currently located in Melbourne, Victoria:

Medicai Devices & Dental Products Branch
Departuent of Keaith
250 Langridge Streetg ABB0TSFORD VIC 3067

Companies who wish ta list/register on the Therapeutic Good
Register must have an Australian sponsor/agenit.

T'he Department prefers to deal vith the Aiutralian agents for
usd1 cal products as it provides them with a local rtference point
ahouid any probiem reports b. received. Local agents should be
tamiiiar vith the. specific Australian requirements.
Test certif icates from the Canadian Standar'ds Aissociation or
Approval trom the Canadian or U.S. Heaith Authorities do not
guarantee automatic entry inta the. Australian market and local
authorities may reguire furtiier testing to be caz'ried out.

E. Inuportatiofl of Theraeutic Substances

îll medicines be they presecriptive or over thie counter are
subject to the Guidelines prepared by the Australian Department of
Heaith in their publication~, N*ew Drug Formulation 4 (NDF4)Guidelines for preparing applications f or the general marketingor elinical investigtional use of a therapeutic substance.

Nany of the. over the counter preparations require a section B1
approval in whiceh the supplier must provide ch*mical and quality
contrai data for approval.

Section B2 appies to invitro and animal studies and section B3 is
for studies in man.

Tu, an applicationi in t~he format of the D4. requires the.
mubuission of chmstry, manufacturing and quality control data
( 4in the. format of Section Bl), and d c m n a i n t e o s r tteprodut'. safety and eftLoacy (in the format of Seton 2



In suimmary, it appears that ail indicators point towards the
tiineiiness and logic of introducing Australians to the concept andreality of self-cars/houe health cars. Companies, iooking to enterthis arena viii find it a chalienging tank.

I The Federal Governuent's recomandation to implement a national
program for better Health, centred for the next f ive years on
Heart disease, high blood pressure, preventable cancer, health ofI older people and nutrition viii indeed focus attention on self
heip, and the. individuai'us responsibility for their own health.
Whilst this is an encouranging development, the flow on viii notI automaticaiîy b. directed to the home health cars market in theeariy stages.

The mandate of Medicare to provide accessible medical services forI ail Australians, by its current nature of fees for service, does
littie to encourage the growth of the Home Health Cars market.
The Australian Retail Pharmacy is as yet not geared to handieI North Ainerican style Home Heaith Cars product marketing and amajor change in phiiosophy, marketing direction and strategy i.
required. The American experience is that companies viii have tadevote time and training to nursing and heaith professionals in
order to generate sales, and the sane viii be required in
Australia.

At present there is also some difficulty in trying ta gauge the
true size of the Home Health Cars Market, as no specific
statistics are availabie or being collected.

t Up until such time as the Australian government makes f irm its
poiicy on Home Health Cars, there wiii be difficulties in
establishing a market for homecare products. Once established,
however, Australia should provide a good opportunity for
aggressive, export ready f irus.
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TRADE ROmTiON

Hosomedex April 3-6, 1990

Sydney Convention Centre, Darling Harbour

Contact: Melanie Heard
Total Concepts Exhibitions Pty Ltd
49 Hume Street
CROWS NEST NSW 2065

Tel: (02) 436 3266
Fax: (02) 439 7040

Meditex '90 July 30 - August 2

Royal Agricultural Showgrounds, Sydney
Royal Hall of Industry

Contact: BPI Exhibition

Pharmacy Fair

Darling Harbour, Sydney NSW

Contact:

162 Goulbourn Street
DARLINGHURST NSW 2010

Tel: (02) 266 9799
Fax: (02) 267 1223
Tlx: 121417

July 20-23

Mr George Skinner
c/- Pharmacy Guild of Australia
79 Lightgow Street
ST LEONARDS NSW 2065

Fax: (02) 439 6525

Aide. & An1ianaes Mwno October 1991

Biennial Event organized by the Rehabilitation unit of theTamworth Base Hospital.

Contact: Marion Evans
Tamworth Base Hospital & Health Service
PO Box 83
TAMWORTH NSW 2340

e1OPPORTUNITIES



I -13 -

BKZfl~E~

i 'Health for ail AustraliansfReport of the Nealth Targets and Iriplementation Committes toAustralian Bealth Ministers 1988.IAustralien Government publishing service 1988.

Nursinag Romes and Hostels ReviewDepartment of Coimunity Services and Bealth.Australian Government publishing service 1986.

'First Triennial Review of the Home and Community Care Program'Final report of the MHC review.JWorking group to Commonwealth, State and Territory MnsesAustralian Goverrnent publishing service 1989.

I 'Horne Health Car. Report' - May 1989Richard Darnes and Associates Pty LtdMarketing and Research Consultantsf Suite 9
Garden Mews
82-86 Pacific Highway
ST LEONARDS NSW 2065

#Who Pays? Financing Services for Older People'I Edited: Chris Fosler Hal L KendigComenweaîth Policy Co-ordination Unit &i Australian NationalUlniversity, Ageing and Family Project, Canberra 1987
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Independent Living Centre
600 Victoria Road
RYDE NSW 2112
Tel: (02) 808 2233
Contact: Ruth Grayson - Director

Physical Aids for the Disabled Programme
NSW Department of Health
Level 23
McKell Building
Rawson Place
SYDNEY NSW 2000
Tel: (02) 217 5878
Contact: Valerie Lord - State Co-ordinator

Pharmcy Guild f Aust
79 Lithgow Street
ST LEONARDS NSW 2065
Tel: (02) 438 3333
Fax: (02) 439 5625

National Register of Therapeutic Goods
Dept of Community Services & Health

g GPO Box 9848
CANBERRA ACT 2601
Tel: (062) 860 249
Tlx: 61209
Fax: (062) 816 946
Contact: Natalie Trafford, Information Officer
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ACTIVE IN THE AUSTRAIAN

MEDICAL BQUIPXEN AND REALM CRE M(RE=

Producta & Services

Akbbott Australian Holdings
Pty Ltd
Captain Cook Drive
EURNELL NSW 2230
Tel: (02) 668 9711
Tlx: AA 120812

Parent: Abbott Laboratories
North Chicago, USA

Anscîl Medical
South Gippsland Highway
DANDENONG VIC 3175
(03) 791 2055
Fax: (03) 791 4579
Tlx: AA 34132

Austral ian Pharmaceutical
Industries
PO Box 123
WENTWORTRVILLE NSW 2145
Tel: (02) 683 0683
Fax: (02) 683 6193

Baxter Hca lthcarc Pty Ltd
Oakes Road
OLD TOONGABEZE NSW 2146
Tel: (02) 688 9111
Fax: (02) 688 9123
Tîx: AA 23126

Pharmaceutical druga and
uiedicines, hospital products,
diagnostic instruments,
nutritionals, hair and *ye
products

care

Ambidextrous examination gloves
(sterile and fon-sterile)*,
forceps, dissecting surgical Tel:
gloves, wound closure system

Bochringer Mannheia
Byfield Street
RYDE KSW 2113
(02) 888 2122
Fax: (02) 888 5619
Tîx: AA 22955

Australia Biochemistry analysera, blood 6-8
glucose meters, blood glucose NORTH
test strips, celi counters, Tel:
chemicals and reagents,
diagnostic reagents and
apparatus, urine test strips

Xh~QL

Comany

NhulwAcruzm
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Producta & Services
C cont' d)

De Puy (division of Boehringer
Australia)

Edwards Medical
Box 27
NARELLAN NSW 2567
Fax: (046) 55 2644

Grajen Medical Aida
247 Henley Beach Road
TORRENS VILLE SA 5031
Tel: <08) 43 5399

Johnson & Johnson Australia
Pty Ltd
154 Pacific Nighway
LEONARDS NSW 2065
Tel: <02) 439 0066
(02) 439 4128
Tix: AA 24610

Kiiberly-Clark Australia Pty
Ltd
20 Alfred Street
NILSONS POINT NSW 2061
Tel: (02) 929 7133
Fax: (02) 957 5687
Tix: AA 21266

Anti-einbolish stockings,, Xannbeim
crutches, iiedical tapes,
occupational therapy equipuent,
orthopaedic implants, orthopaedic
softgoode, physiotherapy
equipment, splinting and caahing
supplies, surgical braces and
surgical corsets

Incontinence pada, lab equipment PO
for Biotech field

Shover fittinga for disabled

Brand namea; critikon (cardiac
cathetera), extracorporeal
(haemodialysis accessories), j-ST
vac (closed wound drainage
systems), holter IV (pumpa and Fax:
sets), simplicity IV (pumps and
sets), oxychek (oxygen monitors),
berman (ongioqraphic
cathetera) ,jelco IV (catheters)

Paper manufacturera, converters
and diatributora

Distributor of raedical equipment
manufactured by Japanese
company, Nihon Kohden

e

e

ÇCOMD&ny
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Products & Services
(Cont 'd)

Smith & Nephew (Aust> Pty Ltd
211-225 Wellington Road
CLAYTON VIC 3168
(PO Box 150)
(03) 566 1200
Fax: (03) 560 9479
Tix: AA 31926

The. Boots Company <Aust) Pty
Ltd
21 Loyalty Road
NORTH ROCKS NSW 2151.
Tel: (02) 630 5555
Tîx: AA 27410

Parent; The Boots Comipany Pic,
UR

3M Australia Pty Ltd
950 Pacific Highway
PYMBLE NSW 2073
Tel: (02) 498 9333

Blood lancets, disposable
scalpels, hypodermic needies,
paediatric urine collection
bags, scalpel blade renovers, Tel:
stitch cutters, surgical
blades, syringe/needie
destructors, urinary/drainage bag

Manufacturer and distributor of
pharzuaceuticals, sterile
injectables, sweeteners,
cosmetics, toiletries, surgical
plastics and bandages

Brand names (related to medical
f ield); Blenderm (surgical
tape), Coban Celastic

(banages, Filtron (surgical
mask) , Iso- drape (surgical
drape), Littman Parent; Minnesota
Mining & (stethoscopes, EGC
mounting Manufacturing Co,
USAsystems, nurescope), Micropore
(surgical tape), Steri-Drape
(surgical drapes), transpore
(surgical tape), Triziax (x-ray
f ilmI, intensifying screen), 3M
(filmi cleaners, surgery
instruments, porcelain, rubber,
cable tera systems)



9 APPENDIX A

GUI DELINES FOR IMPORTERS OF THERApEUTIrC SUBSTANCES

IINTO UTAA

The Departuent of Coumunity Services and Heaith controls t.heimportation and distribution of therapeutic substances intoIAustralia. This contrai is adainistered under the legisiativeprovisions of the Customs (Prohibited Imports) Regulations and the
Therapeutic Goods Act.

*Therapeutia Substance" means a substance, inciudinq amixture or compound cf substances, that has a
therapeutic use and includes a surgicai ligature, suture

I "Therapeutic Use" means a use for the purpose of:
A. Preventing, diagnosing, curing or aiieviating of a

disease,1 ailment, defect or injury in persans or inj animais;

B. The infiuencing, inhibiting or modifying cf aj physiolagicai process in persans or animais; orW

C. The testing of the susceptibiiity of persans or animais
ta a disease or aiiment.

For the purpose of the Therapeutic Goads Act, Hgaods forf therapeutic use" means goods that are, whether in writing or
otherwise, represented ta be, or are iikeiy ta be taken ta be, fortherapeutic use, and inciudes gooda for use in contraception andJtesting for penny
Persans or companies wishing ta import therapeutic substances intoAustraiia must make an application in vriting ta this Department.I Appiicants shouid ailow a minimum cf 28 days for their applicationta be considered and âg Iinto-store"m permits viii b. issued within
this 28 day period. Before a permit or permission to import isgranted the Secretary ta the Department may require suchinformation as i. necessary ta estabiish that the substanceproposed for importation conforms to acceptable standards of

t quaiity, safety and efficacy.



FINISIIED PRODUCTS CFE ORTE couNTER'e TypE

Productu consisting of therapeutic substances and excipientsalready used ini productu availabie on the Australian market viibe considered for importation. Applications shouid b. accompanied
by:
A. Compl.ted Fora H1312 - National Register of TherapeuticI Qoods which must give full formulation details and listing&Ul substances in the formulation using Australian ApprovedNames or chemical names if substances do flot have AustralianApproved Names. (Herbai ingredients by correct botanicaiI naine.> The actuai amounts of *ach active ingredient perdosage unit ini descending numericai order must aiso bestated. If coiourings are included indicate the Colour Index

Number.
B. Draft copies or mock-ups of ail iabeliing, packaging andpromotionai materiai vhich it i. proposed to use fordistribution in Australia. Draft labels and packagingsubmitted must confiru to Therapeutic Gooda Order No 22described in the next section.
C. Certificat. of Pharmaceuticai Product for each item, issuedby the Regulatory Authority in the Country of Origin.

The Commonwealth Departinent of Coiuiunity Services and Heaithexpects that responsibilities r.iating to State Heaith Regulationsviii b. complied with by the importer. State Heaith Departinentsshould be consuîted if necessary.

Foilowing examination of thi. information by the Department

required.

Applicants are provided vith a copy of TEERAPEUTIC GOODS ORDER NO22 with which ail labels and packaging for therapeutic goodsmarketed in Australia are expected to conform in ail respects.

The Department requi res that labels for ail f inished producta
imported into Australia shahl include the folloving information in

product.



a. where there is an Australian Approvei Name the
±ngredient must be indentified by that name;W

b. viiere there is no Australian Approvei Name the nauieI providei on the. label shall b. a name approvei by the.
Seretary to the Departa.nt of Comunity Services andiI NHealtii; andi

C. where an active ingredient in of herbai origin the
internationally recognisei botanJical name <Latin)
shall b. statei.

I 3. The quantity or proportion of ail active su*bstances in the
product.

g 4.* The naine of the. dosage form.

5. The quantity of the gootis in the. package.

6. Warning statqeaents, if any.

7. The Batch Number of thie goods immediately precedeti by the.
words Satch No. or the. syiubol (B).

S. Expiry date in approvei format.

9. Storage conditions.

10. Directions for use.

11.. The. name and ad4res. of the. Austral ian distributor. This
must include street naine andi street number. Post Box numbers
or codes are not acceptable.

ALSO

1.2. Urnder the terms of the Commerce (Imports) RegulationsI labelling must include the naine of the country in w1hich the
goods wer. miade or produceti, ini prowinent anti legiblej charaçters.

Applicants shud read the above details Iin conuntion vitii
Ther.peutip Gopds Qr4er No 22 as there may be otiier requirements
on. certain~ types of gopdp.

The metric syst*u in~ the. officiai system of veiqhts andi measuresI in Australia. Substances should b. label led in descending order

of eegto oue



For lover the counter' medications, ciaiius ueut conform to, theI Media Council of Australia Therapeutic Goods Advertising Code andthe >15W Therapeutic Gooda and Cosmetics Act (if the gooda are to
b. sold in NSW). Generally modest dlaims vhich do flot contravenei the Advertising Code, are permitted. Extravagant, unsUbstantiatedand illegal dlaims are flot permitted and applications containing
such dlaims vili be returned.

I There may be additional restriction. on permitted, caims for
certain classes of products, eg. Slimming Products,, fair and
Scalp productat Vitamins etc.

If more than one language i. to b. used - dlaims vhich are flot

ipermitted In English, may not be made in other lnugs
CERTIFICATION FOR FINISHED PROWXOT

Australian manufacturers of therapeutic gooda are inspected
regjuiarly by authorised personnel f rom both State and FederalI Mealth authorities to ensure that their manufacturing faciltiesand procedures are of satisfactory standards as recommended in the
voluntary Australian Code 0f.Good Manufacturing Practice.

In order to ensure that imported therapeutic substances of this
type are of comparable standard, intending importers are requested
to provide, in addition to the above information, "Certif ication
of Pharmaceutical Product".
Such certif ications are issued by the Health authorities of
nations signatory to the World Health organisation agreement and
in accordance vith guidelines issued by the World flealth
organisation in relation to the mnanufacturing quality ofJ Pharmaceutical Producta moving in International Commerce.

In some instances Certification of Pharmaceutical Product cannot
be obtained f rom the country of origin because:
1. That country i. not signatory to the World fl.alth agreement;

or

2. The product i. not classed as a therapeutic substance (for
example, some countries cons ider vitamin compounds to beI nutritional substances).

In these circumatances, the Department expects that an appropriate
Regulatory Body <eg. State or Province), of the country in vhich
the produot vas manufactured viii issue Certification to
demonstrate that:

Ia. the goods are manufactured in accordance vith a
recognised Code of Goods Manufacturing Practice.



b. the premaises and manufacturing procedures are regularlyinspected ta ensure compliance with the Code.

ce thie goods are on f ree sale vithin the country of*origin, and do flot contravene that Country'saRegulations for such goods. For goods originating fromthe. USA, this utatement must come from thle PDA.
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