DEPARTMENT OF HEALTH AND AGEING

Allocation Amendment Principles 2003 (No. 1)
under s. 96-1(1) of the Aged Care Act 1997

Aged Care Act 1997

Made 03/03/2003

Tabled 19/03/2003 S 18/03/2003 HR
Summary  Make amendments to the appointment

of government officersto Aged Care
Planning Advisory Committees, and
make other related amendments.

Australian Radiation Protection and Nuclear
Safety Amendment Regulations 2003 (No. 1)
Statutory Rules 2003 No. 90

Australian Radiation Protection and Nuclear Safety
Act 1998

Made 15/05/2003
Tabled 16/06/2003 S 26/05/2003 HR
Summary  Provide that the application processto

obtain afacility licence for the

National Radioactive Waste Repository
comes within the definition of nuclear
installation as prescribed by the
Principal Regulations.

Committee Amendment Principles 2003 (No. 1)
under s. 96-1(1) of the Aged Care Act 1997

Aged Care Act 1997

Made 11/07/2003

Tabled 11/08/2003 S 11/08/2003 HR
Summary  Provide for the appointment of an

acting Commissioner for Complaints
and make rel ated amendments.

Conformity Assessment Standards Order No. 1
under s. 41DC of the Therapeutic Goods Act 1989

Therapeutic Goods Act 1989

Made 20/02/2003
Tabled 19/03/2003 S 18/03/2003 HR
Summary  Specifies various conformity standards
relevant to the implementation of
manufacturers’ quality management

systems.

Conformity Assessment Standards Order No. 2
under s. 41DC of the Therapeutic Goods Act 1989

Therapeutic Goods Act 1989

Made 20/02/2003
Tabled 19/03/2003 S 18/03/2003 HR
Summary  Specifies conformity assessment
standards relevant to quality assurance
techniques for controls applicable to
non-viable animal tissues and their
derivatives used in the manufacture of
medical devices.

Declaration No. PB 01 of 2003 under s. 85(2AA)
of the National Health Act 1953

National Health Act 1953

Made 08/01/2003
Tabled 03/03/2003 S 03/03/2003 HR
Summary  Specifiesthat Part V11 of the Act no
longer appliesto certain drugs and
medicinal preparations.
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Declaration No. PB 02 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made
Tabled

Summary

08/01/2003
03/03/2003 S 03/03/2003 HR
Specifies the drugs and medicinal
preparations that are pharmaceutical
benefits under Part VI of the Act.

Declaration No. PB 04 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made
Tabled

Summary

12/02/2003
03/03/2003 S 03/03/2003 HR
Provides that the drug
hydrochlorothiazideis a

pharmaceutical benefit for the purposes
of the Act.

Declaration No. PB 05 of 2003 under s. 85(2AA)
of the National Health Act 1953

National Health Act 1953

Made
Tabled

Summary

10/04/2003
13/05/2003 S 13/05/2003 HR
Specifies the names of drugs and
medicinal preparations that are no
longer to be pharmaceutical benefits.
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Declaration No. PB 06 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made
Tabled

Summary

10/04/2003
13/05/2003 S 13/05/2003 HR
Makes amendmentsto the list of drugs
and medicinal preparationsthat are
available as pharmaceutical benefits.

Declaration No. PB 08 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made
Tabled

Summary

17/06/2003
12/08/2003 S 11/08/2003 HR
Declares certain drugs or medicinal
preparations to be pharmaceutical
benefits under Part V11 of the Act.

Declaration No. PB 09 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made
Tabled

Summary

30/06/2003
12/08/2003 S 11/08/2003 HR
Declares that Etanerceptisa
pharmaceutical benefit under Part V1|
of the Act.

2003 DELEGATED LEGISLATION MONITOR



Declaration No. PB 10 of 2003 under s. 85(2AA)
of the National Health Act 1953

National Health Act 1953

Made 23/07/2003
Tabled 12/08/2003 S 11/08/2003 HR
Summary  Declaresthat erythromycin stearateis

no longer a pharmaceutical benefit
under Part VII of the Act.

Declaration No. PB 11 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made 23/07/2003
Tabled 12/08/2003 S 11/08/2003 HR
Summary  Declares certain drugs and medicinal

preparations to be pharmaceutical
benefits under Part V11 of the Act, and
makes provision for the submission and
authorisation of applications for
authority prescriptions for restricted
benefits by email.

Declaration No. PB 13 of 2003 under s. 85(2AA)
of the National Health Act 1953

National Health Act 1953

Made 13/10/2003
Tabled 24/11/2003 S 04/11/2003 HR
Summary  Providesthat Thioridazineis no longer

adrug or medicinal preparation that is
supplied under the pharmaceutical
benefits scheme.
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Declaration No. PB 14 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made 13/10/2003
Tabled 24/11/2003 S 04/11/2003 HR
Summary  Specifies drugs and medicinal

preparations that are available as
pharmaceutical benefits.

Declaration No. PB 16 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made 30/10/2003
Tabled 24/11/2003 S 04/11/2003 HR
Summary  Amendsthelist of drugs and medicinal

preparations that are available as
pharmaceutical benefits.

Declaration No. PB 17 of 2003 under s. 85(2)
of the National Health Act 1953

National Health Act 1953

Made 20/11/2003
Tabled 02/12/2003 S 27/11/2003 HR
Summary  Specifiesthe circumstances relating to

the prescription of two drugs as
pharmaceutical benefits.
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Declaration QAA No. 1/2003 under s. 124X
of theHealth Insurance Act 1973

Health Insurance Act 1973

Made 21/03/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Declares two activities conducted by

the Royal Australian and New Zealand
College of Obstetricians and

Gynaecol ogists for the purposes of Part
VC of the Act.

Declaration QAA No. 2/2003 under s. 124X
of the Health I nsurance Act 1973

Health Insurance Act 1973

Made 01/08/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Amendsthelist of activitiesthat are

declared to be quality assurance
Activitiesto which Part VC of the Act

applies.

Determination No. PB 03 of 2003 under paragraph
98C(1)(b) of the National Health Act 1953

National Health Act 1953

Made 08/01/2003
Tabled 03/03/2003 S 03/03/2003 HR
Summary  Specifiesthe conditions under which

payments will be made in respect of the
supply of pharmaceutical benefits by
approved pharmacists and approved
medical practitioners.
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Determination No. PB 07 of 2003 under paragraph
98C(1)(b) of the National Health Act 1953

National Health Act 1953

Made 10/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Amendsthelist of pharmaceutical

benefits that must be suppliedin a
complete pack regardless of any lesser
quantity ordered on a prescription.

Deter mination No. PB 12 of 2003 under paragraph
98C(1)(b) of the National Health Act 1953

National Health Act 1953

Made 23/07/2003
Tabled 12/08/2003 S 11/08/2003 HR
Summary Specifies the conditions under which

payments will be made in respect of the
supply of pharmaceutical benefits by
approved pharmacists and approved
medical practitioners.

Determination No. PB 15 of 2003 under paragraph
98C(1)(b) of the National Health Act 1953

National Health Act 1953

Made 13/10/2003
Tabled 24/11/2003 S 04/11/2003 HR
Summary  Specifies the conditions under which

payments will be made in respect of the
supply of pharmaceutical benefits by
approved pharmacists and approved
medical practitioners.
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Determination No. PHS 01/2003 pur suant to
s. 5D(1) of theNational Health Act 1953

National Health Act 1953

Made 17/02/2003
Tabled 05/03/2003 S 05/03/2003 HR
Summary  Specifiesthe service provided by the

Sydney Adventist Hospital for the
purposes of the definition of outreach
serviceins. 4(1) of the Act.

Deter mination No. PHS 02/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 25/02/2003
Tabled 05/03/2003 S 05/03/2003 HR
Summary  Substitutes a new Schedule 5 to the

Determination dated 30 June 1999
dealing with surgically implanted
prostheses, human tissue items and
other medical devices.

Determination No. PHS 03/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 18/03/2003
Tabled 26/03/2003 S 25/03/2003 HR
Summary  Amends the benefits payable for

overnight accommodation to Nursing
Home Type Patientsin private and
public hospitals.
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Determination No. PHS 04/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 01/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Makes a number of minor amendments

to Schedule 5 of the Principal
Determination, concerning Benefits
Payable in Respect of Surgically
Implanted Prostheses, Human Tissue
Items and Other Medical Devices.

Determination No. PHS 05/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 07/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Increases the default benefit payable

for overnight accommodation to
nursing home type patientsin public
hospitalsin the Northern Territory.

Determination No. PHS 06/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 29/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Substitutes anew Schedule 1 to the

Principal Determination, concerning
benefits payable for overnight
accommodation in certain hospitals.
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Determination No. PHS 07/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 29/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Substitutes a new Schedule 3 to the

Principal Determination, concerning
benefits payable for same day hospital
accommodation.

Determination No. PHS08/2003 pursuant to
s. 5D(1) of theNational Health Act 1953

National Health Act 1953

Made 28/05/2003
Tabled 26/06/2003 S 25/06/2003 HR
Summary  Specifies services provided by the St

John of God Health Care private
hospital in Murdoch, Western Australia
for the purposes of the definition of
outreach service under the Act.

Determination No. PHS 09/2003 pursuant to
s. 5D(1) of theNational Health Act 1953

National Health Act 1953

Made 28/05/2003
Tabled 26/06/2003 S 25/06/2003 HR
Summary  Specifies services provided by the St

John of God Health Care private
hospital in Subiaco, Western Australia,
and the Bethesda Hospital in
Claremont, Western Australia, for the
purposes of the definition of outreach
service under the Act.
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Determination No. PHS 10/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 27/06/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Addsanew Schedule 9 to the Principal

Determination, dealing with rural and
regional default benefits for overnight
and day only treatment.

Deter mination No. PHS 11/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 26/06/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Substitutes anew Schedule 1 to the

determination made on 30 June 1999,
concerning benefits payable for
overnight accommodation in private
hospitalsin all States and Territories
and in recognised hospitalsin Victoria
and Tasmania.

Determination No. PHS 12/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 26/06/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Substitutes anew Schedule 2 to the

determination made on 30 June 1999,
dealing with levels of benefit for
overnight accommodation in shared
ward accommodation in recognised
hospitalsin all States and Territories
except Victoriaand Tasmania.
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Determinatian No. PHS 13/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 26/06/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Substitutes a new Schedule 3 to the

determination made on 30 June 1999,
concerning benefits payable for same
day accommodation.

Deter mination No. PHS 14/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 26/06/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Substitutes a new Schedule 4 to the

determination made on 30 June 1999,
dealing with benefits payable for
Nursing Home Type Patient
accommodation in public hospitals.

Determination No. PHS 15/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 26/06/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Substitutes anew Schedule 8 to the

determination made on 30 June 1999,
dealing with benefits payable for
outreach servicesin hospital and day
hospital facilities.
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Determination No. PHS 16/2003 pursuant to
s. 5D(1) of the National Health Act 1953

National Health Act 1953

Made 27/06/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Specifies services provided by certain

hospitals for the purposes of the
definition of outreach serviceins. 4(1)
of the Act.

Determination No. PHS 17/2003 pursuant to
s. 5D(1) of theNational Health Act 1953

National Health Act 1953

Made 27/06/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Specifiesaservice provided by certain

hospitals for the purposes of the
definition of outreach serviceins. 4(1)
of the Act.

Determination No. PHS 18/2003 under paragraph
(bj) of Schedule 1tothe National Health Act 1953

National Health Act 1953

Made 25/08/2003
Tabled 08/09/2003 S 08/09/2003 HR
Summary  Substitutes anew Schedule 5 to the

determination made on 30 June 1999,
dealing with surgically implanted
prostheses, human tissue items and
other medical devices.

2003 DELEGATED LEGISLATION MONITOR



100

Determination No. PHS 19/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 17/09/2003
Tabled 29/10/2003 S 03/11/2003 HR
Summary  Substitutes anew Schedule 4 to the

Principal Determination, dealing with
benefit levels for nursing home type
patient accommodation.

Determination No. PHS 20/2003 pur suant to
s. 5D(1) of theNational Health Act 1953

National Health Act 1953

Made 23/09/2003
Tabled 27/10/2003 S 23/10/2003 HR
Summary Specifies the Albert Road Clinic

Outreach Services Program as an
outreach service.

Determination No. PHS 21/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 13/10/2003
Tabled 27/10/2003 S 23/10/2003 HR
Summary  Makes minor amendmentsto Schedule

5 of the Principal Determination,
dealing with benefits payable in respect
of surgically implanted prostheses,
human tissue items and other medical
devices.

Determination No. PHS 22/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made 28/10/2003
Tabled 24/11/2003 S 03/11/2003 HR
Substitutes a new Schedule 1 in the
determination made on 30 June 1999,
concerning benefits payable for
overnight accommodation in private
hospitalsin all States and Territories,
and in shared ward accommodation in
Victoriaand Tasmania.

Summary

Determination No. PHS 22/2003 pur suant to
s. 5D(1) of theNational Health Act 1953

National Health Act 1953

Made 24/10/2003
Tabled 24/11/2003 S 24/11/2003 HR
Summary  Specifiesthat relevant health services

provided as part of the Pinelodge
Clinic Private Hospital Dandenong
Outreach Service are outreach services
for the purposes of the Act.

Determination No. PHS 23/2003 pursuant to
s. 5D(1) of the National Health Act 1953

National Health Act 1953

Made 24/10/2003
Tabled 24/11/2003 S 24/11/2003 HR
Summary  Specifiesthat relevant health services
provided as part of six specified
outreach services are outreach services
for the purposes of the Act.
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Determination No. PHS 23/2003 under paragraph
(bj) of Schedule 1 to theNational Health Act 1953

National Health Act 1953

Made
Tabled

Summary

28/10/2003
24/11/2003 S 03/11/2003 HR
Substitutes a new Schedule 3in the
determination made on 30 June 1999,
concerning benefits payable for same
day accommodation in hospital and day
hospital facilitiesin all States and
Territories.

Determination of Adjusted Subsidy Residential
Care Services under paragraph 44-19(1)(b) of the

Aged Care Act 1997

Aged Care Act 1997

Made 19/05/2003

Tabled 16/06/2003 S 02/06/2003 HR
Summary  Specifiesthose residential care services

that are adjusted subsidy residential
care services.

Determination under paragraph 3GC(3)(a) of the
Health Insurance Act 1973

Health Insurance Act 1973

Made
Tabled

Summary

20/12/2002
05/02/2003 S 04/02/2003 HR
Specifies the persons who are
appointed as members of the Medical
Training Review Panel.

Determination under paragraph 3GC(3)(a) of the
Health Insurance Act 1973

Health Insurance Act 1973

Made
Tabled

Summary

25/09/2003
13/10/2003 S 09/10/2003 HR
Specifies persons who are appointed as
members of the Medical Training
Review Panel.

Gene Technology (Recognition of Designated
Areas) Principle 2003 under s. 21(1) of the Gene
Technology Act 2000

Gene Technology Act 2000

Made
Tabled

Summary

31/07/2003
08/09/2003 S 08/09/2003 HR
Provides for the recognition of areas
designated under a State law for the
purpose of preserving theidentity of
GM crops for marketing purposes.

Health Benefits Organizations— Capital

Adequacy Standard 2003 under s. 73BCG(1)
of the National Health Act 1953

National Health Act 1953

Made
Tabled

Summary

17/06/2003
26/06/2003 S 26/06/2003 HR
Specifies the capital adequacy standard
for registered health benefits
organizations.
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Health Benefits Organizations— Interpretation
Standard 2003 under ss. 73BCB(1) and 73BCG(1)
of the National Health Act 1953

National Health Act 1953

Made 17/06/2003
Tabled 26/06/2003 S 26/06/2003 HR
Summary  Specifiesthe requirementsfor

determining the various components of
the Solvency Standard and the Capital
Adequacy Standard of registered health
benefits organizations.

Health Benefits Organizations— Solvency
Standard 2003 under s. 73BCB(1) of the National
Health Act 1953

National Health Act 1953

Made 17/06/2003
Tabled 26/06/2003 S 26/06/2003 HR
Summary  Specifiesthe solvency standard for
registered health benefits

organizations.

Health Benefits Reinsurance (Recor ds of
Organisations) Amendment Deter mination 2003
(No. 1) under s. 73BB(1) of theNational Health Act
1953

National Health Act 1953

Made 13/01/2003
Tabled 05/02/2003 S 04/02/2003 HR
Summary  Specifies the datato be provided to the

Private Health Insurance
Administration Council by registered
organizations for the purposes of
calculating reinsurance.

Health Insurance (Amendment) Deter mination
HS/01/2003 under s. 3C(1) of theHealth Insurance

Act 1973

Health Insurance Act 1973

Made 22/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
M akes amendments to the payment of
Medicare benefitsin respect of certain
deep brain stimulation services.

Summary

Health Insurance (Amendment) Deter mination
HS/06/2003 under s. 3C(1) of theHealth Insurance
Act 1973

Health Insurance Act 1973

Made 30/09/2003
Tabled 13/10/2003 S 13/10/2003 HR
Summary  Specifiesincreasesin the feesfor

certain health services.

Health Insurance Amendment Regulations
2003 (No. 1)
Statutory Rules 2003 No. 87

Health Insurance Act 1973

Made 15/05/2003
Tabled 16/06/2003 S 26/05/2003 HR
Summary  Amend the Principal Regulationsasa
consequence of the making of the
Health Insurance Amendment
(Diagnostic Imaging, Radiation
Oncology and Other Measures) Act
2003.
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Health Insurance Amendment Regulations
2003 (No. 2)
Statutory Rules 2003 No. 254

Health Insurance Act 1973

Made 09/10/2003
Tabled 27/10/2003 S 23/10/2003 HR
Summary Insert three additional diagnostic

imaging servicesinto thelist of such
services that can be requested by dental
practitioners, and remove oneitem
from that list.

Health Insurance (Approval of Billing Agents)
Guidelines 2003 under s. 20AB(3) of theHealth
Insurance Act 1973

Health Insurance Act 1973

Made 28/03/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Provide guidelines for the approval of

billing agents.

Health Insurance (Approval of Billing Agents)
Guidelines 2003 under s. 20AB(3) of theHealth
Insurance Act 1973

Health Insurance Act 1973

Made 28/03/2003
Tabled 16/06/2003 S 02/06/2003 HR
Summary  Consolidate previous amendments to

the Guidelines for the approval of
billing agents and make other minor
changes.

103

Health Insurance (Botulinum Toxin)
Determination HS/04/2003 under s. 3C(1)
of theHealth Insurance Act 1973

Health I nsurance Act 1973

Made 11/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Providefor the payment of M edicare

benefits with respect to treatments of
certain medical conditions with
botulinum toxin.

Health Insurance Commission (Additional
Functions— Prescription Shopping Project)
Determination 2003 made under s. 8AA(4) of the
Health | nsurance Commission Act 1973

Health Insurance Commission Act 1973

Made 14/03/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Conferscertain powers and functions

on the Health Insurance Commission
regarding the prescription shopping
project.

Health Insurance Commission Amendment
Regulations 2003 (No. 1)
Statutory Rules 2003 No. 161

Health I nsurance Commission Act 1973

Made 25/06/2003
Tabled 11/08/2003 S 11/08/2003 HR
Summary  Confer powers on the Health Insurance

Commission to administer provisions
in the Health Insurance Act 1973
concerning diagnostic imaging and
radiation oncology services.
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Health Insurance Determination HS/05/2003
under s. 3C(1) of the Health Insurance Act 1973

Health Insurance Act 1973

Made 27/06/2003
Tabled 11/08/2003 S 11/08/2003 HR
Summary  Revokesan earlier Health Insurance

Determination concerning specified
positron emission topography services.

Health Insurance (Diagnostic | maging Services
Table) Amendment Regulations 2003 (No. 1)
Statutory Rules 2003 No. 68

Health Insurance Act 1973

Made 16/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Amend the description of certain items

in the diagnostic imaging services

Table, and provides that an item in the
Table includes the diagnostic imaging
procedure used for rendering that item.

Health Insurance (Diagnostic | maging Services
Table) Amendment Regulations 2003 (No. 2)
Statutory Rules 2003 No. 98

Health Insurance Act 1973

Made 28/05/2003
Tabled 16/06/2003 S 04/06/2003 HR
Summary  Amend the description of diagnostic

imaging service found in the Table, and
also amend the fees for certain cardiac

imaging.

Health Insurance (Diagnostic I maging Services
Table) Regulations 2003
Statutory Rules 2003 No. 268

Health Insurance Act 1973

Made 21/10/2003
Tabled 29/10/2003 S 03/11/2003 HR
Prescribe a new table of diagnostic
imaging services for the 12 month
period commencing on 01 November
2003.

Summary

Health Insurance (Eligible Collection Centres)
Approval Principles 2003 under s. 23DNBA(4)
of theHealth Insurance Act 1973

Health Insurance Act 1973

Made 07/05/2003
Tabled 16/06/2003 S 26/05/2003 HR
Summary  Specify the process for making, and the
criteriafor considering, applications for
approval of eligible pathology
specimen collection centres, together
with related provisions.

Health Insurance (General Medical Services
Table) Amendment Regulations 2003 (No. 1)
Statutory Rules 2003 No. 69

Health Insurance Act 1973

Made 16/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Make a number of amendmentsto the
table of general medical services.

Summary
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Health Insurance (General Medical Services
Table) Regulations 2003
Statutory Rules 2003 No. 255

Health Insurance Act 1973

Made 09/10/2003
Tabled 27/10/2003 S 23/10/2003 HR
Summary  Prescribe anew table of medical

servicesthat are eligible for Medicare
benefits for the twelve month period
commencing on 01 November 2003.

Health Insurance (Pathologist-deter minable
Services) Deter mination 2003 under s. 4BA of the
Health Insurance Act 1973

Health Insurance Act 1973

Made 10/09/2003
Tabled 07/10/2003 S 07/10/2003 HR
Summary  Specifies the classes of pathology

services that are pathol ogi st-
determinabl e services for the purposes
of the Act.

Health I nsurance (Pathology Services Tabl €)
Amendment Regulations 2003 (No. 1)
Statutory Rules 2003 No. 70

Health Insurance Act 1973

Made 16/04/2003
Tabled 13/05/2003 S 13/05/2003 HR
Summary  Make anumber of amendmentsto the

pathology servicestable.
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Health Insurance (Pathology Services Table)
Amendment Regulations 2003 (No. 2)
Statutory Rules 2003 No. 295

Health Insurance Act 1973

Made 20/11/2003
Tabled 01/12/2003 S 01/12/2003 HR
Summary  Specify increasesin fees for pathology

services, used for the calculation of
Medicare benefits.

Health Insurance (Pathology Services Table)
Regulations 2003
Statutory Rules 2003 No. 256

Health Insurance Act 1973

Made 09/10/2003
Tabled 27/10/2003 S 23/10/2003 HR
Summary  Prescribe anew table of pathology

servicesthat are eligible for Medicare
benefits for the twelve month period
commencing on 01 November 2003.

Hearing Services Rules of Conduct Amendment
Rules 2003 (No. 1) under s. 17(1) of the Hearing
Services Administration Act 1997

Hearing Services Administration Act 1997

Made 05/06/2003
Tabled 26/06/2003 S 25/06/2003 HR
Summary  Providefor anincreasein the

maximum annual fee that may be
charged by a contracted service for the
supply of batteries for, and
maintenance of, devices that are
supplied free of charge to avoucher-
holder under the voucher system.
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Industrial Chemicals (Notification and Information Amendment Principles 2003 (No. 1)
Assessment) Amendment Regulations 2003 (No. 1) under s. 96-1(1) of the Aged Care Act 1997
Statutory Rules 2003 No. 121

Aged Care Act 1997
Industrial Chemicals (Notification and Assessment)
Act 1989 Made 12/11/2003

Tabled 02/12/2003 S 27/11/2003 HR
Made 12/06/2003
Tabled 25/06/2003 S 24/06/2003 HR Summary  Providethat information relating to fire

safety may be disclosed to the chief
Summary  Specify an additional requirement for executive officer of afaire-safety
an application for a Commercial authority.

Evaluation Permit, namely that it must
provide asummary of the chemical’s
health and environmental effects.

Medical Devce Standards Order No. 1 under
s. 41CB of the Therapeutic Goods Act 1989

Industrial Chemicals (Notification and Therapeutic Goods Act 1989

Assessment) Amendment Regulations 2003 (No. 2)

Statutory Rules 2003 No. 150 Made 20/02/2003

. . o Tabled 19/03/2003 S 18/03/2003 HR

Industrial Chemicals (Notification and Assessment)

Act 1989 Summary  Specifies medical device standards for
medical devicesthat require clinical

Made 25/06/2003 evidencein order to demonstrate

Tabled 11/08/2003 S 11/08/2003 HR compliance with specified essential
principles.

Summary  Specify increasesin feesrelating to
applications for the assessment and
notification of industrial chemicals, and
introduce anew fee for the provision of

asearch result on the Australian Medical Device Standards Order No. 2 under
Inventory of Chemical Substances. s. 41CB of the Therapeutic Goods Act 1989

Therapeutic Goods Act 1989

. . o Made 20/02/2003
Industrial Chemicals (Notification and Tabled 19/03/2003 S 18/03/2003 HR
Assessment) Amendment Regulations 2003 (No. 3)
Statutory Rules 2003 No. 192 Summary Specifies medical device standards for
, , L the risk analysis and risk management
Industrial Chemicals (Notification and Assessment) methods concerning medical devices.
Act 1989
Made 30/07/2003
Tabled 11/08/2003 S 11/08/2003 HR

Summary  Specify anincrease in registration
charges for renewal of company
registration, introduce alate renewal
penalty, and make other consequential
amendments.
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Medical Device Standards Order No. 3 under
s. 41CB of the Therapeutic Goods Act 1989

Therapeutic Goods Act 1989

Made 20/02/2003

Tabled 19/03/2003 S 18/03/2003 HR
Summary  Specifies medical device standards for
medical devicesthat are required to be

sterile.

Medical Indemnity Amendment Regulations
2003 (No. 1)
Statutory Rules 2003 No. 250

Medical I ndemnity Act 2002

Made 09/10/2003
Tabled 13/10/2003 S 13/10/2003 HR
Summary  Specify certain exemptions for persons

participating in the IBNR Scheme.

Medical Indemnity Amendment Regulations
2003 (No. 2)
Statutory Rules 2003 No. 264

Medical I ndemnity Act 2002

Made 21/10/2003
Tabled 27/10/2003 S 23/10/2003 HR
Summary  Specify exemptions for persons

participating in the IBNR Scheme, and
alter the payment date to 01 June 2004
for the 2003/2004 contribution year.

Medical Indemnity (IBNR Indemnity)
Contribution Regulations 2003
Statutory Rules 2003 No. 197

Medical Indemnity (IBNR Indemnity) Contribution
Act 2002

Made 30/07/2003
Tabled 11/08/2003 S 11/08/2003 HR
Summary  Specify theimposition day for the
contribution year beginning 01 July
2003 for the purposes of the Incurred
But Not Reported Liabilities Scheme.

Medical Indemnity (Non-participating MDOS)
Determination 2003 under s. 12(1) of the Medical
I ndemnity Act 2002

Medical I ndemnity Act 2002

Made 05/08/2003
Tabled 18/08/2003 S 14/08/2003 HR
Summary  Listsmedical defence organisations
that are not participating MDOsin the
Incurred But Not Reported Liability

Scheme.

Medical Indemnity Regulations 2003
Statutory Rules 2003 No. 208

Medical I ndemnity Act 2002

Made 14/08/2003
Tabled 19/08/2003 S 18/08/2003 HR
Prescribe various matters relating to the
Incurred But Not Reported Liabilities
Scheme, including the rate of penalties
for late payment.

Summary
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Medical Indemnity Subsidy Scheme 2003 under
s. 43(1) of theMedical I ndemnity Act 2002

Medical I ndemnity Act 2002

Made 20/06/2003
Tabled 26/06/2003 S 25/06/2003 HR
Summary  Establishesthe Medical Indemnity

Subsidy Scheme for certain medical
practitioners.

Medi cal Indemnity (Unfunded IBNR factor —

United Medical Protection Limited) Determination
2003 under paragraph 22(1)(b) of the Medical
I ndemnity Act 2002

Medical I ndemnity Act 2002

Made 05/08/2003
Tabled 18/08/2003 S 14/08/2003 HR
Summary  Specifiesthat the unfunded IBNR

factor for United Medical Protection
Limitedisone(1).

National Health (Phar maceutical Benefits)
Amendment Regulations 2002 (No. 2)
Statutory Rules 2002 No. 344

National Health Act 1953

Made 19/12/2002
Tabled 05/02/2003 S 04/02/2003 HR
Summary  Make anumber of amendmentsto the

Principal Regulationsincluding the
addition of arequirement that the full
cost of medicines supplied under the
Pharmaceutical Benefits Scheme be
included on the label.
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National Health (Phar maceutical Benefits)
Amendment Regulations 2003 (No. 1)
Statutory Rules 2003 No. 193

National Health Act 1953

Made 30/07/2003
Tabled 11/08/2003 S 11/08/2003 HR
Summary  Specify afurther method for the

submission and authorisation of an
application to exceed the maximum
quantity and/or number of occasionsin
which the supply of a pharmaceutical
benefit may be repeated in one
prescription.

Quality of Care Amendment Principles 2003
(No. 1) under s. 96-1(1) of the Aged Care Act 1997

Aged Care Act 1997

Made 12/11/2003

Tabled 02/12/2003 S 27/11/2003 HR
Summary  Require approved providers of aged

care to give the Secretary an annual fire
safety declaration.

Resear ch Involving Human Embryos Regulations
2003
Statutory Rules 2003 No. 22

Research Involving Human Embryos Act 2002

Made 20/02/2003
Tabled 03/03/2003 S 03/03/2003 HR
Summary Specify the bodies from which

nominations for the NHMRC Embryo
Research Licensing Committee must
be sought, prescribe guidelines to
which that Committee must have
regard, and specify certain matters for
identity cardsissued by the Chair of the
Committee.
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Residential Care Subsidy Amendment Principles
2003 (No. 1) under s. 96-1(1) of the Aged Care Act

1997

Aged Care Act 1997

Made 26/08/2003

Tabled 08/09/2003 S 08/09/2003 HR
Summary  Amends provisions concerning the

determination by the Minister of
different amounts of basic subsidy
amount.

Therapeutic Goods Amendment Regulations
2002 (No. 5)
Statutory Rules 2002 No. 315

Therapeutic Goods Act 1989

Made 12/12/2002
Tabled 05/02/2003 S 04/02/2003 HR
Summary  Amend provisionsrelating to the

regulation of advertisements of
therapeutic goods, provide that a
patient information document must
accompany prescription medicines, and
make other amendments.

Therapeutic Goods Amendment Regulations
2002 (No. 6)
Statutory Rules 2002 No. 345

Therapeutic Goods Act 1989

Made 19/12/2002
Tabled 05/02/2003 S 04/02/2003 HR
Summary  Amend the Principal Regulationsto

enable specific therapeutic goods to
continue to be made available for
stockpiling in preparation for the
possibility of athreat to public health
caused by an emergency such asa
biological terrorist attack.

Therapeutic Goods Amendment Regulations
2003 (No. 1)
Statutory Rules 2003 No. 111

Therapeutic Goods Act 1989

Made 12/06/2003
Tabled 17/06/2003 S 16/06/2003 HR
Summary  Amend the membership of the
Therapeutic Goods Advertising Code
Council, specify the manner in which
the Secretary of the Department of
Health and Ageing may make
arrangements for the disposal of
unused therapeutic goods, and make
other amendments concerning the
Complaints Resol ution Panel.

Therapeutic Goods Amendment Regulations
2003 (No. 2)
Statutory Rules 2003 No. 151

Therapeutic Goods Act 1989

Made 25/06/2003
Tabled 11/08/2003 S 11/08/2003 HR
Summary  Specify increasesin feesrelating to
therapeutic goods.

Therapeutic Goods Amendment Regulations
2003 (No. 3)
Statutory Rules 2003 No. 257

Therapeutic Goods Act 1989

Made 09/10/2003
Tabled 27/10/2003 S 23/10/2003 HR
Summary  Specify the information that must be
provided in the Patient Information and
Product Information documentation
when a medicine has been
manufactured using human embryos or
human embryonic stem cells.
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Therapeutic Goods Amendment Regulations
2003 (No. 4)
Statutory Rules 2003 No. 258

Therapeutic Goods Act 1989

Made 09/10/2003
Tabled 27/10/2003 S 23/10/2003 HR
Summary  Make various amendmentsto the

Principal Regulations concerning the
recall of therapeutic goods and related
matters.

Therapeutic Goods (Char ges) Amendment
Regulations 2003 (No. 1)
Statutory Rules 2003 No. 152

Therapeutic Goods (Charges) Act 1989

Made 25/06/2003
Tabled 11/08/2003 S 11/08/2003 HR
Summary  Specify increasesin charges relating to

therapeutic goods and post-market
surveillance.

Therapeutic Goods (Emer gency) Exemption 2002
(No. 2) under s. 18A of the Therapeutic Goods Act
1989

Therapeutic Goods Act 1989

Made 12/12/2002
Tabled 05/02/2003 S 04/02/2003 HR
Summary  Permitsthe stockpiling under certain

circumstances of two specified types of
‘autoinjector' which are used to treat
humansin the event of poisoning by
various substances.
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Therapeutic Goods (Emer gency) Exemption 2002
(No. 3) under s. 18A of the Therapeutic Goods Act

1989

Therapeutic Goods Act 1989

Made 12/12/2002
Tabled 05/02/2003 S 04/02/2003 HR
Summary  Permitsthe stockpiling under certain

circumstances of two specified types of
“autoinjector’ which are used to treat
humans in the event of poisoning by
various substances.

Therapeutic Goods (Emer gency) Exemption 2002
(No. 4) under s. 18A of the Therapeutic Goods Act
1989

Therapeutic Goods Act 1989

Made 17/12/2002
Tabled 05/02/2003 S 04/02/2003 HR
Summary  Permitsthe stockpiling of a specified

quantity of amoxycillin antibiotic
suspension.

Therapeutic Goods (Medical Devices) Amendment
Regulations 2003 (No. 1)
Statutory Rules 2003 No. 153

Therapeutic Goods Act 1989

Made 25/06/2003
Tabled 11/08/2003 S 11/08/2003 HR
Summary  Specify increases in the feesrelating to

applications for the inclusion of
medical devicesin the Register of
Therapeutic Goods and related matters.
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Therapeutic Goods (Medical Devices) Amendment
Regulations 2003 (No. 2)
Statutory Rules 2003 No. 259

Therapeutic Goods Act 1989

Made 09/10/2003
Tabled 27/10/2003 S 23/10/2003 HR

Summary  Specify information that must be
identified for the user of amedical
device concerning the sponsor of that
device.

User Rights Amendment Principles 2003 (No. 1)
under s. 96-1(1) of the Aged Care Act 1997

Aged Care Act 1997
Made 27/08/2003
Tabled 08/09/2003 S 08/09/2003 HR

Summary  Allow an approved provider to charge
acare recipient receiving carein an
unfunded place an additional amount
for the provision of aservice if certain
specified criteriaare satisfied.
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