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( NATIONAL BLOOD
AUTHORITY
Letter of transmittal

The Hon Tony Abbott MP
Minister for Health and Ageing
Parliament House

CANBERRA ACT 2600

Dear Minister

We are pleased to present you with the first Annual Report of the National Blood Authority,
incorporating the report of the advisory Board, for the financial year ending 30 June 2004.

The report defails the National Blood Authority's performance against requirements specified under
Outcome 4: Quality Health Care of the Department of Health and Ageing Portfolio Budget Statements
2003-04.

The document has been prepared in accordance with subsections 44(1) and 44(2) of the National
Blood Authority Act 2003, and the guidelines approved by the Joint Committee of Public Accounts and
Audit referred to in subsections 63(2) and 70(2) of the Public Service Act 1999. These guidelines are
applied as a matter of policy to prescribed agencies, including the National Blood Authority, under the
Financial Management and Accountability Act 1997

Subsection 44(3) of the National Blood Authority Act 2003 requires you fo present this report to each
House of the Parliament within 15 sitting days of that House affer the day you are given the report.

Yours sincerely

I Houey

Dr Alison Turner Professor Richard Smallwood
General Manager Chair

National Blood Authority National Blood Authority Board
26 October 2004 26 October 2004
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Glossary and abbreviations list

FOI Act Freedom of Information Act 1982

IVig infravenous immunoglobulin

Jurisdictions The Australian Government and all stafe and territory governments
McKay Wells Review Commonwealth Review of Australian Blood and Blood Product System,

Commonwealth Department of Human Services and Health, Canberra.

NBA National Blood Authority
NBA Act National Blood Authority Act 2003
Stephen Review Review of the Australian Blood Banking and Plasma Product Sector,

chaired by Sir Ninian Stephen and released in March 2001
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Forewora

While our blood supply relies on
only the small proportion (3 per
cenf] of Australians who regularly
donate blood, over 80 per cent

of Australians use blood or medical
products derived from blood at least once

in their lives. This precious and finite resource,
which relies on the goodwill and generosity
of our volunteer donors, must therefore be
carefully managed.

After a donor gives a bag of blood, it is
tested and separated info its component

parts (red cells, platelets and plasma) and
processed info a wide range of therapeutic,
and some diagnostic products. A single
whole-blood donation confributes fo some

20 lifessaving blood products, used in freating
numerous disorders.

The collection, manufacture and fransport

of those products is a complex process

that involves cooperation among several
organisations. In recent years, reforms to the
blood sector, changing business practices, the
development of recombinant products as an
altfernative to some blood products, and the
need to defer cerfain potential donors in high-
risk categories to protect the blood supply from
infectious agents, have added to the complexity
of managing Australia’s blood supply.

On 1 July 2003 the National Blood Authority
[NBA) was made responsible for the efficient
and equitable management of blood and blood
products across the nation. The NBA quickly
esfablished itself as a credible player in the
blood sector and tackled these complex issues

Professor Richard Smallwood was appointed to the position of Chair of the
National Blood Authority Board in 2003. He also currently chairs the
Victorian Ministerial Taskforce for Cancer and the Specialist Education
Accreditation Committee of the Australian Medical Counil, and is
Deputy Chair of the Bio21 Scientific Advisory Council.

Professor Smallwood has had a distinguished career in medicine,
most recently as Chief Medical Officer for the Australian Government
Department of Health and Ageing.

He has also held the roles of Vice-president of the World Health Assembly in
Geneva, member of the Australian Health Ministers” Advisory Council, Chair of the
National Health Information Management Advisory Council and Chair of the National
Health Priority Action Council.

As Professor of Medicine with the University of Melbourne, Professor Smallwood was
Head of the Department of Medicine, Chairman of the Division of Medicine at the
Austin and Repatriation Medical Centre and Director of Gastroenterology at the Centre.

In addifion to his extensive Australian and international clinical and research
experience, Professor Smallwood has a longstanding association with the National
Health and Medical Research Council, was Chair of the Council from 1994 to 1997
and was President of the Royal Australasian College of Physicians from 1996
10 1998.

with forfitude and innovation, nof only ensuring

supply, but also working with all stakeholders to
improve the fransparency and accountability of
the secfor as a whole.

| am honoured to have been appointed as the
inaugural Chair of the NBA Board, and to have
worked with the NBA in an advisory capacity.
The NBA Board has cerfainly added value to
the strategic direction of the organisation, and

| am pleased fo infroduce my fellow board
members and oufline our activities as part of

the Annual Report 2003-04.

Hoattonet

Prafessor Richard Smallwood
Chair
National Blood Authority Board
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User guide

The National Blood Authority (NBA) is @
newly created statutory body established

with effect from 1 July 2003. This is our first
annual report. It has been written to inform the

community of our existence and our roles and
responsibilities, as well as to fulfil our legislative
and parliamentary reporting requirements.

Our aim is fo address the requirements of our
various stakeholders, including government, the
media, professional bodies, consumers, other
organisations within the blood sector—and, of
course, Australia’s blood donors, on whom all
Australians depend for the supply of their blood
and blood products.

The report is divided info sections to help
you locate the information most relevant to
your needs.

e Part 1—Overview provides an overview of
the first year of the NBA, including major
achievements and significant challenges met
along the way. It incorporates a review of the
year by the General Manager, as well as a
report from the Chair of the NBA Board.

* Part 2—Structure and functions gives an
overview of why the NBA was established,
how the organisation is structured, our roles
and responsibilities and our relationships
with stakeholders. It also describes how we
operate and the strategic frameworks and
processes we have implemented in order fo
fulfil our responsibilifies.

e Part 3—Performance describes our early
achievements against our priorities for the
reporting year and provides an analysis
of our performance against the NBA's
outcome and output sfructure as sef out
in the Department of Health and Ageing
Portfolio Budget Statements. It also provides
information on our people and management
practices, and outlines our financial position
for 2003-04.

¢ the Appendixes provide the NBA's
financial statements for the year ending
30 June 2004, and a statement addressing
the requirements of the Freedom of

Information Act 1982.

Compliance and alphabetical indexes (pages
118-120) and a glossary of acronyms and
abbreviations [page iv) are provided to help
make the document easy fo use.

Additional information on our organisation can
be found on our website at www.nba.gov.au or
by calling our toll free number, 1800 351 000.
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Part 1 provides an overview of

the first year of the National

Blood Authority, including major
achievements and significant
challenges met along the way.

It incorporates a review of the year

by the General Manager, as well

as a report from the Chair of the
National Blood Authority Board.

Dr Alison Turner was appointed fo
the position of General Manager
of the NBA in August 2003,
replacing the interim General
Manager, Mr Brian Corcoran.

Dr Turner brings to the position

a wealth of experience in

public administration, health
and science policy, management,
and oversight of industry.

She was formerly the Chief Executive Officer of the Australian
Pesticides and Veterinary Medicines Authority.

Dr Turner has postgraduate research qualifications in pharmacology
from the Sydney University medical school and holds a Bachelor of
Veterinary Science from Melbourne University. She is also a Fellow
of the Australian Insfitute of Company Directors.

1.1 General
Manager's
review

On its establishment, the National Blood
Authority [NBA) faced the dual challenge of
developing new organisational and sector
arrangements, while managing a complex
operational load. Working within a fotally
new blood govermnance structure for Australia,
when an issue arose, there were usually no
precedents, no agreed ways of working and
no established processes, and sometfimes there
was confusion about which stakeholders were
responsible for what.

With a small staffing complement of 34 people,
there were few opportunities fo dedicate staff

fo process and system development. The NBA's
achievement of our key operational goals
despite these obstacles is a reflection of the
hard work and dedication of all NBA staff.

The mission we set ourselves for our
esfablishment year was 'To build a new national
platform to achieve our vision while meeting
current blood supply needs.’

We fulfilled our primary function of meefing
current blood supply needs. The refinement of
the 2003-04 National Supply Plan and Budget
and the development of new ones for 2004-05
on behalf of the Australian Health Ministers’
Conference were particularly taxing fasks for the
NBA, as governments had to base their demand
estimates on unreliable past consumption data
and had limited capacity to influence demand
once their budgets had been set. The 2004-05
plan was presented fo the Australian Health
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Our mission: To build a new national platform to achiev

lives through a world-

e our Vision while

Ministers’ Conference in April 2004 and has
since been agreed.

Our ability to meet Australia’s blood supply
needs was tested by shortages of two products
—Biostate and Infragam P. Lisa Borella, did o
wonderful job of bringing fogether the data,
and liaising with representatives of the Stafes,
the Territories and the suppliers, to make key
decisions about what to do next. At all imes
we were able to provide supplies of clinically
equivalent products for all jurisdictions that
requested them.

A key part of the work of the NBA revolves
around managing our major blood supply
confracts. This ongoing task involves making
and reconciling payments, and monitoring and
managing overall supplier performance and the
supply of products. As the NBA was responsible
for all these tasks from the first day of operation,
it was a challenge fo continue to support the
delivery of these often lifesaving products as
we managed our own establishment.

The NBA has set in frain negotiations which
should significantly enhance blood supply
security and cost efficiency. These negofiations
encompass a number of projects which it had
been expected would be finalised prior o the
NBA's establishment—namely, the negotiation
and establishment of a new Plasma Products
Agreement with CSL Limited and a new

Deed of Agreement with the Australian Red
Cross Blood Service; the implementation

of alternative arrangements fo the current
Diagnostic Products Agreement; and the
assessment of the funding required for the
Australian Red Cross Blood Service to implement
the Therapeutic Goods Administration’s
mandated new haemoglobin levels. Our major

negotiations have been underpinned by the
development of comprehensive business and
negotiation sirategies.

We have released our first tender documentation
for the contingent supply of intravenous

immunoglobulin (IVIg), a tangible outcome of the
new blood arrangements and a reflection of our

part 1 overview

businesslike approach. Once completed, this

arrangement will provide a very costeffective
solution to meeting domestic supply shortfalls

for IVIg.

The NBA has built new infrastructure to
underwrite these outcomes. Key achievements
during the year included the:

e establishment of an independent NBA office

e recruitment of a full staffing complement by
the end of 2003

* implementation of our information technology
system and the establishment of a website

* outsourcing of non-core business sysfems
such as the payroll

e establishment of appropriate governance
arrangements

e development of a range of new policies
and processes.

Along the way, as we esfablished our business
structures, there were some fruly amazing
performances from staff. David Poulton, our
Jurisdictional Blood Commitiee Secretary,
spearheaded the project fo move us from a
borrowed information technology environment
fo one that beffer met our needs and was more
cost effective. We moved over seamlessly
during one weekend, with no staff downtime.
Sandra Cochrane, our Chief Financial

Officer, inherited a complex set of financial
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arrangements. She juggled major cash flow
issues, new policy proposals, special accounts
and relationships with the finance areas of

our eight funding bodies, and delivered

an unqualified audit report at the end of

the financial year. Deb LeClos, our Human
Resources Manager, single-handedly oufsourced
our payroll, handled a large volume of
recruitment, monoged many fransition issues for
staff, developed human resources policies, and
worked with other sfaff in a cooperative fashion
fo finalise our certfified agreement.

For any Australian Government entity, there

is a justifiably high expectation of excellence
in corporate governance. The NBA identified
its key priorities and in approaching the tasks
sought to utilise, as far as possible, material
from other agencies. Nonetheless, the unique
govemance sfructure of the NBA has always
meant that some specific failoring of processes
is inevitable. VWe have sought to develop a
culture that is cooperative and responsive while
avoiding unnecessary process.

The NBA has made performance improvement a
key ongoing objective. The activities which we
identified early and to which we have applied
business improvement processes include supply
planning, project management, procurement,
fender management, verification of supply and
contract management.

The NBA managed 22 meetings of the
Jurisdictional Blood Committee, as the NBA and
other agencies worked together fo consolidate
previously separate arrangements info a national
system, and unravel the complexities of the
National Blood Agreement. Most of the papers
for the Jurisdictional Blood Committee were
prepared by the NBA.

@ National Blood Authority

With our priorities directed towards negotfiation
and infrastructure development, the NBA made
limited progress on product usage quality

and safety issues. While ensuring product
supply was our fop priority, the rising demand
for and shortages of certain blood products
highlighted the need for governments to consider
strategies to improve the clinical use of blood
and blood products, deal with the increasing
costs associated with infroduction of new
technologies, and to have robust supply policies.

We commenced a process fo look at
appropriate IVlg usage and have considered a
framework for demand management. A study is
underway to look at the most appropriate roles
across the blood sector fo influence demand
and clinical practice. It is clear, however, that
data on usage and demand must be improved,
if we are to develop wellfounded sirategies.
Establishing an information framework for

2004-05 is a top priority.

The creation of the NBA represented a major
achievement on behalf of all governments. It
presents an opportunity to develop a uniform
system for the supply and use of blood and
blood products that can set the highest
standards of clinical practice and be highly cost
efficient. But it will take time and resources.

Support for the NBA has been essential for
our success. | would like fo particularly thank
our Deputy General Managers, Stephanie
Gunn and Peter DeGraaff, for the support
they have given me in leading the NBA.

The Board, chaired by Professor Richard
Smallwood, has provided both moral support
and increasingly valuable advice as we have
moved from operational towards sfrategic
issues. | would also like fo thank the Australian



Government Department of Health and Ageing
and Catherine Wall for their assistance in our
esfablishment phase and Dr louise Morauta,
First Assistant Secretary, Acute Care Division,
Department of Health and Ageing, in particular,
for her unswerving commitment fo the success of

the NBA.

I have mentioned some sfaff and some tasks by
name. Of course, they have not worked alone
and there have been many others in the NBA
who have done a terrific job. The NBA has
been well supported by its staff and we have
achieved many successes which you can read
about in the following pages. | look forward

to 2004-05 as a year when we can build on
our work in 2003-04 and all achieve a better
work-life balance!

The NBA has set a solid foundation in its first
year. With adequate resources and support, it
offers governments the potential to be a force
for sector improvements in the future. These
improvements can encompass better clinical
use of blood and blood products, improved
risk management of blood product supply and
the achievement of savings through competitive
blood supply contracts.

~—_ 7

1.2 Chair of the

Board's report

This is the report by the Chair of the National
Blood Authority Board, required under section
44(2) of the National Blood Authority Act 2003.

1.2.1 Establishment
of the NBA Board

Members of the NBA Board were selected and
appointed by the Australian Health Ministers’
Conference fo serve for a fouryear period, in
line with the legislative requirements set out

in the National Blood Authority Act 2003.
However, several months prior to the formal
establishment of the Board, members were
co-opfed in an interim capacity to advise the
Minisfer on the selection and appointment of the
NBA General Manager.

The initial appointees were Professor Richard
Smallwood (Chair), Mr Philip Davies (Australian
Government representative), Dr Chris Brook

and Ms Prudence Ford (State/Territory
representatives), Mr Russell McGowan
[Community representative), Dr Pefer Llewis-
Hughes (Public health expert] and Mr Ken Barker
[Financial expert].

During the year, Ms Ford left the Health
Department of Western Australia and resigned
from the NBA Board. The appointment of a
replacement representative is pending.
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Figure 1 Board members
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Mr Philip Davies
Australian Government representative
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Dr Chris Brook
State representative

.

Ms Prudence Ford
State representafive

Mr Philip Davies is currently Deputy Secretary of the Australian Government Department of

Health and Ageing. He previously worked in the United Kingdom and in New Zealond, as well

as undertaking health-related assignments in a number of other countries. His work has involved
performing clinical costings, overseeing organisational development, implementing purchaser/
provider reforms, developing new funding arrangements, designing health information systems and
implementing policy and legislation relating to health system reforms.

Mr Davies has held positions as Parer in Coopers & Lybrand (now PricewaterhouseCoopers),
Deputy Director-General in the New Zealand Ministry of Health, and Senior Health Economist with the
World Health Organisation. He was appointed Honorary Fellow, Health Services Research Centre, at
the Victoria University of Wellington, New Zealand, in 2001.

Dr Chris Brook is Execufive Director, Rural and Regional Health and Aged Care Services, in
the Department of Human Services, Victoria. He originally trained as a specialist physician and
subsequently gained qualifications in public health medicine and medical administration. He
brings to the Board his substantial policy and management experience at senior levels in the
government sector.

His key professional interests include quality in health care, information system development,
privacy policy, and blood and blood products policy. He is also involved in a number of key national
commitfees and bodies related fo these interests. He is an honorary life member of the International
Society for Quality in Health Care and in 1999 was awarded Fellowship of the Institute of Public
Administrators in recognition of his contribution to health administration in Victoria.

Ms Prudence Ford served on the Board until March 2004, when she resigned from the Westem
Australia Health Department and her NBA Board position. She had experience in the health sector
at both Australian Government and State government levels and with the Canadian Department of
Health and Welfare.

Whilst with the Western Australian government she was initially appointed as General Manager,
Public Health, in the Western Australia Health Department. She has also held the posifion of
Executive General Manager, Finance and Infrastructure, in the Department of Health and has
operated as a consultant fo other areas of the public service.

Ms Ford brought to the Board a sound understanding of the operation of the health system, the
complexities of the inferface between the Australian Government and State/Territory governments
and the approaches taken at different jurisdictional levels. Her position is currently vacant.



Mr Russell ficGowai
Community representafive
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Dr Peter Lewis-Hughes
Public health expert

Mr Ken Barker
Financial expert

Mr Russell McGowan is o bone marrow transplant survivor who became an active health consumer
through his experiences in treatment during the early 1990s.

His activities as o national consumer representative have included membership of the Board of
the Australian Council on Healthcare Standards, a blood safety and quality working group and a
bowel cancer screening committee. He also chairs the interim board of a new national consumer
organisation, the Cancer Alliance Network (CAN Australia), and is Vice-chair of the Consumers’
Health Forum of Australia.

part 1 overview

At the local level, Russell is a member of the Australian Capital Territory Health Council and is also
involved with a project fo promote better seff-management of chronic health conditions such as
diabetes, arthritis and asthma, and another fo improve health information access for consumers.

Dr Lewis-Hughes is a health care manager with extensive experience at both the Australian
Government and State levels. His particular strength is in strategic and business planning for
laboratory services and he has been involved in the implementation of a statewide laboratory service
for Queensland Health since 1995.

His career has involved many senior roles, including Executive Director of Australian Capital Territory
Pathology, Queensland Business Manager for the Commonwealth Medical Service, and Director
Strategic Management of the Greenslopes Repatriation Hospital.

He brings to the Board strong experience in the infegration and networking of information systems in
the area of laboratory reporting, as well as experience in finance and human resources management.

Mr Ken Barker hos 35 years experience in the New South Wales Government and has worked for
the New South Wales Health Department for 18 years, for the majority of which he has held the
position of Chief Financial Officer. His current responsibilities include the financial management of
New South Wales Health as well as responsibilities for financial management policy and strategies
and business management services. He also has an extensive understanding of insurance risk
management, taxation, benchmarking of public hospital support services and independent financial
assessment of public—private sector initiatives.

Mr Barker is a member of the New South Wales State Contracts Control Board and Chairman of the
New South Wales Treasury Managed Fund Advisory Board. He also chairs the NBA's Audit Committee
and the National Indemnity Reference Group. He brings to the Board extensive understanding of
public sector financial management, and an infimate knowledge of the health sector and the nature
of Australian Government and State financial arrangements.
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1.2.2 Board functions
under the NBA Act

The Board’s functions under the National Blood
Authority Act 2003 (NBA Act] are as follows:

(a) to participate in consultation with the
Minister about the appointment of the
General Manager;

(b) to give advice to the General Manager
about the performance of the NBA's functions;

(c) fo liaise with governments, suppliers and
others about matters relating to the NBA's
functions; and

(d

such other functions (if any) as specified

in a written notice given by the Minisfer fo
the Chair.

The Board has no capacity independent from
the NBA fo engage personnel, enter info
dealings with other parties or hold money, and
does not perform a governance role. Instead,
it acts as an advisory body to the General
Manager, who is ultimately responsible and
accountable for the NBA under the Financial
Management and Accountability Act 1997
and the Public Service Act 1999.

In order to better define its roles and
responsibilities the Board, together with the

NBA, developed a draft charter to provide high-

level guidance to members in the conduct of
their duties.

Under the Charter, the Board's roles and
responsibilities fall info three main categories:

e providing sfrategic direction

* helping fo ensure effective governance,
including the provision of advice on
fraud, audit and risk management and the
monitoring of NBA's financial reporfing

e National Blood Authority

e liaising with stakeholders fo strengthen

relationships, promote the roles of the
NBA and confribute fo the development of
the organisation in a manner that furthers
stakeholders’ requirements.

The Charter reflects the collective responsibility
of board members to promote and further

the work of the NBA and the quality of the
national blood system. A series of operational
procedures was developed fo assist the Board
in performing its duties and guidelines were
provided on such matters as meefings and out-
of-session proceedings; declaration of material
personal interests and conflict of interest; and
information management, including the issuing
of public statements.

1.2.3 Achievements

The Board's first achievement was having the
Minister accept its recommendation to appoint

Dr Alison Turner as General Manager of the NBA.

Since Dr Tumer took up this appointment on
21 August 2003, the NBA Board has mef on
six occasions, professionally supported by an

NBA Secrefariat.

As the NBA has developed throughout
2003-04, so too has the scope and value of
advice that board members have provided.

Providing strategic direction

Drawing on the combined experience of its
members, the Board provided sound strategic
advice on a wide variety of issues faced by
the NBA during the year and provided input

to a number of policy options and funding



submissions prior fo their consideration by
the Jurisdictional Blood Committee.

Of particular value was the Board's advice in
relation to financial goal seffing, forecasting
and reporting in response fo concerns about
the organisation’s financial viability.

The Board helped the NBA tfo ensure its
activities matched its agreed priorities, and
recommended sfrategic approaches fo securing
a more sustainable financial base. A measure
of the Board's success will be whether these
strategies result in improved resourcing of

the NBA.

Ensuring effective governance

The Board worked closely with NBA staff
throughout 2003-04, to further develop its
understanding of the organisation’s operations,
and took on the role of oversighting the progress
made by the NBA in meeting its compliance
requirements and achieving ifs corporate goals.

During 2003—04 board members provided strategic direction to
the NBA on a number of issues, including:

o strategies for the negofiation of a new Plasma Products
Agreement with CSL Limited

o sfrategies for progressing negotiations for a new Deed of
Agreement with the Australian Red Cross Blood Service

o opfions for dealing with shortterm Vg shortages

© options for improving national demand management
and the quality use of blood and blood products

o strategies for engaging stakeholders in
the work of the NBA

recommendations for a resource review
of the NBA's funding base.

An important part of the Board's role was to help
the NBA identify and manage its business risks
and to redefine ifs relationships with stakeholders
fo reflect the expectations of both governments
and community in regard fo the use of public
funds. The Board worked with the NBA to
ensure that it established robust contracts and
contingency arrangements.

The Board also assisted in the establishment

of an Audit Committee, on which two board
members (Mr Ken Barker and Mr Philip Davies)
currently serve, fogether with an independent
member (Ms Jenny Morison).

At its June 2004 meeting the Audit Committee
provided comment on the NBA fraud risk
assessment and amended ifs charter to cover
consideration of the NBA Risk Management
Strategy, Business Continuity Plan and Internal
Audit Program.

The Audit Committee, on advice from the

Australian National Audit Office and the NBA

During 2003—04 board members helped ensure effective governance
of the NBA by:

o oversighting the NBA's compliance with its legislative requirements

o qssisting in the development of the NBA's operational and
corporate plans

e providing quality input on:

— communications and media management

stakeholder analysis
— risk management
business continuity

— financial management
— infernal audit issues.
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Chief Financial Officer, reported favourably on

the NBA financiol management and reporfing
frameworks and has endorsed the NBA financial
statements (Appendix 1).

Liaison with stakeholders
The Board has helped the NBA develop the

capability fo serve the needs of government and
key stakeholders and will continue to contribute

fo the ongoing organisational development of
the NBA.

As part of their role, individual board members
have liaised with NBA sfaff on a regular
basis, and represented the NBA af meetings,
conferences and workshops. They have used
these occasions fo:

e clarify the role of the NBA

* encourage stakeholder participation
in bringing about improvements to the
blood sector

e impress on suppliers the need for them
fo meet accountability, fransparency and
value for money criferia in confracting with

the NBA

e promote the achievements and goals of
the NBA.

1.2.4 Outlook

The growth and development of the NBA will
depend on the level of financial commitment
made by governments. Although in 2003-
04 the NBA was focused on developing
immediately crucial elements of ifs role, such
as confract management and supply and
production planning, the organisation has
already begun looking at how it may better
influence reforms to the sector.

The NBA has starfed to work collaboratively
with stakeholders to obtain a better appreciation
of their concerns and expectations and to

use this in the provision of better informed

policy advice.

In particular, the Board would like 1o see the
NBA develop its role in safety and quality issues
as they apply fo demand management, and
become a stronger influencer of the quality use
of blood products. Board members from Victoria
and Queensland have provided crucial links
with work being undertaken in their respective
jurisdictions on the appropriate use of blood and
blood products.

Board members undertook a variety of stakeholder liaison activities during 2003—04, including:

© q presentafion fo the Australian Red Cross Blood Service Board on The NBA: Building stakeholder relationships

 q presentation at the Australian Red Cross Blood Service Course in Transfusion Medicine on Haemovigilance: A public health perspective

g presentafion to the Blood Transfusion Improvement Collaborative on The NBA's role in improving transfusion outcomes

o discussions with Haemophilia Foundation Australia on Haemophilia Foundation Australia representation on NBA committees

e discussions with the Prime Minisfer's senior policy advisor on the NBAs role and supply issues

o discussions with the Australian Government Solicifor's office on small agency reporting and the role of advisory boards in govement agencies.

National Blood Authority



Further work needs fo be undertaken on

these State-based projects, fo improve the
appropriate ordering and administration of
blood components nationwide and fo educate
health providers on the massive effort and costs
involved in producing those components.

The task of weighing up the benefits of
administering blood components against
the risks involved is also an area that needs
more emphasis.

Nowhere has this been more apparent than
in the recent report of the Senate enquiry
info hepatitis C contamination of the blood
supply, released on 17 June 2004, which

recommended the implementation of a national
haemovigilance scheme by the Australian
Council for Safety and Qudlity in Health Care,
in conjunction with the NBA, to monitor adverse
fransfusion events.

The Board looks forward to the NBA being

a national leader in this area. Looking back

at the new organisation’s achievements over

the past 12 months, the Board has every
confidence that, given adequate support from all
governments, the NBA will evolve info a centre
of excellence capable of delivering Australia @
world-class blood supply.
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Part 2 gives an overview of why
the National Blood Authority

was established, how the
organisation is structured, our
roles and responsibilities, and our
relationships with stakeholders.

It also describes how we operate
and the strategic frameworks and
processes we have implemented in

order to fulfil our responsibilities.

Sir Ninian Stephen at the NBA launch

2.1 Background to

our establishment

The world blood sector is currently undergoing
change in response fo a number of pressures,
predominantly around cost and safety issues.
Demonstrating this, a number of countries have
recently undertaken reviews of the organisation
and management of their blood programs,
leading to significant reorganisation and
structural reforms.

These reforms have been based on
rationalisation, consolidation and integration, as
well as clarification of roles and responsibilities
and system-wide approaches to achieving
improved management, accountability and
performance as part of risk management.

2.1.1 The McKay Wells Review

In Australia, the 1995 McKay Wells Review,
recommending the formation of the Australian
Red Cross Blood Service as a national blood
service (rather than individual State-based
services) provided the impetus for sfructural
change. This, fogether with the establishment of
the Australian Health Ministers” Advisory Council
Blood and Blood Products Standing Committee,
provided the first steps towards a national
approach fo managing Australia’s blood sector.

2.1.2 The Stephen Review

The McKay Wells Review was followed in
2001 by the Review of the Australian Blood
Banking and Plasma Product Sector, chaired by
Sir Ninian Stephen.



Global plasma products market

The business environment supporting the plasma products market has
changed dramatically in recent years.

Prices have been under pressure due to overcapacity and high inventories.

Industry rationalisation has seen the number of major fractionators
decline, and the remaining companies are faking excess capacity out of
the system to reduce cosfs.

The next few years are likely to see the pace of change increase, as a
range of factors infercept fo redefine the market. These factors include:

g reduction in the potential revenue from plasma products, due fo
the emergence of alternative therapies and the increased use of
recombinants for treating haemophilia

® an increasingly evidence-based approach to the assessment
of blood products efficacy

® q greater focus on cost cutting within the industry, with increasing
specialisation in product lings

o the emergence of new major players in the market
o the development of alterative products derived from plasma

o the emergence of new bloodhorne pathogens, resulting in donor
deferrals reducing the worldwide donor base

o the emergence of improved (but often costly) viral and pathogen
inactivation fractionation methods

© qn infernafionally dynamic government policy environment with
defined national goals.

The Review, released in March 2001,
recognised the work of Australian governments
over recent years in working fowards a national
approach fo blood supply matters, but identified
a number of shorticomings in the system,
including that it was:

e fragmented and administratively costly
and inefficient

e being driven by suppliers rather than
clinical demand

e lacking fransparent evidence-based
assessment mechanisms for new products
and technologies

e providing disincentives to achieving national
economies of scale

® subject fo rising cost pressures from
the dynamic, changing nature of the
blood sector.

To address these shortcomings, the Review
recommended the establishment of an
overarching body—a national blood authority—

fo provide national management, coordination
and oversight of Australia’s blood supply.

The NBA was launched as a new organisation
at Parliament House on 26 June 2003

by Sir Ninian Stephen, together with

Senator Kay Patterson.

2.1.3 The National
Blood Agreement

In an exceptionally short time and as an
excellent example of cooperation between
the State and Terrifory governments and the
Australian Government, all parties accepted
the recommendations of the Stephen Review,
and the National Blood Agreement was signed
by all Australian governments. The Agreement
specifies the roles and responsibilities of
stakeholders, including the NBA, and the
governance, financial and safety and quality
frameworks within which all governments
must work.
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Extract from the National Blood Agreement

The Commonwealth and the States and Territories agree that there is
a need to implement a coordinated national approach o policy setting,
governance and management for the Australian blood sector.

To ensure the highest quality, effectiveness and efficiency for the
Australian blood sector, they further agree that the national approach
should have the following key features:

(a) national agreement on the objectives of Governments for the
Australion blood sector;

(b)a primary policy setfing and governance role for Commonwealth,
State and Territory health Ministers, supported by a Jurisdictional
Blood Committee of senior officials;

() a National Blood Authority, fo manage the national blood supply;

(d) oint funding of the national blood supply by the Commonwealth
and the States and Territories; and

() a nationally agreed framework for the management of safety
and quality issues within the Australian blood sector.

The National Blood Agreement also sefs out
the primary and secondary policy objectives
of all governments in relation to the Australian
blood sector. Major policy aims are the safe,
secure, adequate and affordable supply of
blood and blood products in Australia; and
the highest quality, effectiveness and efficiency
for the Australian blood sector. Supporting
principles include a continued policy of national
selfsufficiency in blood and blood products;
voluntary, unpaid donations of blood and
plasma; and the supply of such products free
of charge to patients, based on clinical needs
and appropriate clinical practice.

The role of the Australian Health Ministers’
Conference and establishment of the
Jurisdictional Blood Committee are set out in
the National Blood Agreement. The Australian

@ National Blood Authority

Health Ministers'" Conference is charged

with a number of functions, including general
oversight and determination of national policy
for the Australian blood sector, and oversight

of the implementation of the National Blood
Agreement. The Jurisdictional Blood Committee’s
roles include providing advice to, and dealing
with less significant issues under the authority of,
the Australian Health Ministers” Conference.

The Jurisdictional Blood Committee also has
responsibilities in relation fo the national blood
supply. These include:

* referring proposed changes fo the national
blood supply to appropriate bodies for
evidence-based evaluation

e participating in the development of
NBA supply and production planning
and budgeting

e considering advice from and advising the
NBA on matters related to the national

blood supply
* monitoring developments in safety and quality

* overseeing the NBA's role in relafion
to confracts.

The roles of the State and Territory governments
are aimed at better use of blood and blood
products. Some key principles for the joint
funding of the national blood supply are:

e joint funding between the Australian
Government and each of the Stafes and
Territories on a 63 per cent to 37 per cent
costsharing basis

e funding determined on a price~volume basis
according to products supplied to each State
and Territory

* products priced on the basis of a single
national price list.



2.1.4 The National Blood
Authority Act 2003

The National Blood Authority Act 2003 (the
NBA Act) passed through both Houses of the
Australian Parliament unopposed, allowing the
esfablishment of the NBA as an independent
statutory agency from 1 July 2003. The

NBA Act sets out the legislative framework

for the operation of the Authority and—in
conjunction with the Financial Management
and Accountability Act 1997 and the Public
Service Act 1999—sets the ground rules for its
functions, sfaffing arrangements and corporate
governance arrangements.

Together, the NBA Act and the National Blood
Agreement form the foundations of the current
arrangements within the blood sector.

2.1.5 Governance
arrangements

As a statutory officer, the NBA's General
Manager is advised by the NBA Board and
reports directly to the Minister for Health and
Ageing, the Hon Tony Abbott MP. The NBA also
reports to all Australion Health Ministers, directly
and through the Jurisdictional Blood Committee.
The Jurisdictional Blood Committee is a
subcommitiee of the Ausiralian Health Ministers’
Advisory Council and has representation from
the Australian Government and each State/
Terrifory jurisdiction.

The Jurisdictional Blood Committee is an important
link between the NBA and the Australian Health
Ministers’ Conference, which has ultimate
responsibility for the oversight and management of

~—_ 7

the blood sector. The Conference's responsibilities
include the framework within which the NBA
operates, national policy and financial decisions
in relafion to the blood supply, and the
determination of which products and services can

be bought with public funds.

The domestic blood supply sector is government
funded, with the nine goverments providing a

total of nearly $500 million annually o the NBA
for the management and supply of blood, blood

products and services.

As the national manager of contracts with
suppliers of blood and blood products, it is

the role of the NBA fo ensure that the supply of
blood and blood products adequately meets the
needs of all governments and represents value
for the money that they confribute.

part 2 structure & functions

The NBA has contracts with a number of
suppliers for therapeutic and diagnostic
blood products, all of which must meet the
requirements of the Therapeutic Goods
Administration as national regulator of the
blood sector. The NBA's relationships with
govermnment, suppliers and the regulatory
authority are discussed further in Section 2.3.

2.1.6 Roles and responsibilities

As well as providing information to the Minisfer
for Health and Ageing and the Australian Health
Ministers” Conference on matters relating fo
blood products and services, the NBA:

e coordinafes nafional demand and supply
planning of blood and blood-related products

® negotiates and manages nafional contracts
with suppliers of blood and blood products
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e purchases those products in accordance with
an agreed single national pricing schedule.

Its role also includes:

e assisfing the secfor fo move towards a more
efficient demand-driven system, based upon
evidence and good clinical practice, so that
the blood supply system is highly responsive
fo needs

e working in a collaborative manner with all
govemnments and other relevant parties within
the blood sector to ensure the sufficiency and

affordability of Australia’s blood supply.

During 2003-04 the NBA's key priorities
were focused, by necessity, on putting in
place adequate operational infrastructure

and identifying and minimising risks that might
otherwise have prevented the supply system

from responding in a crisis.

Directing resources fo these critical areas has
meant that the NBA may not have fulfilled

some of its functions 1o the satisfaction of

all stakeholders. However, it has made
significant progress in laying the foundations for

improvement over coming years, as discussed
further in Part 3.

NBA functions—
extract from the National Blood Authority Act 2003

The NBA's functions are as follows:

(a)to liaise with, and gather information from, governments, suppliers
and others about matters relafing to blood products and services

(b)to carry out national blood arrangements relating to annual plans and
budgets for the production and supply of blood products and services

(¢) fo carry out national blood arrangements to ensure that there is a
sufficient supply of blood products and services in all the States and
covered Terrifories

(d)to carry out national blood arrangements relating to the funding of
(i) the supply of blood products and services; and
(ii) the NBA's operations;

(e)to enter and manage confracts and arrangements for the collection,
production and distribution of the blood products and services
necessary o ensure a sufficient supply of blood products and services
in all the States and covered Territories

@ National Blood Authority

(f) to carry out national blood arrangements relating to safety measures,
quality measures, contingency measures and risk mitigation measures
for the supply of blood products and services

(9)to provide information and advice to the Minister and the Ministerial
Council about matters relating to blood products and services

(h) to carry out national blood arrangements relating fo the facilitation
and funding of research, policy development and other action about
matfers relating to blood products and services

(i) to provide assistance:

(i) in accordance with national blood arrangements, fo a committee
referred to in those arrangements

(ii) to the Board
(iii) to the advisory committees (if any) established under section 38

(i) such other functions (if any) as are determined by the Ministeriol
Council and specified in a written nofice given by the Minister to
the NBA.




Figure 2 New blood sector arrangements
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2.2 How we operate

During 2003-04, the NBA's priorities were

fo come fo terms with ifs role in the new blood
sector arrangements, gain knowledge of ifs
operating environment, and formulate strategies
and establish processes in order to meet its

performance measures and fulfil its obligations
under the NBA Act.

2.2.1 Leadership

Organisational structure

The NBA's General Manager is supported

in her role by an Executive Team of three:

Mr Peter DeGraaff, Deputy General Manager,
Confract Management and Supply Planning;

Ms Stephanie Gunn, Deputy General Manager,
Policy Planning and Corporate Services; and
Mr Michael Stone, General Counsel.

They, in turn, are supported by a number of
directors, as illustrated in Figure 3.

Executive Committee

The Executive Committee was esfablished

by the General Manager fo provide advice
and support on matters relafing to internal
management and the delivery of the NBA's
responsibilities. Membership of the committee
during 2003-04 consisted of the General
Manager, Deputy General Managers and
General Counsel.

The Executive Committee established a
fourweek cycle of management forums to ensure
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Figure 3 Organisational structure, 30 June 2004
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regular analysis of the key priorities of strafegic
planning, performance assessment, performance
improvement and corporate development

projects, as illustrated in Figure 4.

2.2.2 Business management
2003—04 Operational Plan

The NBA's 2003-04 Operational Plan, based
on the vision of Saving and improving Australian
lives through a world-class blood supply,
articulated key operational priorities for the year.

It focused the NBA on working towards building
a national platform to achieve this vision, while
meeting blood supply needs by identifying

and delivering against the following key
operational aims:

e resource acquisiion and staff recruitment

* management of existing blood resources
through supply planning, reconciliation,
and confract management
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identification of risks that may impact on
the blood sector and the establishment of
contingency arrangements

e development of new relationships and
definition of roles with funding bodies,
suppliers, end users, clinicians, governments
and the advisory Board

* preparation of future blood supply
infrastructure through projects determined
by the Jurisdictional Blood Committee

e establishment of clear, transparent and
accountable processes

e implementation of organisational
infrastructure and governance through the
development of plans, frameworks and risk
management procedures.

Management Instructions Framework

A key priority from commencement was the
preparation of Chief Executive Insfructions and

the associated procedural rules and delegation
schedules required under the Financial Management



Figure 4 Executive Committee forum cycle
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(G J
and Accountability Act 1997. This work was in all the NBA's activities. The processes that
completed in November 2003. A program of have been and will be developed are included
review and refinement to ensure consistency in as sections within an overall Management
procedures will commence with the introduction Instructions Framework.

of a new financial management information

system in August 2004. Information TGChﬂOlogy
In January 2004 the NBA established a

The NBA has also commenced documenting
committee of experienced sfaff to guide

and collating a range of other instructions for

all business processes, o ensure efficiency, decisions on disengaging from the Australian

standardisation and a professional approach Government Department of Health and Ageing’s
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network and determining the Authority’s own
information technology requirements.

This project involved analysing needs, preparing
fender documentation and requests for fenders,
evaluating fenders, negofiating contracts for

the provision of all hardware and software and
esfablishing appropriate ongoing support.

The NBA successfully negotiated a contract
and implemented the changeover within a

single weekend in June 2004, without any
loss of capacity.

Computerised contract
management system

The NBA infroduced a new computerised
confract management system on 1 July 2003.

It was designed fo meet the then current need for
invoice verification, and the increased activity
that was due to occur with the negotiation of
national contracts for imported products and the
move to greater accountability for the Australian
Red Cross Blood Service inventory.

The sysfem was developed in-house and
infroduced without any disruption fo processes.
The additional functionality of the system has
enabled far greater ability fo frack the movement
of blood products and to inform stakeholders.

It has also provided improved data collection
and management that informs more accurate

supply planning.

The infroduction of the new system allowed
the reallocation of valuable staff resources and
informed refinements fo the risk management
processes associated with the movement

of inventory.
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The development of the computerised

management system confributed fo the process
that led to the implementation of the NBA's
financial management information sysfem.

Future developments in this area will include the
infegration of the systems covering both financial
and confract management and extending

the data management capability of the NBA

fo better manage the supply of blood and

blood products.

Ecologically sustainable development

Section 516A of the Environment Protection
and Biodiversity Conservation Act 1991
requires Australian Government organisations
to detail their environmental performance
and contribution to ecologically sustainable
development in their annual reports.

In its first year of operation, the NBA adopted
a range of measures that confributed to
ecologically sustainable development, including:

e considering access fo public fransport
and ease of fravel for cyclists in determining
its location

e planning for a refit of space incorporating
energy-saving lighting

e recycling paper and prinfer carfridges

e setting prinfers fo default fo printing on both
sides of the paper

e ensuring equipment such as deskiop
computers, photocopiers, dishwashers and
printers incorporate energy-saving features.

The NBA will continue to consider
ecologically sustainable development as
part of ifs continuous improvement obijectives.



Audit Committee

In 2004 the NBA esfablished an Audit
Committee to help ensure its control framework
remained effective and consistent with the
Financial Management and Accountability Act
1997 It is chaired by Mr Ken Barker, an NBA
Board member, and includes an independent
member appoinfed outside the Authority and

its hierarchy.

The role of the Audit Committee is to provide
expert advice to the General Manager on ways
fo enhance the Authority’s control framework,
improve the objectivity and reliability of
externally published financial information and
comply with all the NBA's legislative and

other obligations.

In 2003-04 the Audit Committee provided

advice on:

¢ the Australian National Audit Office
review of the status of the NBA's financial
arrangements, as part of ifs interim program
for auditing the NBA financial statements

e the NBA's annual financial statements

e compliance with legislative obligations.

Relationship with

Australian National Audit Office

Given the NBA's key responsibility for managing
contracts, the Australian National Audit Office
was invited fo present a seminar on the
appropriate management of confidentiality
requirements within confracts. The NBA
acknowledges this assistance, which has
enabled it fo identify a number of opportunities
for improvement.

Risk Management Strategy

As the NBA's understanding of its place in
the secfor grew throughout the vear, so did ifs
appreciation of potential risks.

In order fo acfively manage these risks, the NBA
developed a formal framework for identifying,
monitoring and managing risks, following the
Australian New Zealand Risk Management
Standard [AS/NZS 4360:1999) and Australian
Government risk management guidelines.

Risks were divided info two broad categories:
risks due predominantly to NBA operations;

and risks relating fo the blood sector, where the
NBA could facilitate improved risk management.
A number of risks were identified as needing
immediate attention, and plans fo address these
risks are under development.
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The NBA regards this first Risk Management
Strategy as an interim plan only. By 2005 the
operational infrastructure of the NBA, as well
as ifs understanding of the secfor, will have
developed significantly. As well as monitoring
risks and improving risk management, the
NBA is therefore continuing to keep abreast of
new and emerging developments and will be
reviewing its Risk Management Strategy during
2004-05.

Security of blood supply is a key risk area for the
NBA, and a project fo examine the appropriate
stocks fo be held in Australia is also a key task
for 2004-05.
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Communications management plan

Based on the development of the Risk
Management Strategy, the NBA completed

a Communications Crisis Management Plan.
This plan identified the top ten most likely events
that would require comprehensive coordination
or communication efforts by the NBA. The plan
used these examples to develop a methodology
that provides a logical and sysfematic approach
fo dealing with all issues and stakeholders. The
NBA has an inhouse communications officer
but has also engaged ongoing expert advice to
assist in managing major communications issues.

Business Continuity Plan

The input from the Risk Management Strategy
and the Communications Crisis Management
Plan will form the foundations of the NBA's
Business Confinuity Plan. Due fo the rollout of the
new financial system and the intfroduction of the
new information technology system, the Business
Continuity Plan is scheduled for completion in
2004-05.

Fraud control plan

Following completion of the NBA's
comprehensive risk assessment and the NBA's
Risk Management Strafegy, an interim fraud
control plan was prepared as part of the
organisation’s responsibility to protect the
public interest.

However, the NBA's substantive fraud control
plan cannot be finalised, until:

e the proposed new confracts with the
Australian Red Cross Blood Service for the
support of ifs ongoing services and with CSL

@ National Blood Authority

Limited for fractionated blood products are

finalised and can be assessed for fraud risk

e the NBA' financial management information
sysfem is in operation and can also be fraud
risk assessed.

Risks of fraud impacting on the NBA, both from
within the organisation and externally, are being
assessed and ongoing measures are being
implemented to minimise risk.

While the NBA has addressed financial
authorisations in the initial Chief Executive's
Instructions, their implementation will

be interwoven with that of the financial
management information system. Computer
security measures are being developed in
conjunction with this activity, and protective
security measures, supplementing current key-
card building entry safeguards, will be finalised
when the above measures are fully in place.

The NBA recognises that achieving a situation
wherein all officers take personal responsibility,
and are accountable for their actions, is the

first step towards achieving an effective fraud
prevention environment. This will be emphasised
through comprehensive training of all staff in
awareness of ethics and fraud, and through

the NBA's:

 sound corporate governance

o Australian Public Service values,
including the highest ethical standards
and accountability

e values of professionalism, action
and excellence.

The interim fraud control plan will continue to
be fully operative until it is replaced with the
substantive plan in early 2005.



200407 Corporate Plan

Notwithstanding the NBA's strong focus on
esfablishment and basic operational matters
during 2003-04, the organisation’s overarching
goal is fo meet ifs stakeholders’ expectations

by becoming a centre of excellence with the
capacity fo influence the quality use of blood
products across Australia.

Towards this goal, the NBA has developed a
three-year corporate plan, which was presented
to Health Ministers in June 2004.

The threeyear plan proposes the organisation
develop further in 2004-05, advance in
2005-06 and excel in 2006-07, as it

strives fo achieve its vision of 'Saving and
improving Australian lives through a world-class

blood supply’.

~_

The three principal goals the NBA has set for
itself over the coming years are fo:

1 improve the performance of the blood
sector—by focusing on areas of better value
and accountability in its contracts, improving
planning and increasing ifs contribution
towards improved policy making on blood

2 manage and coordinafe Australia’s blood
supply—through its contracts with suppliers

which, together with enhanced monitoring
and reporting procedures, will provide a
more stable operating base

3 ensure the NBA is a highperforming
organisation—by improving business
practices and fostering expertise and
excellence within the organisation.

Key outcomes, sfrategies and performance
measures have also been identified to assist
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in monitoring progress and acknowledging
achievements.

Development of best practice systems

The NBA aspires to be an expert in government
confract negotiation and contract management.
During 2003-04 the NBA delivered training

fo all staff in contract law and probity and

used specific projects to develop best practice
standards and templates for key business
processes. Through this approach, the NBA also
incorporated the benefits of external business,
financial and legal work info its sfandard
practice. The Authority's philosophy is that NBA
staff should develop and maintain core skills
necessary for all its work, with expert advice
being sought for specific projects.
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The NBA is also developing a suite of

standardised policies, processes and documents
for procurement, negotiations, and confract
management. These include:

® o procurement strategy

* project, quality and risk management tools

e fendering documents

® negotiating documents

e q femplate for national blood supply contracts

® a confract management strategy and plans.

The NBA has developed a femplate for national
blood supply contracts which seeks to ensure
reliable product supply outcomes while ensuring
value for government expenditure.

For probity and costeffectiveness reasons, the
NBA adopted a policy that all negotiations
with potential blood product suppliers occur af
NBA premises.

We take pride in already having developed
innovative business solutions. The NBA's
standard procurement documentation and
systems fake full account of the requirements

of the Australian Government procurement
framework and policies, while infegrating these
with the objectives and outcomes that must be
achieved under the National Blood Agreement
and the NBA Act.

External Scrutiny

There was no formal external scrutiny of the
NBA in 2003-04.
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2.3 Our partners in
the blood sector

Our partners in the blood sector fall into

fwo broad cafegories: governments (State
and Territory governments and the Australian
Government and their representatives); and
suppliers [predominantly the Australian Red
Cross Blood Service and CSL Limited), which
are regulated by the Therapeutic Goods
Administration.

2.3.1 Governments

The interests of all governments are represented
through the Jurisdictional Blood Committee.
Under the National Blood Agreement, all
governments are responsible for:

e oversighting the blood supply and
esfablishing the policy framework and
specific policies relating to the national

blood supply

e fostering the development and
implementation of best practice systems to
promote efficient use and minimal wastage
of blood and blood products

e providing information in relation to demand

for blood and blood products

e managing local issues such as those involving
clinical practice.

Organisation of the Jurisdictional Blood
Committee was much more resource intensive
than anticipated. Originally scheduled to meet
six times a year, the committee actually held
22 meetings during 2003-04, with the NBA
authoring the vast maijority of the 130 papers
considered by the committee.



Jurisdictional Blood Committee
membership as at 30 June 2004

Chair:
Dr Louise Morauta
Australian Government Deparfment of Health and Ageing

Mr Bill Heiler
New South Wales Department of Health
Proxy: Mr Roger Kung,/Mr Alan Langley

Dr Chris Brook
Victorian Department of Human Services
Proxy: Ms Tania Nallathamby

Ms Julie Kissane
Queensland Health
Proxy: Ms Josephine Giles

Dr Dorothy Jones
Health Department of Western Australia
Proxy: Ms Joan Bedford

Professor Brendon Kearney
South Australian Department of Human Services
Proxy: Ms Sue Ireland

Dr Paul McCann
Tasmanian Department of Health and Human Services
Proxy: Mr John Smith

Dr Paul Dugdale
Australian Capital Territory Health
Proxy: Ms Josephine Cummins

Ms Meri Flefcher
Northern Territory Department of Health and Community Services
Proxy: Mr Pat Maher

Together with operational and financial advice
from the NBA Government Blood Advisory
Committee, the outcomes of these meetings
allowed the NBA to move forward on a
number of issues relating o national demand
management, supply planning, and evidence-
based approaches to emerging products,
services and technologies.

2.3.2 Suppliers

Australia’s blood supply is founded on the

following important principles:

e volunfary, nontemunerated donation of
blood and plasma

e selfsufficiency [as far as practicable),
rather than routine dependence on
imported products

e the provision of blood and blood products,
as agreed under the national arrangement,

part 2 structure & functions

free of charge to all Australians.

The Australian Red Cross Blood Service and
CSL Limited play a central role in meeting these
principles. Both organisations depend upon
volunteer donors for fresh blood and plasma,
and upon each other.

The Australian Red Cross Blood Service collects
donations of whole blood or blood components
from voluntary donors then separates and further
processes the cellular components info a range
of fresh blood products, which are supplied
directly to hospitals and clinicians. It sends

most of the plasma collected to CSL Limited

for fractionation; however, some is supplied

to hospitals as fresh frozen plasma for specific
clinical indications.
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History of the Australian Red Cross Blood Service

The Australian Red Cross established Australia’s first organised blood
transfusion service in Victoria in 1929.

This was followed by the establishment of similar services across the
States and Territories, reflecting the organisation of the Red Cross with
its eight separate State and Territory divisions.

The 1990s saw a move towards a national focus for blood transfusion
services in Australia. In 1995, the Australian Government commissioned

the McKay Wells Review of the Australian blood and blood product system.

The review’s report provided the impetus for a number of reforms,
including the formation of a national blood service to streamline functions
and allow free transfer of products across State and Territory boundaries.

In 1996, the blood transfusion services of the States and Territories
united fo form the Australian Red Cross Blood Service. The governance
arrangements of the Australian Red Cross were reorganised and the
Australian Red Cross Blood Service was established as an operating
division of the Australian Red Cross, which has ultimate legal
responsibility for the blood service.

CSL Limited fractionates the plasma supplied

by the Australian Red cross Blood Service and
refurns it back as finished plasma products for
distribution through the blood service's network.’

Quantities of other plasma-derived products

are also imported, where only low volumes are
required and it is not cost effective fo produce
them in Australia. Australia also imports products
where the technology to manufacture them is

not available here, and to address temporary
shortfalls in domestic production.

CSL Limited also processes plasma supplied

by the national blood services of New Zealand,
Hong Kong, Singapore and Malaysia info

a range of products subsequently refurned to
those counfries.

Figure 5 illustrates the steps and parties involved
in supplying blood to Australian end users.

History of CSL Limited

The Commonwealth Serum Laboratories, as CSL Limited was originally
named, was established in 1916 by the Commonwealth Government
and initially produced vaccines and sera for freating a variety of

confagious illnesses.

In 1949, the Commonwealth Government decided that fractionation
should be undertaken in Australia and that the Commonwealth Serum

Laboratories was the most suitable insfitution to perform this role. This
decision paved the way for the Australian plasma fractionation industry.

Production of albumin and immunoglobulin commenced in1953-54.
Factor VIII preparations became available shortly afterwards.

The Commonwealth Serum Laboratories has undergone a number of
transformations reflecting changing government policy. In 1994 it was
privatised and became a listed public company—CSL Limited.

(SL Limited established the first chromatographic fractionation plant in the
world in 1996, and to date has the only fully closed system worldwide.

(SL Limited has expanded since 1994 to become the world’s largest
plasma fractionator, through the acquisition of Aventis-Behring in 2004.

1 With the exception of Intramuscular Immunoglobulin (IMig) and Tetanus Immunoglobulin 250, which are supplied directly to end users by CSL Limited

@ National Blood Authority



2.3.3 Regulatory authority

Australia’s regulatory approaches are closely
aligned to those of Europe, reflecting the
European fradition of blood fransfusion services
based on voluntary, nontemunerated donors
and public health funding.

In Australia, blood, blood components and
plasma derivatives are regulated under

the Therapeutic Goods Act 1989 by the
Therapeutic Goods Administration. The
Therapeutic Goods Administration is responsible
for enforcing standards within the blood sector
fo ensure they meet appropriate safety, quality
and efficacy requirements. It also registers
individual products.

To obtain a licence for the production of blood
and blood components, agencies must first
comply with the Australian Code of Good
Manufacturing Practice for Human Blood

and Tissues and the detailed technical and
scientific information must satisfy Therapeutic

Goods Order No. /2 Standard for Blood

Figure 5 Australia’s blood supply

~_

Components. This order states that blood and
blood components must meet the requirements
of the Council of Europe document Guide fo
the preparation, use and quality assurance of
blood components.

All NBA contracts require compliance with
therapeutic goods laws, and the NBA relies

on the Therapeutic Goods Administration’s
expertise in this area to minimise the potential for
infectious disease transmission and ensure the
suitability of blood and blood products reaching
the Australian market.

200304 donors and collections

Whole blood donations 907,904
Plasma and platelet apheresis donations 150,390
Total donations 1,074,711
Active donors 455,064
New donors 96,565

Source: Australian Red Cross Blood Service
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Part 3 describes our early
achievements against our
priorities for the reporting year
and provides an analysis of our
performance against the National
Blood Authority’s outcome and
output structure, as set out in the
Department of Health and Ageing
Portfolio Budget Statements.

It also provides information on our

people and management practices,

and outlines our financial position
for 2003-04.

NBA staff members (clockwise from top left): Deb LeClos, John Haines,
Ray Carty and Julianne Bretttargh

@ National Blood Authority

3.1 Our people

3.1.1 Staffing

Transitional arrangements were put in place for
the period 1 July-30 September 2003 to allow
a smooth transfer of functions from the Acute
Care Division of the Depariment of Health and
Ageing to the NBA. During the year, 16 staff
involved with NBA functions permanently
transferred from the Blood and Organ Donation
Taskforce fo the new organisation under the
provisions of section /2 of the Public Service Act

[999.

A rolling recruitment campaign was undertaken
during the year and successfully filled 18 ongoing
and non-ongoing positions, including:

o Chief Finance Officer, Finance Team

® Human Resources Manager

e legal Officer

e Director, Corporate Services and Quality

* Financial Analyst

e Scientific Officer, Blood Quality and Safety

e Director and Assistant Director, Contract
Management and Supply Planning.

As at 30 June 2004, the organisation was fully
resourced within ifs staffing budget with 34
enthusiastic, committed and expert staff members
fo take forward the work of the NBA beyond its
esfablishment year. Tables 1 and 2 summarise
the profile of the staffing complement.



Table T Staff classification and fullime /part time status, 30 June 2004

Classification

Senior Executive Service 1 1 )
1 1
Executive Level 2 4 ] 1 6

—
—

Executive Level 1 7 1 4 12

w
N
N
~

APS Level 5 1 1 2

—
—
N

Total 19 4 10 1 34

DU Onong Novorgang  Tonl

Senior Executive Service 2 2

—
—

Executive Level 2 5 1 6

—
—

Executive Level 1 11 1 12

o~
—
~

APS Level 5 2 2

~N
N

Total 30 4 34

APS = Australian Public Service.

Note: Includes staff on leave, higher duties and staff on secondment from other agencies.
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3.1.2 Culture

Building a strong team culture was a priority for
the NBA during its establishment year.

Initially, staff were located af five separate
locations, so priority was given fo colocating
staff under one roof. Once this had occurred, it
was much easier to build effective teams and a
culture based on the premise that everyone was
equally responsible for making the NBA the type
of organisation they wanted to work in.

NBA premises in Turner, ACT

The Staff Participation Forum and Social Club
have become important mechanisms for driving
change and further developing the NBA's
unique culture.

The Staff Participation Forum, which is combined
with the Occupational Health and Safety
Committee to avoid duplication in participants
and confent, consists of two management
representatives appointed on the basis of their
positions (the Deputy General Manager, Policy,
Planning and Corporate, and the Human
Resources Manager| and six volunteer employee
representatives drawn from across the NBA.

@ National Blood Authority

The Staff Participation Forum achieved a number
of results through consultative processes on

permanent accommodation arrangements, the
development of a Workplace Diversity Plan, and
the certified agreement.

The inaugural NBA Bodgie Bocce Cup champion team

The Social Club brought the NBA team together
to celebrate Melbourne Cup Day, Christmas

and the NBA's first birthday, as well as
establishing the tradition of the NBA Bodgie
Bocce Cup Tournament.

Staff af the NBA take their commitment to
the management of the blood supply very
personally, and in 2003-04 contributed to the

blood supply by organising regular frips to the
blood bank.

Juson Brooks, Finance Officer, donates blood



3.1.3 Personal and
professional development

The Performance and Development Scheme
is an important contribufor fo the NBA in

developing its own performance, as well as
the performance of individual staff members.

The scheme was put in place during 2003-04,

in consultation with the Staff Partficipation Forum.

Developing competencies in core business
processes, and enhancing staff understanding
of the industry they work in, were key strategies
that were embraced.

In recognition that contract management

and related skills are crifical to the success

of the NBA, a series of internal seminars
aiming fo develop and hone skills in contract
management was also conducted in 2003-04.
These included:

¢ Contracting Llaw, conducted by NBA

legal Services

e Probity Training, conducted by
PSI Consulting Pty Lid

e Complying with the Senate Order for
Departmental and Agency Contracts,
conducted by the Australian National
Audit Office.

The NBA also drew on the strong relationships
created between staff and stakeholders in the
blood and plasma industry fo embark on a
series of in-house seminars. The seminars aimed
fo embed a culture of ongoing professional
development and to create an awareness of the
main issues in the blood industry.

~_

Seminars were conducted by:

e Australian Red Cross Blood Service
e CSl Limited

* World Federation of Haemophilia
e Baxfer Healthcare Pty Lid

e National Blood Service England

and North Wales
e Royal North Shore Hospital, Sydney

e New Zealand Blood Service.

3.1.4 Employment conditions

As an inferim step, sfaff not on individual
Australian Workplace Agreements had their
conditions linked 1o the Department of Health
and Ageing’s certified agreement, People,
leadership and Performance Improvement
2002-2004, through a defermination made by
the General Manager under section 24 of the
Public Service Act 1999.

This arrangement ensured that the conditions
of staff transferred under the machinery of
government arrangements were unchanged,
and allowed us time to negofiate an NBA
certified agreement. Negotiations for the
inaugural certified agreement commenced in

part 3 performance

February 2004 and were conducted directly
with employees, using the existing Staff
Participation Forum.

The Staff Participation Forum met regularly
between February and June, and each forum
meeting was followed by an information session
for all staff. Rather than performing the role

of key decision maker, the Staff Parficipation
Forum took on the primary consultative role and
identified issues that should be put fo all staff
for comment. At information sessions, staff were
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provided with a survey and comment form to
provide input info the initiatives discussed during
the session. Surveys were also distributed to staff
unable fo attend the sessions.

The high level of input worked very well and
the Staff Participation Forum was able to
quickly respond fo concerns by amending,
disregarding, further explaining and/or building
on initiatives. The agreement is expected fo be
certified under section 170LK of the Workplace
Relations Act 1996 in October 2004.

NBA Senior Executive Service officers were on
temporary transfer from the Department of Health
and Ageing during 2003-04. Consequently,
their remuneration and condifions of services
were covered by Australian Workplace
Agreements with the department.

At 30 June 2004, 16 per cent of staff had
enfered info Australian Workplace Agreements,
offering the NBA a degree of flexibility in
affracting and retaining employees by tailoring
remuneration and conditions accordingly. Non—
Senior Executive Service Australian Workplace
Agreements draw upon the conditions of the
prevailing certified agreement as well as other
flexible arrangements.

No performance pay was paid in the 2003-
04 financial year. While some Australian
Workplace Agreements do contain provision for
performance pay, the performance cycle means
that performance above agreed requirements in
the 2003-04 financial year will be rewarded in
the 2004-05 financial year.

The salary ranges available to NBA staff not
covered by Ausfralian Workplace Agreements
are shown in Table 3.

@ National Blood Authority

Table 3 Salary ranges, 30 June 2004

Classification --

lel2 85904 93,626
Executive Level 2 74,634 88,699

43470 79,859
Executive Level 1 65,960 72,250
WSleels 5347 60552
APS Level 5 48,655 51,353
WSleeld 4473 47,265

APS = Australian Public Service.

Occupational health and safety

In accordance with Australian Government
legislation, responsibility for occupational health
and safety in the NBA lies with the General
Manager. The General Manager is assisted in
this function by the Occupational Health and
Safety Committee. The committee consists of
fwo ongoing employees who have undertaken
formal training with Comcare.

In January 2004, the Committee combined
with the Staff Parficipation Forum. In 2003-04,
routine inspections were conducted fo identify
occupational health and safety risks. ltems
identified predominately related fo issues of
office accommodation, such as adequate
lighting and ergonomic furniture. Outstanding
issues will be resolved as part of the building fit-
out once the NBA's permanent accommodation
arrangements have been finalised.



Commonwealth Disability Strategy

The Commonwealth Disability Strategy is
implemented through the NBA's Workplace
Diversity Plan, developed in consultation with the
Staff Participation Forum. Staff and supervisor
awareness of the importance of a culture

based on mutual respect is at the centre of the
plan. The plan aims to ensure that staff have
access fo trained workplace diversity contact
officers, that workplace diversity principles are
incorporated in all employment procedures and
that stafistics fo esfablish a baseline and monitor
frends relating to diversity in the workplace are
collected and recorded.

3.2 Our results

The NBA achieved significant results in its

first year of operation, in terms of successfully
managing and coordinating Australia’s blood
supply in accordance with the National Blood
Agreement, and thereby met ifs requirements
as specified in the Department of Health and
Ageing Portfolio Budget Statements. Those
requirements are sef out in Table 4.

Table 4 Outcome and output structure, 2003—04

Outcome: A safe, secure, adequate and affordable

supply of blood and blood products in Australia

Manage and coordinate Australia’s blood Quality
supply in accordance with the National
Blood Agreement agreed by the Australion
Government, States and Territories

Quality

Quantity

Ensuring the safety and quality of blood Quality
products and services

Satisfaction from all jurisdictions and stakeholders on the planning, management and
coordination of the blood supply in accordance with the National Blood Agreement

Satisfaction from all jurisdictions and stakeholders that there is sufficient supply of blood and
blood products to meet clinical need

part 3 performance

Blood and blood product supply levels are sufficient in all jurisdictions to meet clinical need

Satisfaction from all jurisdictions and stakeholders concering the safety and quality of blood
products and services

Products and services meet required quality standards

Note: This outcome and output reporting sfructure is extracted from the 2003-04 Porifolio Budget Statements
of the Australian Government Department of Health and Ageing. The NBA's outcome is part of the department’s
Outcome 4: Quality Health Care, to which the NBA is a key contributor, along with the Therapeutic Goods

Administration and others.
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3.2.1 Managing and
coordinating Australia’s
blood supply

In 2003-04 the NBA successfully developed

a national supply framework, based on the
creation of a national products and services list
detailing types of products and services planned
fo be purchased and used in Australia during
the year.

From this list the NBA was able to formulate

the first National Supply Plan and Budget, fully
supported by the Minister for Health and Ageing
and subsequently approved by the Australian
Health Ministers’ Conference, in accordance
with the National Blood Agreement.

To implement the supply plan, the NBA has
confracts with various suppliers of blood and

blood related products, with a total annual
value of around $500 million per annum, which
it manages closely fo ensure that demand for
blood and blood products is always met.

During 2003-04, $393 million was provided
fo the two main suppliers—$243 million to
the Australian Red Cross Blood Service and
$150 million to CSL Limited.

Each State and Terrifory pays for the blood
products it requires, under a proportional
funding arrangement whereby States and
Territories pay 37 per cent of the cost

while 63 per cent is paid by the Australian
Government, in accordance with the National
Blood Agreement.

Table 5 outlines the contractual arrangements for
the main groups of blood and blood products
purchased under the national arrangements.

Table 5 Contractual arrangements for the main
groups of blood and blood products purchased

Group of Arrangements

products

Whole blood products

Red blood cells products
Platelet products

Clinical fresh frozen plasma
Cryoprecipitate products
Plasma for fractionation

@ National Blood Authority

The Australian Red Cross Blood Service is responsible, under its Deed with the NBA, for a variety of services relating fo
blood and blood products, including collection of blood and its constituents from donors, and the testing, storage and
the distribution of fresh, frozen and plasma products.



Table 5 Contractual arrangements for the main groups of blood and blood products purchased continued
Recombinant Factor VIII The NBA manages a contract with Baxter Healthcare that commenced on 1 July 2003 for a period of three years.
Profein C Baxter Healthcare provides a range of plasma and recombinant products directly to the Australian Red Cross Blood

e Service, approved hospitals and patients.

Factor Eight Inhibitor Bypass

Agent (FEIBA)
Blood grouping sera These diagnostic products are used in hospitals and other laboratories for blood group testing and antibody screening.

Reagent red cell products These tests are crifical o the safe provision of compatible blood.

The products are currently provided to the Australian Red Cross Blood Service supply centres, pathology laboratories and
other approved recipients.

Governments have decided to conclude this arrangement on 30 June 2005.

Albumin products The current Plasma Fractionation Agreement with CSL Limited came info effect on 1 January 1994 and will expire
Immunoglobulin products (with extensions) on 31 December 2004. Under this agreement, CSL Limited fractionates Australian plasma,
(including IVlg and supplied by the Australian Red Cross Blood Service, and provides finished products such as albumin, immunoglobulins
hyperimmune products) and clotting factors (such as factors VIIl and IX).

Plasma-derived clotting factors

The NBA i responsible for managing and negotiating a contract with CSL Limited for the maintenance of the National
Reserve of plasma products. The purpose of this confract is to hold in reserve a range of plasma products fo secure
supply for the Australian community in the event of natural disasters and failures in blood and plasma collections
systems or plasma fractionation processes.
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Additionally, CSL Limited imports plasma-derived factors XIII, XI and Rh(D) immunoglobulin for use by the
Australian communiy.

Recombinant Factor Vlla Novo-Nordisk Pharmaceuticals s contracted for the period 30 January 2004 to 30 June 2006 to provide recombinant
Factor Vlla to approved hospitals for the treatment of patients who have inhibitors for factors VIIl and IX.

Recombinant Factor X The NBA manages a contract with Wyeth Australia that commenced on 1 July 2003 for a period of three years in
order to provide recombinant Factor X, for the treatment of patients with haemophilia B.
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Table 6 Therapeutic products purchased from the Australian Red Cross Blood Service

Used in the replacement of blood lost in trauma and surgery, and occasional treatment of anaemia

Product
Red cells

Used in the control of haemorrhaging, often in patients with leukaemia and patients undergoing

cancer freafment

Clinical fresh frozen plasma

Buffy coat (white cells)

Used in the treatment of bleeding problems following frauma or liver transplants
Used in the treatment of clotting factor and fibrinogen deficiencies

Used for patients who are not producing their own white cells or who have very low white cell

counts and serious bacterial infections

2003-04)

Fresh blood products

At $243 million per annum, the current funding
agreement between the NBA and the Australian
Red Cross Blood Service is one of the biggest
confracts managed outside of the Department

of Defence. It is used to purchase a range of
products and services on behalf of the nation, as
illustrated in Table 6.

Prior fo the establishment of the NBA, each State
and Territory purchased these products directly
from the Australian Red Cross Blood Service.
This resulted in a fragmented approach to
supply planning, priority seffing, service delivery,
performance and accountability. It also led to
inequities and inefficiencies in the provision of
blood products and services across the nation.

On 1 July 2003 the NBA assumed direct
administrative responsibility for funding national
supply arrangements for the provision of fresh
blood and blood products with the Australian
Red Cross Blood Service, through an interim

@ National Blood Authority

Used by CSL Limited for fractionation info plasma products (294.5 tonnes were supplied in

Deed that was put in place by the Department
of Health and Ageing.

In addifion fo managing this interim Deed,

the NBA now also faces the task of negotiating
a new Blood Products Agreement. The draft
negotiation principles, timeline and terms were
provided to the Australian Red Cross Blood
Service in June 2004.

These principles included adopting:

e best practice governance arrangements for
accountability, transparency and disclosure

* key performance indicators, targets and
standards by which to monitor performance
and drive improvement

® a unif price per product, and invoicing based
on those prices

e national safeguards to ensure the interests of
government and the community are profected
through contfinued supply in the event that
obligations under the agreement are not met

e the goal of delivering value for money fo all
governments for the term of the agreement.



In preparation for negotiating the new
agreement, the NBA undertook extensive
work fo ensure an approach that would
meet contemporary government confracting
requirements, by conducting:

® a comprehensive gap analysis of the interim
arrangement, fo determine what aspecfs met
government confracting requirements, and fo
identify its limitations, and improvements or
alternatives that would improve performance

® a comparison with infernational models in
managing modemn blood services, such as
that currently used in the United Kingdom

e consultation with key clinical and
consumer groups on ways fo improve
the current arrangements

e an independent analysis of the organisation’s
governance arrangements and accountability
processes.

As well as commencing negotiations for a

new Blood Products Agreement and managing
the existing interim Deed to ensure that all
Australians received all the fresh blood products
they required during the year, the NBA also:

e assessed a business case submitted by
the Australian Red Cross Blood Service
for increased funding to allow it to meet
new Therapeutic Goods Administration
requirements for minimum haemoglobin
levels in blood donors, and advised the
Jurisdictional Blood Committee to provide
increased funding, which it did

e considered and recommended to the
Jurisdictional Blood Committee an increase
to the Service's funding to take into account
significant changes in the volume and mix
of certain products the Service provides

e monitored progress on the implementation
of the Australian Red Cross Blood Service's
National Blood Management System

* assumed responsibility for the National
Managed Fund, which provides national
uniform discretionary liability insurance cover
beyond that covered by the Australian Red
Cross Blood Service's own insurance.

New regulatory standards

for donor haemoglobin levels

From 1 January 2004, increased minimum
thresholds for donor haemoglobin levels
were mandated by the Therapeutic Goods
Administration to protect the health and
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wellbeing of blood donors by ensuring that their
iron levels are sufficient for safe blood donation.

The Australian Red Cross Blood Service
estimated that the new thresholds would
have a significant effect on the blood supply
and that nearly 18,000 donors would be
affected in 2003-04, resulting in a loss of
36,000 donations.

In response to the new standards, the Australian
Red Cross Blood Service presented governments
with a submission for funding to ensure that it
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would be fully prepared to transition fo the new
thresholds, with the capacity to simultaneously
profect donor wellbeing and the sufficiency of the
blood supply.

The NBA and Stafe representatves critically
examined the submission and made a
recommendation fo governments on the
required level of funding for the first three years
of the project. In undertaking this analysis,
the NBA sought independent advice from a
range of authorities, including the Therapeutic
Goods Administration, a health economist
and communication and marketing experts.

In addition, the NBA worked closely with

the Australian Red Cross Blood Service

in preparation for the infroduction of the
revised thresholds.

As a result of its findings, the NBA recommended
increased funding of $4.437 million, which was
agreed fo by all governments.

@ National Blood Authority

The additional funds were used by the Australian
Red Cross Blood Service in a variety of ways.
Primarily, the money was targeted towards the
production of donor education materials, a
donor communication campaign, and sfrategies
fo increase new donor recruitment and retention.

A Frequent Donor Club was also implemented,
fo increase the annual attendance of existing
donors from two to three times per year. By
joining the club and donating three times in
12 months, donors became eligible to receive
a small thank you gift.

Introduction of the Australian Red Cross Blood
Service's new National Blood Management System
In March 1996, the eight Ausfralian Red Cross

State and Territory blood fransfusion services were
each operating independently, using a variety

of computerbased and manual sysfems for data
collection. The computer systems in use were
becoming obsolefe and required updating. As

a result, the Australian Red Cross Blood Service
decided to implement a national computer system
and commenced a project fo defermine the most
suitable commercial computing system.

In 1999 the Australian Red Cross Blood Service
signed a confract for the National Blood
Management Sysfem to collect and manage
dafa relafing to donors, and fo the production,
inventory and disfribution of producis.

On 1 July 2003, the NBA assumed responsibility
for managing governments” interests in the
implementation of the new system, concluding

a review of the system and, together with the
Therapeutic Goods Administration, monitoring
the system’s implementation. There has been

a range of complex issues that the NBA has
needed to understand and pursue with the




Australian Red Cross Blood Service in order to
address issues raised by governments, and to
understand the compliance practices required
fo meet Therapeutic Goods Administration
approval standards.

The first pilot site was implemented in South
Australia in May 2003. Subsequently, the
Noational Blood Management System was
implemented in New South Wales, Tasmania and
the Australian Capital Territory, with other States,
subject fo Therapeutic Goods Administration
clearance, expected to follow in 2004-05.

The National Managed Fund
—providing cover for liability claims

The National Managed Fund was established by
the Ausfralian Health Ministers' Advisory Council
fo cover future liability claims made against the
Australian Red Cross Blood Service in relation

to the supply of blood and blood products

within Australia. The fund became effective on

1 July 2000 {prior fo the establishment of the NBA|
and is overseen by the expert National Indemnity
Reference Group. The Australian Government,
State and Territory governments, together with the
Australian Red Cross Blood Service each pay an
annual contribution to the fund.

On 1 July 2003, the NBA took over responsibility
for the National Managed Fund from the
Department of Health and Ageing.

In addition to providing secrefariaf support fo the
National Indemnity Reference Group, the NBA
has also been involved in preparing amendments
fo the Memorandum of Understanding for the fund.

The NBA has been involved in extensive
consultations on the revised document, which

~—_ 7

is expected to be signed by the end of the
calendar year.

The NBA has also been involved in the preparation
of a business case, which went fo the Depariment
of Finance and Administration in September 2003,
seeking the establishment of a special account

for the National Managed Fund. Attempts to
obtain inferest payments on that account are sfill
being pursued. Previously, the fund was held in a
non-inferest bearing account within the Department
of Health and Ageing. The Depariment of Finance
and Administration approved the defermination

for a special account to be established for the
National Managed Fund in April 2004.

Plasma-derived products
On 1 July 2003 the NBA also assumed direct

administrative responsibility for funding the
Plasma Fractionation Agreement with CSL
Limited. The agreement, which commenced on

1 January 1994, will expire (with extensions) on
31 December 2004.

The Plasma Fractionation Agreement contracts
CSL Limited to fractionate Australian plasma
collected by the Australian Red Cross Blood
Service into finished products such as albumin

part 3 performance

[mainly for treating burns and trauma),
immunoglobulins (for treating immunological,
neurological and haematological disorders) and
clotting factors (mainly for freating haemophilia).
Such plasma products are provided fo clinical
end users and patients mainly through the
Australian Red Cross Blood Service distfribution
network, although some products are distributed
directly by CSL Limited. The range of products
purchased from CSL Limited by the NBA on

behalf of governments is provided in Table 7.
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Table 7 Therapeutic products purchased from CSL Limited

Product

Albumex-4 Used fo treat patients suffering burs or shock due fo blood loss

Used o treat patients with kidney or liver disease

Hyper-immune globulins Used fo treat or prevent a specific infection such as tetanus, hepatitis B, zoster, or cytomegalovirus

Used to reduce susceptibility to infections and manage many immune system disorders

Rh(D) (Anti-D) Used fo prevent a potentially fatal form of anaemia in newborn babies of Rh(D) negative mothers

Biostate Used fo manage haemophilia A (Factor VIII)

Used to manage haemophilia B (Factor IX)

Prothrombinex-HT Used fo manage some bleeding disorders (concentrated clotting factors)

Used to manage an inherited condition wherein a patient’s blood clots too quickly

As well as managing the supply of these Australia by January 2007 . The increased use of
products in accordance with State and Territory recombinant products fo freat haemophilia will
supply plans, the NBA commenced negotiations require significant adjustment fo the supply of

for a new Plasma Products Agreement with plasma products in Australia.

CSL Limited at the request of all Australian

) ) The new Plasma Products Agreement will also
governments and in accordance with the

_ _ need fo be flexible enough to allow the cost-
new intergovernmental arrangements in the

effective take-up of new fechnology in the
blood sector. Direct negotiations commenced P 9y

on 11 May 2004 and were ongoing as af blood sector

30 June 2004. In order to ensure a successful outcome for

The NBA is ob|iged o negofiate a new Australian gov.err?menfs from this ve.ry 5|gn|f|cont
confract negotiation, the NBA put in place
deliberate detailed strategic planning and

project management processes.

agreement within the policy mandate from
Australian governments. The Free Trade
Agreement between the United States of
America and Australia makes provision for The first activity was to extend the existing
a review of the supply of plasma products in Plasma Fractionation Agreement, to

@ National Blood Authority



31 December 2004, 1o allow the negotiations
fo take place in a reasonable timeframe. The
NBA subsequently allocated resources to
develop procurement and project management
methodologies and associated processes fo
ensure that this major negotiation, and all future
NBA negotiations and procurement activities,
would be conducted in a highly professional
and businesslike manner.

The NBA committed considerable resources

fo ensuring it was well prepared for the
negotiations with CSL Limited. In addition fo
pufting in place a dedicated project team to
conduct the project and the negotiation, the
NBA engaged high-level business, financial and
legal experts to provide advice to ensure the
best possible outcomes for governments, based
on the following principles:

e the new Plasma Products Agreement must
reflect the changes in the commercial
and policy landscape that have occurred
since the establishment of the initial Plasma
Fractionation Agreement in 1994

o the NBA must fulfil its strict mandate from
Australian governments, and must meet
its obligations as a government agency
negotiating a maijor publicly-funded contract

® prices must reflect value for money

e the contract must be performance based,
with appropriate incentives and risk sharing.

By the time the negotiations commenced, the
NBA had developed wellfounded strategies to
achieve the outcomes sought by governments.

Although a Memorandum of Undersfanding
covering progress on all material ferms was
agreed before the end of this reporting period,
finalisation of negotiations is not expected o occur

until late 2004.

Leah Salo and Nancy Opdyke, Plasma Products Agreement Team

Imported products
In 2003-04 the NBA managed four contracts

with pharmaceutical suppliers for the provision of
recombinant products, as illustrated in Table 8.

Recombinant products are becoming increasingly
important, particularly as they are not dependent
on the collection of plasma for their production.
However, not all plasma-derived products can be
produced by this technology, so plasma collection
will continue to be very important for many years.

part 3 performance

A key activity this year was the finalisation of a
contract with Novo-Nordisk Pharmaceuticals for
the supply of NovoSeven (recombinant Factor
Vlla), a product used fo freat bleeding episodes,
including surgical intervention, in haemophilia A or
B patients with inhibitors to Factor VIIl or Factor IX.

In addition, the NBA has been negotiating
longer ferm contracts for the supply of Factor X,
Factor Xlll and Porcine Factor VIII, which are
currently being supplied under shortterm and
interim funding arrangements. The supply of
Porcine Factor VIl has been limited in recent
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Table 8  Imported products purchased

Product

Factor VII

with inhibitors

Protein C

Used to treat Factor VIII deficiency, known as haemophilia A
Used to treat Factor VIl deficiency

Used to treat bleeding episodes including surgical interventions in haemaphilia A and B patients

Used to treat congenital protein C deficiency

Recombinant Factor IX

Recombinant Factor Vla

Used to treat patients who have Factor IX deficiency, known as haemophilia B or Christmas disease

Used to treat bleeding episodes including surgical infervention in haemophilia A or B patients with

inhibitors fo Factor VIl and /or Factor IX

Rh (D) immunoglobulin

Used to supplement domestic supplies of Rh(D) immunoglobulin o prevent haemolyic disease of

newborns in Rh(D) negative women

years, and its manufacture ceased at the end of

June 2004.

These contracts will ensure the appropriate supply
of products fo meet current and anficipated
national demand at affordable prices, and will
include a range of risk minimisation strategies and
processes ensure supply.

Diagnostic products

The management of the Diagnostic Products
Agreement with CSL Limited was transferred

@ National Blood Authority

Used to supplement domestic supplies of intravenous immunoglobulin

from the Department of Health and Ageing
to the NBA on 1 July 2003.

Diagnostic products, derived from blood
obtained by the Australian Red Cross Blood
Service, are used in blood-grouping and
antibody-screening tests to ensure compatibility
of products and recipients. They are essential for
blood banking, crossmatching of blood types
and antenatal antibody screening, and are
provided free of charge to Australian patients.

Diagnostic products covered under the
agreement are illustrated in Table 9.



Table 9 Diagnostic products purchased from CSL Limited

PR Gircolwse

_ Used for patient and donor antibody screening

Phenocell 3%

Used for defermining the linical significance of unexpected anfibodies that may have been detected

Used to accurately determine a person’s ABO blood group through two different fest procedures (a

_ forward group and a reverse group) using fube or file fechniques

Controcell 15%

Used as Rh positive and Rh negative controls to control antiglobulin and enzyme tests

_ Used to identify atypical antibodies, in particular anti

Antiglobulin control cells

Used to validate test results

_ Used to type red cells for the presence of the K (Kell) antigen

Human thrombin (dried)

In 2004 all Health Ministers agreed that the
Diagnostic Products Agreement should continue
in its present form only until 30 June 2005,

at which time end users—such as public and
private laborafories and research and teaching
institutions—will be able to purchase diagnostic
products from the providers of their choice.

The NBA has been working with Australian
governmenfs fo ensure that they progress the
implementation of the new arrangements and
ensure essential diagnostic blood products
continue to be available affer 30 June 2005.

As the Diagnostic Products Agreement had been
infended to finish in June 2004, the NBA was
required to complefe a substantial amount of
work to extend the agreement.

Used in emergency situations to speed up compatibility tesfing

Meeting the needs of
people with blood disorders

The Australion Hoemophilia
Centre Directors” Organisation

The Australian Haemophilia Centre Directors’
Organisation is the national medical body for

haemophilia in Australia. During 2003-04

the organisation delivered timely advice and

part 3 performance

information fo the Department of Health and
Ageing and the NBA on mafters related to
haemophilia, designed and launched an
organisational website, and provided monthly
progress reports fo the Department. It also
commenced the development of guidelines,
which are due for finalisation is 2004, for:

e the freaiment of inhibitors in haemophilia A

e the management of Factor VIl deficiency.
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The Department of Health and Ageing previously
provided the Australian Haemophilia Centre
Directors’ Organisation with funding to enable

it to support a small national executive and

fo implement a range of key projects. In June
2004 this responsibility was transferred fo the
NBA, which set about negotiating a contract
that would, by using the data obtained from the
Australian Bleeding Disorder Registry, provide
valuable insight info usage and demand patterns
for bleeding disorder products.

The Australian Bleeding Disorder Registry

All States and Terrifories, with the exception of
New South Wales, participate in the Australian
Bleeding Disorder Registry, a national database
esfablished by the Department of Health and
Ageing in 2000 to ensure that high-quality
aggregate data on the needs of patients

with bleeding disorders was available to
govemnments and to freafing clinicians.

Over time, the registry has produced very
valuable data about the number of people with
haemophilia, disease severity and demographic
characterisfics, and the treatment regimes and
products people use.

During 2003-04 the role of contract manager
for the Australian Bleeding Disorder Registry
was fransferred from the Department of Health
and Ageing fo the NBA. In June 2004, the
NBA successfully negotiated for the Australian
Haemophilia Centre Directors’ Organisation
fo manage the registry and to prepare for a
number of key analytical projects over a two-
year period. These projects will include:

e further enhancement of the registry database

* projection of requirements for plasma-derived
and recombinant Factor VIII products, with
prophylaxis being continued into adulthood
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e a sfudy of hepatitis C and human
immunodeficiency virus status and treatment
oufcomes for patients with haemophilia

* a study of product issue and freatment
(inhibifor) outcomes in patients
with haemophilia

e a sfudy of product issue and treatment
[surgery) outcomes in patients
with haemophilia.

From a natfional planning perspective, the
future inclusion of New South Wales data in
the regisiry will enhance the ability of the NBA
fo provide useful data fo governments.

3.2.2 Ensuring
sufficiency of supply

The National Reserve

The National Reserve of essential plasma products
was established in 1998. It was put in place as
a risk management fool, in case of a significant
failure in blood collection or fractionation
processes, or an unavoidable withdrawal of @
significant volume of product from clinical use.

On 1 July 2003, the NBA assumed responsibility
for the ongoing management of the National
Reserve contract with CSL Limited. This involves
monitoring the confract and processes fo ensure
that sfock levels remain as close as possible to
the target levels, and that stock is rotated so as to
avoid wasfage due fo expiry.

The current National Reserve contract specifies the
range of plasma producis fo be held within the
reserve and a process for seffing farget quantity
levels for each. Currently the products are:
albumin; tetanus, infravenous and intramuscular
immunoglobulin; zoster, hepatitis B and



cytomegalovirus immunoglobulin; ThrombotrolVF;
Biostate; MonoFIX-VF; and Intragam P.

The quantity of products held in the National
Reserve varies and depends on the results of
previous risk assessments as well as the previous
availability of products for purchase for the
National Reserve. In some cases it can be as
much as four months’ supply.

The current National Reserve contract with
CSL Limited was signed on 27 January 2003
and was to have ceased on 30 June 2004.
The NBA has extended this contract until

31 December 2004.

Managing shortages

The NBA played a central role in coordinating
demand management activities for two products
in short supply—Biostate (plasma-derived Factor
VIl and Intragam P (plasma-derived IVig). At
all times, the NBA successfully met the blood
and blood product needs of all Australian
jurisdictions through intensive management of
the product, via ifs confracts with the Australian
Red Cross Blood Service and CSL Limited

and the importation of substitutable products
from overseas.

In the course of its supply-planning activities,

the NBA foreshadowed that during the

year the demand for IVig would outstrip the
nation’s capacity fo meet it. The NBA worked
cooperdatively with the Australian Red Cross Blood
Service and CSL Limited to manage supply. The
strategy included weekly meetings of the suppliers
and regular reporting fo the Jurisdictional Blood
Committee fo ensure adequate management of
the disfribution of products.
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The NBA arranged for an imported product fo
be purchased to make up for the shortfall, and
this product was made available to patients in
March 2004.

As a result of increasing demand for CSL
Limited's plasma-derived Factor VIII product,
Biostate, it was also necessary fo intensively
manage the supply and disfribution of this
product to meet the needs of the haemophilia
community. In response to unacceptable
shortages, the Jurisdictional Blood Committee
asked the NBA to facilitate the purchase of
additional supplies of imported recombinant
Factor VIl to ensure sufficiency of supply.

3.2.3 Ensuring safety and
quality use of blood
products and services

The NBA does not have a primary role in
ensuring the safety and quality of blood
products and services—that is the role of the
Therapeutic Goods Administration. However,

the NBA does ensure that all contractual
arrangements for domestically supplied products
and services oblige suppliers to comply with
Therapeutic Goods Administration standards
and requirements in these areas.

part 3 performance

While the NBA's priority during 2003-04 was
ensuring the adequacy of supply of blood and
blood products, it also made some progress in
the area of influencing the appropriafe usage of
blood products.
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Anti-D guidelines

In conjunction with Australian Red Cross Blood
Service, CSL Limited and clinicians, the NBA
assisted in managing the supply of Rh(D)
immunoglobulin in Australia, with the ultimate
goal of becoming self-sufficient in this product.

Rh(D) immunoglobulin is a plasma-derived
product used to prevent haemolytic disease

of the newborn. This disease occurs when an
Rh-negative mother, who has developed Rh
antibodies in response to Rh-positive foetal cells,
can destroy the red blood cells of her baby.

In extreme cases, this can result in physical or
mental incapacity or death of the baby.

The first part of a managed policy of Rh(D)
immunoprophylaxis in Australia commenced

in June 2003 with the revision and updating
of the National Health and Medical Research
Council guidelines on the prophylactic use of
Rh(D) immunoglobulin in obstetrics. The review

supported the provision of Rh(D) immunoglobulin

fo Rh(D) negative women with no preformed
antiD antibodies during their first pregnancy at
discrete infervals, following sensifising events,
and immediately affer delivery. The enhanced
policy balanced the shortage of domestic
supplies of Rh[D) immunoglobulin with the need
fo profect women of child-bearing age against
developing anti-D. During this phase, supplies
were augmented by an imported product,
WinRho, for postpartum use.

Following increased Australian production of
Rh(D) immunoglobulin, an enhanced national
policy was developed, extending routine
prophylaxis o include patients in their second
or lafer pregnancies, in addition to women
who are pregnant for the first fime. This will
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allow clinicians and approved providers of
Rh(D) immunoglobulin to commence the new
practice as soon as their internal policies and
standard operating procedures allow. All users
and suppliers should have the new procedure in

place by January 2005.

The Australian Red Cross Blood Service is
continuing ifs program to increase the supply of
Rh(D) hyperimmune plasma from its pedigree
group of donors fowards the ultimate goal of
being selfsufficient in this preventative therapy.
Once this goal is reached, all Rh(D) negative
women who do not have preformed anti-D will
be able to receive entirely Australian-sourced
product, and imported WinRho will no longer
be required.




Factor VIl and Factor IX guidelines

In 2003 a Jurisdictional Blood Committee
working party was established to facilitate the
development of Clinical Practice Guidelines and
National Tolerisation Protocols for the use of
recombinant and plasma-derived Factor VIl and
Factor IX products for patients with haemophilia
A and B respectively. Tolerisation is a freatment
regime for patients who have developed
'inhibitors'—in effect, antibodies fo the clotfing
factors necessary fo treat their condifion.

The NBA called for tenders for the development
of these guidelines. Preparation of the guidelines
has commenced and the guidelines are due for

completion in December 2004.

Intravenous immunoglobulin guidelines

In response to rapidly rising demand for IVig,
the Jurisdictional Blood Committee requested the
NBA provide information on the evidence base
and costeffectiveness of its usage. Currently
IVlg is provided fo patients in accordance with
recommended categories established by the
Australian Health Ministers” Advisory Council
Blood and Blood Products Committee in

June 2000.

In 2004 the NBA commissioned a
comprehensive literature review of IVlg usage,
and a costeffectiveness analysis based on the
findings from the literature. These studies are
currently underway. The literature review is due
for completion and presentation fo the NBA in
September 2004, and the costeffectiveness

analysis is due for completion and presentation
in November 2004.

In May 2004, the NBA also convened a major
workshop on IVlg, to identify the changing

patterns of IVIg use in Australia, and reach

an understanding of the drivers behind current
increases in use. The lessons learned af the
workshop will be used as a foundation for the
development of a clinically relevant, evidence-
based and costeffective supply plan for IVig.

Participants at the workshop included
representatives from clinical specialty
groups (haematology, immunology and
neurology), the Australion Red Cross Blood
Service, Therapeutic Goods Administration,
industry consultants and government

health services.

Discussion at the workshop covered:

* infernational production of IVIg and frends

in usage

What is intravenous immunoglobulin?

Intravenous immunoglobulin (IVlg) is a product derived from donor
plasma used o treat a variety of acute and chronic haematological,
neurological and immunological conditions, such as multiple myeloma
and acquired immunodeficiency syndromes. It is also used extensively
to treat autoimmune disorders, such as Kawasaki's disease, and an
increasing number of autoimmune-based neurological condifions, such as
inflammatory demyelination syndromes.

IVlg usage is increasing infernationally in all developed countries, including
Australia, as more and more condifions are treated with the product.
Indeed the number of syndromes which it is claimed respond to Vg is
increasing rapidly, and demand for IVlg is expected fo confinue fo outstrip
supply in the medium term. However, there s a lack of robust scienfific
evidence supporting its efficacy in many condifions in which it is used.
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e changes in usage within Australian across
the three clinical specialities— haematology,
immunology and neurology

e the key drivers of demand, and options to
align supply and demand in the future.

The outcomes of the workshop included
suggestions for:

* a framework for evidence-based strategies to
harmonise demand with supply

 development of a national distribution model
for Vg that recognises the chronic shorfage
of IVlg, but also provides flexibility for one-
off situations where there is a serious risk of
morbidity or mortality in patients who fall
outside the guidelines

e development of a framework that provides for

a review process, and updating of guidelines
as the need arises.

Once the literature review has been completed,
the Jurisdictional Blood Committee will consider
the outcomes of the three areas of work and
decide on the next sfeps.

Leucodepletion Reference Group

Prior to the establishment of the NBA, the
Department of Health and Ageing was
responsible for coordinafing the work of

a reference group to guide and assist the
professional development of a business case
fo analyse the costs and benefits of infroducing
leucodepletion of blood supplies.

In 2003-04 the NBA provided secrefariat
services fo the Leucodepletion Reference
Group and assisted in presenting the final
recommendations to the Jurisdictional Blood
Committee. The committee is now considering
govemnment policy in the light of the report.
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The International Neonatal
Immunotherapy Study

The Infernational Neonatal Immunotherapy Study
is a randomised control frial of IVlg in treating
neonafal sepsis. Neonatal sepsis can damage
the brain, lungs, bones, bone marrow, kidneys,
liver and heart.

The aim of the study was to test the hypothesis
that the addition of IVlg to standard antibiotic
therapy reduces death and/or major disability
at two years of age in babies with proven or
suspected serious infection.

The University of Sydney’s National Health

and Medical Research Council's Clinical Trials
Centre and Westmead Hospital are playing @
major role in this international study, which will
involve approximately 5,000 babies from more
than 100 centres across the United Kingdom,
Australia, New Zealand, Europe and Asia.

What is leucodepletion?

Leucodepletion is the process of removing more than 99.9 per cent of
the white blood cells (leucocytes) from cellular blood components (red
cells and platelets).

In order for a component to be labelled as leucodepleted, the residual
leucocyfe content of a component should be less than 1:10¢ in the
final product.

Residual donor leucocytes play no beneficial role in transfusion, but
can be responsible for a number of undesirable effects such as adverse

transfusion reactions, ransmission of infectious agents and complications
in immunocompromised individuals.

Removal of the donor leucocytes provides a number of accepted benefits.
However, the clinical benefits of leucodeplefion vary depending on the
blood component involved. While there appears to be evidence for

removing leucocytes from platelets, the benefit of removing them from
red blood cells s less definifive.



All Australian governments have agreed fo
provide the IVlg necessary to conduct the study
for Australian babies participating in the frial.

Saline versus Albumin Fluid Evaluation
(SAFE) Trial

The Saline versus Albumin Fluid Evaluation Trial
studied the effects of using albumin versus saline
on the survival of infensive care unit patients with
specific conditions, and involved a number of
Australian hospitals.

The trial was established in response fo a meto-
analysis published by the infernational Cochrane
Collaboration in 1998, which indicated that
albumin was associated with increased mortality.

The findings of the trial refuted that claim,
finding that use of either four per cent albumin
or normal saline resulted in similar outcomes at
28 days with the exception of frauma patients
with concomitant brain injury and where severe
sepsis was involved.

The NBA closely monitored debate in both
clinical and media circles, to determine whether
there would be any implications for supply.
However, as infensive care units use only @
relatively small proportion of the albumin supply,
the NBA considered that the implications of the
findings would not have a significant impact
from a supply perspective.

3.2.4 Establishing

productive relationships
The NBA's primary goal in 2003-04 was

fo esfablish relationships with government
agencies and product suppliers. VWhile exploring

~—_ 7

particular issues it also furthered relationships with
professional and community organisations.

The NBA recognises the value of customer service and will be developing
a customer services charter in 2004—05 to ensure that sfaff act in
accordance with consistent procedures to promote cusfomer safisfaction
and address the needs of individuals with specific concerns. No complaints
were received during the 2003—04 reporting period.

Jurisdictional Blood Committee
Established under the National Blood

Agreement, the Jurisdictional Blood Committee
is the body that oversights the NBA, as well as
providing policy advice to ministers. The NBA
provides the secrefariat fo the Jurisdictional
Blood Committee. This task has evolved to be
much bigger than was originally envisaged, with
consequential resource implications for the NBA.
The committee met 22 times in 2003-04, as

all parties dealt with many issues relating to the

establishment of the new sectoral arrangements
as well as blood supply issues that arose during
the course of the year. Finding solutions to issues
was complex, as each party sought fo opfimise
the implications of the new arrangements for its
own constituency, and procedures and policy
were developed.
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Issues considered by the Jurisdictional Blood

Committee during 2003-04 included:

e parameters for a blood fractionation
agreement with CSL Limited

e the extension of the Plasma
Fractionation Agreement

* new diagnostic arrangements

* the provision of blood products for
Australians travelling overseas

e the supply and production plan for 2004-05
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e the export of products

o the Australian Red Cross Blood Service

haemoglobin business case

e the Australian Red Cross Blood
Service funding needs in response
fo increased demand

® blood safety issues responses

e the formulation of a new agreement
with the Australian Red Cross Blood Service

e the Nafional Blood Management System
e the NBA Corporate Plan

* Bjostate shortages

e Vg demand and supply

e the decision-making authority of the

Jurisdictional Blood Committee and the NBA.

It is now apparent that the Jurisdictional Blood
Committee will be looking fo the NBA to act
as the main policy advisor for matters under the
committee’s consideration. The NBA's capacity
fo undertake this role improved during the

vear, as staff developed their understanding of
the sector, their knowledge of the issues, and
effective sector networks.

Suppliers

The NBA established effective relationships
with all current suppliers during 2003-04,
largely through the mechanisms of contract
negofiation and management. In addition, a
number of suppliers visited the NBA and made
presentations, and in return NBA staff visited
the premises of Australian suppliers, and made
presentations fo them.
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The NBA also sought to engage with other
suppliers, both in Australia and overseas, which
do not currently have arangements with the
NBA. A suppliers’ forum to provide a more
formal mechanism for engagement, as well as to
identify ways fo ensure efficient processes with
the industry, is planned for 2004-05. The forum
will also provide an opportunity for suppliers to
have input fo policy issues under consideration
by governments.

Professional and community groups

The NBA engaged with professional and
community groups in relation to a range of
issues during the year, such as IVlg demand and
the availability of recombinant products. It also
gave these groups an opportunity to contribute
fo the development of negotiation strategies for
both CSL Limited and the Australian Red Cross

Blood Service.

It became evident in addressing professional
and community groups that some expected the
NBA to make government policy, but the NBA's
role has since been clarified through effective
communication with them. Nonetheless, as

the appreciation of the NBA's role as a policy
advisor to the Jurisdictional Blood Committee has
emerged, the NBA has begun to identify better
ways of engaging the community so that their
views feed into ifs policy advice.



3.3 Our finances

The financial management of the NBA's budget
is dictated by both ifs responsibilities and its
resource sfructure. As a statutory agency, the
Authority has a range of corporate responsibilities
under the National Blood Authority Act 2003,
the Financial Management and Accountability
Act 1997, the Public Service Act 1999 and a
range of ministerial, parliomentary and financial
reporfing requirements.

Compliance with these accountability
requirements was a major achievement in
2003-04, as the NBA established and
implemented reporting timetables to ensure that
it met its obligations for known tasks, including
monthly whole-of-government reporting, tax
compliance reportfing, budgeting, and preparing
financial statements.

During the year, the NBA put in place Chief
Executive Instructions and financial delegations;
managed the fransition of financial management
fasks from the Department of Health and

Ageing; esfablished an Audit Committee; and
developed information framework [confidentiality)
agreements with ifs partner agencies in the
Australian, State and Territory governments. The
NBA also developed a contracts register and
worked with the Australian National Audit Office,
which undertook ifs first audit of the financial

statements in May 2004.
During 2003-04, the NBA focused its attention

on fighter confract management, the quarterly
reconciliation of payments for blood and blood
products, and the provision of a range of
contract information fo ifs partner agencies o
improve supply-planning processes.

The NBA is currently undergoing a resource
review on the future funding and resources

required fo achieve the objectives and funcfions
sef ouf in the NBA Act. The review will identify
all tasks required to be performed by the NBA

and future funding required.

3.3.1 Summary resource table

Table 10 summarises the resources used to
deliver the NBA's outputs in 2003-04. The

NBA administered no discrefionary granfs

part 3 performance

during the year.

3.3.2 Purchasing

The NBA adheres to the principles of the
Commonwealth Procurement Guidelines and
Best Practice Guidance when underfaking
procurement. The guidelines are applied fo
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the NBA's activities through the Chief Executive
Instructions and supporting guidelines.

The Authority is in the process of developing a
new financial management information sysfem
and procurement manual. These are expected
fo be in place in 2004-05.

During its first year of operations the NBA
accessed financial, payroll and corporate services
from the Department of Health and Ageing, as
agreed under a Memorandum of Understanding.

3.3.3 Consultants, competitive

tendering and contracting

In 2003-04, the NBA provided funding of
$211,000 for a total of 16 consultancies,
regardless of the year in which each confract
was let. This figure does not include one
consultancy that has been excluded from this
report (see note under Table 11).

The NBA ensured compliance with the
Australian Government's requirement that
corporate services be market fested. During
2003-04 the NBA outsourced its payroll
function, concluding that optimum value for
money lay in using a specialist outsourcer fo
provide these services.

Due fo the fact that this was the NBA' first year
of operation, it was able fo use a number of
in-house and outsourced functfions provided by
the Department of Health and Ageing. Once
core funcfions have been fully established and
necessary processes and procedures have

been reviewed and documented, the NBA will
undertake analysis and, if required, market
festing of the remaining corporate functions. This
is expected to commence in 2005-06.

The NBA used the panel arrangements
esfablished by the Department of Health and
Ageing when selecting consultants to provide
legal services during the year. The NBA had no

Table 10 Financial summary—appropriation for outcome ($°000)

Administered expenses

Suppliers

DEPARTMENTAL PRICE OF OUTPUTS

Revenue from other sources

AVERAGE STAFFING LEVELS
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247,792
207,889
455,681

4,645
2,769
7,414

34

234,741
193,801
428,542

4,370
2,567
6,937

34



expenditure on advertising or market research

during 2003-04.

Table 11 provides details of consultancy
contracts let by the NBA in 2003-04 and

the value of each confract over its entire life.
Contracts with a value of less than $10,000
have not been included, in line with the annual
reporting requirements of the Joint Committee of

Public Accounts and Audit.

A suite of sfandard form contracts has been
developed for use by NBA staff in setting up
most of the Authority’s consultancies. Where
necessary, these standard form documents
can be readily adapted by the NBA fo suit
individual circumstances.

Since the establishment of the NBA there has
been one selective competitive tendering and
confracting acfivity carried out for oufsourcing
payroll funcfions.

3.3.4 Asset management

Physical assets are not a significant aspect of
the NBA's strategic management. An asset
replacement strategy is being developed by the
NBA fo ensure that it has an adequate budget in
place for the replacement of assets as they come
fo the end of their useful lives.

3.3.5 Funding

The functions of the Authority are ouflined in the
NBA Act and the National Blood Agreement.
During 2003-04 the NBA was unable to
implement all the tasks and frameworks set

out, due to the inadequacy of our resource
arrangements and funding.

These resource constraints were imposed on the
NBA through the budgets sef by the Australian
Health Ministers” Conference in 2002.

The NBA is funded 63 per cent by the
Australian Government and 37 per cent by the
governments of the States and Territories. The
funding is fo cover the provision of the nafional

blood supply and the operations of the Authority.

Contributions are sought on a quarterly basis, in
advance, based on budgets set early in 2003.

All jurisdictions must approve any changes in
the projected demand for blood supply, any
new products and initiatives, and any change
in resources for the NBA. Once agreement

is reached between the various governments,
they must seek agreement from their respective
freasury or finance departments. Budgets related
fo these funding requests must also be approved
by the Ausiralian Health Minisfers’ Conference.

Annual Report 2003-04 @
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Table 11 Consultancy contracts let, 2003—04

ORI Pupose [Volue(S) | Resson
_ To provide advice on product pricing 10,765 3 D

Betrusted Pty Ltd ~ To provide a security risk assessment for the Authority 15,400 4 B
To conduct a literature review and report on the 67,155 2 A
efficacy of product therapy and its risks

BK Thomas Pty Lid ~ To provide accounting services for financial statement 16,495 1 E

preparation and FMIS evaluation

To conduct a governance study of the Australian Red 16,591 2 (
(ross Blood Service

Phillip Fox To provide legal advice on conracts and conduct 66,582 4 F

various legal audits in relation to contracting

FMIS = financial management information system.

Reason

The NBA used consultants as required for a variety of fasks. The most common uses included the application of

expert professional skills to:

1

investigate or diagnose a defined issue or problem

2 carry out defined research reviews or evaluations
3 provide independent advice, information or solutions o assist the NBA
or
4 provide specialised services, including assistance with the development and/or implementation of purpose-
built information technology systems and legal advice.
Selection

The NBA used the following selection processes for letting contracts:

A
B

C

public tender (the consultancy is advertised in the newspaper with an invitation to submit proposals)
selective tender [a limited number of individuals or organisations considered fo possess the necessary skills
and/or expertise are invited fo submit proposals)

direct engagement of recognised and pre-eminent expert

direct engagement of a consultant who had previously undertaken closely related work for the NBA

direct engagement of an individual known to have the requisite skills where value of the project did not
justify the expense or delay associated with seeking fenders

direct engagement of a recognised legal expert with the requisite skills engaged prior fo the establishment
of the NBA under the provisions of a panel arrangement with the Department of Health and Ageing.

Note: One consultancy contract has been excluded from this report due to commercial sensitivity, because the
disclosure of the contract may impact on the NBA's commercial negotiating position.

@ National Blood Authority



The process requires full cost—benefit analysis to
be undertaken by the NBA prior to ifs seeking
an agreement for funding. Once agreement
has been provided, the funding request

must be implemented and performance must
be monitored. The challenges for the NBA
during 2003-04 have been to understand
the different processes in various jurisdictions,
develop models that provide full cost-benefit
analyses, and implement an infrastructure that
provides performance feedback against the
agreed benchmarks.

Cash flow forecasting and daily monitoring

of supplier obligations were maijor challenges
for the NBA in 2003-04. As this was the
Authority’s first year of operation there was very
little history available to help it understand the
monthly cash flow trends for the national blood
supply and usage.

In order fo adequately manage resources

and in anticipation of funding pressures on its
operational funcfions in future years, the NBA
fook extreme caution with funds received in
2003-04, so that any unused resources can be
utilised in future years.

part 3 performance
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Revenues from Government

Revenues from ordinary activities

Employees

Depreciation and amortisation

Net surplus

Total changes in equity other than those resulting from transactions
with the Australian Government as owner

@ National Blood Authority

4A
48

5A
58
5C

Statement of Financial Performance --

4 645
2769

7414

3779
2688
35

6502

912
912

912




0

Statement of Financial Posifion --

Financial assets

Receivables

Non financial assets

Intangibles

Total non-financial assefs

Liabilities

Employees

6A11 2401
6B 662
3063

A, 7D 175
78,7D 238
7C 53
466

3529

8A i
727

appendixes
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Statement of Financial Position continued

Suppliers

Total payables

Net assets

Refained Surpluses

Current liabilities

Current assets

@ National Blood Authority

9A 1662
9B 228
1890

2617

912

10A 912

912
2068
549
3116
413



0

Statement of Cash Flows --
Opiigociites

Cash received

Goods and services

Total cash received

Employees

Total cash used

Cash used

Total cash used

4 543
2883
18

7444

3286
1309

4595

2849

448

448

(448)

2401
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Schedule of Commitments & Confingencies

By type
Operating leases 111
Total other commitments 684
GST receivable 62

o~
No

Net commitments 622

Other commitments
From one fo five years 59
Operating lease commitments

Commitments receivable

o~
N

Net commitments by maturity 622

Nature of lease General description of leasing arrangement
Lease for office accommodation The current lease for office accommodation expires on 31 October 2004.
Currently renegotiating a new lease for office space.

Contingent liabilities and assets
There are no contingent liabilities or contingent assets in this reporting period.

@ National Blood Authority



Non-faxation revenues

—
~

[nterest 17

—
~

Total non-taxation revenues

1.17

Expenses Administered on Behalf of Government for the year ended 30 June 2004

T
Suppliers 18
Assets Administered on Behalf of Government as ar 30 June 2004
Cash 19A
Other 19C
Non Financial Assets

Total Assets Administered on Behalf of Government

S~
Schedule of Administered ltems -

0

164 627
50
34 988

199 665

199 665

247792
207 889

455 681

9108
21342

30450

34 988

65438

Annual Report 2003-04 @
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Total Liabilities Administered on Behalf of Government

Current Liabilities

Current Assets

Administered Cash Flows for the year ended 30 June 2004

Cash received

Other - GST received from ATO

Total cash received

@ National Blood Authority

65438

175752
38622
50

214424



Cash used

Suppliers

Net cash used by operating activities

Cash at the beginning of the reporting period

Special Account

Cash to Official Public Account for:

Schedule of Administered Items continued --

293913
215803
509716
(295 292)

295292

2951292

295292

295292
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Administered Commitments s af 30 June 2004

Other commitments '

Total other commitments

GST receivable

Net commitments

Other commitments

From one fo five years

Commitments receivable

Net commitments by maturity

NB: All commitments are GST inclusive where relevant

Other commitments ' Other commitments relafe fo amounts payable under agreements and contracts in respect of which the grantee or supplier

has yet to provide services required under the agreement or contract.

The National Blood Authority is currently renegotiating two major contracts /agreements that expire during the next reporting period. The values

Schedule of Administered Items continued --

353 348

353 348

32123

32123

321225

353150
198

353 348

32123
321225

disclosed are based on the current contracts/agreements assuming the current obligations are for the entire 2004—05 reporting period.

@ National Blood Authority



Schedule of Administered ltems confinved

There were no quantifiable administered contingent liabilities as af 30 June 2004.

Unguantifiable and remote but material confingencies are disclosed in Note 22: Administered Confingent Liabilities

The major activities of the National Blood Authority are directed towards managing national blood arrangements, ensuring sufficient supply and
to provide a new focus on the safety and quality of blood products and services.

The NBA manages and coordinates Australia’s blood supply in accordance with the National Blood Agreement agreed by the Commonwealth,
States and Terr

Terito National
Blood Authority Act 2003. The Act also established a special appropriation held by the Department of Health and Ageing, under the Financial
Management and Accountability Act 1997.

Defails of planned activities for the year can be found in the Agency Portfolio Budget and Portfolio Additional Estimates for 2003—04 which
have been tabled in Parliament.

appendixes
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Note |

Summary of
Signiticant
Accounting Policies

1.1 Obijectives of the
National Blood Authority

The National Blood Authority [NBA) was
esfablished on 1 July 2003 with the principal
role of managing national blood arrangements,
ensuring sufficient supply and to provide a new
focus on the safety and quality of blood products
and services.

The NBA manages and coordinates

Australia’s blood supply in accordance with
the National Blood Agreement agreed by the
Commonwealth, States and Territories. Under
this agreement, the Commonwealth contributes
63 per cent of overall costs in the blood sector
and the States and Territories are providing

37 per cent. The funding for blood and blood
products is funded from a special account
esfablished under the National Blood Authority
Act 2003. This act also established a special
appropriation held by the Department of Health
and Ageing, under the Financial Management
and Accountability Act 1997.

The Authority contributes to one outcome:
Quality Health Care: Improved quality,
integration and effectiveness of health care.

The Authority’s activities contributing to this
oulcome are classified as either Departmental or
Administered. Departmental acfivities involve the

~—_ 7

use of assets, liabilities, revenues and expenses
controlled by the Authority in its own right.
Administered activities involve the management
or oversight by the Authority, on behalf of the
Government, of items controlled or incurred by
the Government.

The continued existence of the Authority in ifs
present form, and with its present programs,
is dependent on Government policy and

on continuing appropriations by Parliament
and States and Territories for the Authority’s
administration and programs.

1.2 Basis of Accounting

The financial statements are required by
Section 49 of the Financial Management and
Accountability Act 1997 and are a general
purpose financial report.

The statements have been prepared in
accordance with:

e Finance Minister's Orders (or FMOs,
being the Financial Management and
Accountability Orders (Financial Statements

for reporting periods ending on or affer
30 June 2004));

e Australian Accounting Standards and
Accounting Inferprefations issued by the
Australian Accounting Standards Board; and

e Consensus Views of the Urgent Issues Group.

The Statements of Financial Performance and
Financial Position have been prepared on an
accrual basis and are in accordance with
historical cost convention, except for certain
assets, which, as noted, are at valuation.
Except where stated, no allowance is made for

Annual Report 2003-04 @
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the effect of changing prices on the results of the

financial position.

Assets and liabilities are recognised in the
Statement of Financial Position when and
only when it is probable that future economic
benefits will flow and the amounts of the
assets or liabilities can be reliably measured.
However, assets and liabilities arising under
agreements equally proportionately unperformed
are not recognised unless required by an
Accounting Standard. Liabilities and assets
that are unrecognised are reported in the
Schedule of Commitments and the Schedule
of Contingencies (other than unquantifiable or
remote confingencies, which are reported af

Note 15).

Revenues and expenses are recognised in the
Statement of Financial Performance when and
only when the flow or consumption or loss of
economic benefits has occurred and can be
reliably measured.

Administered revenues, expenses, assefs
and liabiliies and cash flows reported in
the Schedule of Administered ltems and
related notes are accounted for on the same
basis and using the same policies as for
Departmental ifems.

1.3 Changes in
Accounting Policy

Some of the activities of the National Blood
Authority were previously reported in the
accounts of the Department of Health and
Ageing. To that extent, accounting policies used
in the preparation of these financial statements
are consistent with those used in 2002-03.

@ National Blood Authority

In 2002-03, the Finance Minister's Orders
infroduced an impairment test for non-current
assets which were carried at cost and not
subject to AAS10 Recoverable Amount of
Non-current Assets.

In 2003-04, the impairment test provisions
of the FMO's have been extended to cover
non-current assets carried at deprival values.
There were no indications of impairment for
these asses.

1.4 Revenue

Revenues from Government

Amounts appropriated for Departmental outputs
appropriations for the year (less any current

year savings and reductions) are recognised as
revenue, except for certain amounts that relate to
activities that are reciprocal in nature, in which
case, revenue is recognised only when it has
been earned.

Appropriations receivable are recognised at
their nominal amounts.

Resources Received Free of Charge

Services received free of charge are recognised
as revenue when and only when a fair value
can be reliably determined and the services
would have been purchased if they had not
been donated. Use of those resources is
recognised as an expense.

Contributions of assefs af no cost of acquisition
or for nominal consideration are recognised

as revenue af their fair value when the assef
qualifies for recognition, unless received from
another government agency as a consequence



of a restructuring of administrative arrangements

[Refer to Note 1.5).

Other Revenue

Revenue from the sale of goods is recognised
upon the delivery of goods to cusfomers.

Revenue from rendering of services is recognised
by reference to the stage of completion of
confracts or other agreements fo provide
services. The stage of completion is defermined
according to the proportion that costs incurred
fo date bear fo the estimated fotal costs of

the fransaction.

Receivables for goods and services are
recognised at the nominal amounts due less
any provision for bad and doubiful debts.
Colleciability of debits is reviewed at balance
date. Provisions are made when collectability
of the debit is judged to be less rather than
more likely.

Inferest revenue is recognised in accordance
with the underlying balance of the cash balance
fo which it relates.

Section 31 Revenue

Section 83 of the Consfitution, prescribes that
monies are not fo be drawn down from the
Treasury, except under an appropriation by

law. Further, under Section 31 of the Financial
Management and Accountability Act 1997,

an agreement may be made with the Finance
Minister which specifies the type of receipts that,
are not included in the Appropriation Acts, but
may be deemed to be appropriated.

The Authority receives monies from a number
of sources, other than appropriations, and
those revenues that are stipulated within the

~—_ 7

National Blood Authority Act 2003. At present,
no instrument exists that allows the Authority to
retain and spend these receipts. The insfrument
is currently with the Department of Finance and
Administration for their review and agreement.

We have sought independent legal advice as
to whether the National Blood Authorify Act
2003 allows the National Blood Authority fo
retain and spend these funds under the National
Blood Special Account, or whether we need to
stipulate specific receipts under the Section 31
instrument.

Funds have been received by the National
Blood Authority ($1,006,861) that may be
covered under the Section 31 instrument have
been recognised in the Financial Statements as
a payable to the Commonwealth, pending a
final review and decision.

1.5  Transactions with the
Government as Owner

Restructuring of
Administrative Arrangements

Net assefs received from or relinquished to
another Commonwealth agency or authority
under a restructuring of administrative
arrangements are adjusted af their book value
directly against contributed equity.

1.6 Employee Benefits

liabilities for services rendered by employees
are recognised at the reporting date to the
extent that they have not been seffled.
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Liabilities for wages and salaries (including

non-monetary benefits), annual leave and sick
leave are measured at their nominal amounts.
Other employee benefits expected fo be setiled
within 12 months of the reporting date are also
measured at their nominal amounts.

The nominal amount is calculated with regard fo
the rates expected to be paid on sefflement of

the liability.

All other employee benefit liabilities are
measured as the present value of the estimated
future cash outflows to be made in respect

of services provided by employees up to the
reporfing date.

Leave

The liability includes provision for annual leave
and long service leave. No provision has
been made for sick leave as all sick leave is
non-vesting and the average sick leave faken
in future years by employees of the Authority is
esfimated fo be less than the annual entiflement
for sick leave.

The leave liabilities are calculated on the basis
of employees’ remuneration, including the
Authority’s employer superannuation contribution
rates fo the extent that the leave is likely fo be
faken during service rather than paid out on
termination.

The liability for long service leave is recognised
and measured af the present value of the
estimated future cash flows to be made in
respect of all employees at 30 June 2004.

In defermining the present value of the liability,
the Authority has faken info account attrition
rates and pay increases through promotion

and inflation.

@ National Blood Authority

Superannuation

Staff of the Authority are members of the
Commonwealth Superannuation Scheme,
the Australian Government Employee
Superannuation Trust and the Public Sector
Superannuation Scheme. The liability for
their superannuation benéfits is recognised
in the financial statements of the Australian
Government and is setiled by the Australian
Government in due course.

The Authority makes employer contributions o
the Australian Government at rates determined
by an actuary fo be sufficient o meet the

cost to the Government of the superannuation

entitlements of the Authority’s employees.

1.7 leases

A disfinction is made between finance leases
and operating leases. Finance leases effectively
transfer from the lessor to the lessee substantially
all the risks and benefits incidental 1o ownership
of leased non-current assets. In operating leases,
the lessor effectively refains substantially all such
risks and benefits. The Authority has no finance
leases as at 30 June 2004.

Operating lease payments are expensed on

a basis which is representative of the pattern
of benefits derived from the leased assets. The
net present value of future net outlays in respect
of surplus space under noncancellable lease
agreements is expensed in the period in which
the space becomes surplus.



1.8 Cash

Cash means notes and coins held and
any deposits held at call with a bank or
financial institution. Cash is recognised at
its nominal amount.

1.9 Other Financial
Instruments

Trade Creditors

Trade creditors and accruals are recognised

at their nominal amounts, being the amounts

at which the liabilities will be settled. Liabilities
are recognised 1o the extent that the goods or
services have been received (and irrespective of
having been invoiced).

Term Deposits

Term deposifs are recognised af cost.

Contingent Liabilities
and Contingent Assets

Contingent liabilities (assets) are not recognised
in the Statement of Financial Position but

are discussed in the relevant schedules and
notes. They may arise from uncertainty as o
the existence of a liability (asset), or represent
an existing liability (asset] in respect of which
sefflement is not probable or the amount cannot
be reliobly measured. Remote contingencies
are part of this disclosure. Where setlement
becomes probable, a liability (asset) is
recognised. A liability (asset) is recognised
when its existence is confirmed by a future
event, sefflement becomes probable or reliable
measurement becomes possible.

~—_ 7

1.10 Acquisition of Assets

Assets are recorded at cost on acquisifion,
except as stated below. The cost of acquisition
includes the fair value of assets transferred in
exchange and liabilities undertaken.

Assets acquired at no cost, or for nominal
consideration, are initially recognised as assefs
and revenues at their fair value af the date of
acquisition, unless acquired as a consequence
of restructuring of administrative arrangements. In
the latter case, assets are inifially recognised as
contributions by owners at the amounts af which
they were recognised in the fransferor agency’s
accounts immediately prior to the restructuring.

1.11 Property, Plant and
Equipment (PP&E)

Asset Recognition Threshold

Purchases of plant and equipment are
recognised inifially at cost in the Statement of
Financial Position, except for purchases cosfing
less than the thresholds listed below for each
class of asset, which are expensed in the year
of acquisition (other than where they form part
of a group of similar items which are significant
in fotal).

Asset class

Leasehold improvements $10,000

S s
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Revaluations

Basis

Fair values for each class of asset are
determined as shown below.

Asset class

Depreciafed
replacement cost

Depreciated
replacement cost

Plant & equipment ~ Market selling price  Depreciated
replacement cost

In accordance with AASB 1041, revaluations
for each particular class of assefs will only be
accounted for in the financial accounts where
there is a material financial impact for that
class of assef. All valuations are conducted

by an independent qualified valuer and were
undertaken by the Australian Valuation Office at
30 June 2004.

The total financial effect for 2003-04 was
not material and therefore not accounted for
in the statements.

Frequency

Plant and equipment will be revalued
every vear in accordance with the Finance
Ministers Orders.

Depreciation

Depreciable plant and equipment assets are
writien-off to their estimated residual values
over their estimated useful lives to the Authority
using, in all cases, the straightline method

of depreciation. leasehold improvements

@ National Blood Authority

are depreciated on a straightline basis over

the lesser of the estimated useful life of the
improvements or the unexpired period of
the lease.

Depreciation rates [useful lives) and methods
are reviewed af each reporting dafe and
necessary adjusiments are recognised in the
current, or current and future reporting periods,
as appropriate. Residual values are re-estimated
for a change in prices only when assets are

revalued. Depreciation rates applying to each
class of depreciable asset are based on the
following useful lives:

3t 7 years

Leasehold improvements Lease term

The aggregate amount of depreciation allocated
for each class of assef during the reporting
period is disclosed in Note 5C.

1.12  Impairment of
Non-Current Assets

Non-current assefs carried af up to date fair
value at the reporting datfe are not subject to
impairment tesfing.

The non-current assets carried at cost, which
are not held to generate net cash inflows, have
been assessed for indications of impairment.
Where indications of impairment exist, the
carrying amount of the asset is compared 1o the
higher of its net selling price and depreciated
replacement cost and is writlen down to that
value if greater.



Infernally developed software was identified as
not being impaired.

1.13 Intangibles

The Authority's intangibles comprise internally
developed and purchased software for infernal
use. These assets are carried af replacement cost.

Software is amortised on a straightline basis
over its anticipated useful life. The useful lives of
the Authority's software are:

Infernally developed software 3 years

All software assets were assessed for indications
of impairment as at 30 June 2004 and have not
been written down.

1.14 Taxation

The Authority is exempt from all forms of faxation
except fringe benefits tax (FBT) and the goods
and services tax (GST).

Revenue, expenses and assets are recognised
net of GST, except;

e where the amount of the GST incurred is not
recoverable from the Australian Tax Office;

and

e receivables and payables.

1.15 Foreign Currency

Transactions denominated in a foreign currency
are converted af the exchange rafe at the date
of the transaction. Foreign currency receivables
and payables are translated at the exchange

~—_ 7

rates current as at balance date where material.
Associated currency gains and losses are
not material.

1.16 Insurance
The Authority is insured for risks through the

Government's insurable risk managed fund,
called ‘Comcover'. Workers compensation
is insured through the Government's
Comcare Australia.

1.17 Reporting of
Administered Activities

Administered revenues, expenses, assefs, liabilities
and cash flows are disclosed in the Schedule of
Administered ltems and related Notes.

Except where otherwise sfated below, administered
items are accounted for on the same basis and using
the same policies as for Agency items, including the
application of Accounting Standards, Accounting
Interprefations and UIG Consensus Views.

Administered Cash Transfers to and from
Official Public Account

Revenue collected by the Authority for use

by the Government rather than the Authority

is Administered Revenue. Collections are
transferred fo the Official Public Account

[OPA) maintained by the Department of
Finance. Conversely, cash is drawn from the
OPA to make payments under Parliomentary
appropriation on behalf of Government. These
fransfers to and from the OPA are adjustments to
the administered cash held by the Authority on
behalf of the Government and reported as such
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in the Statement of Cash Flows in the Schedule
of Administered liems and in the Administered
Reconciliation Table in Note 21. Thus the
Schedule of Administered lrems largely reflects
the Government's transactions, through the
Authority, with parties outside the Government.

Revenue

All administered revenues are revenues relating
fo the core operating activities performed by the
Authority on behalf of the Commonwealth.

Adminisfered fee revenue is recognised when
access occurs. It is recognised at its nominal
amount due less any provision for bad or
doubtful debts. Collectability of debis is
reviewed at balance date. Provisions are made
when collection of the debt is judged to be less
rather than more likely.

Grants

The National Blood Authority administers a
grant on behalf of the Government. A grant
prepayment is recognised as payments are
made monthly in advance of the services being
performed. A commitment is recorded when
the Government enters into an agreement

fo make these grants but services have not
been performed.

Inventories-Nationa
Reserve of Blood Products

The Commonwealth confrols the National
Reserve of Blood Products (the “Reserve”).
The Reserve was disclosed in the Department
of Health and Aging financial siatements for

2002-03 as unquantifiable as it could not be

@ National Blood Authority

reliably measured. There are two significant

input costs fo the Reserve:

e Collection costs of raw plasma product
provided by the Australian Red Cross Blood
Service; and

® Purchase costs paid to CSL lid for the
plasma product.

Since the establishment of the National Blood
Authority, processes have been put in place
that allow for the collection of more data to
enable measurement of these costs. A costing
methodology has now been agreed and will
be reviewed annually to ensure reliability and
appropriateness.

Movements in the Reserve are funded from the
Commonwealth and State and Territories as per
the National Blood Agreement.

National Managed Fund

The National Managed Fund was established
fo manage the liability risks of the Australian Red
Cross Blood Service in relation to the provision
of blood and blood products. The National
Managed Fund is reported by the Department
of Health and Ageing under “Services for

Other Governments and Non Departmental
Bodies Special Account”. The National Blood
Authority now manages this fund on behalf of
the Government and States and Territories. To
facilitate the transfer of the fund to the Authority
a request fo set up a special account under
Section 20 of the Financial Management and
Accountability (FMA) Act 1997 is required.

This request has been agreed in principle

by both the Health and Finance ministers. A
determination will be tabled in both the House
of Representatives and the Senate in accordance



with Section 22 of the FMA Act 1997 af the
August 2004 sittings. On passing, this fund will
be transferred to the Authority for reporting.

The fund come info effect on 1 July 2000 and
fo date, no claims have been made against
the fund. The balance of the fund as at 30 June
2004 is $14,499,600.

Note 2
Adoption of AASB

Equivalents to
International Financial

Reporting Standards
from 2005-2006.

The Australian Accounting Standards Board
has issued replacement Australian Accounting
Standards to apply from 2005-06. The

new standards are the AASB Equivalents to
Infernational Financial Reporting Standards
(IFRSs) which are issued by the Infernational
Accounting Standards Board. The new
standards cannot be adopted early. The
standards being reploced are to be withdrawn
with effect from 2005-06, but continue fo apply
in the meantime.

The purpose of issuing AASB Equivalents to

IFRSs is to enable Australian entities reporting
under the Corporations Act 2001 o be able to
more readily access overseas capital markets

by preparing their financial reports according to
accounting standards more widely used overseas.

Forprofit entities complying fully with the AASB
Equivalents will be able to make an explicit and

~—_ 7

unreserved statement of compliance with IFRSs
and well as with the AASB Equivalents.

It is expected that the Finance Minister will
continue to require compliance with the
Accounting Standards issued by the AASB,
including the AASB Equivalents to IFRSs, in his
Orders for the Preparation of Authority financial
statements for 2005-06 and beyond.

The AASB Equivalents contain certain additional
provisions which will apply to notfor-profit entities,
including Australian Government agencies. Some
of these provisions are in conflict with the IFRSs
and therefore the National Blood Authority will
only be able to assert compliance with the AASB
Equivalents to the IFRSs.

Existing AASB standards that have no IFRS
equivalent will continue to apply, including
in particular AAS 29 Financial Reporting by
Government Departments.

Accounting Standard AASB 1047, “Disclosing
the impact of Adopting Australian Equivalents fo
IFRSs”, requires that the financial statements for

2003-04 disclose:

e An explanation of how the transition fo the
AASB Equivalents is being managed, and
e A narrative explanation of the key differences in

accounting policies arising from the transition.

The purpose of this Note is fo make these
disclosures.

Management of the transition to AASB
Equivalents to IFRSs

The National Blood Authority is taking the
following steps for the preparation fowards
the implementation of AASB Equivalents:
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e The Authority’s Audit Committee will be
tasked with oversight of the transition to the
AASB Equivalents to IFRSs.

e The Chief Finance Officer is formally
responsible for the project and will report to
the Audit Committee on progress against a

formal plan o be approved by the Committee.

e The plan requires the following key steps to
be undertaken and sets deadlines for their
achievement:

— Identfification of all major accounting
policy differences between current AASI3
standards and the AASB Equivalents fo
IFRSs progressively to 30 June 2004.

— |dentification of systfems changes
necessary fo be able fo report under
the AASB Equivalents, including those
necessary fo enable capture of data under
both sets of rules for 2004-05, and
the testing and implementation of those
changes.

— Preparation of a transitional balance
sheef as af 1 July 2004, under AASB
Equivalents, within two months of

30 June 2004.

— Preparation of a AASB Equivalent
balance sheet at the same time as the
30 June 2005 statements are prepared.

— Meefing reporting deadlines sef by
Finance for 2005-06 balance sheet
under AASB Equivalent Standards.

e The plan will also address the risks to
successful achievement of the above
objectives and includes strategies to keep
implementation on track to meet deadlines.

@ National Blood Authority

e To date, all major accounting and disclosure
differences and system changes have been
identified and the system changes will be
tested successfully. The changes are expected
to be implemented by 15 August 2004.

e Consultants have been engaged where
necessary fo assist with each of the above steps.

Major changes in accounting policy

Changes in accounting policies under AASB
Equivalents are applied refrospectively i.e. as

if the new policy had always applied. This rule
means that a balance sheet prepared under
the AASB Equivalents must be made as of

1 July 2004, except as permitted in particular
circumsiances by AASB 1 Firstime Adoption of
Australian Equivalents to International Financial
Reporting Standards. This will enable the 2005-
06 financial statements to report comparatives
under the AASB Equivalents as well.

Changes to major accounting policies are
discussed in the following paragrophs.

Property plant and equipment

It is expected that the Finance Minister's Orders
will require property plant and equipment assets
carried af valuation in 2003-04 to be measured
at upo-date fair value from 2005-06. The
National Blood Authority was established on

1 July 2003 and under accounting policies
currently in place for these assets, was required fo
revalue all assets as for 2003-04 which currently
include assets at cost (for purchases since the
commencement of a cycle) and at deprival value
(which will differ from their fair value to the extent
that they have been measured af depreciated
replacement cost when a relevant market selling
price is available].



It is important fo note that the Finance Minister
requires these assets to be measured at upto-
date fair values as at 30 June 2005. Further, the
fransitional provisions in AASB 1 will mean that
the values at which assets are carried as ot 30
June 2004 under existing standards will stand in
the fransitional balance sheet as at 1 July 2004.

Intangible Assets

The National Blood Authority currently
recognises internally-developed software assets
on the cost basis.

The AASB Equivalent Standard on Intangibles
does not permit infangibles to be measured af
valuation unless there is an active market for
the intfangible. The National Blood Authority's
internally-developed software is specific fo

the needs of the Authority and is not traded.
Accordingly, the National Blood Authority will
continue fo report intfernally-developed software
af cost on adoption of the AASB Equivalent.

Impairment of Non-Current Assets
The National Blood Authority’s policy on

impairment of non-current assets is at note 1.12.

Under the new AASB Equivalent Standard,
these assefs will be subject fo assessment for
impairment and, if there are indications of
impairment, measurement of any impairment.
(Impairment measurement must also be done,
irrespective of any indications of impairment, for
infangible assets not yet available for use). The
impairment test is that the carrying amount of an
asset must not exceed the greater of (a) its fair
value less costs to sell and (b) its value in use.

The most significant changes are that, for the
Authority’s for-profit assets, the recoverable
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amount is only generally to be measured where
there is an indication of impairment and that
assefs carried at upto-date fair value, whether
for-profit or not, may nevertheless be required to
be written down if costs fo sell are significant.

Inventory

The National Blood Authority recognises
inventory not held for sale af costf, except where
no longer required, in which case, net realisable
value is applied.

The new AASB Equivalent Standard will require
inventory held for distribution for no consideration,
or af a nominal amount fo be carried af the lower
of cost or current replacement cost.

Employee Benefits

The provision for long service leave is measured
at the present value of esfimated future cash
oufflows using markef yields as af the reporting
date on national government bonds.

Under the new AASB Equivalent Standard, the same
discount rate will be used unless there is a deep
market in high quality corporate bonds, in which
case the market yield on such bonds must be used.

Note 3

Events Occurring
after Reporting Date

There were no events occurring after
30 June 2004.
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Note 4 Operating Revenues

Note 4A: Revenues from Government

Resources received free of charge 102

Note 4B: Sales of goods and services _
Wl -

Services 2769
Rendering of services o:
External entities 2769

National Blood Authority
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Note 5A: Employees

Superannuation

Other employee expenses

Workers compensation premiums

Note 5B: Supplier expenses

Goods from related enfities

Services from external entifies

Total supplier expenses

Note 5C: Depreciation and amortisation

for each cluss of depreciable asset are as follows:

(%]
(0]
X
X
%" S
Q.
o
O

Amortisation of infangibles

2110
530
651
437

3728

51

3779

594
53
342
2688
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Note 6 Financial Assets

Note 6A: Cash -
bk

2401

2401
Note 6B: Receivables _
Goods and services 247
C bsposmbrdofiebs
247
Appropriation Receivable - Special Account 221
Receivables is represented by:
Non-current
Receivables (gross) are aged as follows:
Overdue by less than 30 days 441

@ National Blood Authority
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Note / Non Financial Assets

Note 7A: Infrastructure, plant and equipment -

less accumulated depreciation (24)

ote 7B: Infangibles

Note 78: Infongiles [
e B

less accumulated amortisation (6)
S
Computer software—jpurchased—at cost 123
Cbseomlmotom (5
118

T ¢

All'non financial assets are non current assefs

Note 7C: Other financial assets _

Prepayments 53

appendixes
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Note 7D: Analysis of property, plant and equipment

INFRASTRUCTURE PLANT
AND EQUIPMENT COMPUTER SOFTWARE

$7000 $7000

Gross book value

Net book value

By purchase

Net revaluation increment,/ (decrement)

Disposals

Other disposals

Gross book value

Net book value

@ National Blood Authority



Table B: Assets af valuation
Gross hook value

Net book value

Gross book value

Net book value

—

Gross value at 30 June 2003

INFRASTRUCTURE PLANT
AND EQUIPMENT

$000

INFRASTRUCTURE PLANT
AND EQUIPMENT

$7000

COMPUTER SOFTWARE

$000

COMPUTER SOFTWARE

$000
87
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Aggregate employee benefits liability and related on-costs

Non current

Note @ Payables

Note 9A: Suppliers payables

Total suppliers payable

M potesoeantitites
Note 9B: Other payables

Total other payables

@ National Blood Authority

1662

228




Note 10 Equity

Note 10A: Analysis of equity

ASSET REVALUATION
ACCUMULATED RESULTS RESERVE TOTAL EQUITY
2004 2004 2004
$000 $'000 $000
Net surplus 912 - 912

Closing balance at 30 June

Note 10B: Restructuring

As a result of the National Blood Authority Act 2003, the Authority assumed responsibility for a coordinated national approach to the
management of the Australian blood sector as agreed in the National Blood Agreement by the Australian Government and States and
Teritories. Staff officially transferred from the Department of Health and Ageing to the Nafional Blood Authority on 2 February 2004.

In respect of functions assumed, the net book value of assets and liabilities transferred to the Agency for consideration as at the date of

transfer were:

$'000
Fixed Assets recognised and consideration due 7
Employee Entifilements receivable under S32 of the FMA Act 1997 229

appendixes
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Reconciliation of cash per Statement of
Financial Position fo Statement of Cash Flows

Statement of Financial Position items comprising above cash:
Financial Asset—Cash 2401

Reconciliation of net surplus to net

cash from operating acfivities:
Net surplus 912

Changes in assets and liabilifies:

Increase in other noninancial assets (53)
727

Increase in supplier liabilities 1 662
Net cash from operating activities 2849




l

Note 12 Remuneration of Executives

$170001 to 180 000

$190 001 fo 200 000

m N _. I _. I

371 381

The aggregate amount of separation and redundancy payments during the year to executive officers
shown above

Note 13 Remuneration of Auditors

The fair value of the services provided was: 102 400

102 400

No other services were provided by the Auditor-General.
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Note 14 Average Staffing Levels

e sofiglos ooty s g o 34
Note 15 Contingent Liabilities and Assets

Quantifiable Contingencies

There are no contingent liabilifies or contingent assets in this reporting period.

Unquantifiable Contingencies

There are no contingent liabilifies or contingent assets in this reporting period.

Remote Confingencies

There are no material remote contingent liabilities or confingent assets in this reporting period.

@ National Blood Authority



Note 16 Financial Instruments

() Terms, conditions and accounting policies

Cash 6A

Appropriation 6B
receivable -
Special account

Trade and other 9A
credifors

Financial
Instrument

Financial assets are recognised when control over
future economic benefits is established and the
amount of the benefit can be reliably measured.

Deposits are recognised af their nominal amounts.

These receivables are recognised at the nominal
amounts dug less any provision for bad or doubtful
debs. Collectability of debts is reviewed af balance
date. Provisions are made when collection of debt
is judged to e less rather than more likely.

These receivables are recognised at the nominal
amounts.

Financial liabilities are recognised when a present
obligation to another party is entered info and the
amount of the liability can be reliably measured.

Creditors and accruals are recognised at their
nominal amounts, being the amounts at which the
liabilities will be settled. Liabilities are recognised
to the extent the goods and services have

been received (and irrespective of having been
invoiced).

Monies in the Authority’s bank accounts were
from States and Territories and Government.
Government contributions were swept to the
Official Public Account and held as a special
account.

All receivables are with States and Territories and
the Commonwealth. Credit terms are net 30 days.

Amounts appropriated by Parliament in the current
year which are available to be drawn down by the
Authority.

appendixes
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Note 16B: Net fair value of financial assets and liabilities

TOTAL CARRYING AGGREGATE NET
AMOUNT FAIR VALUE
NOTE $000 $000

Financial assefs

Receivables for goods and services 6B 441 441

Total financial assets 3063 3063

Trade and other creditors 9A 1662 1662
Financial assets

The net fair values of all monetary financial assets approximate their carrying amounts.

Financial liabilities

The net fair values of all monetary financial liabilities are approximated by their carrying amounts.

Credit risk exposure

The Authority's maximum exposures to credit risk af reporting date in relation to each class of
recognised financial assefs is the carrying amount of those assets as indicated in the Statement of
Financial Position.

The Authority has no significant exposures fo any concentrations of credit risk.

appendixes

All figures for credit risk referred to do not take into account the value of any collateral or other security.

Annual Report 2003-04 @



Note 1/ Revenues Administered
on Behalf of Government

164 627
Other sources of non faxation revenues
34 988
Interest
bbow
Total Revenues Administered on Behalf of Government 199 665

Note 18 Expenses Administered
on Behalf of Government

Private sector - non profit entifies 247792

Rendering of goods and services - external entifies 207 889

455 681

@ National Blood Authority
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Note 19 Assets Administered

on Behalf of Government

Financial Assets

Administered bank account

Note 19B: Receivables

less provision for doubtful debts

Goods and services fax receivable

Receivables is represented by:

Non-current

Receivables (gross) are aged as follows:

Overdue by:

appendixes

Total receivables (gross)

9108

9108

9108

9108

5897

3201

9108
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Non Financial Assets -

Note 19C: Other

Total other 21342
National Reserve - Inventory not held for resale 34988

Note 20 Lliabilities Administered

on Behalf of Government

Note 20A: Payables _

Unearned income - States and Territories 11125

@ National Blood Authority
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Note 21 Administered Reconciliation Table

Plus Administered revenues 199 665
lshsedopnes (s
(256 016)
it torsfer fo/fom Gt
Transfers from OPA
o s on P-Spodocomt 970
Transfers to OPA
2951293
Goghimsdos s abiies W

Note 22 Administered Contingent Liabilities

Unquantifiable Administered Contingent Liabilities

Under certain conditions the Australion Government and the States/ Territories jointly provide indemnity for
the Australian Red Cross Blood Service through a cost sharing arrangement for claims, both current and
potential, regarding personal injury and loss or damages suffered by a recipient of certain blood products.
The Commonwealth’s share of any liability is limited to sixty three percent of any agreed nef cost.

Under existing agreements, the Government has indemnified CSL for certain existing and potential
claims made for personal injury, loss or damage suffered through therapeutic and diagnostic use of

appendixes

certain products manufactured by CSL.

Remote Material Administered Contingencies

There are no remote material administered contingent liabilities or contingent assets in this reporting period.
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Note 23 Financial Instruments

(a) Terms, conditions and accounting policies

Financial
Instrument

Cash 19

Financial
Liabilities

Financial assefs are recognised when control over
future economic benefits is established and the
amount of the benefit can be reliably measured.

Deposits are recognised at their nominal amounts.

These receivables are recognised at the nominal
amounts due less any provision for bad or doubtful
debts. Collectability of debts is reviewed at balance
date. Provisions are made when collection of debt
is judged to be less rather than more likely.

Financial liabilities are recognised when a present
obligation to another party is entered info and the
amount of the liability can be reliably measured.

(redifors and accruals are recognised at their
nominal amounts, being the amounts at which the
liabilities will be settled. Liabilities are recognised
to the extent the goods and services have been

received (and irrespective of having been invoiced).

Monigs in the Authority’s bank accounts were
swept nightly into the Official Public Account and
held as a Special account.

All receivables are with States and Territories and
the Commonwealth. Credit terms are net 30 days.
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Note 23B: Net fair value of financial assets and liabilities

I 20
TOTAL CARRYING AGGREGATE NET
AMOUNT FAIR VALUE
NOTE 000 000

Financial assets

Receivable for goods and services 198 9108 9108

Financial liabilifies (recognised)

Total financial liabilities (recognised) 15036 15036

@ National Blood Authority



Note 24 Appropriations

Note 24A: Cash Basis Acquittal of Appropriations from Acts 1 and 3

Parficulars
Year ended 30 June 2004

Appropriation Act (No. 1) 2003-2004 - basic appropriation : 4543 000 4543 000

Departmental adjustments by the Finance Minister

Refunds credited (FMAA 5.30)

Annotations to ‘net appropriations’ (FMAA's. 31)

Appropriation lapsed or reduced

Payments made (GST inclusive) 509 715 908 5043129 514759 037
dopoopcion ceded o Specid Accounss 483104 607 2097198 490201 805
Balance carried to next year 17010430 1615352 18625782
Rty
Cash at bank and on hand 2401137 2401137 o
dd Mgpropions ot drovn om he OPA 17010430 221076 17231 506 —§
Less: Other payables S31 Receipts Payable to OPA 1006 861 1006 861 %
(o]

Reconciliation for Appropriation Acts (Nos. 1 and 3)

Total Appropriation Acts - 4543000 4543 000

Annual Report 2003-04 @



Note 24B:  Acquittal of Authority to Draw Cash from the Consolidated

Revenue Fund (Appropriations) from Acts 2 and 4

The Authority did not receive Appropriations from Acts 2 and 4.

Note 24C: Cash Basis Acquittal Special Accounts

National Blood Account—Departmental

Appropriation for reporting period

GST credits (FMA s30A)

Payments made

Represented by:

Cash in Departmental bank account

@ National Blood Authority

4543000
2097198
18 283

6658 481
5043129

1615 352

221076
1394276

1615 352



Note 24C: Cash Basis Acquittal Special Accounts confinued

National Blood Account—-Administered

Appropriation for reporting period 312 302 862
Other receipts - Interest from ATO 49963
Available for payments 526 726 338
Balance carried to next period 17 010430
S
Cash held in OPA 17.010 430

Note 25 Specific Payment Disclosures

Administered
No Act of Grace payments were made during the reporfing period.

No waivers of amounts owing to the Commonwealth were made pursuant to subsection 34 (1) of the

Financial Management and Accountability Act 1997

No ex grafia payments were made during the reporting period.

Departmental

No payments were made under the Defective Administration Scheme during the reporting period.

appendixes

No payments were made under s 73 of the Public Service Act 1999 during the reporting period.

Annual Report 2003-04 @



Note 26 Reporting of Outcomes

Note 26A: Net cost of outcome delivery

Administered expenses

Tofal expenses

Administered

Total costs recovered

Total other external revenues

Net cost fo budget outcome

@ National Blood Authority

OUTCOME 1
2004
$000

455 681
6502
462183

164 627
2769

167 396

167 396

(294 787)
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Appendix 2—
Freedom of
information statement

Section 8 of the Freedom of Information Act

1982 (FOI Act] requires government agencies to
publish, in an annual report, information about:

e its functions and decision-making powers that
affect the public

e arrangements for public participation in the
formulation of policy

e the calegories of documents that are held by
the agency

® how these documents can be accessed by
the public.

Freedom of information
statistics, 2003—04
During 2003-04, the NBA:

* received no requests for access to documents
under the FOI Act

® received no requests for internal review under

the FOI Act
® was nof involved in any Administrative

Appeals Tribunal matters in respect of the

FOI Act.

National Blood Authority

functions and powers

Information about the structure and functions of
the NBA can be found in Part 2 of the annual
report, while information on the organisation’s
performance of its functions is in Part 3.
Information can also be found on the NBA's
infernet site: www.nba.gov.au.

@ National Blood Authority

Ministers and NBA officers exercise decision-
making powers under the National Blood
Authority Act 2003. In the normal course of the
NBA's operafions as an Australian Government
agency, NBA officers also exercise functions
and powers under Acts such as the Financial
Management and Accountability Act 1997
and the Public Service Act 1999. Many NBA
decisions are also given effect through contracts
with suppliers of blood products, administered
by the NBA.

Arrangements for public participation

Under the National Blood Agreement, the
primary responsibility for policy within the
national blood products secfor rests with the
Australian Health Ministers’ Conference,
supported by the Jurisdictional Blood Committee.

In relation to the performance of its functions, the
NBA will establish consultative forums in 2004,
including a Professional and Community Forum
and a Supplier Forum, as a means of obtaining
views from stakeholders outside government.
The NBA also undertakes other consultation with
a range of expert bodies or interested parties
when necessary.

Categories of documents

The NBA maintains various forms of records
relating to the performance of its functions. Records
are refained for varying periods, depending on
their administrative and historical value, and are
disposed of in accordance with standards and
practices approved by Nafional Archives of
Australia under the Archives Act 1983. The NBA

holds the following categories of documents.



T Descipon

The NBA holds documents relating to contracts and tendering processes; to dealings with
Australian Government and State and Terrifory ministers, committees and other government
agencies under the National Blood Agreement; and other documents in relation fo the
performance of the NBA's functions under the Nafional Blood Authority Act 2003.

Program documents

Working files

The NBA holds working files including correspondence, analysis and advice by NBA staff,

documents received from third parties, and drafts of these and other documents.

Internal administration

The NBA holds personnel records, organisation and staffing records, financial and expenditure

records, and intemnal operating documentation such as office procedures, instructions and indexes.

Documents open to public access subject
to a fee or charge

Documents available for access or
purchase subject fo a fee or other charge

The NBA holds no documents in this category.

The NBA holds no documents in this category.

Documents customarily available free of ~ The NBA's annual report and selected other documents relating to the NBA are available

charge upon request

Procedures and contact details

A request for access fo documents under the
FOI Act must be in writing and enclose the
$30 application fee, and must state an address
in Australia to which nofices can be sent. In
certain circumstances the fee is not required

or can be remitted.

To enable a prompt response and to help the
NBA meet its obligations under the FOI Act,
applicants should provide as much information
as possible about the documents sought. It is
also advisable fo include a telephone number
or an electronic mail address fo allow officers
handling a request to seek clarification if
required. Applicants may be liable to pay
charges af rates prescribed by the Freedom of
Information (Fees and Charges) Regulations.

through the internet, af www.nba.gov.au.

Inquiries regarding making a formal request under

the Act should be directed to the NBA's Freedom
of Information Coordinator, in writing fo:

FOI Coordinator
National Blood Authority
locked Bag 8430
CANBERRA ACT 2610

or by telephone to 1800 351 000.

Facilities for access

Physical access to documents can be arranged
at the NBA's premises. Inquiries should

be directed fo the Freedom of Information
Coordinator af the address or telephone
number above.
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Facfors, events or frends influencing performance 57,59
Significant changes in nature of principal funcfions/services not applicable
Performance against service charter custfomer service standards, complaints
dafa, and the agency’s response to complainfs 53
Social justice and equity impacts not applicable
Discussion and analysis of financial performance 56,57, 59
Discussion of any significant changes from the prior year or from budget not applicable
Summary resource fable, by outcome 56

Developments since the end of the financial year that have affected or may
significantly affect operations or financial results in future 10-11, 59
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Management and accountability

Corporate Governance

Statement of the main corporate governance practices in place 9-10, 17
Names of the senior executives and their responsibilities 4,19, 20
Senior management committees and their roles 9, 19-20, 21, 23
Corporate and operational planning and associated performance reporting
and review 20, 25
Approach adopted to identifying areas of significant financial or operational
risk and arrangements in place to manage risks 9, 23,24
Certification of fraud measures in place 24
Policy and practices on the establishment and maintenance of appropriate
ethical standards 24
How nature and amount of remuneration for senior executive service
employees are determined 36
External Scrutiny 26
Management of Human Resources
Assessment of effectiveness in managing and developing human resources 34-37
Workforce planning, staff turnover and refention 32
Impact and features of certfified agreements and Australian Workplace
Agreements 35, 36
Training and development 25, 35
Occupational health and safety performance 36
Productivity gains not applicable
Statistics on staffing 33
Performance pay 36
Purchasing 55-56
Assets management 57
Consultants and competitive tendering and contracting 56-57, 58
Commonwealth Disability Strategy 37
Financial stafements 61-112
Other legislative requirements
Occupational health and safety 36
Freedom of information 114-115
Advertising and market research 56-57
Ecologically sustainable development and environmental performance 22
Discrefionary grants 55
National Blood Authority Act requirements
Report by the Chair of the Board 5-11
Corporate plan 25

Annual Report 2003-04 @

indexes



abbreviations, iv
accountability
of blood sector, v, 10, 14, 22, 25, 40
organisational, 24, 41, 55;
see also governance
achievements
Board, 8-10
organisational, 3; see also
performance results
Acute Care Division, transfer of functions from

32
advertising, expenditure on, 56-57

’

aims
National Blood Agreement, 16, 17
organisational, xi, 20; see also goals

albumin products
confract for providing, 39, 43, 44
research relating 1o, 53
supply issues, 48

antiD guidelines, 50

appendixes, 62-115

asset management, 57

Audit Committee, 9-10, 23, 55

audit report, 62-64

Australian Bleeding Disorder Registry, 48

Australian Code of Good Manufacturing
Practice for Human Blood and Tissues, 29

Australian Council for Safety and Quality in
Health Care, 11

Australian Government procurement framework,

26, 55-56

Australian Government funding for National
Blood Agreement, 16, 17, 38, 57

@ National Blood Authority

Australian Haemophilia Centre Directors’

Organisation, 47-48

Australian Health Ministers” Advisory Council,
14,17,43, 51

Australian Health Ministers” Conference, 2-3
role in budget setting, 38, 57
role in oversighting blood sector, 16, 17
role in selecting Board, 5

Australian National Audit Office
audit of financial statements, 55, 62-64
review of financial arrangements, 23
fraining on confract management, 35

Australian New Zealand Risk Management
Standard, 23

Australian Public Service values, 24

Australian Red Cross Blood Service, 26
ability to meet Infragam P demands, 49
confracts for blood and blood products, 38,
39-41

Deed of Agreement with, 3, 40-41

funding to implement haemoglobin
thresholds, 3, 41, 42

history of, 28

inventory, 22, 42

National Blood Management System, 40,
42-43

recommendations for national service, 14

role in maintaining blood supply, 27-28,
42-43

role in managing supply of Rh(D)
immunoglobulin, 50

Australian Workplace Agreements, 35, 36;
see also certified agreement



B

Baxter Healthcare Pty Lid
contract for blood and blood products, 39,
46

Best Practice Guidance, on procurement,
55-56

best practice systems, organisational
development of, 25-26

Biostate, supply management, 3, 49, 54
Bleeding Disorder Registry, Australian, 48;

see also haemophilia

Blood Agreement; see National Blood
Agreement

Blood and Blood Products Standing Committee,
14, 51

Blood and Organ Donation Taskforce, transfer
of functions from, 32

blood donations; see donors and donations

Blood Products Agreement
negotiation of new, 40-41

blood products and services
agreement on, 40-41
confracts for supply of, 17, 22, 26, 38-47,
48-50
importation of, 22, 28, 45-46, 49, 50
list of requirements, 38
sufficiency of supply, 48-49; see also blood
sector; demand management; plasma-
derived products; recombinant products

blood sector
efficiency, 16, 18
national policy for management of, 14, 16,
17
partners in, 26
performance improvement, 5, 10, 25
reformsin, v, 2, 5, 10, 14, 53

regulation of, 17, 29

risk assessment, 20, 23

roles, study of, 4

structure of, 19; see also Australian
Health Ministers” Conference; Australian
Red Cross Blood Service; CSL Limited:
Jurisdictional Blood Committee; State and
Territory governments; Therapeutic Goods
Administration

blood suppliers, 26, 27-28, 53
forum, 54: see also Australian Red Cross
Blood Service; CSL Limited

blood supply
framework for management, 36, 38-48
security of, as risk area, 23
underlying principles of, 27; see also blood
products and services; blood sector; blood
suppliers; demand management; National
Supply Plan

Board

achievements, 8-10

Charter of conduct, 8

esfablishment, v, 5-7

functions, 8

members, 5-/
Budget Statement, Portfolio, 32, 37
budget, national blood supply, 2, 38, 57
Business Confinuity Plan, 9, 24
business management, 20-29
business risk management; see Risk

Management Strategy
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categories of documents held, 114-115

certified agreement, 4, 34, 35; see also
Australian Workplace Agreements

Charter, for Board conduct, 8
Chief Executive Instructions, 20-21, 24, 55, 56
Chief Finance Officer, 3-4, 9-10, 32

Clinical Practice Guidelines for Factor VIII and
Factor IX, 51

Code of Good Manufacturing Practice for
Human Blood and Tissues, Australian, 29

clofting factor products, contract for providing,
39, 43, 44; see also Factor VIII: Factor IX;

haemophilia

Cochrane Collaboration, publication of research
on albumin-related mortality, 53

Comcare, 36
Commonwealth Disability Strategy, 37

Commonwealth Procurement Guidelines and

Best Practice Guidance, 55-56

Commonwealth Serum Laboratories; see

CSL Limited
Communications Crisis Management Plan, 24
community groups, liaison with, 54
competencies, staff, 35; see also staff matters
competitive tendering, 56-57; see also tenders
consultants, 56-57

contact officer
annual report, 11
freedom of information, 115

confract law, training, 25, 35

@ National Blood Authority

confract management, 56-57

computerised system for, 22
strategy, 26, 55
training, 25, 35

confracts,
for imported blood products, 22, 28,
45-46, 49, 50
for blood products and services, 17, 22, 26,
38-47, 48-50

corporate governance, 3, 9-10, 17, 20;
see also accountability

Corporate Plan, 2004-07, 25

corporate services, market tesfing of, 56;
see also outsourcing

costsharing, for National Blood Agreement, 16,
17,38,57
Council for Safety and Quality in Health Care,
Australian, 11
CSl limited, 3, 24, 26
confracts for blood and blood products, 39,
43-45, 4647, 48-49
history of, 28
role in maintaining blood supply, 27-28
role in managing supply of Rh(D)
immunoglobulin, 50

culture, organisational, 34

cytomegalovirus immunoglobulin, supply of,

48-49



D

database, on bleeding disorders, 48

Deed of Agreement, with Australian Red Cross
Blood Service, 3, 40-41

delegations, financial, 55

demand management, 20
as key objective, 25
of infravenous immunoglobulin, 4, 51-52
nafional blood supply, 4, 10, 17-18, 27,
38-49
of Rh(D) immunoglobulin, 50

Department of Finance and Administration, 43

Department of Health and Ageing, 5

disengagement from information technology
network, 21-22

linkage with cerfified agreement, 35

Portfolio Budget Statements, 32, 37

provision of corporate service functions, 56

transfer of functions from, 32, 43, 46, 48,
52,55

use of panel arrangements for legal
consultants, 56

diagnostic products, contract for supply of, 17,
39, 46-47

Diagnostic Products Agreement, 3, 39, 46-47

Disability Strategy, Commonwealth, 37

donors and donations, v, xi
club for frequent, 42
education, 42
as key principle of blood supply, 27
statistics, 29

E

ecologically sustainable development, 22
employee issues; see staff matters
employment conditions, 35-37

Environment Protection and Biodiversity

Conservation Act 1991, 22
ethics fraining, 24
Executive Committee, 19-20
Executive Team, 19

external scrutiny, 26

-

Factor IX, 45
guidelines, 51

Factor VII, deficiency, 47
Factor Vlla, contract for supply of, 45-46
Factor VIIl, 45, 48, 49

guidelines, 51; see also Porcine Factor VIl
Factor XI, contract for supply of, 45-46
Factor Xlll, contract for supply of, 45-46
female staff, statistics, 33
financial delegations, 55

Financial Management and Accountability Act

1997, 8, 17,20-21, 23, 55

financial management information system, 21,

24, 56

financial performance, summary of, 55-59;
see also financial statements

financial statements, 62-112

foreword, v

Annual Report 2003-04 Q:::)

indexes



forums

management, 19-20, 21
Staff Participation, 34, 35-36
suppliers’, 54
fractionated plasma, 24, 27, 48
contract for, 39, 43-44
Fraud Control Plan, 24
Free Trade Agreement, effect on supply of
plasma products, 44
Freedom of Information Statement, 114-115
Frequent Donor Club, establishment of, 42
fresh blood products
contract for provision of, 38, 39, 40-41;
see also Australian Red Cross Blood Services:
blood and blood products
fulltime staff, statistics, 33
functions and powers, 114
funding
arrangements under National Blood
Agreement, 16, 17, 38, 57, 59

fo meet haemoglobin level requirements, 3,

41,42

G

General Manager, 19
accountability, 17
appointment of, 5, 8
responsibilities of, 8, 36
review, 2—5

glossary, iv

goals, organisational, 18, 19, 20, 25, 53;
see also mission statement

Governance and Corporate Development
Forum, 21

@ National Blood Authority

governance, 3, 9-10, 17, 20; see also
accountability

Government Blood Advisory Committee, 27

government procurement framework, 26,
55-56

governments, as partners, 26

Cuide to the preparation, use and quality
assurance of blood components, 29

guidelines
anti-D, 50
Clinical Practice, 51
Factor VIl and Factor IX, 51
infravenous immunoglobulin, 51-52
procurement, 55-56
on treatment for haemophilia, 47

H

haemoglobin levels, minimum threshold for
donors, 3, 41, 42

haemophilia, 44, 47-48
plasma products for, 46, 51
projects on freatment outcomes, 48

haemovigilance scheme, national, 11;
see also quality issues; safety issues, blood;
Therapeutic Goods Administration
hepatitis B immunoglobulin, supply of, 48-49
hepatitis C
Senate inquiry info contamination of blood
with, 11
project on freatment outcomes, 48
Hong Kong, national blood services, 28

Human Resources Manager, 4, 32



immunodeficiency virus, project on treatment
oufcomes, 48

immunoglobulins, contract for providing, 39,
43, 44, 48-49; see also Infragam P;

intravenous immunoglobulin

imported plasma products, contracts for, 22,
28, 45, 46, 49, 50

independent audif report, 62-64

indemnity insurance; see National

Managed Fund

information framework (confidentiality)
agreements, 55

information technology system, 3, 4, 21-22
insurance, liability, 41, 43

Internal Audit Plan, 9, 24

international blood services, 28

Infernational Neonatal Immunotherapy Study,

52-53
Infragam P, supply of, 3, 49
intramuscular immunoglobulin, supply of, 48

intravenous immunoglobulin, 3, 4, 48, 49, 53
guidelines, 51-52

J

joint funding, of national blood supply, 16, 17,
38,57
Jurisdictional Blood Committee, 3, 4, 17, 20,
26
approval of additional funding for Australian
Red Cross Blood Service, 40
establishment of, 16
membership, 27
reports on supply of Intfragam P, 49
responsibilities of, 16, 53-54
working party on Factor VIl and Factor IX
guidelines, 51

]

leadership, 19-20
letter of tfransmittal, iii
leucodepletion Reference Group, 52

liability insurance, 41; see also National
Managed Fund

licensing, for production of blood and blood
components, 29; see also Therapeutic
Goods Administration
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machinery of government arrangements;
see fransfer of functions

Malaysia, national blood services, 28

male staff, statistics, 33

management forums, 19-20, 21
Management Instructions Framework, 20-21
McKay Wells Review, 1995, 14

Memorandum of Undersfanding
on National Managed Fund, 43
on new Plasma Products Agreement, 45
on payroll services, 56
Minister for Health and Ageing, 17, 38
mission statement, 2, 20, 25

MonoFIX-VF, supply of, 49

N

National Blood Agreement, 37, 53
funding arrangements, 16, 17, 38, 57
responsibilifies under, 15-16, 26-27

National Blood Authority Act 2003, iii, 5, 8,
17,55

National Blood Management System, 40,
42-43

national blood supply; see blood supply;
demand management

national haemovigilance scheme, 11; see
also quality issues; safety issues, blood;
Therapeutic Goods Administration

National Health and Medical Research Council
Clinical Trials Centre, involvement in neonatal
immunotherapy research, 52-53
guidelines on Rh(D) immunoglobulin, 50

@ National Blood Authority

Nafional Indemnity Reference Group, 43
Nationol Managed Fund, 41, 43

Nafional Reserve of essential plasma products,

48-49

National Supply Plan and Budget 2003-04,
2-3, 38

National Tolerisation Protocols, 51

neonatal sepsis, use of infravenous
immunoglobulin fo treaf, 52-53

New South Wales, non-participation in
Australian Bleeding Disorder Registry, 48

New Zealand, national blood services, 28
non-core business, outsourcing of, 3, 4, 56
non-ongoing staff, sfafistics, 33

Novo-Nordisk Pharmaceuticals
contract for blood and blood products, 39,
45, 46

NovoSeven, contract for supply of, 45

O

objectives, organisational, 20; see also goals;
mission statement

occupational health and safety, 36
Occupational Health and Safety Committee, 34
ongoing staff, statistics, 33

Operational Plan, 20

organisational
culture, 34
establishment, v, 2, 14
goals, 18, 19, 20, 25, 53
mission, 2, 20, 25
role, v, 1/-18
structure, 19, 20

outcome and output sfructure, 37



outlook, 5, 10-11
outsourcing, non-core business, 3, 4, 56

overviews
Chair of the Board's report, 5-11
General Manager's review, 2-5

P

parinerships, 26; see also stakeholder
relationships

parttime staff, statistics, 33
pay and conditions, employee, 35-37
payroll systems, outsourcing of, 3, 4, 56
People, leadership and Performance
Improvement 2002-2004, 35
Performance and Development Scheme, 35
Performance Improvement Forum, 21
performance indicators, 37
Performance Measurement Forum, 21
performance pay, 36
performance results; 32-59; see also financial
statements
personal development, 24, 25, 35
plans and planning
business continuity @, 24
corporate, 25
fraud control, 24
internal audit, 9, 24
National Supply, 2-3, 38
operational, 20
risk management, 9, 23, 24

Plasma Fractionation Agreement
confract for provision of products under, 39,
43-44

extension of, 45

plasma product shortages, management of, 49;

see also demand management, Nafional
Reserve

Plasma Products Agreement
negotiation of new, 3, 44-45

plasma products; see blood products and
services; plasma-derived products

plasma-derived products, 3, 24, 27
contracts for supply of, 39, 43-45
imporfation of, 22, 28, 45-46, 49, 50
supply shorfages, 49; see also blood
products and services; demand management;
diagnostic products; recombinant products;
therapeutic products

Porcine Factor VIII, contract for supply of,
45-46

Portfolio Budget Statements, Department of

Health and Ageing, 32, 37
priorities, organisational, 2003-04, 18, 19
probity, fraining, 25, 35
procurement policy, 26, 55-56
professional development, 25, 35
professional groups, liaison with, 54
PSI Consulting Pty Lid, 35
public participation, arrangements for, 114
Public Service Act 1999 8, 1/, 55
Public Service values, 24

purchasing policy, 26, 55-56
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quality issues, promotion of, 4, 10, 11, 49-53;
see also Therapeutic Goods Administration

R

recombinant products
as alternative to blood products, v, 45
contracts for supply of, 39, 45-46
guidelines relating to, 51
projected demand for, 48-49
freatment of haemophilia with, 44, 48; see
also blood products and services; plasma-
derived products

recruitment program, staff, 4, 32

Red Cross Blood Service: see Australian Red
Cross Blood Service

regulation, of national blood sector, 17, 29;
see also Therapeutic Goods Administration

remuneration
Senior Executive Service, 36
staff, 37

resource review, 55
resource fable, summary, 56

Review of the Australian Blood Banking and
Plasma Product Sector, 14-15

Rh(D) hyperimmune plasma, 50

Rh(D) immunoglobulin guidelines, 50
risk assessment, 20, 24

Risk Management Strategy, 9, 23, 24

roles and responsibilities
organisational, 2, 17-18

@ National Blood Authority

safety issues, blood, promotion of, 4, 10,
11, 49-53; see also Therapeutic Goods
Administration

safety, staff, 36
salaries, 36, 37
Saline versus Albumin Fluid Evaluation Trial, 53

secrefariaf services
for Jurisdictional Blood Committee, 53
for leucodepletion Reference Group, 52
for National Blood Authority Board, 8
for National Indemnity Reference Group, 43

security, protective, 24

Senate enquiry into hepatitis C contamination of

the blood supply, 11

Senate Order for Departmental and Agency
Confracts, 35

Senior Executive Service
remuneration, 36
statistics, 33

Singapore, national blood services, 28
Social Club, 34

special account, for National Managed Fund,
43

staff matters
classifications, 33
development, 24, 25, 35
commitment, 34
recruitment, 4, 32
resources, 3, 20
safety, 36
salary ranges, 37
security, 24
statistics, 33

Staff Parficipation Forum, 34, 35-36



stakeholder relationships, 10, 17, 20, 26-29,
35, 53-54; see also State and Territory

governments

State and Territory governments

acceptance of Stephen Review

recommendations, 15-16

confidentiality agreements with, 55

funding of blood product needs, 16, 17,
38,57

partnership with, 26

responsibilities under Nafional Blood
Agreement, 26-27

role, 16

statistics
donors and collections, 29
freedom of information, 114
staff, 33
Stephen Review, 14-15
strategic direction, v, 8-9; see also corporate
plan
Strategy and Planning Forum, 21
structure and functions, 14-29

sfructure
blood sector, 19
Executive Committee forum cycle, 21
organisational, 19, 20
outcome and output, 37

suppliers, relationships with, 26, 27-28, 53;
see also Australian Red Cross Blood Service;
CSL Limited

suppliers’ forum, 54

supply planning, see demand management;
National Supply Plan and Budget

T

fox compliance reporting, 55
team culture, 34
tendering, competitive, 56-57
tenders, 26
supply of infravenous immunoglobulin, 3
development of guidelines on Factor VIl and
Factor IX, 51

for information technology systems, 21-22

management of, 4, 26, 56-57

Territory governments; see State and Territory
governments
tetanus immunoglobulin, supply of, 48
Therapeutic Goods Act 1989, 29
Therapeutic Goods Administration, 26
as regulator, 29
requirements in relation fo blood products, 3,
17,29, 41-42
responsibility for safety and quality controls,
49
role in monitoring Nafional Blood
Management System, 42-43

Therapeutic Goods Order No. /2 Standard for
Blood Components, 29

therapeutic products
confracts for supply of, 17, 40, 43-46

ThrombotrolVF, supply of, 49
Tolerisation Protocols, 51
training, staff, 24, 25, 35

transfer of functions, from Department of Health
and Ageing, 32, 43, 46, 48, 52, 55

transmittal letter, iii
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U

University of Sydney, involvement in neonafal

immunotherapy research, 52-53

user guide, xi

Vv

values, Public Service, 24

vision statement, 2, 20, 25
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website, i, xi

Westmead Hospital, involvement in neonatal
immunotherapy research, 52-53

whole-of-government reporting, 55

WinRho, importation of, 50

women staff, statistics, 33

workplace agreements, 35, 36; see also
certified agreement

Workplace Diversity Plan, 34, 37

Workplace Relations Act 1996, 36

workshop, on infravenous immunoglobulin
usage, 51-52

Wyeth Australia
contract for blood and blood products, 39,
45, 46

/

zosfer immunoglobulin, supply of, 48-49
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