9

NATIONAL BLOOD
AUTHORITY

7

Annual Report
2003-04

Saving and improving Australian lives
through a world<lass blood supply



© Commonwealth of Australia 2004

This work is copyright. Apart from any use as permitted under the Copyright Act 1968, no part may
be reproduced by any process without prior written permission from the Australian Government,
available from the Department of Communications, Information Technology and the Arfs. Requests and
enquiries conceming reproduction and rights should be addressed to the Commonwealth Copyright
Administration, Infellectual Property Branch, Department of Communications, Information Technology
and the Arts, GPO Box 2154, Canberra ACT 2601, or posted at www.dcita.gov.au/cca.

ISSN 1832-1909
Web address of this report: http://www.nba.gov.au/ publications/annualreport.htm

Produced by the National Blood Authority

Printed by National Capital Printing (02) 6280 7477
Edited by WordsWorth Writing (02) 6232 7511
Designed by Spectrum Graphics [02) 6239 1004

Contact officer:
Ms Chris Finch
Communications Manager

level 1, 19-23 Moore Street
Turner ACT 2612

Telephone: 1800 351 000

Fax: [02] 6211 8330
Email: nationalbloodauthority@nba.gov.au
Website:  www.nba.gov.au

The NBA gratefully acknowledges the photos supplied by the Australian Red Cross Blood Service.

@ National Blood Authority



~_

( 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

@

L

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.

Annual Report 2003-04 @



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

e N
Performance Improvement Forum

Considers and implements processes to improve our
performance, including:

o the application of appropriate financial and contract
management processes

o effective and consistent work practices
o compliance with legislative requirements.

4 N\ N\ -tc:)
Strategy and Planning Forum Performance Measurement Forum =)
Considers key emerging policy issues and future strategic Monitors the efficiency and effectiveness of the NBA °g
directions relating to the NBA's: against ifs: 5
e programs, projects and policies e corporate and operational plans =
o stakeholder relationships e corporate performance measures i
o corporate planning and strategic documents. ® budget ca:

® ustomer service charfer. 8

\\§ ) /O J

e N

Governance and Corporate Development Forum
Reviews all NBA corporate projects and issues to:
 qapprove work priorifies

 meet best practice governance standards

o (irect resources to achieve outcomes.

(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
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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.

Annual Report 2003-04 @



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
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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 sit