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‘Saving and improving Australian lives through a
world-class blood supply’

Overview of Australian arrangements for blood and plasma products
since 2003

Proposition:

— Important to consider governance, coordination and
institutional arrangements as part of ‘strategic independence’,
alongside collection, manufacturing, supply and quality

— Australian arrangements have developed in the specific
national context, but may give useful possibilities for other
countries to consider
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The Review recommends that a
National Blood Authority be
established, as a priority, to
provide national management and
oversight of Australia’s blood

supply.

New governance and financing
arrangements should be simpler,
with single lines of accountability
and clear, consultative
relationships established between
governments and key
organisations.
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others
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Clinical sector
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e clinicians
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National Blood Agreement (2003) - objectives

THE PARTIES AGREE AS FOLLOWS -

PART 1 - OBJECTIVES OF GOVERNMENTS FOR THE AUSTRALIAN
BLOOD SECTOR

1.  The primary policy objectives for the Australian blood sector are:

(a) t adequate, safe, secure and affordable supply of blood
products, blood related products and blood related services in Australia;

and

(b) t safe, high quality management and use of blood products,
blood related products and blood related services in Australia.




2. In pursuing the primary policy objectives, the Parties will have regard to the
following secondary policy aims:

(a)
(b)

(c)
(d)

(e)
(f)

(2)

(h)

(i)
()

to meet international obligations and standards;

to maintain reliance on voluntary, non-remunerated donations of whole
blood and plasma;

to promote national self-sufficiency;

to provide products to patients free of charge and based on clinical need
and appropriate clinical practice;

to promote optimal safety and quality in the supply, management and use
of products, including through uniform national standards;

to make best use of available resources, and to give financial and
performance accountability for the use of resources by all enfities involved
in the Austrahan blood sector;

to undertake national information gathering, monitoring of new
developments, reporting and research in relation to the Australian blood
sector;

to maintain flexibility and capacity to respond in a timely manner to
changing circumstances and needs;

to ensure public support and confidence in the Australian blood sector; and
to work towards optimal access to blood products and blood related
products across the nation, ensuring that patients continue to access the
blood products and blood related products their clinicians determine will
best meet their needs so far as practicable in accordance with national best
practice based on clinical guidelines. This clause does not preclude States
and Terntories from altering the range of blood products and blood related
products that are prescribed and received in their jurisdiction.
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National Blood Authority

« National demand forecasting

and supply plannin
Commonwealth, PP J

State, Territory * National tendering and

contracting for product supply

governments
. Poli « Governance, appropriate use
Olicy and management of products
 Funding « Blood sector systems, supply
(63:37) chain efficiency
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changed products
* Reporting and analysis
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Commonwealth

States and
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Clinical sector

public hospitals
private hospitals
pathology
clinicians

National policy and coordination
National supply plan and budget
New products assessment
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National contingency planning
Horizon scanning
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Clinical sector

* public hospitals
e private hospitals
* pathology

e clinicians
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States and
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Clinical sector

public hospitals
private hospitals
pathology
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Product governance and criteria
Guidelines and standards

Broad clinical, scientific and
hospital engagement

Quality improvement programs
National data
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Domestic

IVIg

Albumin

pd FVIII and FIX
PCC
Thrombotrol
Rh(D) Ig
Hyperimmunes

Domestic and imported
| products

Imported

rFVIII and rFIX
 FEIBA, rFVlla
« Rh(D) Ig (IV)

o FXIand Xl
 Protein C
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AUSTRALIA

» Governments spent around $1.15 billion in 2016-17 for the supply and
management of blood and blood products and services

Hyperimmunes
(including plasma for

fractionation)
1.9%
i — Diagnostic
Fresh Blood 0.4%
Products

32.6%

Albumin
2.7%
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PLASMA DERIVED AND OVERSEAS PRODUCT EXPENDITURE:
CUMULATIVE INCREASES ON 2003-04 BASE YEAR
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N New products - HTA

Completed Underway
e EHL clotting factors
 rFVIIl and rFIX (2004) . Emicizumab
e Domestic product * AL-PI
enhancements

. H ?
» SClg — domestic and Still to come

' « SClg part
imported 5 _
« Fibrinogen concentrate for massive
e Fibrinogen concentrate bleeding
(congenital deficiency) * Igindications
e (CSL112?
e CI1-INH

o Further haemophilia monoclonals?
e rEXII « Genetic therapy?
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Patient Blood Management
Guidelines: Module 1

Patient Blood Management
Guidelines: Module 2

Patient Blood Management
Guidelines: Module 3

Pabient Blood Management
‘Gulldelines: Madule &4

Critical
Bleeding
Massive
Transfusion

Perioperative

Medical
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Critical Care
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Patient Blood Management
Guidelines: Module 5

Obstetrics

and Maternity

Patient Blood Management
Guidelines: Module 6

Neonatal and

Paediatrics

Patient Blood
Management

e Guidelines

e Tools and
resources

e Conferences

e Education and
Training

Promotion and

Communication
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AUSTRALIA Standard

AUSTRALIAN COMMISSION
on SAFETY avo QUALITY wHEALTH CARE

Standard 7

Blood and
Blood Products

Safety and Quality Improvement Guide

m—)

National Safety and
Quality Health Service
Standards

Second edition

National Patient
Blood Management
Collaborative CPe0eQ00

AUSTRALIAN COMMISSION
on SAFETY ano QUALITY wHEALTH CARE

Standard 7
Blood Management
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Patient blood management: the global view
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BloodSafe elLearning Australia
https://bloodsafelearning.org.au

BloodSafe

elearning Australia

Free, award winning, online education for health professionals.

Transfusion Practice

Introduction Course Details Endorsement & CPD Assessment Development Team % %
Patient Biood Manugamont
ACCESS COURSE
Introduction e @ @ @
The content for this Critical Bleeding course is based on the national Patient Blood Management Guidelines:

Module 1 Critical Bleeding/Massive Transfusion. It is designed for medical practitioners, nurses and

midwives, transfusion laboratory technicians, and other healthcare workers involved in critical bleeding —S\-\\‘
situations. k{\

If your role involves prescribing a transfusion, administering blood and monitoring patients during and after Cardine Cheonic r--ww«--ml
a transfusion, it is recommended that you complete the Clinical Transfusion Practice course.

CRITICAL BLEEDING

Learning modules

. Understanding Critical Bleeding

. Identifying and Stopping Critical Bleeding
. Fluid Resuscitation and Pharmacotherapy
. Massive Transfusion Protocol A or FREE at www.bloodsafelearning.org.au

BWN =



https://bloodsafelearning.org.au/
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< ~ \Wastage strategy

Stop and Think...
Stop the Waste!

Bleod is a predous resource genaroushy
donated by volunkears,

Millions of daollars worth are discarded
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Store a1 2°C to 8°C (Relvigerate. Do not freeze).
Pratect from light.
The solition has a nominal osmolality of

350mOsmikg, is approximately sotonic and has
apHof 4.25,

Inspect immediately before wse. Do nat use
if turted.

Contains no antimicrobial presenative,
Use immadiataly on i) and discand any
unused portion appropristely.

Lise in one patient an one aoasion anly,

Mot for sale. Intragam® 10 is manufactured from
human plasma ed by the Australian Red
Cross Blood Service,

Plasma costs L188.78
Production costs ~ $157.53
Full costs:

i L — I = ':q'lh
E319007 258 (01 M0S3ATA0800 1451 carvon
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Plasma rationed
as demand soars

PLASMA is being ra-
tioned to ho?ltaf ga-
tients because demand is
outstripping supply. -

The Australian Red
Cross Blood Service has
been forced to restrict its
d € supply of a
widely used plasma prod-
uct called Intragam P,

Patients with life-
threatening conditions
have been guaranteed
supply, but others are
nkegr to miss out,

Thousands of Austra-
lians a year need Intra-
gam P, which strengthens
the immune system and is
used to treat more than
30 conditions,

An alternative to the
blood service's cost-free
plasma product is avail-
able, but hospitals must
dig into
reserves to pay for it.

Australian Red Cross
Blood Service blood prod-
ucts manager Brenton
Wylie said people who
needed Intragam P for
life-threatening condi-
tions would not miss out.

“Where people may have
a need for it outside that,
there is an alternative
product, another form of
Intravenous immunoglo-
bulin called Sandoglobu-
lin, which is commercially
available,” he said.

Herald Sun 18 March 2004
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lg Governance is not new
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lg Governance Program

Policy and
Criteria for
access

National
network of
committees

Performance
Improvement

Knowledge
development
and research

BloodSTAR
Development
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IMMUNOGLOBULIN
GOVERNANCE

National Policy: Access to Government-Funded
Immunoglobulin Products in Australia

> SECOND EDITION
> JULY 2016

ﬂ;’ Governonce BLOQDSTAR

National
Blood

Arrangements

COAG
Health
Council

National
Ig Governance
Committees

Jurlsdictional

Arrangements

Hospitals/

Health £
Department EEESS S
Groups

|
User =0 Clinicians




1. Treating and Authorisation Cycle

Start
i [imdiaging
Submit Treastm
Aupthorsation =--——
Aequest

RiEviaw
Cnical Respanse

infuse Ig
Treatment




@Governonce Criteria for Clinical Use of Immunoglobulin in Australia Reference Number Q

Browse the Criteria for Use  Check Eligibility =~ Dose Calculator

Browse the Criteria for Use

Established Therapeutic Role Emerging Therapeutic Role Exceptional Circumstances Only Not Supported

Conditions for which IVig has an established therapeutic role.
Acquired hypogammaglobulinaemia — haematological malignancy and post HSCT
Chranic inflammatory demyelinating polyneuropathy (CIDP)
Guillain-Barré syndrome (GBS)
Immune thrombocytopenic purpura (ITP) — adult
Inflammatory myopathies: polymyositis (PM), dermatomyositis (DM) and inclusion body myositis (IBM)
Kawasaki disease
Lambert-Eaton myasthenic syndrome (LEMS)
Multifocal motor neuropathy (MMN)
Myasthenia gravis (MG)
Neonatal haemochromatosis (NH)
Primary immunodeficiency diseases (PID) with antibody deficiency

Stiff person syndrome

https://www.criteria.blood.gov.au/
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Blood Measures

Consultative draft for comment

No.

Blood Measures

mary measu

Reasons for transfusion

tary measu

a minimal set of measures to collect about the use of fresh blood companents in order to pravig ===
meaningful, critical and, wherever possible, epidemiologically sound information. An example of

where these measures could be used would be when you wanted to add some additional questions

about blood components ta existing or proposed dinical data collections {e.g. a dinical study ar

registry) but had only limited scope in terms of the number of dats points you could collect. These

measures could also be used when designing an aurit, again where you wish ta capture 3 limited

number of data points but still ensure meaningful infarmation

Supplementary Measures (S)

This menu of measures could be collected, in addition to the primary measures, where mare
information about fresh blood companents is needed. This set of measures, together with the
primary measures, would enable a comprehensive picture of the use of fresh blood companents.
Ore example of whers these measures could be used would be to pravide more information in

a dinical audit by answering the specific questions the auditor is interested in. Anather example
would be in a detailed dlinical research study investigating the transfusion triggers associated with,
or the efficacy of, fresh blood companents. t is anticipated that anly the measures relevant ta a
specific question ar project would be selecied

Epidemiologically sound principles
Wherever passible, epidemiologically sound measures should be used. This will be critical for some studies
Definition:

An epidemiologically sound measure is something which is readily available and can be measured
objectively and in a standard way, anywhere and in any circumstances and which can be collected
by non-experts.

Epidemiologically sound means:

Routinely callected
Routinely accessible
Cansistent interpretation

a1 Pre-transfusion Hb level
fac a2 Pre-operative Hb level
Transfusion episode
a3 Number of bags of leucocyte-depleted red blood
cells transfused during transfusion episode
a4 Valume of leucocyte-depleted red blood cells
transfused during transfusion episode
45 Type of transfusion {autolegous/allogeneic)
The Measures Post-transfusion data
T
: 46 | Post-transf i
Primary Measures (P) stiansfe: Reasons for transfusion
A menu of measures that are ideally collected in all studies of fresh blood components, cantaini 47 Haemoglobin Levels

Ini relation to callecting Haemaoaglokin levels, either or both of Pre-operative or Pre-transfusion measures could be used.
Thiz choice would be determined by the project purpose and information available.

P

Pre-transfusion Hb level

No. Pa1
[ P sfusion Hb level

Format Hb g/L

Definition The Hb level obtained closest to the time before the transfusion episode
Patential

source of data

Pathology reports, patient notes for blood gas analyser
or haemocue® results

Pre-operative Hb level

Mo. s42

B Pre-op Hb level

Format. Hb gL

Definition The Hb level obtained closest to the time before surgery within 24 hours
and before the infusion of fluids

Potential

source of data

Pathology reports, patient notes for blood gas analyser
or haemocue® results
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AUSTRALIA

NATIONAL BLOOD RESEARCH
AND DEVELOPMENT STRATEGIC
PRIORITIES National Blood Sector

2013-2016 Research and Development
Pilot © :

Version 4.1, 5 March 2013

Information for
Applicants Booklet

> This booklet should be consulted when
completing applications for a National
Blood Sactor Research and Development.
Pilot Grant
> Round 1- Deadiina for Applications:
10am 8 April, 2016
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