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Message from the Chief Executive Officer
and Managing Director

Our Corporate Responsibility 2014 is CSL’s sixth publication
sharing with our stakeholders our economic, social and
environmental performance. It spans the reporting period
1 July 2013 to 30 June 2014.

PAUL PERREAULT
CHIEF EXECUTIVE OFFICER
AND MANAGING DIRECTOR

In August 2014, I announced CSL’s
financial results for the reporting period,
a solid performance given growing market
competition. We have been able to
consistently achieve this growth through
the disciplined execution of our strategy –
a relentless commitment to being productive
and efficient in everything that we do,
focusing on the basics by growing our core
portfolio of products and investing in research
and development to advance therapies for
unmet needs by expanding indications
and markets.
Our strategy for the organisation is clear
and sound. However, it cannot be achieved
in isolation of external factors that interface
with and impact our global operations. To
this end, we are maintaining our focus on
the sustainability issues most important to
our business and our stakeholders. This work
ensures we are better able to assess risk,
explore opportunities and inform strategy.

I recognise the driving force behind our
results is our people. Our effort to create an
environment for them that is safe, rewarding
and filled with opportunities is critical. So too
is our focus on placing the needs of patients at
the core of all that we do, helping to motivate
our efforts to deliver sustainable outcomes.
Ensuring we can continue to provide lifesaving and life-enhancing therapies requires
us to believe, think and act in a responsible
and sustainable way.
As a stakeholder of the organisation, your
feedback on our performance is vital. An
anonymous survey is available on our website
and for the first 150 responses received we
will donate US$50 per survey to the World
Federation of Hemophilia.
We look forward to your feedback.
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Corporate responsibility performance summary 2013/14

CSL is a global specialty biopharmaceutical company that produces
life-saving and life-enhancing medicines that enable many thousands
of people around the world to lead normal, healthy lives. We are
headquartered in Australia with substantial operations in the United
States of America (US), Germany and Switzerland. With 13,468
employees operating in 27 countries, CSL generated revenues in 2013/14
totalling US$5.5 billion.
Researching New Medicines
In 2013/14, our research and development (R&D) investment continued
to grow reaching US$466 million. In the reporting year, we achieved 22
product registrations or indications for serious diseases. A number of
project highlights were achieved, including the development of a family
of novel recombinant coagulation factor medicines that if successful could
result in a marked reduction in the frequency of administration of people
with haemophilia compared to current treatments and significantly
increase convenience for patients. In addition, we commenced an
international Phase III study of a volume-reduced, subcutaneous
formulation of Berinert®, C1-esterase inhibitor concentrate, in patients
with frequent hereditary angioedema (HAE) attacks.
Ensuring the safety and quality of our therapies
In the reporting period, CSL’s key manufacturing facilities were audited
179 times with no alterations to our product marketing licences.
Two product recalls were initiated in Australia and 435 quality audits
of suppliers were conducted. In April 2014, CSL appointed a Chief
Medical Officer (CMO) reporting to CSL’s Chief Scientist. This newly
created position is responsible for overseeing global clinical safety and
pharmacovigilance. After successfully manufacturing Fluvax® using
increased levels of virus-splitting agent, bioCSL conducted a clinical study
in adults that confirmed this modification had no negative impact on the
immunogenicity of the influenza vaccine.
Operating responsibly in the marketplace
In 2013/14, we distributed US$4.9 billion in direct value to employees,
suppliers, shareholders and governments, an increase of 5% on the
previous year. In Australia we contributed to public debate regarding
a proposed model for the transparent reporting of transfers of value
between pharmaceutical companies and healthcare professionals. In the
US and Europe we continued our public policy efforts to support the
protection and access to therapies for rare diseases, and in Japan we
focused on improving access to essential plasma-derived therapies. In
October 2013, CSL announced that it had signed an agreement to settle
a US antitrust class action litigation that had been ongoing since 2009.
The settlement, which included payment of US$64million, was approved
by the US Federal Court in January 2014.
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Providing a positive working
environment for our people
As of 30 June 2013, for a second consecutive year we reported a
7% increase in our total workforce numbers. Of our total employees,
women represent 56% of the entire workforce. In 2013/14, CSL’s
recorded rates of lost time injury frequency (LTIFR), days lost frequency
(DLFR) and medical treatment incidence frequency (MTIFR) decreased
by 20%, 30% and 12% respectively. In addition, we also have set and
achieved goals for zero fatalities, zero safety violations and zero fines.
In 2013/14, women accounted for 42% of the ‘manager and above’
workforce, with a 1% increase on the prior year, and 30% of the
Company’s most senior positions, at vice president and above levels.
Supporting our communities around the world
In the reporting year, CSL contributed US$32.8 million towards global
community efforts, a 10% decrease on the previous year. In an effort
to improve access to our medicines, in December 2013, bioCSL donated
763,000 doses of influenza vaccine to the Partnership for Influenza
Vaccine Introduction – a project of the Task Force for Global Health
– with Laos the recipient country for the donation. In October 2013,
Professor Ruth Bishop was awarded the 2013 CSL Florey Medal for
her discovery of rotavirus and her subsequent work to help develop
a vaccine. The award is one of many CSL sponsors to help recognise
excellence in biomedical research. Following a destructive typhoon, CSL
and employees came to the assistance of communities in the Philippines.
Donated emergency product and matched giving to Red Cross agencies
supported relief efforts.
Minimising our environmental impacts
In 2013/14 we maintained compliance with all applicable environmental
laws and regulations. Our facility footprint continues to grow and in
absolute numbers we experienced increases across all environmental
indicators. Compared with the previous year, our energy consumption
intensity remained flat; greenhouse gas emissions and waste generation
intensity trends improved; and our water consumption intensity
increased. In the reporting period, CSL achieved membership of the
CDP 2013 ASX 200 Climate Disclosure Leadership Index (CDLI). In light
of updated observations from the Intergovernmental Panel on Climate
Change, CSL commenced an enterprise-wide climate change risk
assessment of our manufacturing sites and other key operations.
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Performance data summary

Economic Contribution

2011/12

2012/13

2013/14

Economic value generated

US$million

4,814

5,130

5,524

Economic value distributed

US$million

4,393

4,713

4,956

2011/12

2012/13

2013/14

370

427

466

2011/12

2012/13

2013/14

Number

180

189

179

Quality audits of suppliers

Number

400

512

435

Safety related recalls of finished product

Number

1

3
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2011/12

2012/13

2013/14

Number

11,711

12,534

13,468

%

N/A

65

N/A

Lost time injury frequency rate (LTIFR)

Per million hours worked

1.96

1.80

1.43

Medical treatment injury frequency rate (MTIFR)

Per million hours worked

4.67

6.60

5.77

Days lost frequency rate (DLFR)

Per million hours worked

155.8

40.9

28.36

2011/12

2012/13

2013/14

34.1

36.3

32.8

2011/12

2012/13

2013/14

Petajoules

1.95

2.03

2.25

Kilotons

192

201

223

Gigalitres

2.07

2.30

2.60

Kilotons

19.53

19.91

20.26

%

58

58

59

For more information, please see page 21

Research and Development
R&D investment

US$million

For more information, please see page 10

Safety and Quality
Regulatory audits

For more information, please see page 17

Our People
Total headcount
Employee opinion survey participation rate

For more information, please see page 25

Community
Total contribution

US$million

For more information, please see page 29

Environment1
Energy consumption
Greenhouse gas emissions
Water consumption
Waste
Waste recycling rate
For more information, please see page 33
1

Data has been restated for 11-12 and 12-13 to include all manufacturing sites, CSL Plasma and CSL Behring headquarters in King of Prussia, US.

More information, including data points from baseline years, is available on our website www.csl.com.au
3
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1. Our organisation

CSL is a global specialty biopharmaceutical company that
researches, develops, manufactures and markets biotherapies
to treat and prevent serious and rare medical conditions.
Headquartered in Australia, the CSL Group consists of CSL Behring,
incorporating CSL Plasma, Research & Development and bioCSL.

Researching
new medicines

Ensuring the
safety and quality
of our therapies

Operating responsibly
in the marketplace

Providing a positive
working environment
for our people

Contents
Supporting our
communities
around the world

4072

Employees

NORTH
AMERICA

ASIA

2

3

7029

377

Employees

Employees

6

Business Profiles

8
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bioCSL

CSL Behring is a global leader in biotherapies,
with the broadest range of quality products
in our industry and substantial markets in
Australia, Asia, Europe and North America.

In Melbourne, Australia, bioCSL operates
one of the largest influenza vaccine facilities
in the Southern Hemisphere, manufacturing
seasonal and pandemic influenza vaccines
for global markets.

Our therapies are indicated for treatment
of bleeding disorders including haemophilia
and von Willebrand disease, primary and
secondary immune deficiencies, hereditary
angioedema, neurological disorders and
inherited respiratory disease. Our products
are also used to prevent haemolytic disease
in newborns, for urgent warfarin reversal in
patients with acute major bleeding, to prevent
infection in solid organ transplant recipients
and treat specific infections, and to help
victims of trauma, shock and burns.
CSL Behring operates CSL Plasma, one of the
world’s largest plasma collection networks
with more than 110 centres in the US and
Germany, and an integrated manufacturing
platform with production facilities located in
the US, Germany, Switzerland and Australia.

10

SOUTH
AMERICA

89

Employees

AUSTRALIA/NZ

1901

Employees

5

Regional Sales and Distribution
Plasma Collection Centres

of vaccines and prescription medicines.
Research & Development (R&D)
CSL continues to invest in the development
of protein-based medicines to treat serious
human illnesses. Today, most of our licensed
medicines are purified from human plasma.
CSL has also built the capabilities required to
develop future products using recombinant
and antibody technology.
Global R&D activities support CSL’s existing
licensed products and development of new
therapies that align with our technical and
commercial capabilities in immunoglobulins,
specialty products, haemophilia and
coagulation therapies, vaccines and
breakthrough medicines.

4
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Additionally, bioCSL markets and distributes
in-licensed vaccines and specialty
pharmaceuticals in Australia and New
Zealand; develops, manufactures and markets
diagnostic immunohaematology reagents
for Australia and the Asia Pacific; and
manufactures and distributes antivenoms
and the Q fever vaccine for Australia.
bioCSL also operates an Australia-wide coldchain logistics business for the distribution

Minimising our
environmental impact

EUROPE

1

CSL Behring
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1.	BERN Switzerland
CSL Behring
R&D, Manufacturing,
Commercial Operations

4. TOKYO Japan
	
CSL Behring
R&D, Commercial Operations
and Distribution

2. MARBURG Germany
CSL Behring
R&D and Manufacturing

5. MELBOURNE Australia
	
CSL Limited
R&D, Group Head Office
	bioCSL
R&D, Manufacturing,
Commercial Operations,
Warehousing and Distribution

3.	GOETTINGEN Germany
CSL Plasma
Testing Laboratory
HATTERSHEIM Germany
CSL Behring
bioCSL
Commercial Operations

	CSL Behring
R&D, Manufacturing,
Commercial Operations
and Distribution

6.	KANKAKEE US
CSL Behring
R&D and Manufacturing

9. MESQUITE US
	
CSL Plasma
Logistics Centre

7.	KING OF PRUSSIA US
CSL Behring
Administration, R&D,
Commercial Operations
and Distribution

10.	KNOXVILLE US
	
CSL Plasma
Testing Laboratory

	bioCSL
Commercial Operations

MORE ON OUR WEBSITE
Visit our website for more information
on CSL’s therapy areas.

11.	BOCA RATON US
	
CSL Plasma
Administration

8.	INDIANAPOLIS US
	
CSL Plasma
Logistics Centre

SCHWALMSTADT Germany
	
CSL Plasma
EU Logistics Centre
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1. Our organisation

CSLTotal
Total Revenue
CSL
Revenue
(US$ millions)
(US$MILLIONS)

CSL Sales by region
2013/14
CSL Group
Sales2013-14
by Region 2013-14
CSL Group Sales
by Region

4,814

5,130

Australia 10%Australia 10%
Asia 10% Asia 10%
Other 9%

12-13

Other 9%

Immunoglobulins
43%
Immunoglobulins
43%
Plasma-derived
Plasma-derived
11%
coagulantscoagulants
11%
Recombinant
factor VIII 9%
Recombinant factor VIII 9%
Albumin 13%
Albumin 13%
Other 24%
Other 24%

13-14

1.1 REPORT PROFILE

CONTACT

CSL’s sixth Corporate Responsibility (CR)
report spans the financial year 1 July 2013
to 30 June 2014. Any significant events
that have occurred between the end of the
reporting period and the publication date
are also detailed.

We welcome your enquiries and feedback
regarding this report. Please address all
communications to:

Our report covers entities over which we
exercise direct control. This includes our
five manufacturing facilities in Australia,
Europe and the US, as well as R&D, sales
and distribution, and administration
activities co-located with these facilities.
Other administrative, sales and distribution
activities and R&D occurring away from our
manufacturing facilities also are covered by this
report, including the full network of donation
centres, laboratories and administration offices
operated by CSL Plasma.
In preparing this report, we have followed the
Global Reporting Initiative’s (GRI) Sustainability
Reporting Guidelines 2006. The report has
been self-assessed as GRI Application level B.
A GRI content index for the report is available
on our website.
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Group
Sales by
Major Products
CSL GroupCSL
Sales
by Major
Products
2013-14 2013-14

5,524

North
North America
42%America 42%
Europe
29%
Europe 29%

11-12

CSL Sales by major products
2013/14

Patrick Castauro
Senior Manager Corporate Responsibility
CSL Limited
45 Poplar Road
Parkville VIC 3052
patrick.castauro@csl.com.au

Acquisition of Novartis’
influenza vaccine business
On 27 October 2014, CSL announced
the acquisition of Novartis’ global
influenza vaccine business for
US$275 million. The business will
be combined with CSL’s subsidiary,
bioCSL.
Combining bioCSL’s existing influenza
vaccine operations with the Novartis
business will create the number two
global player in the US$4 billion
global influenza vaccine industry,
with manufacturing plants in the
US, UK, Germany and Australia, a
diversified product portfolio and
strong pre-pandemic and pandemic
franchises in its major centres of
operation. Final settlement of the
transaction is expected to occur in
the second half of calendar year 2015,
subject to regulatory approval.

1.2 OUR COMMITMENT
TO ETHICAL BEHAVIOUR
CSL’s second edition of our Code of Responsible
Business Practice (CRBP) defines the standards
of behaviour expected of all our employees,
contractors, suppliers and distributors.
The CRBP and supplementary policies and
procedures ensure that:
• O
 ur customers and the broader community
can be confident that CSL is committed
to operating with the highest integrity at
all times
• O
 ur contractors, suppliers and distributors
know what to expect from a business
relationship with CSL and the expectations
we have of them
• O
 ur employees understand both their
obligations to CSL and CSL’s obligations
to them.
For our geographically diverse workforce,
the CRBP has been translated into 15 languages
and is available on our website www.csl.
com.au/about/code-of-responsible-businesspractice.
Stakeholders may anonymously bring instances
of inappropriate conduct to our attention via
CSL’s whistleblower process. From 1 July 2013
to 30 June 2014, 24 instances were raised
for management’s attention and all were
investigated in accordance with the company’s
policies. To the extent warranted, corrective
actions were taken, although no violations of
law were found, and there was no indication
of any increased risk profile.

< Previous page
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safety and quality
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1.3 CORPORATE RESPONSIBILITY
GOVERNANCE
Corporate Responsibility (CR) is governed
by a global Steering Committee reporting
to the Chief Executive Officer and Managing
Director. The Committee is led by CSL’s Chief
Financial Officer and comprises functional
leaders across the businesses, such as R&D;
Commercial Operations; Human Resources;
Product Safety & Quality; Supply Chain; Public
Affairs; Legal & Risk Management; and Health,
Safety & Environment.
The primary purpose of the CR Steering
Committee is to drive the awareness,
integration and continuous improvement
of CR throughout the company, ensuring
alignment with CSL’s strategic goals and
operational priorities.

Operating responsibly
in the marketplace

Providing a positive
working environment
for our people

1.4 MATERIAL ISSUES
In cooperation with business representatives
from relevant functions, the CR Steering
Committee continues to explore our material
issues as identified by a materiality assessment
conducted in 2012/13. The assessment
involved an independently commissioned
modified AccountAbility materiality test and
an internal-issues-rating exercise involving
33 senior executives from across the
business. Through this activity, nine issues
were identified as the most important to
our business and our stakeholders. Where
appropriate, this report details the company’s
performance in, and activities undertaken to
support these material issues.

Contents
Supporting our
communities
around the world

Next page >
Minimising our
environmental impact

The nine issues identified:
• E nsuring the safety and quality
of our therapies (see section 3)
• E thical marketing and promotion
of our products (see section 4.6)
• T ransparent and ethical conduct
of clinical trials (see section 2.3)
• S ecurity of supply of critical products
(see section 3.3)
• C
 ombating bribery and corruption
(see section 4.5)
• E thical standards for plasma donation
(see section 3.4)
• Ethical supply chain (see section 3.3)
• R
 esponding to and minimising instances
of counterfeit drugs (see section 3.6)
• Interactions with patient groups
(see section 6.2).

WHAT DO YOU THINK OF OUR REPORT & MATERIAL ISSUES?
Your feedback is important to us, so please take a
moment to answer a few questions on our website
about our report and material issues. Survey responses
are anonymous and for the first 150 responses received
CSL will donate US$50 per survey to the World
Federation of Hemophilia.
7
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2. Researching new medicines

Our research and development (R&D) investment is focused on
the development of innovative new therapies for life-threatening
diseases, market development activities to maximise patient use
for our existing products, and lifecycle management to ensure
our product portfolio remains competitive through a continuous
improvement program.

2.1

Performance

In 2013/14, CSL’s investment in R&D reached
a record high of US$466 million, reflecting
a growing portfolio of potential therapies
entering later-stage development.
We achieved 22 product registrations or new
indications across our portfolio, including
approval of Kcentra®, 4 factor pro-thrombin
complex concentrate, in the US for the
urgent reversal of acquired coagulation factor
deficiency induced by vitamin K antagonist
(e.g. warfarin) therapy in surgical patients;
approval of expanded administration options
in the US and Europe for Hizentra®, 20%
subcutaneous immunoglobulin, to include
dosing once every two weeks (biweekly)
for people diagnosed with primary
immunodeficiency (PID); and approval for the
use of Hizentra® in the treatment of PID and
secondary immunodeficiency in Japan.

MORE ON OUR WEBSITE
Visit our website for more information
on CSL’s approach to R&D.

8

In 2013/14, we progressed a number of
therapies through our clinical program,
including the commencement of a Phase
IIb study of CSL’s reconstituted high density
lipoprotein (CSL112) for possible use in
acute coronary syndromes; commencement
of a pivotal global paediatric Phase III
study to evaluate the efficacy, safety and
pharmacokinetics of rVIII-SingleChain for the
treatment of children with severe haemophilia
A; and commencement of an international
Phase III study of a volume-reduced,
subcutaneous formulation of Berinert®, a
C1-esterase inhibitor concentrate, in patients
with frequent hereditary angioedema (HAE)
attacks.
During the reporting year, CSL scientists and
collaborators published in the prestigious
journal Science Translational Medicine
presenting animal data on the use of a novel
Factor XIIa antagonist monoclonal antibody
(mAb) in the prevention of thrombosis in a
cardiopulmonary bypass system. The XIIa mAb
has the potential for application in a range
of therapeutic areas, including HAE and the
prevention of thrombosis.

< Previous page
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Haemophilia
products:

Specialty
products:

Support and enhance
plasma products
and develop a novel
recombinant portfolio
with a focus on
scientific and product
innovation and patient
benefit.

Leverage our highquality, broadspecialty plasma
products portfolio
through new markets,
novel indications
and new modes of
administration.

Operating responsibly
in the marketplace

Immunoglobulins:
Focus on improved
patient convenience,
yield improvements,
expanded labels,
new formulation
science and specialty
immunoglobulins.

Providing a positive
working environment
for our people

Contents
Supporting our
communities
around the world

Next page >
Minimising our
environmental impact

Breakthrough
medicines:

Vaccines
and licensing:

Advance new proteinbased therapies for
significant unmet
medical needs and
multiple indications.

Supporting products
for the prevention of
infectious diseases
and partnering
our intellectual
property, such as
our ISCOMATRIX®
adjuvant.

Collaboration: AN ANTIBODY FOR THE PREVENTION OF THROMBOSIS AND HEREDITARY ANGIOEDEMA
Factor XII (FXII, also known as Hageman
Factor) is an enzyme produced by the liver
and released into the circulation in an inactive
form. FXII is converted to the active form
FXIIa when it comes into contact with foreign
surfaces such as those found on a variety of
medical devices including cardiopulmonary
bypass (heart-lung) machines, venous
catheters and ventricular assist devices. Local
production of FXIIa in turn activates FXI, a
downstream coagulation factor which triggers
the formation of a blood clot or thrombus
via the intrinsic coagulation pathway. Until
recently it was thought that the intrinsic
coagulation pathway did not play a significant
role in normal haemostasis (the process of
stemming injury-related blood loss). However,
the first key insight into the potential benefit
of inhibiting FXIIa occurred in 2005 when
results from a collaboration between CSL
and colleagues at the University of Würzburg
in Germany, found that mice lacking FXII
are strongly protected from pathological

thrombosis while haemostasis is unaffected.
Initial studies by CSL and collaborators using
a potent FXIIa inhibitor were able to replicate
what is observed in mice with no Factor XII.

to improve the outcomes of critically ill patients
where uncontrolled bleeding is a serious issue,
such as in those undergoing cardiopulmonary
bypass.

Given the therapeutic potential, CSL applied
its specialist skills in antibody engineering
to develop 3F7, a fully human monoclonal
antibody (mAb) that potently inhibits the
activity of FXIIa. The results of a more recent
collaboration between CSL and the Karolinska
Institute were published in the journal Science
Translational Medicine in February 2014. This
work demonstrated that 3F7 could prevent
blood clot formation without increasing the
risk of bleeding in animal studies. In a rabbit
model of cardiopulmonary bypass, 3F7
provided thromboprotection comparable to
that of heparin, a widely used anticoagulant.
However, unlike heparin, 3F7 did not prolong
incision-provoked bleeding. These results
suggest 3F7 might offer significant advantages
over currently used anticoagulants and be able

In addition to coagulation, FXII is involved in
several important biological processes and
can contribute to a variety of inflammatory,
autoimmune and allergic diseases. For
example, activation of FXII results in
bradykinin generation (through its effects on
the kallikrein-kinin system), which controls
vasodilation and vascular permeability.
Overproduction of bradykinin in patients
with hereditary angioedema (HAE) causes
potentially life-threatening episodes of oedema
(swelling caused by the release of fluids from
small blood vessels into the surrounding
tissues). CSL has chosen to initially progress
a FXIIa antagonist mAb (CSL312) as a
preventative therapy for HAE attacks because
of our strong R&D expertise and commercial
capability in this rare disease area.

9
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2. Researching new medicines

Research
Researchand
and
Development
Development
Investment
Investment
CSL
R&D Investment

2.2 INVESTING IN R&D

(US$
(US$millions)
millions)

(US$ millions)

In 2013/14, we invested US$466 million in our
R&D programs. Multiple products progressing
through clinical development underpins
this growth. We continue to maintain
our significant investment in the life-cycle
management of our current product portfolio
and in clinical projects relating to the market
development of our existing immunoglobulins
and specialty plasma-derived products. We also
invested in the development of several novel
recombinant coagulation factor therapies.
In the coming years, we anticipate greater
representation of new breakthrough medicines
moving into clinical trials as they progress
through the product pipeline.

370
370

427
427

466
466

New
NewProduct
ProductDevelopment
Developmentactivities
activities
focus
focuson
oninnovative
innovativenew
newtherapies
therapiesfor
for
life-threatening
life-threateningdiseases.
diseases.
Market
MarketDevelopment
Developmentstrategies
strategiesseek
seek
to
tobring
bringtherapies
therapiesto
tonew
newmarkets
marketsand
and
new
newindications.
indications.

11-12
11-12

12-13
12-13

Life
LifeCycle
CycleManagement
Managementensures
ensures
continuous
continuousimprovement
improvementof
of
existing
existingproducts.
products.

13-14
13-14

MANAGING INNOVATION FOR EARLY STAGE RESEARCH PROJECTS
New product opportunities usually enter the

ND
ND
CSL portfolio at Stage Gate 1 either as product
NT
T INVESTMENT
INVESTMENT

Responsibilities of the RPMC include
prioritisation of projects within key focus
areas; allocation of resources; assignment
of project leadership; and the review and
500
approval of project objectives, 500
timelines
and budget. The RPMC meets regularly
400
400
and monitors the progress of projects and
research activities and can terminate
projects
300
300
as appropriate.

Committee (PRC), which is then responsible
for managing the progression of the project
through the remaining Stage Gates (see
below).

concepts from external collaborators or as
ideas developed within CSL’s research group,
6
278
278
323
323
368
368
500000
500000
project teams or commercial development
Often the project teams responsible for a
organisation. Once a new product opportunity
research project include members from various
400000
400000
successfully progresses through Stage Gate
functions and sites across the globe who work
1, the project becomes part of the
research
300000
300000
closely together to meet the broader project
project portfolio. The evaluation of new
objectives to deliver a successful outcome.
200
200
200000
200000of CSL’s
product opportunities and oversight
The RPMC is also responsible for
Progression of projects from research into
research project portfolio is managed by CSL’s
recommending
projects
for
progression
development is a critical component of CSL’s
100
100
100000
100000
Research Portfolio Management Committee
through CSL Stage Gate 2 into formal
strategy to maintain a valuable and medically
(RPMC). This committee is comprised00 of senior
00
pharmaceutical
development.
The
criteria
important product pipeline. The FXIIa
9
09-10
09-10
10-11
10-11
11-12
11-12
R&D leaders across the global CSL organisation
for this decision is based on a project
antagonist monoclonal antibody project is an
Rightproportions
proportionsfor
for2013
2013and
and2014
2014
Right
RightHeights
Heightsfor
for2014
2014
and is responsible for managing, Right
maintaining
having
made
significant
progress
where
it
is
excellent example of a research project where
rtions
tions for
for2010,
2010,2011,
2011,2012
2012
and progressing a balanced portfolio of
supported by a strong package of preclinical
CSL’s research groups from Bio21, Australia
research/preclinical projects (pre-CSL Stage
data that includes validation of the therapeutic
and Marburg, Germany, worked closely
Gate 2) and other research-related activities
target, identification of a lead product
together to successfully transition a research
to support CSL’s R&D strategy, commercial
candidate and preclinical proof of concept.
idea into a potentially important therapeutic
capability and business requirements.
Formal approval of progression through Stage
development project that may meet a
Gate 2 ultimately lies with the Project Review
significant medical need.

CSL’s Stage Gate Decision System
New
Product
Opportunity

Product
Development
& GLP
Toxicology

Research

1
Enter
Research

2
Enter Product
Development
& GLP Tox

Phase I
(FIH)

Phase II

Registration
& Launch

Phase III

3

4

5

Enter
Phase I

Enter
Phase II

Enter
Phase III

6
Enter
Registration
& Launch

Post
Registration

7
Enter Post
Registration

GLP = Good Laboratory Practice, FIH = First in Human
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2.3 CLINICAL TRIALS
CSL’s total R&D investment is driven by a
continual increase in clinical development
activities. In 2013/14, CSL commenced eight
new trials, spread across all therapeutic areas,
bringing the total number of clinical trials
in operation during that timeframe to 42,
conducted at over 1000 clinical trial sites,
globally.
In 2013/14, we conducted 48 audits of
our clinical trial activities. We continue to
strengthen our established internal quality
control and assurance systems to ensure
the safety and welfare of our trial subjects
and that all clinical development activities
are conducted in compliance with the
continuously evolving safety and quality
standards impressed upon us by regulatory
authorities around the world.
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QUALITY MANAGEMENT OF CLINICAL TRIALS
CSL’s Quality Management System
consists of an independent Quality
Assurance function along with a
Quality Operations group that is
a part of the clinical development
organisation. Together, the two groups
provide the foundation for a risk-based,
proactively managed Quality System
across global clinical development that
ensures regulated clinical trial activities
are:
• C
 onducted with a high level
of quality
• C
 onducted according to regulatory
requirements
• C
 onsistent with industry best
practices.

These objectives are achieved through:
• M
 aintenance of a robust set
of written Standard Operating
Procedures (SOPs) with staff
adequately trained against them
• A
 compliance-monitoring program
to ensure adherence to the SOPs
and drive inspection readiness
• A
 well-defined Corrective
Action/Preventive Action (CAPA)
management process that promotes
a systematic approach to dealing
with critical/major issues and
enabling study teams to effectively
apply real-time lessons learned
• E
 xecution of audits on our
investigative sites, vendors,
and internal processes/systems.

MORE ON OUR WEBSITE
Visit our website for more information
on CSL’s approach to clinical trials.

CSL’S CLINICAL TRIALS 2013/14

Pre-clinical2

Phase I

Phase II

Phase III

Phase IV

Total number
of clinical trials
commenced
in 13-14

Haemophilia products

3

0

1

1

0

2

15

Specialty products

2

0

1

1

0

2

13

Immunoglobulins

0

0

0

1

0

1

7

Breakthrough medicines

1

0

1

0

0

1

4

Vaccines

0

0

0

2

0

2

3

TOTALS

6

0

3

5

0

8

42

Number of pre-clinical
and clinical studies commenced1 in 13-14
R&D Strategy Area

1
2

Total number
of clinical trials
in operation
in 13-14

Defined as having a final protocol approved and study start-up activities commenced
Total number of Good Laboratory Practice -toxicological studies only
11

< Previous page

Contents

Next page >

2. Researching new medicines

PROJECT ADVANCEMENTS/HIGHLIGHTS
IN OUR STRATEGY AREAS 2013/14
Immunoglobulins

We continue to provide support to our
immunoglobulin portfolio. During the
year, the FDA approved the expanded
administration options for Hizentra®
(20% subcutaneous immunoglobulin)
to include dosing once every two
weeks (biweekly) for people diagnosed
with primary immunodeficiency (PID).
Hizentra® received FDA approval in
March 2010 as a once weekly replacement
therapy. Self-administered weekly or
biweekly, Hizentra® delivers consistent
levels of IgG to help protect those with
PID against infections.
The Japanese Ministry of Health, Labour
and Welfare granted approval for
Hizentra® for use in treatment of PID
and secondary immunodeficiency. This
important regulatory approval, based
on a positive Phase III study in Japanese
patients, marks the first time any
subcutaneous immunoglobulin therapy
has been approved for use in Japan.
Following the successful demonstration of
the safety and efficacy of Privigen® (10%
intravenous immunoglobulin) in treating
chronic inflammatory demyelinating
polyneuropathy (CIDP), an international
Phase III study is progressing testing
Hizentra® for CIDP. These studies aim to
provide greater flexibility and control
for patients who require long-term
immunoglobulin therapy.

Haemophilia &
coagulation products

Advancement of the development of a
family of novel recombinant coagulation
factor medicines to progress the care
of people with haemophilia and other
coagulation disorders continued during
2013/14. These medicines include the
extended half-life albumin fusion proteins
rIX-FP (recombinant fusion protein linking
coagulation factor IX with albumin),
rVIIa-FP (recombinant fusion protein
linking coagulation factor VIIa with
albumin) and a unique single-chain rFVIII
(rVIII-SingleChain) product. If successful,
these innovative medicines should result
in a marked reduction of frequency of
administration compared to current
treatments and significantly increase
convenience for patients.
Important milestones in the past year
included the interim Phase II/III and III
findings demonstrating an improved
pharmacokinetic profile of rIX-FP among
haemophilia B patients of all age groups,
suggesting an improvement in treatment
by allowing a prolonged routine
prophylaxis treatment interval of 14 days
or potentially longer, compared to the
current standard of two to three times per
week. The first patient was also enrolled
in the pivotal global paediatric Phase III
study to evaluate the efficacy, safety and
pharmacokinetics of rVIII-SingleChain
for the treatment of previously treated
children (up to 11 years of age) with
severe haemophilia A. This follows an
earlier study of rVIII-SingleChain showing
improved pharmacokinetics over the
comparator, and demonstrating a safety
and efficacy profile that supported
advancement to late-stage clinical
development.
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Specialty products

Breakthrough medicines

Vaccines & licensing

Significant progress has been made in
unlocking the medical significance and
value of our specialty plasma-derived
products. During 2013/14, Kcentra®, 4
factor pro-thrombin complex concentrate
(4F-PCC), was approved in the US for
an expanded indication to include the
urgent reversal of acquired coagulation
factor deficiency induced by vitamin K
antagonist (e.g. warfarin) therapy in adult
patients needing urgent surgery or other
invasive procedures. This followed the
approval the previous year in the US for
urgent warfarin reversal in patients with
acute major bleeding. Kcentra® is the only
4F-PCC indicated in the US for these uses.

A global Phase IIb clinical trial has
commenced for CSL112, following
completion of Phase I and Phase IIa
studies supporting the possible use of
reconstituted high density lipoprotein
in acute coronary syndromes.

In June 2014, the findings of bioCSL’s
multi-year investigation into the root
cause of the unexpected febrile reactions
associated with its 2010 Fluvax® influenza
vaccine were published in two separate
papers in the peer-reviewed journal
Vaccine. As a result of these findings
and after consultation with regulators,
modifications have been made to the
standard method of manufacture and a
clinical development program has been
initiated to confirm the safety of the
modified vaccine in young children.

A Phase III multi-site clinical trial
continued evaluating the efficacy and
safety of fibrinogen in controlling
microvascular bleeding during aortic
aneurysm surgery. An international
Phase III study of a volume-reduced,
subcutaneous formulation of Berinert®
(C1-esterase inhibitor concentrate)
commenced in patients with frequent
hereditary angioedema (HAE) attacks.
This followed the successful completion
of a Phase II study of Berinert®
administered twice weekly under the
skin (i.e. subcutaneously), continuing
CSL’s leadership position in this

CSL is also developing a Factor XIIa
antagonist monoclonal antibody (mAb)
which has the potential for application
in a range of therapeutic areas, including
hereditary angioedema (HAE) and
the prevention of thrombosis. During
the year, a study was published in the
prestigious journal Science Translational
Medicine presenting animal data on the
use of the FXIIa mAb in the prevention of
thrombosis in a cardiopulmonary bypass
system. CSL has initially chosen to progress
the FXIIa mAb as a preventative therapy
for HAE episodes because of our strong
R&D and commercial capability in this
rare disease area.

During the year, a licensing agreement
was entered into with Janssen Biotech,
Inc. for CSL362, anti-IL-3R mAb. Data
supporting the use of CSL362 in acute
myeloid leukaemia (AML) lead to the
commencement of a Phase I clinical study
in AML in 2012/13. Non-human primate
and other studies have also supported the
potential value of the anti-IL-3R mAb in
treating serious autoimmune disease.
CSL is delighted to have attracted a
quality partner in Janssen, who shares our
commitment to developing CSL362 as a
novel mAb therapy for haematological
cancers and autoimmune diseases.

therapeutic area.
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2. Researching new medicines

PRODUCT REGISTRATIONS 2013/14 1

Therapy area

Immunoglobulins

Haemophilia &
coagulation
products

14

Product

Region/Country

Hizentra®, 20% subcutaneous immunoglobulin, for primary
immunodeficiency (PID)

Australia, Colombia, Japan,
Macedonia, Serbia

Privigen®, 10% intravenous immunoglobulin, for chronic inflammatory
demyelinating polyneuropathy (CIDP)

Australia, Canada, Kuwait,
Russia, Switzerland

Privigen®, 10% intravenous immunoglobulin, for PID, myeloma or chronic
lymphocytic leukaemia, idiopathic thrombocytopenic purpure (ITP), GuillainBarré syndrome and Kawasaki disease

Algeria, Georgia, Hong Kong,
Russia, Turkey

Privigen®, 10% intravenous immunoglobulin, for multifocal motor
neuropathy (MMN), myasthenia gravis (MG), Lambert-Eaton myasthenic
syndrome (LEMS) and stiff person syndrome (SPS)

Australia

Tetagam® P, immunoglobulin tetanus, for prophylaxis after tetanus-prone
injuries and therapy of clinically manifest tetanus

Tunisia

Hepatitis-B-Immunoglobulin P Behring, immunoglobulin Hepatitis-B, for
immunoprophylaxis of hepatitis B in haemodialysed patients, in the newborn
of hepatitis B virus carrier-mother and in exposure of non-immunised
subjects

Tunisia

Tetagam® P, immunoglobulin tetanus, for post-exposure prophylaxis,
immediate prophylaxis after tetanus-prone injuries and therapy of clinically
manifest tetanus

Georgia

Berirab® P, immunoglobulin rabies, for post-exposure prophylaxis of rabies
infection

Georgia

Voncento®, human coagulation factor VIII/von Willebrand factor
concentrate, for haemophilia A and von Willebrand disease

Europe

Aleviate™, human coagulation factor VIII/von Willebrand factor concentrate,
for von Willebrand disease

Malaysia

Cluvot®, coagulation factor XIII, for adult and paediatric patients for
prophylactic treatment of congenital FXIII deficiency and peri-operative
management of surgical bleeding with congenital FXIII deficiency

Belgium, Bulgaria, Czech
Republic, Denmark, Finland,
Germany, Hungary, Malta,
Netherlands, Norway, Slovakia,
Sweden

Haemate® P, coagulation factor VIII, for prophylaxis and treatment of
haemorrhage or surgical bleeding in patients with von Willebrand disease,
and prophylaxis and treatment of those with haemophilia A

Georgia, Peru

Beriate®, coagulation factor VIII, for treatment and prophylaxis of patients
with haemophilia A

El Salvador, Guatemala, Ukraine
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Region/Country

Albumin (human) 5%, 20% solution, for restoration and maintenance of
circulating blood volume

Austria, Iceland, India, Ireland,
Sweden

Kybernin® P 500, antithrombin III, for prophylaxis and treatment of
thromboembolic complications in hereditary deficiency of antithrombin III
and acquired deficiency of antithrombin III

India

Albumeon®, albumin, for restoration and maintenance of circulating blood
volume where volume deficiency has been demonstrated

Germany

Beriplex® P/N 500, prothrombin complex, for prophylaxis and therapy of
haemorrhages caused by a congenital or acquired deficiency of coagulation
factors II, VII, IX and X (prothrombin complex)

Tunisia

Kcentra®, prothrombin complex, for urgent reversal of acquired coagulation
factor deficiency induced by vitamin K antagonist therapy in adult patients
with acute major bleeding and/or a need for an urgent surgery/invasive
procedure

Puerto Rico

Haemocomplettan® P, fibrinogen concentrate, for treatment and prophylaxis
of bleeding in patients with congenital hypo-, dys- or afibrinogenaemia and
bleeding tendency

Uruguay

Beriplast® P Combi-Set, fibrin sealant, indicated in all surgical interventions
to improve haemostasis or as tissue glue and suture reinforcement

Uruguay

Kcentra®, prothrombin complex, for treatment of patients needing urgent
reversal of vitamin K antagonist therapy for treatment of major bleeding
and/or surgical procedures

USA

Berinert®, C1-esterase Inhibitor (human), for treatment of acute attacks of
hereditary angioedema (HAE) type I and II

Brazil

First-time registrations or indications for CSL products in the listed countries/regions over the reporting period
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3. Ensuring the safety and quality of our therapies

CSL is committed to the development, manufacture and supply of
high-quality, safe products that save lives and improve the health
and wellbeing of patients with rare and serious diseases.

3.1 PERFORMANCE
During 2013/14, CSL’s manufacturing and
plasma collection sites hosted 179 inspections
by regulatory authorities. These audits resulted
in no changes to our product marketing
licences and demonstrate that CSL’s global
quality systems are robust and in compliance
with regulatory agency expectations.
During the reporting year we conducted
435 quality audits of suppliers designed to
assure that the materials and services provided
by our partners consistently meet our stringent
quality standards. In 2014, CSL began
development of a global supplier quality
function to further enhance the management
and approval of supply partners around
the world.
Across our operations, there were two safetyrelated recalls of finished immunoglobulin
product manufactured at our Broadmeadows,

MORE ON OUR WEBSITE
Visit our website for more information
on CSL’s approach to safety and quality.
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Australia, facility. Relevant actions were
initiated in a timely manner and in accordance
with regulatory requirements.
Underpinning our commitment to ensuring the
optimal and appropriate use of our products
by our patients, the newly created position of
Chief Medical Officer (CMO) was appointed
in May 2014. The CMO will oversee global
clinical safety, chair the global committee
adjudicating on medical safety of CSL’s
products, be the main medical spokesperson
for the company, and provide medical context
for our preclinical research programs.
In 2013/14, CSL Plasma participated in a
multi-site, large-scale industry-wide study
which demonstrated that the iron-stores of US
plasma donors are not impacted by donation.
Over the reporting period, CSL has made
substantial progress with our global product
serialisation project intended to provide
verification capabilities to our trading partners
and healthcare providers that the products
in their possession are genuine. In addition,
CSL has begun a global supply chain security
initiative designed to assure proactive measures
are being deployed to provide confidence that
raw materials, final products and distribution
routes and equipment are secure.

3.2 SAFETY AND
QUALITY GOVERNANCE
During the reporting period, CSL made
substantial changes to its safety and
pharmacovigilance functions in order to meet
evolving regulatory expectations and enhance
patient safety. These changes underpin CSL’s
commitment to patient safety as top priority.
We continue to implement systems that
support Good Vigilance Practice (GVP). GVP
is the latest member of the “GxP” family
of quality systems (GxP refers to the range
of Good Practice standards adopted by our
industry) and is the most significant change
in pharmacovigilance requirements for many
years. A steering committee chaired by CSL’s
Executive Vice President of Quality oversees
all aspects of the implementation.
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OUR SAFETY AND QUALITY PERFORMANCE
Company-wide audits and recalls

11-12

12-13

13-14

Regulatory audits

180

189

179

Quality audit of suppliers

400

512

435

1a

3b,c,d

2e,f

Safety-related recalls of finished product
a

 SL Behring (formerly CSL Biotherapies) initiated a staged recall of albumin products manufactured at the Broadmeadows facility, due to low-level contamination with ethylene glycol. In
C
April 2012, six more Broadmeadows albumin batches were recalled for ethylene glycol contamination ≥0.5mg/L.

b

 ne batch of Rh(D) Immunoglobulin-VF 250 IU products manufactured at the Broadmeadows facility was recalled due to the stability profile indicating a possible drop in Rh(D) potency
O
below the batch release specification.

c

One batch of human immunoglobulin solution for intravenous use manufactured at the Broadmeadows facility was recalled due to a failure at the final visual inspection stage.

d

Two batches of Evogam manufactured at the Broadmeadows facility were recalled due to a temperature deviation during transport.

e

T wo batches of Intragam P and two batches of Evogam manufactured at the Broadmeadows facility (all from the same plasma pool) were recalled in September 2013 due to an unusual
frequency and pattern of adverse events reported for one of these batches in New Zealand. Extensive investigations ruled out product related issues.

f

In November 2013, two batches of Evogam manufactured at the Broadmeadows facility were recalled due to the potential that a low number of defective stoppers (rubber enclosure) may
have been used in the manufacture of these batches. Both batches were subsequently re-released (with regulatory approval) following satisfactory container closure integrity testing.

Additional changes initiated within GCSP are
designed to respond to evolving needs of the
safety function, including:
• Inclusion of epidemiology and quantitative
safety science activities in the GCSP function.
These sophisticated skill sets will elevate the
quality of analysis of safety information and
the way we describe it to our stakeholders
and regulatory authorities
• Reorganisation of functional responsibilities
within GCSP to enhance focus on key tasks
and improve the group efficiency.
Harmonisation of quality systems across our
sites continues. Re-alignment will help ensure
that all major CSL facilities are operating at the
same high standards and can leverage best in
class systems.
To further support alignment across
operations, a global supplier quality
function was created to harmonise supplier
relationship approaches. This will include a
single qualification system that will integrate
evaluation criteria for quality, business, and
environmental health and safety aspects of
our suppliers/business partners.

3.3 SUPPLIER MANAGEMENT
In 2013/14, CSL further extended critical
supplier management and the focus beyond
primary supplier risk management and
business continuity to secondary suppliers
deeper in the supply chain. In an effort
to further reduce risk, while maintaining
sustainable supplier relationships, CSL
introduced many secondary raw material
sources and embarked on a Group-wide effort
to introduce secondary suppliers. Supplier
relationship health check methodology has
been introduced which allows for further
interrogation of various relationship issues
with a goal to seek mutual benefit for CSL
and its suppliers.
As we consider our responsibilities under
CSL’s Code of Responsible Business Practice
(CRBP), we have developed processes to
assess supplier performance against our CRBP
and Health, Safety and Environment (HS&E)
matters. These processes will be rolled out
in 2014/15.

SECURITY OF SUPPLY
OF CRITICAL PRODUCTS
The security of the supply of critical
products is key to CSL’s ability to supply
life-saving therapies to patients.
Through a complete understanding
of the sourcing, origin and supply
chain risks of all materials required
to manufacture CSL’s products, CSL
can ensure a continuity of supply.
Maintaining the security of supply is
a continuous process where both new
and existing supplies are reviewed and
actions taken to mitigate any risks to
supply that are identified.
To mitigate the likelihood of critical
shortages in our products, CSL has:
• A watch list of CSL’s essential drugs
• E
 stablished a robust monitoring
system to prevent and predict possible
shortages of CSL’s essential drugs
• P
 rocesses in place for the notification
of hospitals and other relevant bodies
in the event of drug supply shortages.
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3. Ensuring the safety and quality of our therapies

3.4 SAFETY AND THE MANUFACTURE
OF PLASMA THERAPIES
The supply of high-quality plasma suitable
for further manufacture is of paramount
importance to CSL and the patients who are
using our products. In 2013/14, CSL Plasma
completed large-scale capacity expansion
initiatives, with no impact to plasma supply
or level of compliance with regulations and
industry requirements.
CSL Plasma is committed to advancing
the health and safety of our donors and
their plasma. During the reporting period
we participated in an industry-wide
study, coordinated by the Plasma Protein
Therapeutics Association (PPTA), of donor
iron-stores (i.e. ferritin levels) in US Source
Plasma donors who may donate frequently
within limits over a sustained period of
time. The multi-site, large-scale study was
completed and results reported in June at
the PPTA meeting in Washington DC, US. It
demonstrated the iron-stores of US plasma
donors are not impacted by donation, with
all cohort results within normal ranges and
without statistically significant variation.

In addition, a paper written by CSL colleagues
was published in the peer-reviewed scientific
journal Vox Sanguinis, describing the use
of modelling to establish statistically based
process limits for frequency of detecting
positive viral markers (e.g. hepatitis) in people
presenting to donate. While such persons are
counselled and permanently deferred from
donating, this information helps collection sites
manage recruitment of suitable donors from
their communities.

3.5 SAFETY AND THE
MANUFACTURE OF VACCINES
The findings of bioCSL’s multi-year
investigation into the cause of the unexpected
adverse events associated with its Fluvax®
influenza vaccine in 2010 were published in
June 2014 in two separate papers in the peerreviewed journal Vaccine. The investigation
found that as a result of bioCSL’s standard
method of manufacture, virus components
contained in the 2010 formulation of Fluvax®
combined to overstimulate the immune
system of some young children, triggering

increased fever and fever-related convulsions.
Further, these laboratory studies showed that
increasing the levels of virus-splitting agent
used in the bioCSL manufacturing process
could reduce the potential for Fluvax® to
generate excessive febrile reactions.
After successfully manufacturing Fluvax®
using increased levels of virus-splitting agent,
bioCSL conducted a clinical study in adults that
confirmed this modification had no negative
impact on the immunogenicity of the vaccine.
Following consultation with regulators, bioCSL
has now implemented increased levels of virussplitting agent into its standard method of
manufacturing for Fluvax®, and has initiated a
clinical development program to confirm
the safety of the modified vaccine in
young children.
Following the events that took place in 2010,
one legal case was filed against CSL involving
a young child. The legal case has been
resolved and importantly this resolution will
assist the child’s parents to provide for the
child’s future care.

OUR PROMISE TO PLASMA DONORS
CSL Plasma donors come from an array of
different cultures, backgrounds and walks of
life. Many know someone who depends on
plasma products for their health and wellbeing
and in some cases for life itself.
Our ability to supply life-enhancing and often
life-saving therapies is only made possible by
ensuring a positive donor experience. All our
centres operate to the same standards for the
management and care of plasma donors.
Donor Assessment
In the US and Europe, where CSL Plasma
centres operate, the Food and Drug
Administration and European Medicines
Agency require a rigorous donor suitability
assessment to be undertaken before plasma
is donated. The assessment serves a dual
purpose, ensuring that plasma is collected
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from a healthy donor and that the donor’s
health will not be jeopardised by the plasma
donation.
Outcomes of an assessment are shared with
the donor. Donors who are not suitable are
deferred and the reason for the deferral and
its implications are clearly explained.
For first-time donors, special care is
undertaken to explain the benefits
and potential risks of plasma donation.
Furthermore, first-time donors can review the
eligibility criteria online at the websites of CSL
Plasma or the Plasma Protein Therapeutics
Association prior to making a donation.
The assessment process requires the collection
of pertinent personal information. Across all
CSL Plasma centres, systems are in place to
protect donor confidentiality and privacy.

The Donation
Donors are monitored by fully qualified
personnel at all times during a plasma
donation. All efforts are made to ensure
donors are comfortable and relaxed during
the process. Following a plasma donation,
donors remain rested and where required
some of the fluid lost during the donated
process is replaced with saline.
At any point in time donors are welcomed
and encouraged to contact the centre if they
have any questions or concerns about their
donation and the experience. Any adverse
events reported by donors are monitored by
CSL Plasma’s Medical Affairs group. Ongoing
monitoring helps to identify any trends and
support the implementation of action plans,
if necessary.
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3.6 COUNTERFEIT MEDICINES
CSL has been working diligently to meet the
evolving challenges of protecting the product
supply chain worldwide. Specifically, CSL has
undertaken a global product serialisation
project intended to provide verification
capabilities to our trading partners and
healthcare providers that the products in
their possession are genuine.
Serialisation has arisen as a global initiative
to address the persistent and increasing
threats from counterfeit, misbranded and
contaminated drugs. Serialisation is the
identification of each individual vial via a
unique serial number. This serial number is
registered by the manufacturer and made
available to all downstream supply chain
partners as well as the final consumer (e.g.
hospitals, pharmacies, physicians, patients)
for authentication of the product. China
was one of CSL’s first large markets to issue
formal regulations outlining requirements
for a dual-phase deployment. The first phase
required all external packaging to be serialised

Operating responsibly
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Providing a positive
working environment
for our people

by March 2013; the second phase required
all packaging levels (from vial to pallet) be
serialised by December 2013. CSL successfully
met these obligations and is actively working
to implement serialisation in other markets.
CSL also began a global supply chain security
initiative to minimise the risks associated
with cargo and product theft. The theft of
pharmaceutical products has been increasing
in frequency and CSL has focused resources on
enhancing the secure custody of our products
from manufacturing sites to the healthcare
provider locations.
In 2013/14, CSL actively investigated three
reports of suspect human albumin products
in China. We have supported investigations
by China FDA and local law enforcement
agencies. In all instances the product was
determined by authorities to have been
obtained through illegitimate distribution
channels and the products were confirmed
by CSL to be counterfeit. Additionally,
the analysis of the returned vials showed
manipulations on the vial container closure

Donor Feedback

Patient Experience

Plasma donors are able to provide feedback
including complaints, either directly to the
individual centres, or via CSL Plasma’s donor
website – Z Rewards. Additionally, donor
surveys are performed to keep a pulse on the
opinion of our critical resource, the donor, and
actions are taken to improve our services when
trends are identified. Currently, the rate of
donor complaints is very low compared to
the rate of yearly donations.

CSL is passionate about the customers
we serve, both donors and patients.
Taking a patient perspective in everything
we do is critically important to us and
our stakeholders. Patient stories are
prominently displayed in our centres,
helping to reinforce with donors and
employees the impact we can make.
Many of our centres have also developed
relationships with patients who periodically
visit to share with CSL employees and
donors their experience and to thank them
for their contribution. While motivating
both employees and donors, patients also
learn about the plasma donation process
and the quality standards used to collect

Employee Training
Our employees are instrumental to delivering
on our promise. Employees must meet
mandatory qualifications for their specified
roles and undergo competency-based training
that is specific for their position. Experienced
personnel and subject matter experts evaluate
a trainee’s performance before they undertake
any work independently.
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systems which indicated that the vials were
refilled with a counterfeit solution following
legitimate administration of the medicine.
CSL has maintained open communication
with regulatory agencies in China, Germany,
Switzerland and the US regarding these
investigations.
In response to these incidents and in order to
meet proposed guidance provided by the US
FDA through the Drug Supply Chain Security
Act, CSL has initiated a Global Counterfeit Task
Force. The goal of this multidisciplinary group
is to establish clear operating procedures to
assure rapid and standardised responses to
reports of suspect product received anywhere
in the world. This will ensure consistent
measures are taken in alignment with federal
regulatory and law enforcement agency
expectations in the event of future reports
of suspected counterfeit product.

Our Promise
To You
A friendly smile and made to feel welcome.
A courteous, prompt and efficient service.
A clean, smoke-free and drug-free facility.
An enjoyable donation experience.

Thank you for being a plasma donor. Thank you for taking time out
of your busy schedule. Thank you for being respectful to our staff
and fellow donors. Thank you for caring about the community by not
littering or loitering. Thank you for donating plasma and helping to
save lives.

the safest, highest-quality plasma.

CSLPlasma.com
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4. Operating responsibly in the marketplace

CSL operates responsibly in the global marketplace by promoting
our medicines in an ethical manner. We work with others to help
improve equity of access to our therapies and contribute to public
policy debate about industry issues.

4.1 PERFORMANCE
In 2013/14, through supplier payments,
employee wages and benefits, shareholder
returns, government taxes and community
contributions, CSL distributed US$4.9 billion
in direct value to economies in which we
operate, a 5% increase on the previous year.
In Australia we contributed to public
debate regarding a proposed model for the
transparent reporting of transfers of value
between pharmaceutical companies and
healthcare professionals. In the US and Europe
we continued our public policy efforts to
support the protection and access to therapies
for rare diseases, and in Japan we focused on
improving access to essential plasma-derived
therapies.

MORE ON OUR WEBSITE
Visit our website for more information on
CSL’s approach to operating responsibly in
the marketplace.
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In July 2013, we distributed electronic copies
of the new edition of our Code of Responsible
Business Practice (CRBP) to all employees
and an enhanced training program has been

implemented across the Group. Over 90%
of eligible employees across CSL’s global
operations have completed the enhanced
training program.
In 2013/14, CSL was not found in breach
of any regulation of the US Food and Drug
Administration (FDA), the European Medicines
Agency (EMA) or Medicines Australia with
respect to the marketing and promotion of our
medicines. However, CSL’s business in China
was found to have violated unfair competition
law in Shanghai and pharmaceutical
advertising law in Beijing. Total civil penalties
were assessed in the amount of US$41,000.
During the reporting year, we consolidated
our anti-bribery and anti-corruption efforts,
which included our new global policies
for the provision of gifts, hospitality and
entertainment, and dealing with healthcare
professionals and healthcare organisations.
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CSL’s economic performancea
11-12
(US$million)

12-13
(US$million)

13-14
(US$million)

4,814

5,130

5,524b

Operating costs

2,624

2,800

2,920c

Employee wages and benefits

1,024

1,063

1,154

Payments to providers of capital (shareholders)

458

545

574

Payments to government (tax)

287

305

308

4,393

4,713

4,956

421

417

568

Direct Economic Value Generated
Revenue
Direct Economic Value Distributed

Total
Economic Value Retained
a

Prepared in accordance with GRI’s Sustainability Guidelines Version 3

The Australian Federal Government and Victorian State Government have supported CSL’s expansion plans at Broadmeadows, providing A$6.075 million for the achievement of milestones
during the reporting period.

b

c

In 2013/14, CSL contributed US$32.8 million towards global community efforts.

4.2 FAIR COMPETITION
In 2013/14, there was one finding against CSL
relating to a breach of any fair trading
or competition laws.
In November 2013, CSL Biotherapies
(Shanghai) Consulting Ltd was found by
the Shanghai Administration of Industry
& Commerce (SAIC) to have violated the
People’s Republic of China’s law against unfair
competition and assessed a civil penalty of
RMB 180,000 (approximately US$30,000).
The SAIC found that during the period January
2011 – November 2013, CSL Biotherapies
(Shanghai) Consulting Ltd had improperly
provided gifts and food vouchers totalling
RMB 197,520 (approximately US$32,000)
to healthcare professionals during Chinese
cultural festivals. CSL believes that gifts of
nominal value provided during Chinese
cultural festivals is appropriate and within
regulatory and industry association guidelines.
The Company did not contest the finding or
the civil penalty.

4.3 CONTRIBUTING TO PUBLIC POLICY
In the financial year, the US Federal Court
approved the settlement in an anti-trust class
action litigation that had been ongoing in the
US since 2009. The litigation originated from
claims by certain US and Puerto Rican hospitals
that CSL, along with a competitor and industry
association, conspired to fix and raise the
prices of certain plasma-derived therapies sold
in the US during the period 2003–09. The
settlement, which included a US$64 million
payout, resolved and dismissed all claims and
potential claims of class members against
CSL in the lawsuit. CSL has always maintained
that the allegations in the lawsuit had
no foundation.
During the reporting year, all new employees
were required to undergo an extensive
training program within three months of
commencing employment, which for senior
managers and other employees who deal with
persons outside CSL included training on fair
competition. In addition, periodic refresher
training on fair competition was made
mandatory for existing senior managers and
other employees who are expected to have
dealings with persons outside CSL.

At CSL we seek to make important
contributions to public policy issues that
directly impact our businesses and in areas
we have particular expertise. Our public policy
initiatives are focused in Australia, Europe,
Japan and the US. Examples of initiatives
include the following:
In Australia:
• C
 SL responded to an invitation from
Medicines Australia for comments on
the proposed Transparency Model
Consultation and Discussion Paper. CSL is
committed to the responsible promotion
and marketing of prescription medicines,
and this responsibility is viewed as vital
to maintaining consumer trust in the
pharmaceutical sector and to ensuring
patients receive the greatest benefits from
pharmaceutical products and services. To
this end, CSL supports Medicines Australia
and their efforts for greater transparency
between pharmaceutical companies and
healthcare professionals.
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4. Operating responsibly in the marketplace

• W
 e made a submission to an Australian
Federal Government Joint Standing
Committee on Foreign Affairs, Defence and
Trade inquiry into the role of the private
sector in promoting economic growth and
reducing poverty in the Indo-Pacific region.
CSL believes the private sector can be an
important contributor to economic growth
and alleviation of poverty in developing
countries and that this is best achieved
through multi-stakeholder collaborations,
where each partner contributes unique
capabilities and expertise towards a
shared goal.
• In July 2014, CSL provided a submission to
an Australian Federal Government Senate
Inquiry into Australia’s innovation system.
CSL’s submission details observations and
recommendations in a number of areas,
such as: intellectual property; R&D tax
concessions; investment in basic research,
translational science and Australia’s highperforming medical research institutions;
and support for smaller biotechnology
firms. CSL believes the right policy
settings are critical to unlocking Australia’s
competitive advantage into a sustainable
strategy that will benefit Australia’s social
and economic future.
• b
 ioCSL continued to support efforts being
made by vaccine manufacturers from
around the world who, together with the
World Health Organization (WHO), are
implementing principles and guidelines
to aid the global effort required in the
identification and response to potential
pandemic influenza threats. Vaccine
manufacturer activity is co-ordinated
through the International Federation
of Pharmaceutical Manufacturers &
Associations and bioCSL is taking an active
role by assuming chairing roles in both the
global vaccine response and pandemic
preparedness sub-committees which
interact directly with WHO.

In Europe:
• W
 e focused our public-policy activities on
the area of rare plasma-related disorders,
a category of increasing importance within
the rare diseases field. We aim to ensure
that the unique nature of plasma protein
therapies and the conditions they treat
are appropriately considered in future
European Union legislation and regulatory
actions. As a member of the Plasma Protein
Therapeutics Association (PPTA Europe), we
contributed to a constant dialogue with the
European Commission for consideration of
whether and how modifications to the EU
Blood Directive should be enacted.
• W
 e joined collaborative industry activities
of the Joint Task Force on Rare Diseases
and Orphan Medicinal Products (OMP) on
policies for Health Technology Assessment
(HTA). Recommendations have been
developed for the implementation of
specific measures to ensure that HTA
assessment processes, methodologies and
decision-making frameworks are adapted
to the particularities of OMPs, so that rare
disease patients have access to treatments.
• W
 e provided funds to the European
Organization for Rare Diseases (EURORDIS)
as part of our membership in the
EURORDIS Round Table of Companies, for
specific policy projects to support access to
rare disease therapies. We also sponsored
the International Patient Organization for
Primary Immunodeficiencies to conduct
two policy forum events on key issues
faced by the European primary immune
deficiency community as well as the
European Haemophilia Consortium for
their Stakeholder Round Tables on key
issues faced by the European haemophilia
community. Importantly, we provide
support to and partner with patient
organisations at the national level.
In Japan:
• W
 e are working with government and
trade groups to have the Japanese
government pricing system recognise
the investments and special nature of
essential plasma therapies in the Japanese
government’s biannual review to provide
a sustainable environment for plasma
therapies.
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• W
 e continue to collaborate with
stakeholders to facilitate a change in the
blood laws to allow for the exporting of
plasma and plasma therapies produced
from Japanese plasma.
In the US:
• C
 SL is pursuing a legislative effort to
exclude all therapies that solely treat
orphan conditions from the annual
pharmaceutical fee, not just those therapies
where the Orphan Drug Tax Credit is
exercised. If enacted, the Preserving Access
to Orphan Drugs Act would restore the
intent of the Orphan Drug Act of 1983
and maintain the incentives to produce
therapies for rare disease populations.
CSL is driving a legislative strategy for
adoption of the legislation and is leading
a coalition of patient organisations,
manufacturers and trade associations. The
legislation is currently pending in the United
States Senate, where seven senators are
sponsors, and in the United States House of
Representatives, where 53 representatives
are sponsors.
• C
 SL spearheaded an effort to convince
the FDA to include text in a summer
2013 Orphan Drug Rule “considering
the feasibility of issuing a draft guidance
document on what may constitute a
plausible hypothesis of clinical superiority
for certain products, for example plasmaderived products.” This effort will allow
greater opportunity for therapies intended
to treat rare disease populations to
obtain FDA orphan designation, thereby
improving the viability of drug development
and ultimately the access to rare disease
therapies.
• In Pennsylvania, where the CSL King
of Prussia facility is located, we were
successful in receiving grants and credits for
site expansion and increased jobs. CSL will
receive a one-time grant of US$350,000
through the Pennsylvania (PA) First Program
and will be eligible for Pennsylvania Job
Creation Tax Credits worth US$387,000
over three years.
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4.4 POLITICAL Contributions
Political contributions are governed by CSL’s
CRBP and CSL’s Group Statement on Political
Contributions. Both documents are available
on our website. Over the reporting period, in
the US, CSL Behring contributed US$3,700
towards candidates in state-based elections,
and in Australia, CSL contributed A$5,500
towards political parties in the form of
attendance at fundraising dinners. In all other
regions, CSL made no political contributions.

4.5 ANTI-BRIBERY AND CORRUPTION
CSL’s CRBP provides a high-level policy
statement on preventing bribery and
corruption. In addition, in 2012 the Board
adopted a stand-alone Anti-Bribery and
Corruption Policy. A copy of CSL’s CRBP and
CSL’s Anti-Bribery and Corruption Policy are
available on our website.
This policy builds on the statement in the CRBP
and also supports a considerable amount of
work being undertaken in many areas of CSL’s
operations to ensure that we act with integrity
(one of CSL’s core values) at all times. These
include the following:
• W
 e continue with our online anti-bribery
training of employees. In Australia, a
specific online anti-bribery module was
introduced in early 2013 and employees will
undertake a refresher course in early 2015.
• C
 SL Behring has developed, and is now
in the process of implementing globally,
a comprehensive suite of mandatory legal
compliance training, including anti-bribery
and corruption, to replace the regional
compliance training that was previously
in place.
• W
 e conduct regular face-to-face training
sessions for our global affiliates and have
initiated global compliance webinars for
specific compliance topics.
• A
 ll new third-party intermediaries are
subject to a due diligence process and an
annual compliance certification.
• A
 ll businesses have been required to
conduct on a biannual basis a specific
assessment of bribery and corruption risk
within their businesses.
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• A
 ll businesses are required to provide
a sign-off in their management
representation letters as part of the halfyear and full-year accounts process to
confirm that there have been no instances
of bribery or corruption within their
business.
• W
 e have other related global policies
– Provision of Gifts, Hospitality and
Entertainment, and Dealing with
Healthcare Professionals and Healthcare
Organisations – which provide further
guidance to employees on acceptable limits
for expenses incurred in connection with
company business and establish a formal
approval process by senior management for
certain expenses over a prescribed amount
(or such lower amount as may be set in a
particular country by local management)
and also provide guidance on appropriate
dealings with healthcare professionals and
healthcare organisations.
• T he adoption of screening activities against
relevant sanction and restricted party lists
(black lists) is also being implemented.
In 2013/14, our whistleblower process
revealed no instances of bribery or corruption.

4.6 RESPONSIBLE MARKETING
OF MEDICINES
In Australia, marketing and sales activity
must be conducted in accordance with the
Medicines Australia Code of Conduct. During
2013/14, neither bioCSL nor CSL Behring
Australia were found to be in breach of the
Medicines Australia Code of Conduct.
For our international operations, CSL was
not found to be in breach of any regulation
of the US FDA or the EMA in respect of
the promotion or marketing of medicines.
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However, in October 2013, CSL Biotherapies
(Shanghai) Consulting Ltd was found by
the Beijing Administration of Industry &
Commerce (BAIC) to have violated the People’s
Republic of China’s laws of pharmaceutical
advertising and assessed a civil penalty of
RMB 70,315 (approximately US$11,000). The
BAIC found that CSL Biotherapies (Shanghai)
Consulting Ltd had printed and distributed
unapproved (by applicable regulatory agencies)
pharmaceutical marketing material. As a
result, we have implemented stricter internal
control procedures for approval and release of
promotional materials in China.
In Australia, bioCSL and CSL Behring Australia
have complied with all reporting requirements
in relation to the requirement to provide
to Medicines Australia, for publication on
the Medicines Australia website, aggregate
details of the fees paid by them to healthcare
professionals in Australia, or to employees on
their behalf, for certain services rendered by
them. In the US, CSL Behring filed its report
as required by the US Sunshine Act prior to
the final reporting date of 30 June 2014.
Approximately US$1.8 million in expense
was reported.

4.7 PRIVACY
CSL is committed to safeguarding the privacy
of personal information that we gather, and
we respect the privacy rights of individuals.
An updated training program for privacy was
implemented following the introduction of
the new Australian privacy laws in March
2014. CSL Behring introduced a new global
online privacy training module in early 2013 to
supplement existing privacy training conducted
on a regional basis.

BEST ETHICAL SUPPLIER
In Australia, bioCSL was awarded the 2013 Best Ethical Supplier
(over A$1.5 million in purchases) by the National Pharmacy Supplier Awards held
in August 2013. Suppliers were evaluated on a number of categories including
administration, category management, logistics and supply, suppliers support
and overall performance.
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5. Providing a positive working environment for our people

Managing our people responsibly and respectfully is critical to the
ongoing success of our business. We promote safety, health and
wellbeing in the workplace, we strive to equip our people with
the right skills to perform their roles, we provide development
initiatives and opportunities for our staff and we recognise their
contributions to our business success. Executive management
teams, each including a senior Human Resources (HR) professional,
are accountable for implementing HR practices that fulfil our
employment responsibilities, provide a supportive and inclusive
environment and support our business strategy.

5.1 PERFORMANCE

MORE ON OUR WEBSITE
Visit our website for more information
on CSL’s approach to human resource
management and employee relations.
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In 2013/14, CSL employment increased
globally by 7%. At year’s end, women
remained a majority in the Company
workforce at 56%, a slight increase from the
previous year. The participation of women in
management roles remained steady in 2013/14
with women accounting for 42% of the total
number of positions considered manager-level
or above. In 2013/14, CSL’s recorded rates
of lost time injury frequency (LTIFR), days
lost frequency (DLFR) and medical treatment
incidence frequency (MTIFR) decreased by
20%, 30% and 12% respectively. We also
have set and achieved goals for zero fatalities,
zero safety violations and zero fines. In
addition, our sites now offer innovative and
wide-ranging wellness programs, including
information, seminars, health checks and
wellbeing/fitness activities.

CSL’s strong commitment to equal
employment opportunity was reinforced
by the global implementation of our online
Mutual Respect in the Workplace training
program. In addition, more than 700 CSL
managers had the opportunity to enhance
their leadership skills further by taking part in
a Situational Leadership training program.

5.2 WORKFORCE PROFILE
CSL’s workforce continued to grow globally.
This sustained growth trend was led by our
CSL Plasma (11%) and CSL Behring (5%)
businesses with an overall growth of 7%
across all entities. This growth reflects CSL’s
expansion initiatives during 2013/14, in
particular, the addition of 18 new centres to
our CSL Plasma network.
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CSL Behring2
CSL Plasma

5,159
4,597

CSL Limited

3

6,273
4,999

13-14

6,574
5,634

1,955

427

410

-

835

850

bioCSL2
Total

12-13

11,711

12,534

13,468

1

 efined as staff on the payroll and excludes contractors, consultants and casual/
D
temporary staff (data as of 30 June for each reporting period)

2

In 2012, CSL reorganised its Australian operations with the establishment of
bioCSL and integrated Australian-based plasma operations with CSL Behring.

3

F or 2011/12, CSL Limited includes CSL Biotherapies, CSL Corporate and
Australian-based R&D staff. From 2012/13, CSL Limited includes CSL Corporate
and Australian-based R&D staff.

5.3 HEALTH & SAFETY
CSL strives for an injury-free workplace in all
our global operations. We believe that health
and safety are everyone’s responsibility.
We continue to make progress on and
refine our global key performance indicators
for safety, supporting our commitment to
prevention programs that promise strong
performance. This is measured by tracking
injury and illness rates, such as lost time
incidents, days lost, medical treatment
incidents, serious injury/illness cases (new
this reporting year) and a suite of leading
indicators.
This year we established and exceeded
our global goals for lost time and days lost
frequency rates. In 2013/14, our recorded
rates of lost time injury frequency (LTIFR), days
lost frequency (DLFR) and medical treatment
frequency (MTIFR) decreased by 20%, 30%,
and 12% respectively. The number of days lost
continued to experience a significant trend

Frequency rate (LTIFR & MTIFR)

11-12
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LTIFR
MTIFR
DLFR
SIIC2

13-14

 ata is calculated according to AS1885.1:1990 – Workplace Injury and Disease Recording
D
Standard. The frequency rate is the number of occurrences of injury or disease for each one
million hours worked. LTIFR = lost time injury frequency rate (occurrences that resulted in a
fatality or time lost from work of one day/shift or more). DLFR = days lost frequency rate. MTIFR
= medical treatment incident frequency rate (occurrences which were not lost-time injuries and
for which8medical treatment was administered). Targets: LTIFR - 1.82; MTIFR - 5.50; DLFR
180 - 42.93.
8
2
SIIC = serious injury/illness case (an injury or illness that has a major impact or effect 160
on the
7
7
health
of the employee, including 1) loss of consciousness directly related to the injury, 2)
140
amputation,
6 3) fracture, other than hairline fracture of any bone or non-displaced fracture of a
6
digit, 4) in-patient hospitalisation or hospitalisation for observation that is for three or
more days,
120
5)5surgical5intervention and/or 6) continuous impairment).
100
3
4 injuries are not included.
Contractor
4
80
3
3
60
2
2
40
1

1

1

0

0

downward over this period, which reflects a
decrease in the severity of the LTI cases (fewer
days away per case) as well as continued active
case management in CSL Plasma. The global
goal for medical treatment frequency rate was
not achieved, but was within 5% of the target.
We also have set and achieved goals for zero
fatalities, zero safety violations and zero fines.
Global health, safety and environment (HS&E)
performance is reviewed by the Corporate
Risk Management Committee. A full report
is provided biannually to the Board of
Directors. In addition, employees have regular
opportunities to report unsafe conditions and
discuss safety with their supervisors.
In May 2014, an operator in our Kankakee, US,
manufacturing facility collapsed while at work
and unfortunately could not be resuscitated.
The collapse was determined to be due to a
personal medical condition and the death not
work-related.

20
0

The CSL Group continues to operate an
integrated Health, Safety and Environment
Management System (HSEMS) that ensures
its facilities operate to internationally
recognised standards. This framework includes
compliance with government regulations
and commitments to continuously improve
the health and safety of the workforce as
well as minimising the impact of operations
on the environment. Several manufacturing
operations also maintain certifications
to relevant external Health, Safety and/
or Environmental management systems
including the EU Eco-Management and Audit
Scheme (EMAS), ISO 14001 Environmental
Management, and OHSAS 18001 and AS/
NZ4801 Occupational Health and Safety
Management Systems.
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5. Providing a positive working environment for our people

IMPROVING SAFETY IN CSL PLASMA
In May of 2014, CSL Plasma began an
upgrade of the refractometers in use at
locations from manual to digital models.
Refractometers are utilised to measure
the total protein of the donor prior to
the donation. A small sample of blood
is collected from the finger in a capillary
tube which is spun down in a centrifuge to
separate the plasma from the red cells. The
plasma is then expelled onto the prism of
the refractometer to measure the donor’s
total protein.

Of the reported blood-borne exposures during
the calendar year 2013 involving capillary
tubes, all had been from locations utilising
the manual refractometers. The design of the
manual refractometer lends itself to capillary
tube breakage because the tube comes in
contact with the prism and prism lid when the
plasma sample is deposited onto the prism of
the instrument. When the tip of the capillary
tube comes in contact with the refractometer
prism and lid a pinch point is created which
may result in shards of glass liberating from the
tube and depositing onto the prism or work
surfaces around the instrument. Exposures
occur when personnel are cleaning the prism

after each use, and also from stray glass
shards in various locations on the counter,
keyboard, blood pressure cuffs, etc.
Digital refractometers do not come into
contact with the tube, eliminating the
possibility of shard liberation from the
capillary tubes. Locations with digital
refractometers had no reported sharpsrelated medical treatment cases associated
with capillary tubes during calendar year
2013. The conversion of refractometers
in remaining centres is expected to be
completed by the end of 2014.

WELLNESS
CSL is committed to supporting initiatives
that improve the wellbeing of our employees.
Our companies offer a wide range of
wellness programs that support our people
and are relevant to the local culture in which
they operate. Typically, these programs
include information sessions and seminars,
health checks, and access to sports clubs and
gym memberships. Furthermore, based on
the expected positive health benefits of a less
sedentary workplace, a number of sites have
installed hydraulic sit-to-stand workstations
for office workers.

Australia
Online wellness assessments are available to
employees to measure their health status and
highlight potential health risks in a detailed
personalised health report.
Influenza vaccination, meditation, health and
wellbeing seminars, weight management
initiatives, smoking cessation programs and
health checks are provided for workers across
all locations. Seminar topics included food
allergies and intolerances, winter wellness,
better backs and bodies, and stress resilience.
Switzerland
A company sports club is available to all
employees. The club offers programs in
badminton, bike riding, ice hockey, fitness and
games, indoor sports, running, dancing, tennis
and Nordic walking. In addition, the company
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offers a special discount for membership
in an adjacent fitness studio. The company
also provides a medical check every two
years, followed up by information on
specific prevention programs, as required.
United States
Metabolic screenings are offered to all
employees to enable them to gain an
understanding of conditions, which, when
occurring together, may increase the risk of
developing coronary artery disease, stroke,
or type 2 diabetes. Onsite fitness rooms
and fitness classes or subsidised access to
external fitness facilities are offered. In King
of Prussia an office refit including a new
fitness centre has provided ergonomic and
wellness benefits to employees.
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5.4 DIVERSITY

43

0.52

13-14

Frequency rate (DLFR)

5.77

Our talented and diverse workforce fuels
the innovation that is fundamental to CSL’s
180
continued success. As outlined in our Code
160 Practice (CRBP), CSL
of Responsible Business
140encourage diversity in all
aims to respect and
its forms, and, in particular,
to promote gender
5.50 120
diversity in the workplace.
100
Our Diversity Policy
80underpins this
commitment. The60
global policy outlines
LTIFR
the importance of diversity and inclusiveness
40
MTIFR
to CSL
1.82and how, as a company, we will
20
DLFR
incorporate diversity into our business
SIIC2
0
practices.

CSL EMPLOYEES BY LOCATION 2013/14
52%

Women

Men

1%
3%

Europe

43%

57%

North America

66%

34%

14%

South America

46%

54%

Asia

44%

56%

Australia/NZ

52%

48%

30%

13/14

Each year,
CSL develops specific gender
Target
diversity objectives to ensure we continue
to build a diverse workplace. Disclosure and
progress towards our 2013/14 objectives, as
well as the most recent objectives for 2014/15,
are available in our 2014 Annual Report on
our website.
180
In 2013/14, women accounted
160 for 42% of
the ‘manager and above’ workforce, with a
140
1% increase on the prior year, and 30% of
120
the Company’s most senior
positions (that is,
100 Of the total
vice president and above levels).
number of employees across
80our operations,
men and women accounted
60for 44% and
56%, respectively.
40

5.5 DEVELOPMENT

20
0

CSL is committed to offering individual
learning and growth opportunities to enable
our people to achieve their potential. In
support of our strategic objective for a
performance-based culture, CSL launched a
new global leadership program: Situational
Leadership II. The program has provided more
than 700 managers with tools to diagnose
the development needs of an individual and/
or a team, and then apply the appropriate
leadership style to address those needs. The
program will continue to be offered to CSL
managers around the world.

ADDITIONAL STEPS TO DELIVER ON OUR COMMITMENT
TO RESPECT DIVERSITY AND ADVANCE OPPORTUNITY
Diversity objective: Provide enhanced
career development support to assist
CSL employees at or above director
level to achieve the next career level:
A representative sample of director-level
employees and their managers participated
in the pilot program of myCareer. To support
our global workforce, the program offered
participants a blended approach of career
development self-assessments, development
workshops (in-person and virtual), online
resources, and individual sessions with a
career advisor. The program also provided
the participants’ manager tools for providing
career coaching to the participant. Initial
feedback has been positive and we will
consider cascading these tools across
the organisation.

Diversity objective: Implement a new,
highly accessible Equal Employment
Opportunity program to provide a
consistent core of equal opportunity
training for CSL employees globally:
A global Mutual Respect in the Workplace
program was rolled out in March 2014. The
course, which complements CSL’s CRBP,
includes such topics as defining respect and
identifying disrespect; bullying, harassment
and discrimination; how to handle and report
instances of disrespect; and a manager’s
responsibility to react. The goal is to ensure
all managers have a consistent understanding
of what is required globally at CSL in regards
to mutual respect. At the same time the
program implementation considered local
law, policy and practice. To date, 91% of
managers and above have completed the
program with refreshers required biannually.
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6. Supporting our communities around the world

CSL’S GLOBAL COMMUNITY CONTRIBUTIONS FRAMEWORK

CSL believes that supporting
local and global communities
helps to build healthier, more
sustainable environments. Our
global community contributions
framework guides this support.

Support
for Patient
Communities

• E
 nhancing quality of life for patients in the
conditions our therapies treat

Support for
Biomedical
Communities

• A
 dvancing knowledge in medical and scientific
communities

Support
for Local
Communities

• S upporting community efforts where we live
and work

• Improving access to our biological medicines

• Fostering the next generation of medical researchers

• Supporting communities in times of emergency

6.1 PERFORMANCE
In 2013/14, CSL contributed US$32.8 million
to patient, biomedical and local communities
around the world. Despite a modest decrease
in overall investment from the previous year,
our support for patient organisations and
patient-access programs continues to reflect
our commitment to enhancing the quality of
life of patients, who received 64% of CSL’s
total community contributions.
In an effort to improve access to our
medicines, in December 2013, CSL donated
763,000 doses of influenza vaccine to the
Partnership for Influenza Vaccine Introduction
– a project of the Task Force for Global
Health. Laos was the recipient country for
the donation, with product delivery taking
place before commencement of the influenza
season. In addition, we entered our fifth year
of support for the World Federation

MORE ON OUR WEBSITE
Visit our website for more information on
CSL’s approach to community involvement.
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of Hemophilia by providing more than
1.6 million international units of our product
for the treatment of von Willebrand disease
and haemophilia.
We continue our efforts to recognise
significant achievement in biomedical research
with high-profile award programs. In 2013
Professor Ruth Bishop was awarded the
2013 CSL Florey Medal for her discovery of
rotavirus and her subsequent work to help
develop a vaccine, and Dr Bart C Jacobs was
the recipient of the 2014 Interlaken Leadership
Awards for original research in the field of
neuroimmunology.
Across our sites, employees, together
with CSL, continue to support charitable
organisations and disaster relief efforts,
including Typhoon Haiyan which struck the
Philippines in November 2013. Support for
local communities increased by 12% this
reporting year over the previous year, with
Company matching of employee donations to
United Way reaching a total of US$356,492.

6.2 SUPPORTING PATIENT
COMMUNITIES
ENHANCING QUALITY OF LIFE
FOR PATIENTS
In 2013/14, CSL contributed US$8.3 million to
local and international organisations to assist
with patient support and education, disease
awareness, early diagnosis, medical research
and advocacy efforts.
In the US, CSL Behring continues to support
grassroots patient advocacy through the Local
Empowerment for Advocacy Development
(LEAD) program. LEAD grants are communitybased grants designed to help patient
organisations achieve their grassroots and
state advocacy goals to support continued
access to healthcare and life-saving plasma
therapies. CSL awarded a total of five grants
in 2013/14 to organisations representing
individuals with bleeding disorders,
immunodeficiencies, alpha-1 deficiency and
hereditary angioedema. Since 2008, CSL
Behring has awarded 55 grants totalling
nearly US$730,000.
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SUPPORT FOR PATIENT
COMMUNITIES 2013/14

Total Community Contribution
($US million)

30

11-12

12-13

20

10
PATIENT COMMUNITIES – 64%
PATIENT COMMUNITIES – 64%

PATIENT ORGANISATION SUPPORT
PATIENT
– 40%
ORGANISATION SUPPORT – 40%

BIOMEDICAL COMMUNITIES –BIOMEDICAL
34%
COMMUNITIES – 34%

PATIENT ASSISTANCE/HUMANITARIAN
PATIENT ASSISTANCE/HUMANITARIAN
ACCESS PROGRAMS – 60% ACCESS PROGRAMS – 60%

LOCAL COMMUNITIES – 2% LOCAL COMMUNITIES – 2%

0
13-14 11-12

12-13

13-14

IMPROVING DIAGNOSIS OF PRIMARY IMMUNODEFICIENCY
The Jeffrey Modell Foundation (JMF), a global
40
non-profit organisation dedicated to primary
immunodeficiency (PID) research, physician
education, patient support, public awareness,
advocacy30and newborn screening, estimates
that more than 10 million people worldwide
are living with a PID, many of whom are as yet
20
undiagnosed.
To improve diagnosis in the South Texas
region of the United States, JMF partnered
with CSL 10Behring in August 2013 to designate

the Texas Children’s Hospital in Houston as a
Jeffrey Modell Diagnostic & Research Center
for PID. The centre aims to benefit people
who are living with PID by providing advanced
clinical care and innovative research to find
treatments and cures for the disorder. Dr
Jordan Orange, Chief of Immunology, Allergy
and Rheumatology at Texas Children’s Hospital
and Director of the Texas Children’s Hospital
Center for Human Immunobiology, served as
the centre’s inaugural section head.

The Jeffrey Modell Diagnostic & Research
Center at Texas Children’s is part of the Jeffrey
Modell Centers Network (JMCN), a coalition
of more than 230 Jeffrey Modell research,
diagnostic and referral centres worldwide.
CSL Behring currently sponsors eight centres
in the United States as well as centres in Japan,
Argentina, Mexico and Switzerland.

0

INTERACTIONS WITH PATIENT ORGANISATIONS
CSL is totally committed to saving and
improving the lives of patients with rare and
serious conditions. Supporting and partnering
with patient organisations is one key way to
fulfil that commitment and CSL has a long
and strong history of doing so.

therapies. CSL also gains perspective from
these organisations to help guide our efforts
to serve patient needs, including better
understanding of the burden of a condition,
the challenges faced by patients and families,
and the role we can play.

The company provides financial support
and shares expertise to help patient
organisations fulfil their missions of building
patient communities, increasing knowledge,
awareness and diagnosis of conditions, and
working to assure access to care, including

CSL’s approach to community contributions,
including support for patient organisations, is
detailed in Our Code of Responsible Business
Practice (CRBP), which is set by the Board.
Along with our values, the CRBP requires
our interactions to be ethical, appropriate

and professional. Furthermore, our Global
Community Contributions Policy, which is set
by the Global Corporate Responsibility Steering
Committee, provides further guidance around
the types of contributions and the reporting/
transparency requirements for all community
contributions.
CSL provides all contributions with a focus
on patient benefit and fully in compliance
with local laws and regulations.
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6. Supporting our communities around the world

IMPROVING ACCESS TO
OUR BIOLOGICAL MEDICINES
For a second consecutive year, bioCSL donated
influenza vaccine to the Partnership for
Influenza Vaccine Introduction (PIVI), a project
of the Task Force for Global Health. PIVI works
with low and lower-middle income countries
to develop sustainable influenza vaccine
programs to reduce the burden of influenza
globally. A total of 763,000 doses of Afluria®
were donated to PIVI for deployment in Laos
prior to the commencement of that country’s
2014 influenza season.
This reporting year marks CSL’s fifth year
of support for the World Federation of
Hemophilia’s (WFH) Global Alliance for
Progress (GAP) program. The GAP program
aims to improve the diagnosis and treatment
of bleeding disorders in developing countries.
In 2014, CSL Behring donated more than
1.6 million international units of product for
the treatment of von Willebrand disease and
haemophilia. CSL was the first company to
make multi-year commitments, enabling
WFH to effectively plan activities.
Over the reporting period, CSL Behring
provided US$5.59 million in product and/
or financial support directly to US patients
through our patient assistance programs.
These access programs support qualified
patients who are uninsured, underinsured
or cannot afford their prescribed therapy.

6.3 SUPPORTING BIOMEDICAL
COMMUNITIES
FOSTERING THE NEXT GENERATION
Across our sites, we continue to support
and recognise promising young researchers.
We believe our programs are critical for
encouraging the best and brightest students
to pursue higher education and undertake
careers in medical research.
For the fifth consecutive year, CSL Behring in
Bern recognised outstanding performance of
students undertaking the Master of Sciences
in Biomedical Sciences at the University of
Bern with the CSL Behring Award. These
awards encourage participation in biomedical
subjects as well as the development of
independent research skills.
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SUPPORT FOR THE BIOMEDICAL
COMMUNITY 2013/14

BIOMEDICAL EDUCATION
AND DEVELOPMENT – 55%
BIOMEDICAL RESEARCH – 45%

SUPPORT FOR LOCAL
COMMUNITIES 2013/14

COMMUNITY DEVELOPMENT - 26%
DISASTER RELIEF - 8%
EMPLOYEE MATCHING – 58%
SUPPORT FOR THE DISADVANTAGED – 8%

CSL Behring’s Professor Heimburger Award
recognises research excellence and helps to
support pioneering coagulation factor work
from across the globe. In March 2014, in a
ceremony in Germany, five award winners from
Australia, Austria, Japan and the Netherlands
were recognised. Each received a €20,000
start-up grant to advance preclinical and/or
clinical work in their highly specialised field
of coagulation research.
In November 2013, CSL, in partnership with
the Australian Institute of Policy and Science,
awarded the 2013 CSL Florey Medal to Professor
Ruth Bishop for her discovery of rotavirus and
her subsequent work to help develop a vaccine.
Until its identification in 1973, rotavirus put
thousands of children in hospitals with acute
gastroenteritis and even at risk of death each
year. The award, which carries a cash prize
of A$50,000, recognises lifelong achievement
in science and helps to provide inspiring role
models for the younger generation
of researchers.
SUPPORTING INVESTIGATOR-INITIATED
RESEARCH
CSL’s support for biomedical communities also
includes research grants to research institutes,
hospitals and patient organisations. In 2013/14,
CSL contributed US$4.9 million towards
investigator-initiated studies (IIS). IIS research
projects are undertaken independently of
CSL and usually for the purposes of exploring
additional use or application of one of our
therapies, or conducting a research project to
learn more about a particular disease state or
product application.

In addition to our programs for fostering the
next generation of medical researchers, CSL
Behring announced Bart C Jacobs, MD, PhD,
Erasmus University Medical Center, Rotterdam,
Netherlands, as the recipient of the 2014
Interlaken Leadership Awards for original
research in the field of neuroimmunology.
Established in 2010, the Interlaken Leadership
Awards supports investigator-led research and
recognises scientists pioneering the study and
advancement of immunoglobulin therapy
for neurological disorders.
To date, the Interlaken Leadership Awards
has awarded approximately US$3.5 million in
grants and/or product for research studying
immunoglobulin therapy in areas such as
neuromyelitis optica (NMO), Duchenne
muscular dystrophy (DMD), complex regional
pain syndrome (CRPS), paraneoplastic
syndromes, and autoimmune peripheral
neuropathies.

6.4 SUPPORTING LOCAL COMMUNITiES
SUPPORTING EFFORTS
WHERE WE LIVE AND WORK
Support for the local community is primarily in
the form of employee-matching activities, such
as workplace fundraising and payroll giving. In
2013/14, company support for local giving by
employees comprised 58% of local community
contributions. In addition, other community
partnerships lend much needed support to
local charitable organisations.
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Professor Ruth Bishop was awarded the 2013
CSL Florey Medal at the annual Australian
Association of Medical Research Institutes’
Annual Dinner in Parliament House, Canberra,
Australia. Photo courtesy of Lorna Sim.

In February 2014, a new platform for
workplace giving was launched in Australia.
Following extensive consultation with
employees, the local program – givingforgood
– now provides access to hundreds of charities
for regular and once-only payroll deductions.
In addition, an employee working group
selected Redkite as the local flagship charity
partner. Redkite provides dedicated support
to children with cancer and their families.
Through the participation of employees,
givingforgood aims to support 20 Redkite
families each year.
In Kankakee, US, employees and students
participating in summer vacation work
collaborated to aid children of local, lowincome families achieve academic success
by raising donations of much needed school
supplies. In King of Prussia, US, 40 employees
participated in a day-long United2Feed foodpacking event, packing 5,000 food boxes,
estimated to equal 20,000 meals for local
families in need. Also in the US, in October
2013, CSL Plasma together with its employees
raised a record total of US$370,588 for local
charities supported by United Way. Across
our US sites, together with employees,
US$712,984 was donated to United Way.
In Europe, CSL Behring Bern employees
participated in a “Race against Cancer”, cycling
more than 40 laps around a 14km course in
under 12 hours, raising SFr 10,000 for the
Swiss Cancer League. In Marburg, Germany,
employees continue to support local charities
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King of Prussia employees participated in a day-long food-packing event for United2Feed.

through the “your cents behind the comma”
campaign, where the smaller denominations
(cents) of an employee’s pay are donated to
support local organisations. In February 2014,
contributions collected by the campaign were
donated to the Paediatric Home Care for
Children Association in Marburg.
In Hong Kong, CSL Behring Asia Pacific
sponsors the Red Cross Pass-it-On campaign.
The 2013 program, supported by the theme
“Love to Share, Share to Love”, involved
69 schools and 96 organisations helping
to raise HK$2.8million for the Red Cross’s
humanitarian work. In Japan, CSL employees
participated in the 4km Osaka Great Santa
Run. The run was appropriately scheduled for
December, as proceeds raised by participants
supported rare disease awareness and gifts
for children hospitalised over the Christmas
period.

IN TIMES OF EMERGENCY
In November 2013, the Philippines was struck
by the devastating impact of Typhoon Haiyan.
The Red Cross reported the loss of thousands
of lives, with winds exceeding 186mph
(300km/h), flash-flooding, storm surges and
landslides leaving millions of people displaced,
without food, clean water or permanent
shelter.
Working with the World Health Organization,
CSL Behring donated 1,000 ampoules of
tetanus immunoglobulin, and within a short
number of days the much-needed product
was delivered direct to Tacloban, the hardest
hit region.
Employees from Asia, Australia, Europe and
North America dug deep to give generously;
payroll deductions, workplace fundraising
and donations made direct to local charities
were matched by CSL. Together a total of
US$160,746 was raised to support Red
Cross–coordinated relief efforts.

CRITICAL CARE FOLLOWING CHILDBIRTH
In the United Kingdom, CSL Behring is
supporting a multi-centric prospective
randomised placebo-controlled investigatorinitiated study of fibrinogen concentrate
administration in women who are bleeding
during childbirth. Bleeding complications
following delivery are widely recognised
as a major cause of maternal morbidity.

Furthermore, an analysis detailed in a
2014 World Health Organization report has
revealed that severe bleeding is the cause
for close to a third of the maternal deaths
occurring worldwide. The results of this
investigator-initiated study may contribute
to improving the management of bleeding
in the postnatal period.
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7. Minimising our environmental impacts

At CSL, we recognise the importance of conducting our
operations in an environmentally responsible manner. There
is shared accountability for Health, Safety and Environment
(HS&E), headed by the Director of Global Health, Safety and
Environment and overseen by the Executive Vice President
of Global Operations, partnering with manufacturing site
HS&E professionals.

7.1 PERFORMANCE
Our goal is to have zero accidental releases,
non-compliances and fines. During the
reporting period, CSL achieved compliance
with all applicable environmental laws
and regulations.
This year, we have incorporated resources
utilised at all of our manufacturing locations,
including CSL Plasma, as well as CSL Behring’s
headquarters in King of Prussia, US, in
our overall environmental performance. In
addition, we have introduced new intensity
measures reporting our outputs against Group
revenue, reflecting our overall impact against
our growth.
Our facility footprint continues to grow and
the environmental indicators reflect this. We
improved the waste recycling rate slightly.
Energy and water consumption, and GHG
emissions increased at a moderate rate,
while total waste increased slightly.

MORE ON OUR WEBSITE
Visit our website for more information
on CSL’s approach to environmental
management
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CSL’s facilities in Marburg, Germany, and Bern,
Switzerland, maintained external certification
of their environmental management systems,
EMAS and ISO 14001, respectively.
In the reporting period, CSL achieved
membership of the CDP 2013 ASX 200
Climate Disclosure Leadership Index (CDLI).
Membership is awarded to organisations
demonstrating the highest quality and
thoroughness in climate disclosure.
In June 2014, we commenced an enterprisewide climate change risk assessment of our
manufacturing sites and other key operations,
taking into consideration updated observations
from the Intergovernmental Panel on Climate
Change and other environmental agency
reports in key areas where we operate.
The findings will inform our exposure to
climate change related risk over a 25 year
time horizon.
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Our Environmental Impact Trends1
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D
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ENVIRONMENTAL INTENSITIES
Historically we have reported environmental
intensity indicators as a measure of our
environmental performance as production
levels change. For our plasma manufacturing
facilities, this is expressed in terms of the
volume of plasma processed. For our vaccine

manufacturing facility it is expressed in
terms of the number of eggs used in vaccine
production. A decrease in intensity indicated
an improvement in how efficiently we utilised
natural resources and reduced by-products
per unit of production. For the first time, we
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sites against
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Energy values
represent new environmental intensities and
will replace historical product-based measures.
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ENERGY EFFICIENCY IN MARBURG

7.2.1 Energy Consumption
CSL’s major energy sources are natural gas and
electricity. For the 2013/14 year, both plasma
and vaccine production intensities increased
slightly. The plasma intensity increase can
be attributed to the expansion of our facility
in Broadmeadows, Australia, while the
vaccine intensity increase is due to a decline
in production. The total energy consumption
(Scope 1 + 2) of our five manufacturing
facilities increased slightly to 2.08 PJ. Against
revenue, energy consumption for the last
three years has reduced slightly.

7.2.2 Greenhouse Gas Emissions
CSL generates GHG emissions
predominantly through energy consumed
for our manufacturing operations. Scope
1 greenhouse gas emissions occur largely
through onsite combustion of natural gas.
Scope 2 emissions are primarily associated
with electricity consumption, except for our
Marburg site, which also reports emissions
associated with other energy commodities,
including steam and compressed air.
The total scope 1 and 2 greenhouse
gas emissions, without offsets, for CSL’s
manufacturing facilities was 196 kilotons
CO2-e in 2013/14, an increase of 6.5% on the
previous year. However, against total revenue,
our GHG emissions have reduced slightly over
the last three years.

34

The following measures have been
employed to improve energy efficiency
at the site (which is certified to EMAS):
• Installation of frequency converters and
optimisation of adjustment setting at the
HVAC-systems
• Installation of new high-efficient cooling
systems in production buildings
• C
 ooling  with water from cooling towers
instead of municipal water
• R
 eplacement of inefficient electric
motors with new high-efficiency motors
• Installation of thermo compressors in
a steam condensate network to allow
reuse of steam in production buildings
instead of emission of this steam to
atmosphere

• Installation of co-generators at the
Hauptwerk site to supply the site’s
production building with power and
heat in a high-efficient way.
The installation of a second co-generation
plant (CHP) is currently planned. This will
supply several production buildings with
efficient power and heat. The piping for
the distribution of heat (warm water) to
those buildings has already been installed.
Construction of the CHP plant is underway
and start-up is planned for November
2014. This project is expected to deliver
a reduction in CO2 emissions of about
1,600 tonnes/year.

IMPROVING PROCESS EFFICIENCY AND REDUCING GREENHOUSE
GAS EMISSIONS AND WATER USE AT CSL’S AUSTRALIAN SITES
In Australia, CSL Behring Broadmeadows
and bioCSL Parkville manufacturing sites
implemented a number of projects over
the year that will result in more efficient
use of energy and water and reduce
greenhouse gas emissions.
At bioCSL Parkville, seven cooling towers
were replaced with two. The new units
use high efficiency pumps and fans and
variable speed drives which match energy
use to cooling demand. This is expected
to reduce annual greenhouse emissions
by 591 tonnes CO2-e and reduce water
use by 17.5 million litres per year.

CSL Behring Broadmeadows replaced two
of the site’s main chillers with more efficient
units, installed a variable speed drive on the
site’s largest cooling towers, matching pump
energy use to cooling demand and retrofitted an economiser on the site’s secondary
boiler. The economiser recovers heat from
flue gas to preheat the boiler feed water.
The projects at Broadmeadows are expected
to reduce greenhouse emissions by 2,261
tonnes CO2-e per year.
These projects were partly funded by
Australian Government grants to reduce
energy use and greenhouse gas emissions.
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(Switzerland), Marburg (Germany), Kankakee (USA), Parkville
(Australia) and Broadmeadows (Australia). Past data trends
are available on our website. 2004/05 is the baseline year.

7.2.3 Scope 3 GHG Emissions

7.2.4 Saving Water Across CSL

7.2.5 Managing Wastewater at CSL

As part of our Global HS&E reporting
conventions, we have set criteria for Scope 3
reporting, which includes: a) air travel provided
from service providers engaged by CSL (using
a CSL-determined calculation factor); and b)
international “trunk” route transportation
(typically transport between a manufacturing
site and warehouse) of plasma, intermediates
and product according to their mode of
transport (using a CSL-determined
calculation factor).

CSL’s manufacturing processes use large
volumes of water, often requiring purification
prior to use. We continue to investigate
new ways to reduce water use at our
manufacturing facilities, including recycling
water for use in different onsite processes.
There was once again an increase of 10%
in our global water consumption. Our water
intensity increased compared with the previous
year. This is largely due to validation and
commissioning activities at our facilities
under construction.

Responsible wastewater management remains
an important part of CSL’s overall commitment
to the environment. Our manufacturing
facilities collect on-site wastewater, treat it
where feasible, and discharge it for treatment
and final disposal by municipal water
authorities. The extent to which much of our
wastewater can be recycled is limited, as it can
contain cleaning and other reagents used in
our production processes. CSL continues to
investigate ways to effectively manage and
treat wastewater produced from its operations.

Both solutions were previously lost in
wastewater but are now either recycled in
the digester of the wastewater treatment
plant or rectified on site for reuse. With
increasing capacity and additional collection
of wastewater fractions, extra and improved
equipment was required to manage the
ethanol recycling/reuse process. A third
rectification column was put into operation
and the storage capacity for waste ethanol
was expanded in 2013.

These process changes and equipment
upgrades have reduced the loss of ethanol
and thus have significantly reduced the annual
COD load of wastewater by 30% compared
to 2012/13. Furthermore, with the described
measures the ethanol recycling rate improved
from 62% in 2012/13 to 75% in 2013/14.
Increased on site ethanol recycling also meant
that less raw material had to be purchased and
transported to the facility. In 2013/14 ethanol
purchase decreased by 18% which equates
to an estimated 11,700 trunk kilometres
corresponding to more than 13 tonnes of CO2
emissions avoided.

Based on these criteria, scope 3 GHG
emissions for 2013/14 included an estimated
15.4 kilotons CO2 from business air travel,
decreasing by about 0.5 kilotons from the
previous reporting year.

WASTEWATER MANAGEMENT IN BERN
In recent years, the organic burden of
wastewater (known as COD load) at our
Bern, Switzerland, location increased as a
result of the significant increase in production
output. The main contributor to the COD load
is ethanol used for fractionation and other
manufacturing processes. In order to reduce
organic burden, the collection of both ethanol
containing wastewater from pressure grouting
of filter presses in the fractionation plant and
ethanol containing solution used for nanofilter
testing was introduced.
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7. Minimising our environmental impacts

7.2.6 Managing Waste

7.3 CSL PLASMA AND OTHER SITES

At all our major manufacturing sites, we
ensure there are facilities for recycling waste
streams determined to be reusable and/or
recyclable. Due to the nature of our operations
and the regulatory frameworks in which
we operate, we are limited in the types of
materials that can be used in production
and the extent to which reuse and recycling
can occur.

CSL Plasma waste streams continue to be
managed in accordance with various state
and federal requirements, with no significant
changes in the reporting year. Increasing
numbers of locations are recycling cardboard
and the plasma logistics centres recycle
wooden pallets and corrugated material.
Computer equipment is also recycled and
the business continues to recycle toner and
ink cartridges. Where offered, locations
participate in local, small-scale recycling
programs of paper, glass, plastic, and
aluminum. CSL Plasma’s GHG emissions are
statistically viewed as minor contributors to
the overall CSL environmental footprint due
to the nature of the operations.

CSL continues to be a signatory to the
Australian Packaging Covenant, which
requires us to assess the impact of our
product packaging.
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Eighteen new plasma centres were opened
in the US during the reporting year as was
an additional logistic centre and laboratory
expansion. Each centre (as well as any new
renovations) includes energy saving systems
such as proximity lighting switches, efficient
HV AC systems, and water heating systems.
In addition to our five major manufacturing
sites and our plasma collection business, we
operate the CSL Behring headquarters in
King of Prussia, Pennsylvania, as well as an
extensive international network of affiliate and
regional (sales) offices, storage warehouses
and distribution centres. The energy and
water consumption, GHG emissions and
waste production of these sites are relatively
small compared to our manufacturing
facilities. However, the King of Prussia location
continues to be a 100% landfill-free site with
single stream recycling and energy from
waste agreements with the local waste
disposal partner.

CSL PLASMA FOOTPRINT

Year
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12-13

13-14
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GHG emissions (tonnes) per centre (scope 1 and 2)

290

271

335

Water consumption (M3) per centre

689
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1353

Waste (tonnes) per centre

37.0

33.5

34.6

Number of centres

1

Energy consumption (GJ) per centrer

2
2
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Intensity
Waste (KT)
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1

Number of CSL Plasma donation centres operational at the end of the reporting year.
Data includes outputs from CSL Plasma’s collection centres, laboratories, logistics centres, and headquarters facility.
Values are inclusive of all CSL Plasma sites based on the mean number of locations operating in the reporting period.
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Increase in consumption is attributed to expansion.

< Previous page

Contents

Next page >

Medical glossary

Acute myeloid leukaemia (AML) is a type of
cancer that affects the blood and bone marrow.
Albumin is any protein that is soluble in water
and moderately concentrated salt solutions and
is coagulable by heat. It is found in egg whites,
blood, lymph, and other tissues and fluids. In the
human body, serum albumin is the major plasma
protein (approximately 60 per cent of the total).
Albumin fusion protein is a protein that has
been combined with albumin to enhance its
mechanism of action.
Alpha-1 is a genetic/hereditary condition
characterised by a damaged copy of one or
both of the alpha-1 antitrypsin genes in the
lungs. Alpha-1 deficiency increases the risk of
emphysema, chronic obstructive pulmonary
disease (COPD), asthma, chronic bronchitis,
lung infections, and bronchiectasis. Adults with
Alpha-1 face progressive loss of lung function
that can significantly impact everyday life and life
expectancy.
Antivenom is a biological product used in the
treatment of venomous bites or stings.
Biopharmaceuticals are proteins (including
antibodies) and nucleic acids (DNA, RNA or
antisense oligonucleotides) used for prophylactic
or therapeutic purposes.
Bradykinin is a peptide that causes blood
vessels to dilate (enlarge), and therefore causes
blood pressure to fall.
C1-esterase inhibitor is a protein found in
the fluid part of blood that controls C1 the first
component of the complement system. The
complement system is a group of proteins that
move freely through the blood stream. These
proteins work with the immune system and play
a role in the development of inflammation.
Chronic inflammatory demyelinating
polyneuropathy (CIDP) is a neurological
disorder of the peripheral nervous system which
causes gradual weakness and a loss in sensation
mainly in the arms and legs.
Chronic lymphocytic leukaemia is a type
of slow growing blood cancer that affects
developing B-lymphocytes.
Coagulation is the process of clot formation.

Complex regional pain syndrome (CRPS) is
a painful condition of a person’s arm, hand, leg
or foot, which occurs after an injury, such as a
fracture.
Duchenne muscular dystrophy (DMD)
is a condition where the lack of the protein
dystrophin causes muscles to deteriorate and
break down, leading to progressive difficulty with
walking and general mobility.

Intravenous is the administration of drugs or
fluids directly into a vein.
Kallikrein-kinin system is a proposed
hormonal system that functions within the
kidney, with the enzyme kallikrein in the renal
cortex mediating production of bradykinin,
which acts as a vasodilator peptide.

Guillain-Barré syndrome is an autoimmune
condition. It is a form of nerve inflammation
resulting in a spreading paralysis.

Kawasaki disease is an uncommon illness that
mostly affects children under five years of age.
It is caused by inflammation of blood vessels
throughout the body, including those of the
heart (coronary vessels).

Haemolytic disease is a disease that disrupts
the integrity of red blood cells causing the release
of haemoglobin.

Lambert-Eaton myasthenic syndrome
(LEMS) is a rare autoimmune disorder that is
characterised by muscle weakness of the limbs.

Haemophilia is a haemorrhagic cluster of
diseases occurring in two main forms:

Monoclonal antibody (mAb) is an antibody
produced by a single clone of cells. Monoclonal
antibodies are a cornerstone of immunology and
are increasingly coming into use as therapeutic
agents.

1. H
 aemophilia A (classic haemophilia, factor
vIII deficiency), an X-linked disorder due to
deficiency of coagulation factor VIII.
2. H
 aemophilia B (factor IX deficiency, Christmas
disease), also X-linked, due to deficiency of
coagulation factor IX.
Haemostasis is the body’s normal physiological
response for the prevention and stopping of
bleeding/haemorrhage.
Hereditary angioedema (HAE) is a rare but
serious genetic disorder caused by low levels or
improper function of a protein called C1 esterase
inhibitor. It causes swelling, particularly of the
face and airways, and abdominal cramping.
Idiopathic thrombocytopenic purpure (ITP)
is an autoimmune disorder in which individuals
develop antibodies directed against their own
platelets, resulting in a low blood platelet count
and a potential bleeding situation.
Immunoglobulin, also known as antibodies,
are proteins produced by plasma cells. They are
designed to control the body’s immune response
by binding to substances in the body that are
recognised as foreign antigens (often proteins on
the surface of bacteria or viruses).
Influenza, commonly known as flu, is an
infectious disease of birds and mammals caused
by an RNA virus of the family Orthomyxoviridae
(the influenza viruses).

Multifocal motor neuropathy (MMN) is
a progressively worsening condition where
muscles in the extremities gradually weaken.
Myasthenia gravis (MG) is a chronic
autoimmune neuromuscular disease
characterized by varying degrees of weakness of
the skeletal (voluntary) muscles of the body.
Myeloma is a cancer of plasma cells (mature
B-Cells, a type of white blood cell) that help fight
infection.
Neuromyelitis optica (NMO) is a
heterogeneous condition consisting of
recurrent and simultaneous inflammation and
demyelination of the optic nerve (optic neuritis)
and the spinal cord (myelitis).
Oedema is fluid retention in the body.
Paraneoplastic syndromes are rare disorders
that are triggered by an altered immune system
response to a tumour.
Peri-operative is the time period describing the
duration of a patient’s surgical procedure.
Pharmacokinetics describes changes in the
concentration of drugs in a living organism
over time. In particular, questions related to
adsorption, distribution, metabolism, and
elimination of a given drug are addressed.
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Pharmacovigilance is the pharmacological
science relating to the detection, assessment,
understanding and prevention of adverse effects,
particularly long term and short term side effects
of medicines.
Plasma is the yellow-coloured liquid component
of blood in which blood cells are suspended.
It carries nutrients, electrolytes, proteins (e.g.
to fight infections) and substances important
to homeostasis (e.g. coagulation factors for
clotting).
Primary immunodeficiency (PID) is an
inherited condition where there is an impaired
immune response. It may be in one or more
aspects of the immune system.
Prophylaxis is the action of a vaccine or drug
that acts to defend against or prevent a disease.
Q fever is a disease caused by infection with
Coxiella burnetii, a bacterium that affects humans
and other animals.
Rabies is a viral disease that causes acute
inflammation of the brain in humans and other
warm-blooded animals.
Recombinant proteins, such as coagulation
factor, involves the process of manufacturing
proteins using recombinant DNA technology in
cell lines, distinct from purification from plasma.
Reconstituted high density lipoprotein
is prepared from apolipoprotein A-I, isolated
from human plasma, and soybean derived
phosphatidylcholine. It exhibits biochemical and
functional characteristics similar to endogenous
high-density lipoprotein (HDL).
Stiff person syndrome (SPS) is a rare disease
of the nervous system.
Subcutaneous is the administration of drugs
or fluids into the subcutaneous tissue, which is
located just below the skin.
Tetanus is a disease of the nervous system
caused by a toxin produced by the bacterium
Clostridium tetani.
Thrombosis is the formation of a blood clot
inside a blood vessel, obstructing the flow of
blood through the circulatory system.
Vaccine is a biological preparation against a
particular antigen or virus that improves immunity
to a particular disease.
von Willebrand disease is a hereditary
disorder caused by defective or deficient von
Willebrand factor, a protein involved in normal
blood clotting.
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Legal notice: This report is intended for global use. Some statements about products or
procedures may differ from the licensed indications in specific countries. Therefore, always
consult the country-specific product information, package leaflets or instructions for use. For
more information, please contact a local CSL representative. This report covers CSL’s global
operations, including subsidiaries, unless otherwise noted and a reference to CSL is a reference
to CSL Limited and its related bodies corporate. The matters discussed in this report that are
not historical facts are forward-looking statements, including statements with respect to
future company compliance and performance. These statements involve numerous risks and
uncertainties. Many factors could affect the company’s actual results, causing results to differ,
possibly materially, from those expressed in the forward-looking statements. These factors
include actions of regulatory bodies and other governmental authorities; the effect of economic
conditions; technological developments in the healthcare field; advances in environmental
protection processes; and other factors. CSL disclaims any obligation to update any forwardlooking statements.
Brand names designated by a ® or a ™ throughout this publication are trademarks either
owned by and/or licensed to CSL or its affiliates. Not all brands mentioned have been approved
in all countries served by CSL.
CSL Limited ABN 99 051 588 348
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