
CSL Limited  
our Corporate reSponSibiLity

2013

  ContentS | Next page >



CSL Limited aBN 99 051 588 348 
our Corporate responsibility 2013

3.1 performance 14

3.2 Safety and quality governance 15

3.3 Supplier management 16

3.4 Safety and the manufacture of plasma therapies 16

3.5 Safety and the manufacture of vaccines 17

3.6 Counterfeit medicines 17

2.1 performance 08

2.2 Investing in R&D 10

2.3 Clinical trials 11

1.1 Report profile 06

1.2 Our commitment to ethical behaviour 06

1.3 Corporate responsibility governance 06

1  Our OrganisatiOn 04

3   Ensuring thE safEty  
and quality Of Our thErapiEs 14

4.1 performance 18

4.2 Fair competition 19

4.3 Contributing to public policy 19

4.4 political contributions 20

4.5 anti-bribery and corruption 20

4.6 Responsible marketing of medicines 21

4.7 privacy 21

4   OpErating rEspOnsibly in thE markEtplacE 18

2  rEsEarching nEw mEdicinEs 08

7.1 performance 30

7.2 environmental performance of our manufacturing sites 32

7.3 CSL plasma and other sites 35

5.1 performance 22

5.2 Workforce profile 23

5.3 Health and safety 23

5.4 global employee opinion survey 24

5.5 Development 25

5.6 Diversity 25

6.1 performance 26

6.2 Supporting patient communities 27

6.3 Supporting biomedical communities 28

6.4 Supporting community efforts where we live and work 29

5   prOviding a pOsitivE wOrking  
EnvirOnmEnt fOr Our pEOplE 22

6   suppOrting Our cOmmunitiEs 
arOund thE wOrld 26

7   minimising Our EnvirOnmEntal impacts 30

ContentS

  WHat DO YOU tHINK OF OUR RepORt?

Your feedback is important to us, so please take a moment to answer a few 
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While I may be new to the role of CeO and 

MD, I have been a long-standing member 

of CSL’s global CR Steering Committee, 

helping to shape and steer our activities and 

believing strongly in our efforts to embed a 

culture of operating ethically and responsibly.  

as a specialty biopharmaceutical company 

with global reach, our life-enhancing and 

often life-saving therapies impact the lives of 

many millions of individuals. at the very core 

of our CR is our ongoing ability to supply 

high-quality products, while developing  

new and improved therapies to address  

the unmet needs of our patients. 

achieving this goal would not be possible 

without the support of our key stakeholder 

and greatest asset – our employees. this year 

we released the second edition of our Code 

of Responsible Business practice, providing 

additional guidance to our workforce about 

our expectations for their conduct within 

the workplace and when interacting with 

external stakeholders. We also undertook 

a global employee opinion survey to help 

understand our strengths and areas requiring 

greater focus. My team have shared these 

results with our people, and will be leading 

initiatives over the coming financial year. 

For almost 100 years CSL has been able 

to deliver real life-changing impacts for 

patients. In this ever-changing business 

environment, I believe we are well positioned 

to continue to deliver value to our patients, 

shareholders and our broader stakeholders in 

a responsible and sustainable manner. 

I encourage you to take some time to review 

our report and share with us your views on 

our performance.

pauL perreauLt

CHIeF exeCUtIve OFFICeR  
aND MaNagINg DIReCtOR

meSSaGe From tHe  
CHieF eXeCutiVe oFFiCer  
and manaGinG direCtor

I am pleased to present Csl’s fIfth global Corporate 
responsIbIlIty (Cr) report, my fIrst report as the InComIng 
ChIef exeCutIve offICer (Ceo) and managIng dIreCtor (md).  
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Our OrganisatiOn

On the 1 July 2013, Mr paul perreault commenced as CSL’s Chief  
executive Officer (CeO) and Managing Director, succeeding longstanding 
CeO Dr Brian McNamee. the bioCSL division was created following a  
re-organisation of the australian business. We released to all employees, 
in 15 languages, an updated edition of our Code of Responsible Business 
practice. We farewelled Board Member, Mr Ian Renard, aM, and welcomed 
Ms Marie McDonald in august 2013. Our Corporate Responsibility Steering 
Committee undertook an internal materiality assessment helping to identify 
nine key areas for future focus. 

rEsEarching nEw mEdicinEs

In 2012/13, our R&D investment reached all-time highs at  
US$427 million. In the reporting year, we achieved 17 product  
registrations or indications for serious diseases. We progressed therapies 
through pre-clinical and clinical studies, including CSL’s reconstituted high 
density lipoprotein (rHDL) for possible use in acute coronary syndromes 
and a number of novel longer-acting recombinant coagulation factors. 
In September 2012, CSL and collaborators published ground-breaking 
research in the prevention of the development of type 2 diabetes in  
animal models of the disease.

Ensuring thE safEty and  
quality Of Our thErapiEs

 In the reporting period CSL’s key manufacturing facilities were audited 
189 times by regulatory authorities with no changes to our product 
marketing licences. CSL voluntarily initiated three safety related recalls 
of finished product in australia. We continue to harmonise safety and 
quality processes across the Company, and prepare for significant changes 
imposed by the european Union good pharmacovigilance practice 
legislation. During the year, CSL plasma initiated a cross-site collaboration 
to harmonise the plasma supply chain processes, remove redundancies and 
improve the management of the plasma supply with automation.

OpErating rEspOnsibly in thE markEtplacE

In 2012/13, we distributed US$4.7 billion in direct economic value to 
employees, suppliers, shareholders and governments. In australia, we 
contributed to the second edition of best practice reporting by life sciences 
companies and in the US supported initiatives enabling legislation for the 
coverage of in-home intravenous immunoglobulin infusions and access to 
clotting factors via outpatient care. During the reporting year, no breaches 
were found by the regulators for our product marketing and promotional 
activities. In early 2013, we released new global policies for the provision 
of gifts, hospitality and entertainment and guidance for dealing with 
healthcare professionals and healthcare organisations.  

prOviding a pOsitivE wOrking  
EnvirOnmEnt fOr Our pEOplE

as of 30 June 2013, we reported a 7% increase in our total workforce 
numbers from the previous year.  Of total employees, women represent 
55% of the entire workforce. In 2012/13, our recorded rates of lost time 
injury frequency and days lost frequency decreased by 8% and 74%, 
respectively, however the medical treatment injury frequency rose by 41%. 
We conducted another global employee opinion survey achieving a 65% 
participation rate. across the indicators, transformational Leadership, 
transparency and Openness, and Recognition of achievement were 
identified as potential areas for improvement. Quality Compliance and 
Organisational achievement were ranked as the most outstanding 
Company characteristics.

suppOrting Our cOmmunitiEs  
arOund thE wOrld

In the reporting year, CSL contributed US$36.3 million towards global 
community efforts, a modest increase on the previous year. Delivering on 
our commitment to improve access to our medicines, bioCSL donated 
97,000 doses of influenza vaccine to the US Centers for Disease Control 
Foundation and CSL Behring donated approximately 2 million international 
units of coagulation product to the World Federation of Hemophilia. 
programs operated by these organisations will assist in the diagnosis, 
prevention and treatment of patients in developing countries. During the 
reporting year we acknowledged distinguished and upcoming biomedical 
researchers with recognition programs including the Bio21 Institute/CSL 
early Career Research award, the CSL Behring-professor Heimburger 
awards and the 2012 avery-Landsteiner prize.

minimising Our EnvirOnmEntal impacts

In 2012/13 we maintained compliance with all applicable environmental 
laws and regulations. In 2012/13 we experienced increases in absolute 
measures due to significant capacity expansion initiatives across our sites, 
however CSL’s plasma product processing facilities achieved modest 
reductions in energy, greenhouse gas and water intensity. CSL’s facilities in 
Bern and Marburg maintained external certification of their environmental 
management systems (eMaS and ISO14001, respectively). In June 2013, 
CSL Behring received a grant from the australian government under the 
Clean technology Investment program to part fund a significant energy 
savings project at the Broadmeadows site. 

Corporate  
reSponSibiLity  
perFormanCe  
Summary 2012/13
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More information, including data points from baseline years, is available on our website: www.csl.com.au

eConomiC Contribution 2010/11 2011/12 2012/13

economic value generated US$million 4,228 4,814 5,130

economic value distributed US$million 3,786 4,393 4,713

for more information, please see page 19

reSearCH and deVeLopment 2010/11 2011/12 2012/13

R&D investment US$million 323 370 427

product registrations Number 5 11 17

for more information, please see page 10

SaFety and QuaLity1 2011/12 2012/13

Regulatory audits Number 180 189

Quality audits of suppliers Number 400 512

Safety related recalls of finished product Number 1 3

1  Data for 2011/12 has been restated to align with the financial year.  
for more information, please see page 15

our peopLe 2010/11 2011/12 2012/13

total headcount Number 11,460 11,711 12,534

employee opinion survey participation rate % N/a N/a 65%

Lost time injury frequency rate (LtIFR) per million hours worked 2.14 1.96 1.80

Medical treatment injury frequency rate 
(MtIFR)

per million hours worked 6.42 4.67 6.60

Days lost frequency rate (DLFR)1 per million hours worked 85.2 155.8 40.9

1 DLFR is a metric not previously reported.  
for more information, please see page 23

Community 2010/11 2011/12 2012/13

total contribution US$million 26.9 34.1 36.3

for more information, please see page 27

enVironment 2010/11 2011/12 2012/13

energy consumption petajoules 1.76 1.80 1.86

greenhouse gas emissions Kilotonnes 165 168 176

Water consumption gigalitres 1.95 2.02 2.22

Waste Kilotonnes 15.20 16.54 16.96

Waste recycling rate % 70 72 74

for more information, please see page 31

perFormanCe  
data Summary
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Regional Sales and Distribution

Plasma Collection Centres

NORTH
AMERICA

6293
Employees

SOUTH
AMERICA

75
Employees

ASIA

396
Employees

AUSTRALIA/NZ

1908
Employees

EUROPE

3862
Employees

1
2

3

4

5

6

109

11

7
8

6. KanKaKee uS
  CSL behring 

R&D and Manufacturing

7. KinG oF pruSSia uS
  CSL behring  

administration, R&D,  
 Commercial Operations  
and Distribution

  bioCSL  
Commercial Operations

8. indianapoLiS uS
  CSL plasma  

Logistics Centre

9. meSQuite uS
  CSL plasma  

Logistics Centre

10. KnoXViLLe uS
  CSL plasma  

testing Laboratory

11. boCa raton uS
  CSL plasma  

administration

1. bern Switzerland
  CSL behring  

R&D, Manufacturing, 
Commercial Operations

2. marburG Germany
  CSL behring  

R&D and Manufacturing

3. GoettinGen Germany
  CSL plasma  

testing Laboratory

 HatterSHeim Germany
  CSL behring  

bioCSL  
Commercial Operations

 SCHWaLmStadt Germany
  CSL plasma  

eU Logistics Centre

4. toKyo Japan
  CSL behring  

R&D, Commercial Operations  
and Distribution

5. meLbourne australia
  CSL Limited 

R&D, group Head Office
  bioCSL 

R&D, Manufacturing, 
Commercial Operations, 
Warehousing and Distribution

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

buSineSS proFiLeS

bioCSL

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

additionally, bioCSL develops, manufactures 
and markets diagnostic immunohaematology 
reagents for australia and the asia pacific, 
markets and distributes in-licensed vaccines 
and pharmaceuticals in australia and New 
Zealand, and manufactures and distributes 
antivenoms for australia and papua New 
guinea. 

bioCSL also operates an australia-wide 
logistics business for cold chain and  
ambient distribution of vaccines and 
prescription medicines.

reSearCH and deVeLopment (r&d) 

CSL continues to invest in the development 
of innovative protein-based medicines to treat 
serious human illnesses. today, most of our 
licensed medicines are purified from human 
plasma or made from traditional sources.  
CSL has now built the capabilities required  
to develop future products using recombinant 
DNa technology.

global R&D activities support CSL’s licensed 
products and focus on the development  
of new therapies that align with our  
technical and commercial capabilities  
in immunoglobulins, specialty plasma  
products, haemophilia and coagulation 
therapies and breakthrough medicines.

 

CSL beHrinG

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. 

Our therapies are indicated for the 
treatment of bleeding disorders, including 
haemophilia and von Willebrand disease, 
Factor I deficiency, primary and secondary 
immune deficiencies, hereditary angioedema, 
neurological disorders and inherited 
respiratory disease. Other products are used 
to prevent haemolytic disease in newborns, 
urgent warfarin reversal in patients with acute 
major bleeding, prevent infection in solid 
organ transplant recipients, and help victims 
of shock and burns. 

CSL Behring also operates CSL plasma,  
one of the world’s largest plasma collection 
networks with 88 centres in the US  
and germany.

1.  our orGaniSation

Csl Is a global speCIalty 
bIopharmaCeutICal Company that 
produCes lIfe-savIng and lIfe-
enhanCIng medICInes that enable 
mIllIons of people around the world 
to lead normal healthy lIves. we are 
headquartered In australIa wIth 
substantIal operatIons In the unIted 
states (us), germany and swItzerland. 
wIth more than 12,000 employees 
operatIng In over 25 CountrIes,  
Csl generated revenues In 2012/13 
totallIng us$5.13 bIllIon.

 more on our WebSite

visit our website for more 
information on csl’s therapy areas.

our orGaniSation
ReSeaRCHINg  
NeW MeDICINeS

eNSURINg tHe  
SaFetY aND QUaLItY 
OF OUR tHeRapIeS

OpeRatINg 
ReSpONSIBLY  
IN tHe MaRKetpLaCe

pROVIDINg a 
pOSItIVe WORKINg 
eNVIRONMeNt

SUppORtINg OUR 
COMMUNItIeS  
aROUND tHe WORLD

MINIMISINg OUR 
eNVIRONMeNtaL 
IMpaCt
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1.1 report proFiLe

CSL’s fifth Corporate Responsibility (CR) report 

spans the period 1 July 2012 to 30 June 

2013. any material events that have occurred 

between the end of the reporting period and 

the publication date are also detailed. 

Our report covers entities over which we 

exercise direct control, including our five 

manufacturing facilities in australia, europe 

and the US, as well as R&D, sales and 

marketing, distribution and administration 

activities co-located with these facilities. 

Other administrative, sales and distribution 

activities and R&D occurring away from our 

manufacturing facilities and elsewhere are 

also covered by this report, including the full 

network of donation centres, laboratories and 

administration offices operated by CSL plasma. 

Following a reorganisation of the business 

operations in australia in 2012/13, CSL’s 

australian-based vaccines, pharmaceuticals, 

diagnostics and logistics operations have been 

combined under a new stand-alone business 

unit called bioCSL. as a result, some data sets 

throughout the report have been amended to 

reflect these organisational changes.

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.

1.2  our Commitment  
to etHiCaL beHaViour

In July 2013, after extensive review and 

external benchmarking, we released the 

second edition of our Code of Responsible 

Business practice (CRBp). the CRBp defines 

the standards of behaviour expected of 

all our employees, including contractors, 

suppliers and distributors, when they are 

conducting CSL’s business.

We have also incorporated feedback from 

our employees and introduced scenarios 

to demonstrate how to apply the CRBp in 

day-to-day work situations. the CRBp has 

been translated into 15 languages and made 

available to employees in electronic and 

limited print formats.

1.3  Corporate reSponSibiLity 
GoVernanCe

Corporate Responsibility (CR) is governed 

by a global steering committee reporting to 

the CeO and MD. the committee is led by 

CSL’s Chief Financial Officer and comprises 

functional leaders across the businesses, such 

as R&D; Commercial Operations (incorporating 

Sales & Marketing); Human Resources; 

Supply Chain; public affairs; Legal & Risk 

Management; Health, Safety & environment; 

and Manufacturing Operations.

In 2012/13, the CR steering committee 

undertook a review of the material issues 

most important to our business and 

stakeholders. the issues were prioritised by 32 

senior executives across the Company, with 

consideration given to the views of external 

stakeholders and the impact on our business 

operations. this process identified nine 

top-priority areas and assigned a committee 

member to work with the functional head 

responsible for each issue to further explore 

opportunities to address them.

While outcomes arising from further 

exploration of the issues will be detailed 

in future reports, most of the top material 

issues have consistently featured in various 

chapters of this and previous reports. these 

include product safety and quality, including 

counterfeiting; responsible marketing and 

promotion; and anti-bribery and anti-

corruption. these issues as well as other 

priority areas such as ethical supply chain, 

interactions with plasma donors and patient 

groups, and the conduct of clinical trials  

are already a high priority in our business  

and are currently being explored for 

continuous improvement/s.

us dollar reportIng

in february 2012, the company announced its decision to move to us dollar 
(us$) reporting commencing with the 2012/13 financial year. the us dollar is 
the standard currency for reporting purposes in the pharmaceutical industry. 
the move also reflects the increasing predominance of the company’s 
worldwide sales and operations in us dollars. the company’s result in us 
dollars has been prepared by translating the results of all entities into us 
dollars using average exchange rates.

2.  our orGaniSation

CSL Limited

July 2013

Our Code of  Responsible  Business Practice

C
SL Lim

ited
 

O
ur C

ode of Responsible Business Practice
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ContaCt

We welcome your enquiries/feedback 

regarding this report. please address all 

communications to:

Patrick Castauro  
Senior Manager  
Corporate Responsibility

CSL Limited 
45 Poplar Road 
Parkville VIC 3052

Patrick.Castauro@csl.com.au

WHat do you tHinK  

oF our report?

Your feedback is important to us, 

so please take a moment to answer 

a few questions about our report 

on our website. Survey responses 

are anonymous.

Csl group sales  
by regIon 2012/13 

Csl group sales  
by major produCts 2012/13 

Csl total revenue1  
(us$ mIllIons)

organIsatIonal Changes

in June 2013, csl bid farewell to long-standing chief Executive Officer (cEO) 
and managing director (md), dr brian mcnamee, who stood down after 
23 years of outstanding leadership. On 1 July 2013, paul perreault, former 
president of csl behring, commenced in the role of cEO and md. 

in august 2013, ms marie mcdonald was appointed to csl’s board of directors. 
ms mcdonald has a strong background in corporate and commercial law, 
including mergers and acquisitions, corporate governance, continuous 
disclosure, related party transactions, buybacks and capital raisings. 

in October 2013, after 15 years on csl’s board of directors, mr ian renard, 
am, retired. he has been a member of csl’s audit and risk management 
committee since 1998, and has been chairman of that committee since 
October 2008.  

further details of csl’s board of directors and global leadership group can be 
found on our website.

our orGaniSation
ReSeaRCHINg  
NeW MeDICINeS

eNSURINg tHe  
SaFetY aND QUaLItY 
OF OUR tHeRapIeS

OpeRatINg 
ReSpONSIBLY  
IN tHe MaRKetpLaCe

pROvIDINg a 
pOSItIve WORKINg 
eNvIRONMeNt

SUppORtINg OUR 
COMMUNItIeS  
aROUND tHe WORLD

MINIMISINg OUR 
eNvIRONMeNtaL 
IMpaCt

CSL Total Revenue 
(US$ millions)

10-11 11-12 12-13

4,228 4,814 5,130

CSL Group Sales by 
Major Products 2012-13

North America 41%

Europe 29%

Australia 11%

Asia 11%

Other 8%

CSL Group Sales 
by Region 2012-13

Immunoglobulins 42%

Plasma-derived 
coagulants 12%

Recombinant factor VIII 10%

Albumin 12%

Other 24%

CSL Total Revenue 
(US$ millions)

10-11 11-12 12-13

4,228 4,814 5,130

CSL Group Sales by 
Major Products 2012-13

North America 41%

Europe 29%

Australia 11%

Asia 11%

Other 8%

CSL Group Sales 
by Region 2012-13

Immunoglobulins 42%

Plasma-derived 
coagulants 12%

Recombinant factor VIII 10%

Albumin 12%

Other 24%

CSL Total Revenue 
(US$ millions)

10-11 11-12 12-13

4,228 4,814 5,130

CSL Group Sales by 
Major Products 2012-13

North America 41%

Europe 29%

Australia 11%

Asia 11%

Other 8%

CSL Group Sales 
by Region 2012-13

Immunoglobulins 42%

Plasma-derived 
coagulants 12%

Recombinant factor VIII 10%

Albumin 12%

Other 24%

1  accounting policies used in the 
preparation of the group’s financial 
statements have been consistently 
applied in this process. 
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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 2012/13, CSL’s investment in R&D reached a record high of 

US$427 million, reflecting a growing portfolio of potential therapies 

entering later stage development. 

We achieved 17 product registrations or indications across our 

portfolio, including the first US Food and Drug administration 

(FDa)–approved 4-factor prothrombin Complex Concentrate, for 

urgent warfarin (blood thinner) reversal in patients with acute 

major bleeding. the european Medicines agency approved CSL’s 

10% intravenous immunoglobulin for treatment of patients with 

chronic inflammatory demyelinating polyneuropathy (CIDp), a rare 

neurological disorder of the peripheral nerves.

In 2012/13, we progressed a number of therapies through our 

clinical program. For our breakthrough medicines, this included 

the completion of phase IIa of CSL’s reconstituted high density 

lipoprotein (rHDL) for possible use in acute coronary syndromes. 

For our coagulation factors in development, we demonstrated via 

an international phase I/II trial the prolonged half-life and clinical 

efficacy of recombinant factor Ix fusion protein, supporting 

the potential of less frequent infusions for patients with severe 

haemophilia B. 

During the reporting year, CSL scientists and collaborators 

announced a breakthrough new drug candidate to prevent the 

development of type 2 diabetes. the ground-breaking research 

showing that the candidate could reverse type 2 diabetes 

progression in animal models of the disease was published in the 

prestigious scientific journal Nature in September 2012.

 more on our WebSite

visit our website for more information 
on csl’s approach to r&d.

< pRevIOUS page | ContentS | Next page >
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InternatIonal CollaboratIon leads to dIabetes researCh breakthrough 

csl scientists, together with their 
international collaborators, have 
developed a new drug candidate that 
is able to prevent the development 
of type 2 diabetes and reverse its 
progression in animal models of the 
disease. the drug candidate blocks 
signalling by a protein known as 
vascular Endothelial growth factor 
b (vEgf-b), preventing accumulation 
of fat and restoring the body’s ability 
to respond to insulin and maintain 
normal blood glucose levels. this 
represents an entirely new approach 
to the treatment of type 2 diabetes. 
a paper outlining this breakthrough 
was published in Nature in  
september 2012.

the research is a joint effort by an 
international team led by professor 
ulf Eriksson from the karolinska 
institute in sweden, and involving 
scientists from csl’s research 
laboratories in melbourne, the 
university of melbourne and the 
ludwig institute for cancer research.

type 2 diabetes is normally preceded 
by insulin resistance, most often 
caused by obesity. the body’s cells no 
longer respond sufficiently to insulin, 
leading to elevated levels of blood 
sugar. insulin resistance is related to 
the storage of fat in the “wrong” 
places, such as the muscles and in  
the heart. 

the vEgf-b protein affects the 
transport and storage of fat in body 
tissue. in the latest research, vEgf-b 
signalling was blocked by csl’s 
monoclonal antibody (mab) drug 
candidate in groups of diabetic mice 
and rats. in one study, mice bred to 
spontaneously develop diabetes were 
treated with the vEgf-b mab. the 
mice subsequently did not develop 
either insulin resistance or diabetes. 
the research team also crossed this 
mouse model with one that lacked 
the ability to produce vEgf-b, and 
found that the at-risk offspring were 
protected from developing diabetes. 
in another two studies, scientists 
investigated the effects of the 

vEgf-b mab on mice and rats that 
had become obese and developed 
type 2 diabetes as a consequence of 
a fat-rich diet. again the treatment 
was able to prevent development and 
progression of the disease. 

the results generated through this 
international collaboration represent 
a major breakthrough and provide 
for a potentially novel approach to 
the treatment of type 2 diabetes. 
millions of people around the world 
are affected by the disease, which is a 
significant public health burden. csl 
is hopeful that the antibody-based 
drug candidate will ultimately lead to 
a new treatment option for people 
with diabetes. 

On the basis of these latest findings 
csl has begun to consider options for 
furthering the development of the 
vEgf-b mab, which includes testing 
the therapy in people with type 2 
diabetes as well as in those individuals 
who are at risk of developing the 
disease.

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

SpeCiaLty produCtS:  
Leverage our high-quality, broad-specialty plasma products portfolio  
through new markets, novel indications and new modes of administration.

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

breaKtHrouGH mediCineS:  
advance new protein-based therapies for significant unmet medical  
needs and multiple indications.

VaCCineS and LiCenSinG:  
Supporting products for the prevention of infectious diseases and  
partnering our intellectual property, such as our iSComatriX® adjuvant.

CSL’S R&D StRategY
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r&d strategy area
number of pre-clinical and clinical studies  

commenced in 12-13

total number 
of clinical trials 
commenced in 

12-13

total number  
of clinical studies 
in operation in  

12-13

pre-clinical1 phase I phase II phase III phase Iv

Haemophilia products 3 1 1 2 4 15

Specialty products 1 1 1 3 12

Immunoglobulins 1 1 4

Breakthrough medicines 1 1 1 2 7

tOtaLS 4 2 3 4 1 10 38

1total number of gLp-toxicological studies only.

2.2 inVeStinG in r&d

In 2012/13, we invested US$427 million 

in our R&D programs. an increase in the 

number of products progressing into and 

through clinical development underpins 

this growth. We continue to maintain our 

significant investment in clinical projects 

relating to the market development of our 

existing immunoglobulins and specialty 

fIrst large-sCale reCombInant faCtor vIIa-fp produCed 
In Csl’s bIoteCh manufaCturIng faCIlIty 

csl is developing a family of novel 
longer-acting recombinant coagulation 
factor medicines based on albumin fusion 
technology to progress the treatment 
of people with haemophilia and other 
coagulation disorders. if successful these 
innovative medicines should result in 
a marked reduction of frequency of 
administration compared to currently 
available treatments and increase 
convenience for patients. 

csl’s new state-of-the-art biotechnology 
facility at our broadmeadows site in 
melbourne, australia, will enhance 
our ability to take these and other 
recombinant products into the clinic and 
ultimately to patients. 

in mid-2013, the recently completed 
biotechnology facility produced its first 
large-scale test batch of recombinant 
factor viia-fp (rviia-fp), which was also 

the first-ever batch made at csl in a 
fully disposable manufacturing system. 
the facility has been designed to be 
highly flexible and is based on single-use 
technology systems, resulting in a lower 
environmental footprint compared to 
traditional manufacturing facilities using 
stainless steel tanks. it will have sufficient 
capacity to meet the planned future 
needs of csl’s r&d portfolio, be fully 
compliant with local and international 
regulations and be capable of performing 
commercial manufacture of new 
biotechnology products. 

this world-class biotech facility is the 
largest of its kind in australia and was 
constructed to support the late-stage 
development of novel recombinant 
therapies in our r&d pipeline, including 
our novel recombinant coagulation 
factors and new therapies for cancer, 
bleeding disorders and inflammation.

2.  reSearCHinG  
neW mediCineS

CSL’S CLiniCaL triaLS 2012/13

plasma-derived products and to the 

development of several novel longer-acting 

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.

1  accounting policies used in the preparation 
of the group’s financial statements have been 
consistently applied in this process. 

Csl r&d Investment1 
(us$ mIllIons)

CSL R&D Investment 
($US millions)

10-11

323

11-12

370

12-13

427
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the ImportanCe of ClInICal trIals

Clinical trials are a key research tool for advancing medical knowledge and patient care. they are 

conducted to determine whether a new approach works well in people and is safe. they also 

provide knowledge of which treatments or strategies work best for certain illnesses or groups 

of people. Clinical trials help improve and advance medical care and can also help healthcare 

decision-makers direct resources to the strategies and treatments that work best for patients.

role of ethICs CommIttees

the ICH defines an institutional review board (IRB) as a group formally designated to protect the 

rights, safety and well-being of humans involved in a clinical trial by reviewing all aspects of the 

trial and approving its start-up. IRBs can also be called independent ethics committees (IeCs).

an IRB/IeC reviews the appropriateness of the clinical trial protocol as well as the risks and benefits 

to study participants. It ensures that clinical trial participants are exposed to minimal risks in relation 

to any benefits that might result from the research. an IRB/IeC must operate in accordance with 

national and/or local regulations, as well as with ICH good clinical practice guidelines.

Before a study site is allowed to start enrolling patients in a clinical trial, the IRB/IeC must review 

all study-related materials in an initial review. the IRB/IeC also performs periodic reviews – called 

continuing reviews – throughout the trial’s duration. Continuing reviews may take place at least 

once a year and include the entire trial, not just changes. the IRB/IeC may also ask for additional 

information regarding payments and compensation to study participants, as well as the informed 

consent process.

seleCtIon of study sItes

CSL works with study sites (hospitals/clinics/private practices) in more than 40 countries to conduct 

clinical trials. each study site has a principal investigator – typically a medical specialist associated 

with a hospital/clinic, who is responsible for protecting the rights, safety and welfare of study 

subjects and must oversee the clinical trial at the study site. CSL assesses all potential principal 

investigators to ensure they meet the protocol-specific requirements, have the appropriate level of 

support staff and have access to required facilities, as well as ensuring investigators are qualified to 

run a study by their education, training and experience. 

use of ContraCt researCh organIsatIons for managIng ClInICal trIals 

CSL has set up clinical trials in over 40 countries and works with over 500 study sites across the 

globe. CSL has Clinical R&D staff in australia, germany, Japan, Switzerland and the United States 

that design and execute clinical trials. CSL utilises the services of contract research organisations 

(CROs) to support the management and site monitoring of studies in countries where we do not 

have a presence as well as to provide additional expertise and resources to deliver our portfolio of 

studies.

monItorIng and assessIng ContraCt researCh organIsatIons

CSL contractually delegates certain responsibilities to CROs for the operational execution of 

clinical studies. We implement specific vendor oversight plans to ensure the CRO maintains quality 

and efficiency throughout the study. We also follow a vendor governance process to ensure 

performance and quality of our CRO relationships at the company level. audits are conducted of 

the CROs to ensure their processes, systems and training are being adhered to.

 

2.3 CLiniCaL triaLS

Over the last three years CSL has invested 

significantly in clinical trial programs to 

advance our unique range of therapies. 

CSL conducts clinical trials in accordance 

with the current guideline for good 

Clinical practice (gCp) of the International 

Conference on Harmonisation (ICH). gCp 

is an international ethical and scientific 

quality standard for designing, conducting 

and reporting studies that involve the 

participation of human subjects. Compliance 

with this standard provides public assurance 

that the rights, safety and wellbeing of study 

subjects are protected and that the clinical 

trial data is credible. It also ensures that CSL 

conducts clinical trials consistent with the 

principles specified in the Declaration of 

Helsinki (a set of ethical principles regarding 

human experimentation developed by 

the World Medical association; originally 

adopted in 1964, it has since undergone six 

revisions).
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 more on our WebSite

visit our website for more information 
on csl’s approach to research 
practices. 
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vaCCInes and lICensIng

During the reporting year, our partners progressed potential 
new therapies based on CSL’s intellectual property. Following 
the successful completion of a phase IIa study, demonstrating 
that Mavrilimumab (mab targeting the gM-CSF Receptor for the 
treatment of rheumatoid arthritis) showed a rapid and significant 
clinical effect, astraZeneca have progressed further clinical 
development with multiple phase IIb studies.

partners also continue to utilise CSL’s ISCOMatRIx® adjuvant 
as a technology platform that could be used to enable the next 
generation of prophylactic and therapeutic vaccines. Investigations 
into the cause of the unexpected paediatric adverse events associated 
with Fluvax® influenza vaccine were completed.

ImmunoglobulIns

During the reporting year, the european health authorities 
granted marketing authorisation for the use of privigen®, 10% 
intravenous immunoglobulin, in the treatment of patients with 
chronic inflammatory demyelinating polyneuropathy (CIDp), a 
rare neurological disorder of the peripheral nerves. Following the 
demonstration of the safety and efficacy of privigen® in treating 
CIDp, an international phase III study is progressing testing Hizentra®, 
20% subcutaneous immunoglobulin, for CIDp. these studies aim to 
provide greater flexibility and control for patients who require long-
term immunoglobulin therapy. 

a phase III study was also completed supporting the efficacy 
and safety of Hizentra® in Japanese patients with primary 
immunodeficiency disease. Based on these results a new drug 
application was submitted to the pharmaceutical and Medicines 
Devices agency in Japan and approved for use in Japan in 
September 2013. 

proJeCt adVanCementS in our StrateGy areaS 2012/13: HiGHLiGHtS

haemophIlIa & CoagulatIon produCts

advancement of the development of a family of novel longer-acting 
recombinant coagulation factor medicines to progress the care of 
people with haemophilia and other coagulation disorders continued 
during 2012/13. these medicines include the extended half-life 
albumin fusion proteins rIx-Fp (recombinant fusion protein linking 
coagulation factor Ix with albumin) and rvIIa-Fp (recombinant fusion 
protein linking coagulation factor vIIa with albumin), and a unique 
single-chain rFvIII product. 

Important milestones in the past year included the demonstration 
of prolonged half-life and clinical efficacy of rIx-Fp for once-
weekly prophylaxis in an international phase I/II trial, supporting 
the potential of less frequent infusions for patients with severe 
haemophilia B; the demonstration of improved half-life of rvIII-
SingleChain and progression to phase III of a phase I/III study in 
haemophilia a patients; and the successful completion of a phase 
I study investigating the safety and pharmacokinetics of rvIIa-Fp 
in healthy volunteers also showing an improved half life versus 
standard of care.

speCIalty produCts

Significant progress has been made in unlocking the medical 
significance and value of our specialty plasma-derived products. 
the FDa approved an expanded indication for Corifact®, Factor xIII 
Concentrate, to include the peri-operative management of surgical 
bleeding in adult and paediatric patients with congenital factor xIII 
deficiency. european authorities also approved the extended use 
of Berinert®, C1-esterase inhibitor (C1-INH) concentrate, for pre-
procedure prevention (short-term prophylaxis) of acute episodes 
of hereditary angioedema (Hae) in patients undergoing surgical 
procedures, supporting the established recommendations for the 
use of Berinert® as treatment for the prevention of Hae attacks. a 
phase II study evaluating a convenient volume-reduced, subcutaneous 
formulation of Berinert® in patients with Hae was successfully 
completed, supporting initiation of phase III development.

a phase III multi-site clinical trial continued evaluating the efficacy 
and safety of fibrinogen in controlling microvascular bleeding during 

aortic aneurysm surgery. 

breakthrough medICInes

Following phase I studies supporting the possible use of reconstituted 
high density lipoprotein (rHDL) in acute coronary syndromes, a 
phase IIa study was completed and planning for a phase IIb trial 
commenced. Significant progress was also made in the earlier-stage 
recombinant monoclonal antibody (mab) projects, including the anti-
IL-3R mab, where data supporting its use in acute myeloid leukaemia 
(aML) lead to the commencement of phase I clinical studies in aML 
during the year. Non-human primate and other studies were also 
found to support the potential value of the anti-IL-3R mab in treating 
a serious autoimmune disease. New research data from rodent 
models strongly supporting the potential role for an anti-vegFB mab 
as a novel treatment of type II diabetes were summarised in two 
publications in Nature.

2.  reSearCHinG  
neW mediCineS
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produCt reGiStrationS 2012/131

therapy area product region/country

ImmunoglobulIns evogam®, human normal immunoglobulin, for replacement therapy  
in primary immunodeficiency disease (pID) and in symptomatic 
hypogammaglobulinaemia secondary to underlying disease or treatment

New Zealand

Hizentra®, 20% subcutaneous immunoglobulin, for pID argentina, Croatia

Intragam 10 NF, human normal immunoglobulin, for pID,  
myeloma and chronic lymphocytic leukaemia with severe secondary 
hypogammaglobulinaemia and recurrent infections

New Zealand

privigen®, 10% intravenous immunoglobulin, for treatment of patients with CIDp europe

privigen®, 10% intravenous immunoglobulin, for pID, myeloma or chronic 
lymphocytic leukaemia, thrombocytopenic purpure (Itp), guillain-Barré  
syndrome and Kawasaki disease

Brazil, Costa Rica, Croatia,  
el Salvador, Honduras, 
Kazakhstan, Macedonia, Mexico, 
peru, Saudi arabia, tunisia

Rhophylac®, anti-D-immunoglobulin, for prevention of Rh(D) immunisation in 
Rh(D)-negative women

India, Romania 

haemophIlIa  
& CoagulatIon 
produCts

aleviate, human coagulation factor vIII/von Willebrand factor concentrate,  
for von Willebrand disease 

Hong Kong

Beriate®, human factor vIII, for acquired factor vIII deficiency  
and haemophilia a prophylaxis and treatment of bleedings

Kazakhstan, peru

Corifact®, factor xIII concentrate, for peri-operative management  
of surgical bleeding in adult and paediatric patients with congenital  
factor xIII deficiency

United States

speCIalty  
produCts

albumeon, human albumin, for restoration and maintenance  
of circulating blood volume 

germany

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

Jordan

Berinert®, C1-esterase inhibitor, extension of therapeutic indication  
“treatment and pre-procedure prevention of acute episodes”

europe

Berinert®, C1-esterase inhibitor, for treatment of acute episodes  
of hereditary angioedema (Hae)

Mexico, puerto Rico

Beriplast p Combi Set, fibrin sealant for supportive treatment for field surgery, 
tissue adhesion, suture, local haemostasis and wound healing

South Korea

Haemocomplettan®, human fibrinogen, for congenital fibrinogen deficiency argentina, tunisia

Kcentra™, 4-factor prothrombin complex concentrate,  
for urgent warfarin reversal in patients with acute major bleeding

United States

RiaStap®, human fibrinogen, for congenital fibrinogen deficiency Canada, Mexico

 1  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 well-beIng of 
patIents wIth rare and serIous dIseases. 

3.1 perFormanCe

During 2012/13, CSL’s manufacturing and plasma collection 

sites underwent a total of 189 inspections by regulatory 

authorities. these audits resulted in no changes to our 

product marketing licences.

During the reporting year we conducted 512 quality audits 

of suppliers, a 28% increase on the previous year. 

In australia, there were three safety-related recalls of 

finished product. these recalls were the result of quality-

related interventions undertaken by CSL. 

Over the course of the reporting period, we implemented 

a number of initiatives to drive consistency and reinforce 

quality standards across our operations. In 2013, we 

released a new global change control policy to enable 

consistent management of a number of industry-based 

standards across our sites. We also implemented a large-

scale campaign in australia, complementing programs in 

europe and the US, to support behavioural change and 

awareness of quality amongst our employees. 

Our CSL plasma operations implemented a number of 

improvements to enhance safety and quality processes, 

including automation and electronic monitoring of the 

plasma supply chain, and the in-sourcing of nucleic-acid 

technology (Nat) testing for viral DNa/RNa of plasma. 
 more on our WebSite

visit our website for more 
information on csl’s approach to 
safety and quality.
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3.2  SaFety and  
QuaLity GoVernanCe

CSL’s commitment to quality is strengthened 

by a globally consistent approach. the 

global Quality Systems and Services group, 

established in 2012, introduced a global 

change control policy in 2013 to enable 

consistent management of gxp-related 

changes across the Company (gxp refers 

to the range of good practice standards 

adopted by the industry). In addition, CSL is 

developing a global electronic lab information 

system for our quality control departments, 

ensuring in future that all manufacturing plant 

testing throughout CSL will be integrated. 

also in the near future, CSL Behring will 

introduce a globally harmonised Certificate 

of analysis (Coa), which will be needed to 

accompany released finished product. Coas, 

which contain results from the final product 

testing and other lot documentation, will be 

utilised by all manufacturing sites, covering 

the information needs of approximately 95 

countries where CSL markets products. 

CSL’s european and US-based ‘Simply Better’ 

campaign has been extended to australia. a 

program to reinforce and educate employees 

in current good Manufacturing practice, 

Quality, It’s your watch, was launched in early 

2013. 

as we move forward into 2013/14, strong 

focus will be placed on the completion of 

projects to ensure that consistent, efficient 

quality processes underpin the australian 

businesses. this will include the harmonisation 

of CSL Behring’s quality systems at the 

Broadmeadows site, which is undergoing 

integration with CSL Behring. 

In response to the european Union good 

pharmacovigilance practice (gvp) legislation 

coming into force in 2014, CSL has developed 

a comprehensive gvp implementation and 

communication plan. the approach is based 

on the results of a multidisciplinary gap 

analysis that reviewed current processes 

against the new requirements. the complex 

implementation activities are being overseen 

by a steering committee and led by a core 

project team which oversees and coordinates 

several work-streams.

It is expected that full implementation will 

take more than one year. In conjunction 

with this project, several information 

technology (It) systems related to ensuring 

and monitoring compliance with gvp will also 

be updated, including the replacement of the 

current pharmacovigilance database. these 

major projects underpin CSĹs commitment to 

safety and compliance.

company-wide audits and recalls1 11-12 12-13

Regulatory audits 180 189

Quality audits of suppliers 400 512

Safety-related recalls of finished product 1a 3bcd

1  Due to changes in reporting practices, data has been restated to match the financial year. the previous year has been 
included for trending purposes. 

a  CSL 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 april 2012, six more Broadmeadows 
albumin batches were recalled for ethylene glycol contamination ≥0.5mg/L.

b  One 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 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.

 

our safety and qualIty performanCe
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3.4  SaFety and tHe manuFaCture 
oF pLaSma tHerapieS

the consistent supply of high-quality plasma 

suitable for further manufacture is of 

paramount importance to patients. a number 

of advancements were made this year to 

ensure the sustainability of our plasma supply. 

at the heart of every CSL plasma site is a 

highly trained team of professionals whose 

focus on donor suitability and well-being, 

compliant operations and change capability 

have enabled us to sustain our success, with 

the opening of new centres in the US, and 

enhancing the supply of plasma from external 

suppliers. In 2012/13, CSL plasma US revised 

the management training program requiring all 

managers to have quality leadership training. 

Our experience with pre-licence inspections 

of our new sites by national and international 

regulatory authorities has progressed well, 

and it has enabled the introduction of 

enhancements through more timely controlled 

change. 

During the year, CSL plasma initiated a cross-

site collaboration to harmonise the plasma 

supply chain, remove process redundancies 

and improve the management of the plasma 

supply with automation. For instance, we 

improved the process by which we prepare 

shipments of plasma to our manufacturing sites 

through increased use of electronic monitoring 

and inbound shipment assessment. We have 

increased the use of electronic communication 

from plasma supply sites to make post-donation 

information management more robust and 

timely.

In early 2013, CSL plasma in-sourced the nucleic 

acid testing (Nat) of plasma by implementing a 

new, automated system, improving the controls 

and reducing testing time. 

all of these initiatives reinforce CSL’s 

commitment to sustainable safety and quality 

of the plasma supply, a vitally important starting 

material for CSL’s plasma-derived products.

every medicine possesses some level of safety 

risk. For plasma-derived therapies, the most 

important safety issue is the potential for 

contamination with pathogens originating 

from the plasma used to manufacture these 

therapies. although the theoretical risk of 

pathogen transmission can never be zero, we 

use multiple and overlapping safety measures 

to reduce this risk to as low as is technically 

feasible. today, each unit of plasma is screened 

for viral markers using serology and Nat (for 

example polymerase chain reaction) tests 

prior to release into manufacturing. Since the 

> GOOD CLINICAL PRACTICE (GCP)

> GOOD MANUFACTURING PRACTICE (GMP)

> GOOD DISTRIBUTION PRACTICE (GDP)

> GOOD PHARMACOVIGILANCE PRACTICE (GVP)

> GOOD SOURCING PRACTICE (GSP)
> GOOD LABORATORY PRACTICE (GLP)

> PRODUCT DEVELOPMENT
> QUALITY CONTROL & PLASMA TESTING

> CONDUCT OF CLINICAL TRIALS

> ROUTINE & CLINICAL MANUFACTURE

> PRODUCTION DISTRIBUTION

> PHARMACOVIGILANCE

GxP STANDARDS ACTIVITY

CSL’s 
Commitment
to Quality

The CSL Group is committed to the 

development, production and marketing 

of safe and efficacious healthcare 

products that maximise benefits to 

all stakeholders.

We achieve this by ensuring our 

products, processes and services meet 

the needs of our patients and are in 

compliance with relevant specifications 

and all applicable regulations.

Our Quality System is supported, 

developed and maintained by our 

people, partners and suppliers. Through 

management focus and motivating 

everyone to take ownership of their 

work, we strive to continually improve 

the performance of this system and the 

resultant outputs.

Through our Quality System we promote 

a culture of superior performance, 

integrity, innovation, collaboration and 

customer focus.

quality governance requires the development of a comprehensive range of programs 
to ensure compliance with evolving regulations. at the core of our governance 
program is csl’s commitment to quality – a statement of intent adopted by all our 
sites. the industry standards depicted (gxp) demonstrate the extent to which our 
operations are regulated by these standards. we embrace developments early, with an 
aim to operationalising them across impacted sites. where necessary, we take a global 
and integrated approach to processes that intersect aspects of our operations.

3.  enSurinG tHe SaFety and  
QuaLity oF our tHerapieS

3.3  SuppLier manaGement

In 2012/13, CSL further expanded the 

Critical Supplier Management program. the 

program focuses on supply risk, quality and 

the general business relationship with critical 

suppliers. In 2012/13, a greater emphasis was 

placed on our suppliers’ business continuity 

activities to confirm an appropriate level 

of protection was in place, ensuring no 

interruption would occur to CSL’s supplied 

products. the program was also extended 

to a number of additional suppliers used 

in manufacturing as well as those used 

by Information technology and Clinical 

Development.

In 2012/13, CSL conducted 512 quality 

audits of our suppliers. this level of effort 

reflects growth in the understanding of our 

suppliers as to CSL’s business relationship 

and compliance-related performance needs. 

Indeed, the increased activity has identified 

opportunities for future improvements, 

alignment of processes and business 

relationships. 
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qualIty. It’s your watCh.

quality assurance, control and 
compliance are integral to ensuring the 
safety and quality of csl’s therapies. in 
february 2012, the need to strengthen 
quality in the australian businesses 
resulted in a communications campaign 
Quality. It’s your watch. 

Quality. It’s your watch reinforces the 
attitudes and behaviours detailed in 
csl’s commitment to quality statement. 
as such, the campaign is based on 
the ethos that quality is everyone’s 
responsibility; whatever role and level 
a person holds, what happens in their 
presence, or as a result of their actions, 
is their responsibility. Quality. It’s your 

watch aspires to have each 
employee think about 
what quality means to 
them in their everyday 
occupations and apply 
positive changes in their 
work practices. 

the campaign has featured the 
individual perspectives of employees 
across multiple levels, helping to 
create interest, awareness and clarity 
about what quality means at csl. 
Events, including campaign launches, 
manager-led activities and employee 
competitions, have further engaged 
staff in real behavioural change. 

introduction of dedicated virus inactivation and 

removal steps and thorough quality assurance 

measures in plasma fractionation, there have 

been no reports of proven transmission of 

a pathogen via a plasma-derived therapy 

manufactured by CSL.

Over the past two years CSL Behring has 

extended the introduction of virus filtration 

steps across applicable plasma-derived 

products manufactured by our Marburg 

facility. this additional step complements the 

virus inactivation by pasteurisation and virus 

removal by other process steps. While these 

products have an excellent safety record, the 

additional virus filtration further increases the 

already high margin of safety. these activities 

demonstrate our dedication to constantly 

improving processes and products, which is 

in line with expectations of our patients and 

regulators globally.

3.5  SaFety and tHe  
manuFaCture oF VaCCineS 

In 2012/13, the Company’s predominantly 

australian pharmaceutical and vaccine 

business was renamed bioCSL and 

organisationally restructured to better 

sustain the development and manufacture of 

vaccines going forward. the reorganisation 

has provided the independence and the 

leadership focus necessary to grow and 

better meet the needs of our customers. 

bioCSL has a focused and dedicated 

Quality group with a new leadership team 

to support the safety and quality of our 

vaccines. 

bioCSL has completed the comprehensive 

investigations into the cause of the 

unexpected paediatric adverse events 

associated with Fluvax® influenza vaccine 

in 2010. We concluded that lipids and 

degraded RNa fragments, which are 

preserved by the bioCSL method of 

manufacture, along with the particular 

strains used in the 2010 season are most 

likely to be the predominant contributing 

factors to the unexpected adverse events.  

bioCSL has continued to work towards 

incorporating the findings from the scientific  

investigations into our manufacturing 

process. Specifically, we are working 

towards increases in the concentration of 

the splitting agent we use for the B strain  

in our standard method of manufacture.  

to support this change we have undertaken 

pilot manufacturing studies as well as a 

small clinical trial in adults in parallel to our 

annual Strain Update study in europe for the 
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an employee survey conducted in June 
2013 showed positive results, with 
respondents indicating a 97% awareness 
of the campaign. the survey revealed 
the campaign made more than half of 
the respondents rethink their approach 
to quality, with a majority acting upon 
and making tangible changes.

2013/14 Northern Hemisphere season. Until 

bioCSL and the regulators are confident that 

our manufacturing process can consistently 

produce a safe and effective influenza 

vaccine for children, we will continue to 

fully support the age restrictions currently in 

place for children in all markets. 

3.6 CounterFeit mediCineS 

CSL has taken steps to increase surveillance 

measures in place to monitor for 

counterfeiting actions involving our products 

and medicines. In June 2013, CSL Behring 

became aware of a potential counterfeit 

vial of albapure® 20% discovered in 

egypt. the investigation on a returned vial 

showed manipulations on the vial itself and 

significant alterations of the composition of 

its content. No additional adulterated vials 

have been found to date. CSL Behring’s 

distributor in egypt is working with the 

Ministry of Health to monitor the situation.
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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 2012/13, through supplier payments, employee wages and 

benefits, shareholder returns, government taxes and community 

contributions, CSL distributed US$4.7 billion in direct value to the 

economies in which we operate.

We continue to support policy initiatives that protect and 

enhance access to safe, effective therapies for rare and serious 

medical conditions. In the US we supported efforts enabling 

coverage under Medicare for items and services associated with 

home infusion of intravenous immunoglobulin. In australia we 

contributed to the review of Code of Best practice for Reporting 

by Life Sciences Companies.

effective 1 July 2013, CSL’s Board adopted a new edition of CSL’s 

Code of Responsible Business practice (CRBp). In this edition, we 

incorporated feedback from employees and introduced a number 

of scenarios to better demonstrate application in the workplace 

and in our interaction with stakeholders. We distributed 

electronic copies of the CRBp to all employees and an enhanced 

training program will be implemented across the Company. 

In 2012/13, 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. 

During the reporting year, new initiatives were implemented to 

support our anti-bribery and anti-corruption efforts, including 

new global policies for the provision of gifts, hospitality and 

entertainment and dealing with healthcare professionals and 

healthcare organisations.

 more on our WebSite

visit our website for more information 
on csl’s approach to operating 
responsibly in the marketplace.
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4.2 Fair Competition

In 2012/13, there were no findings against 

CSL relating to a breach of any fair trading or 

competition laws. 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 have dealings with persons outside 

CSL included training on fair competition. 

In addition, periodic refresher training on 

fair competition was mandatory for existing 

senior managers and other employees who 

are expected to have dealings with persons 

outside CSL.

In October 2013, CSL announced that it has 

signed an agreement to settle the antitrust 

class action litigation that has 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 an industry association, conspired to fix 

and raise the prices of certain plasma-derived 

therapies sold in the US during the period 

2003 to 2009. the settlement agreement 

resolves and dismisses all claims and potential 

claims of class members against CSL in the 

lawsuit. the settlement, including payment 

of US$64 million, is subject to an approval 

process by the US federal court, which is 

expected to take several months.

CSL has always maintained that the 

allegations in this lawsuit have no foundation 

and to pursue this case further would have 

required several more years of management 

time and focus as well as significant 

additional financial resources, with no 

certainty of the outcome. CSL therefore 

took the decision to negotiate a settlement 

that we believe is in the best interests of the 

Company and its stakeholders.

10-11  
(US$million)

11-12 
(US$million)

12-13 
(US$million)

direCt eConomiC VaLue Generated

Revenue 4,228 4,814 5,1302

direCt eConomiC VaLue diStributed

Operating costs 2,157 2,624 2,8003

employee wages and benefits 931 1,024 1,063

payments to providers of capital (shareholders) 448 458 545

payments to government (tax) 250 287 305

total 3,786 4,393 4,713

economic Value retained 442 421 417

1 prepared in accordance with gRI’s Sustainability guidelines version 3.
2  the australian Federal government and victorian State government have supported CSL’s expansion plans at Broadmeadows, providing a$11.08 

million for the achievement of milestones during the reporting period.
3  In 2012/13, CSL contributed US$36.3 million towards global community efforts.

Csl’s eConomIC performanCe1
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4.3  ContributinG  
to pubLiC poLiCy

at CSL we seek to make important 

contributions to public policy issues that directly 

impact our businesses and where we have 

particular expertise. Our public policy initiatives 

are focused largely in australia, europe and the 

US. examples of initiatives follow.

in australia:

•	 	We	contributed	to	the	development	of	

edition 2 of the Code of Best practice for 

Reporting by Life Sciences Companies, 

which was jointly published by ausBiotech, 

aSx and the State government of victoria.

•	 	bioCSL	continued	to	support	efforts	being	

made by vaccine manufacturers from 

around the world who, together with the 

World Health Organization, are developing 

principles and guidelines to aid the global 

effort required in the identification and 

response to potential pandemic influenza 

threats. this ongoing activity is coordinated 

through the International Federation 

of pharmaceutical Manufacturers & 

associations. bioCSL is taking an active 

role by assuming chairing roles in both 

global vaccine response and pandemic 

preparedness sub-committees.
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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:

•	 	We	continue	with	our	online	anti-bribery	

training of employees. In australia, a 

specific online anti-bribery module was 

introduced in early 2013. In addition, 

we conduct regular face-to-face training 

sessions for our global affiliates and have 

initiated global compliance webinars for 

specific compliance topics.

•	 	All	new	third	party	intermediaries	are	

subject to a due diligence process and an 

annual compliance certification.

•	 	All	businesses	have	been	required	to	

conduct a specific assessment of bribery 

and corruption risk within their businesses.

4.  operatinG reSponSibLy  
in tHe marKetpLaCe

in europe:

•	 	As	a	member	of	the	Plasma	Protein	

therapeutics association (ppta europe), 

we contributed to a sector study set up by 

the european Commission to provide “an 

eU (european Union)-wide overview of the 

market of blood, blood components and 

plasma derivatives focusing on availability 

to patients”. this study is with the 

european Commission for consideration 

of whether modifications to the eU Blood 

Directive should be enacted.

in Japan:

•	 	We	worked	to	have	the	Japanese	

government pricing system recognise 

the investments and special nature of 

essential plasma therapies in the Japanese 

government’s bi-annual review to provide 

a sustainable environment for essential 

plasma therapies.

in the uS:

•	 	We	supported	the	development	of	the	

Medicare IvIg access act, which allowed 

for Medicare coverage in the US for 

items and services associated with home 

infusion of intravenous immunoglobulin. 

We also provided annual funding for 

this effort to the Immune Deficiency 

Foundation. president Barack Obama 

signed the bill into law in January 2013. 

We provided a LeaD grant to a coalition 

of New York State bleeding disorder 

organisations to extend the New York 

State Child Health plus program to 

cover clotting factors that are used in an 

outpatient setting. the bill to extend the 

program has now passed both houses of 

the New York State legislature.

4.4 poLitiCaL ContributionS

political contributions are governed by 

CSL’s CRBp and CSL’s group Statement on 

political Contributions, which was released 

in 2012. Both documents are available on 

our website. Over the reporting period, in 

the US, CSL Behring contributed US$4,000 

in political donations to candidates for state 

elections. In all other regions, CSL made no 

political contributions.

CSL Behring employees have formed a 

CSL Behring employees political action 

Committee (paC). this legal entity has its 

administrative support provided by CSL 

Behring, consistent with US federal law, but 

is managed by an employee paC member 

board (it is not controlled or managed 

as part of CSL Behring and the company 

cannot contribute funds for distribution  

to political candidates).
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•	 	All	businesses	are	required	to	provide	

a sign-off in their management 

representation letters as part of the half-

year and full-year accounts process that 

there have been no instances of bribery or 

corruption within their business.

•	 	CSL	Behring	has	appointed	a	global	

training provider to assist in the 

development and implementation of a 

comprehensive suite of mandatory legal 

compliance training globally, including 

anti-bribery and corruption, to replace 

the regional compliance training that was 

previously in place.

•	 	We	have	implemented	two	additional	

global policies – provision of gifts, 

Hospitality and entertainment, and 

Dealing with Healthcare professionals and 

Healthcare Organisations. these policies 

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). they 

also provide guidance on appropriate 

dealings with healthcare professionals and 

healthcare organisations.

4.6  reSponSibLe marKetinG  
oF mediCineS

Responsible marketing and promotion of 

prescription medicines is vital to maintaining 

consumer trust in the pharmaceutical 

industry and to ensure that patients receive 

the greatest benefits from pharmaceutical 

products and services.

Strict government regulations and industry 

codes apply in all countries where we 

operate. In the US, new laws require 

pharmaceutical companies to publicly report 

any transfers of value (payments, meals, 

grants, etc) to physicians and healthcare 

organisations in the US. Data collection 

for relevant transactions commenced on 

1 august 2013, and the first reports of 

collected data are to be reported to the US 

government by 1 april 2014.

In australia, marketing and sales activity 

must be conducted in accordance with 

the Medicines australia Code of Conduct. 

During 2012/13, 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. 

4.7 priVaCy

CSL is committed to safeguarding the 

privacy of personal information that we 

gather, and we respect the privacy rights of 

individuals.

Many countries around the world have 

updated or are looking to update their 

privacy laws. CSL is actively reviewing its 

processes to ensure that we remain in 

compliance with all relevant international 

privacy laws. an area of particular focus 

during this reporting year and well into 

2013/14 will be the cross-border transfer of 

personal information, predominantly among 

members of the Company, and ensuring that 

we have appropriate processes in place.

Online training for privacy has been in place 

in australia since 2012 and CSL Behring 

introduced a new global online privacy 

training module in early 2013 to supplement 

existing privacy training conducted on a 

regional basis.

OUR ORgaNISatION
ReSeaRCHINg  
NeW MeDICINeS

eNSURINg tHe  
SaFetY aND QUaLItY 
OF OUR tHeRapIeS

operatinG 
reSponSibLy  
in tHe marKetpLaCe

pROvIDINg a 
pOSItIve WORKINg 
eNvIRONMeNt

SUppORtINg OUR 
COMMUNItIeS  
aROUND tHe WORLD

MINIMISINg OUR 
eNvIRONMeNtaL 
IMpaCt

awards and reCognItIon

in september 2012, biocsl received a prime award for best public relations 
campaign (for pneumovax®23).

in august 2012, csl behring received a pm360 trailblazer brand manager award 
– autoimmune, which was awarded to brand managers displaying innovation, 
creativity and accomplishment in marketing and tactical execution.
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5.1 perFormanCe

In 2012/13, CSL increased employment globally by 7%. During 

this growth, the overall participation rate of women in the 

Company remained a majority at 55%, a slight increase from 

2011/12. 

the participation of women in management roles remained 

steady in 2012/13 with women accounting for 40% of the total 

number of manager and above incumbents. 

In 2012/13, our recorded rates of lost time injury frequency 

(LtIFR) and days lost frequency (DLFR) decreased by 8% and 74%, 

respectively, however the medical treatment injury frequency 

(MtIFR) rose by 41%.

all employees had the opportunity to provide feedback through 

the 2013 employee Opinion survey. We achieved a 65% response 

rate, with transformational Leadership, transparency and 

Openess, and Recognition of achievement identified as potential 

areas for improvement. Quality Compliance and Organisational 

achievement were ranked as the most outstanding characteristics 

of the Company.

 more on our WebSite

visit our website for more information 
on csl’s approach to human resource 
management and employee relations.

5.  proVidinG a  
poSitiVe WorKinG  
enVironment  
For our peopLe

managIng our people responsIbly Is 
CrItICal to the ongoIng suCCess of our 
busIness. we promote safety, health and 
well-beIng In the workplaCe, strIve to 
equIp our people wIth the rIght skIlls to 
perform theIr roles, and to 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 and support 
our busIness strategy.
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5.2 WorKForCe proFiLe 

at the end of the reporting period, CSL had 

12,534 employees around the world – most 

of whom are based in australia, germany, 

the US and Switzerland. In 2012/13, CSL 

reported an increase in each of its businesses, 

which represents a combined workforce 

increase of 7% from 2011/12. the most 

significant growth was seen in the US.  

In the reporting year, CSL plasma opened 

nine new collection centres, bringing the 

number of plasma collection centres in  

the US to a total of 80. the US Commercial 

Operations organisation has expanded  

over the past reporting year to promote 

a growing product portfolio and to meet 

the needs of an increasingly complex and 

competitive business environment. Over  

the past 12 months, the australian 

operations have been restructured with  

CSL’s australia-based plasma operations 

integrated with CSL Behring and a new 

business bioCSL established.

our health and safety performanCe 1,3

1  CSL data is calculated following aS 1885.1-1990 – Workplace Injury and Disease Recording 
Standard. the frequency rate is the number of occurrences of injury or disease for each one 
million hours worked. MtIFR = medical treatment incident frequency rate (occurrences which 
were not lost-time injuries and for which medical treatment was administered). LtIFR = lost time 
injury frequency rate (occurrences that resulted in a fatality, permanent disability or time lost from 
work of one day/shift or more). 

2  DLFR = days lost frequency rate (also known as severity). DLFR is a metric not previously reported.
3 Contractor injuries are not included.
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CSL Behring2 5,045 5,159 6,273

CSL plasma 4,525 4,597 4,999

CSL Limited3 1,890 1,955 427

bioCSL3 – – 835

total 11,460 11,711 12,534

our total workforCe numbers1

5.3  HeaLtH and SaFety

CSL strives for an injury-free workplace in all 

our global operations. We believe that health 

and safety are everyone’s responsibility. 

In 2012/13, we established the new 

position of Director of global Health, 

Safety & environment to oversee our global 

operations. In 2011/12 we established a set of 

global key performance indicators for safety, 

supporting our commitment to prevention 

programs that promise strong safety 

performance. this is measured by tracking 

injury and illness rates, such as lost time 

incidents (LtIFR), days lost (DLFR), medical 

treatment incidents (MtIFR), and a suite of 

leading indicators. We have goals for zero 

safety violations, zero fatalities and zero fines. 

global HS&e performance is discussed with 

the Corporate Risk Management Committee 

and a full report is provided semi-annually to 

the Board of Directors.

the Company 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. Seventy five percent 

of manufacturing operations also maintain 

certifications to relevant external Health, 

Safety or environmental management 

systems including the eU eco-Management 

and audit Scheme (eMaS), ISO 50001 energy 

Management, and aS/NZ4801 Occupational 

Health and Safety Management Systems.

Our operations evaluate their safety 

compliance on a regular basis and make 

improvements where necessary. In addition, 

employees have regular opportunities to 

report unsafe conditions and discuss safety 

with their supervisors. In 2012/13, lost time 

due to injury reduced by 8% and due to 

concerted case management in CSL plasma 

the days lost severity reduced by 74%. the 

medical treatment injury frequency (MtIFR) 

rose by 41%. this increase can mainly be 

attributed to anomalous spikes in puncture 

injuries during handling or disposal of sharp 

instruments. Methods to reduce occurrences 

of these types of injuries included increased 

management involvement in incident 

investigations and the addition of incident 

management to qualification training.

1  Defined as staff on the payroll and excludes contractors, consultants and 
casual/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 australia’s based plasma operations with CSL Behring. 

3  For 2010/11 and 2011/12, CSL Limited includes CSL Biotherapies, CSL 
Corporate and australian-based R&D staff. In 2012/13, CSL Limited includes 
CSL Corporate and australian-based R&D staff
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5.4  GLobaL empLoyee  
opinion SurVey

CSL periodically undertakes a confidential 

employee survey to obtain feedback on 

relative strengths and weaknesses in our 

organisation as part of our process of 

continuous improvement. Questions are 

asked of all employees and the high response 

rate (65% for the most recent survey) allows 

our results to be compared internally against 

previous surveys and benchmarked externally 

against global norms. 

the most recent survey conducted in 2013 

represented a transitional approach from our 

previous surveys to align with the growth of 

the business. With the assistance of a new 

service provider, we combined five business-

specific surveys into one global survey and 

revised some of the questions to improve 

aspects of relevance, statistical validity and 

data usefulness. the survey results show 

that over 80% of employees who responded 

across all businesses are driven to achieve 

their work goals and believe CSL has a high 

standard of quality and compliance. Most 

of the other survey categories were rated 

as areas of strength (60–80% approval) 

according to employees. 

equally useful is the feedback around our 

challenges as an organisation. We’ve made 

improvements in some areas since the last 

survey with the greatest gain occurring in 

our employee engagement scores. the areas 

with the most potential for improvement are 

transformational leadership; transparency and 

openness; and recognition of achievement, 

which did not show statistically significant 

change from 2009. action planning, at 

both the site and organisational level has 

commenced to address identified issues.

% favourable1 dimensions commentary

Result is 80% or 
greater; regarded as 
best practice

Quality Compliance

the achieving Organisation

83% of those who 
responded to the eOS believe 
CSL has a high standard for 
quality and compliance and 
82% that we are driven to 
achieve work goals.

Result is between  
60% and 80%; 
generally regarded as 
an area of strength

Customer/Client Focus

CSL values

teamwork

Corporate Responsibility

employer Brand

Immediate Supervisory effectiveness

employee engagement

Organisational Learning & adaptability

Cost Consciousness/Operational efficiency

Work-Life Balance

Communication effectiveness

Strategic Focus & Direction

Career Development

Organisation Cohesion

Between 2009 and 2013, 
the eOS results in this 
category show an upward 
shift2 in scores for employee 
engagement (by 6%), 
teamwork and Career 
Development (by 5%) 
and a downward shift2 in 
scores for Strategic Focus & 
Direction (by 7%), Corporate 
Responsibility and Work-Life 
Balance (by 6%).

Result is less than  
60%; potential area  
for improvement

transformational Leadership

transparency & Openness

Recognition of achievement

the dimensions in this 
category did not show 
a significant upward2 or 
downward2 shift from 2009 
to 2013.

1  Categories and benchmarks have been supplied by our eOS service provider. 
2 a change of at least +/− 5% across 2009 to 2013 is required for a significant difference. 

employee opInIon survey (eos) results 2013

5.  proVidinG a poSitiVe  
WorKinG enVironment  
For our peopLe

in large-scale and highly specialised manufacturing facilities, extensive 
monitoring, assessment and control is vital for workplace safety. at csl’s 
plasma fractionation plant in kankakee a hearing conservation program, 
targeted at identifying processes and systems with high noise exposure, helped 
reduce the noise level in a small enclosed area by 30%. Employee involvement, 
which was guided by a set of seven program objectives, helped to reduce 
the noise level by instituting a program of noise control at the source. in 
exploring options, employees came across an insulating material utilised by the 
maintenance team for managing heat levels. with advice and support from the 
supplier the insulating material was wrapped around the source of the noise 
helping to insulate its impact. while reducing noise to an acceptable level, the 
improvements also meant employees no longer required hearing protection, 
providing the added advantage of improving communication with each other.

speCIal hs&e programs for unIque sItuatIons 
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5.5 deVeLopment

CSL is committed to individually focused 

development to ensure our people are 

supported in achieving their potential. 

In 2012/13, we extended our use of 

development planning from 100 to more 

than 450 employees, with many departments 

extending further. the initiative was initially 

designed to ensure key leaders were 

continuously working on developing their 

skills and leadership capability, but has now 

been extended to cover more employees 

across the company.

5.6 diVerSity

Workforce diversity is essential to CSL’s 

growth and long-term success. as outlined in 

the Code of Responsible Business Conduct, 

CSL aims to respect and encourage diversity 

in all its forms, and, in particular, to promote 

gender diversity in the workplace. 

Our Diversity policy sets out CSL’s 

commitment. the policy outlines the 

importance of diversity and inclusiveness 

to CSL and how, as a company, we will 

incorporate diversity into our business 

practices. 

Change management In ChIna 

Csl employees by loCatIon 
2012/13
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GENDER SPLIT

each year, CSL develops specific gender 

diversity objectives, which will ensure we 

continue to build a diverse workplace. 

Disclosure and progress towards our 

2012/2013 objectives, as well as the most 

recent objectives for 2013/14, are available in 

our 2013 annual Report on our website. 

In 2012/13, women accounted for 40% of 

the ‘manager and above’ workforce, with a 

1% increase on the year prior, and 32% of 

the Company’s most senior positions (that 

is, vice president and above levels). In the 

first half of 2013, of four new appointments 

at the vice president level, three have been 

women. as a whole, men and women 

accounted for 45% and 55% respectively of 

the total number of employees across our 

operations. 

the CSL Board has also announced the 

appointment of a second female director, Ms 

Marie McDonald, who joined the Directors 

on 13 august 2013. With the retirement of 

Mr Ian Renard, aM, from the CSL Board in 

October 2013, female representation on the 

CSL Board is now 25%.

csl’s commitment to growth in china requires important new selling and 
distribution strategies as well as engaging our people in the implementation 
of these new business strategies. in september 2012, the entire china sales and 
marketing team convened in hong kong to confront the business challenges 
arising from a new distribution model and to work together to focus on the 
changes required for its successful implementation.

the highly interactive session resulted in the team developing plans and 
commitments that aligned with the expectations and indicators of success 
presented. success stories were highlighted and the participants came away from 
the workshop with a clear focus and positive direction to follow.
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Csl belIeves that supportIng loCal 
and global CommunItIes helps to 
buIld healthIer and more sustaInable 
envIronments. our global CommunIty 
ContrIbutIons framework guIdes our 
ContrIbutIons and support areas.

6.1 perFormanCe

In 2012/13, CSL contributed US$36.3 million to patient, 

biomedical and local communities around the world. across our 

investment areas, 59% of the total contribution was allocated to 

supporting patient organisations and patient-access programs. 

In an effort to improve access to our medicines, in June 2013, 

CSL donated 97,000 doses of influenza vaccine to the US Centers 

for Disease Control (CDC) Foundation. We also continued our 

longstanding support for the World Federation of Hemophilia, 

donating approximately 2 million international units of 

coagulation product in 2013. 

Since community investment reporting began in 2010, support 

for advancing knowledge in medical and scientific communities 

and efforts to foster the next generation of medical researchers 

has grown significantly. In 2012/13, CSL contributed more than 

US$14 million to these activities globally.

across our sites, employees, together with CSL’s local 

headquarters, continue to support charitable organisations 

through matched giving, representing 63% of our total support 

for local communities.

 more on our WebSite

visit our website for more information on 
csl’s approach to community involvement.

Support 
For patient 
CommunitieS 

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

•	 	Improving	access	to	our	biological	
medicines

Support For 
biomediCaL 
CommunitieS

•	 	Advancing	knowledge	in	medical	
and scientific communities 

•	 	Fostering	the	next	generation	of	
medical researchers

Support 
For LoCaL 
CommunitieS 

•	 	Supporting	community	efforts	
where we live and work 

•	 	Supporting	communities	in	times	
of emergency

Csl’s global CommunIty ContrIbutIons framework 

6.  SupportinG our 
CommunitieS  
around tHe WorLd
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Support 
For patient 
CommunitieS 

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

•	 	Improving	access	to	our	biological	
medicines

Support For 
biomediCaL 
CommunitieS

•	 	Advancing	knowledge	in	medical	
and scientific communities 

•	 	Fostering	the	next	generation	of	
medical researchers

Support 
For LoCaL 
CommunitieS 

•	 	Supporting	community	efforts	
where we live and work 

•	 	Supporting	communities	in	times	
of emergency

Csl’s global CommunIty ContrIbutIons framework Csl’s global CommunIty ContrIbutIons 
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6.2  SupportinG  
patient CommunitieS

ENHANCING QUALITY OF LIFE FOR 

PATIENTS 

In 2012/13, CSL contributed US$10.7 million 

to local and international organisations to 

help achieve positive outcomes for patients 

in our therapy areas. Our support enables 

patient organisations and umbrella groups 

to undertake patient support and education, 

disease awareness, early diagnosis, medical 

research and advocacy efforts. 

In the US, CSL Behring supports grassroots 

patient advocacy through the Local 

empowerment for advocacy Development 

(LeaD) program. LeaD grants are 

community-based 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 six grants in 2012/13 to 

organisations representing individuals with 

bleeding disorders, immunodeficiencies, 

alpha-1 deficiency and hereditary 

angioedema. Since 2008, CSL Behring has 

awarded over 50 grants totalling nearly 

US$700,000. 

IMPROVING ACCESS TO OUR BIOLOGICAL 

MEDICINES

In June 2013, bioCSL donated 97,000 doses 

of influenza vaccine to the CDC Foundation 

in the US to help support the CDC’s 

efforts to encourage and expand influenza 

vaccination in developing countries.

In 2009, CSL Behring was the first 

manufacturer in the world to commit to 

a three-year partnership with the World 

Federation of Hemophilia to aid the global 

alliance for progress (gap) program. the 

gap program aims to improve the diagnosis 

and treatment of bleeding disorders in 

developing countries. CSL’s support for the 

program, which involves financial support 

and product donations, was renewed in 

2012 for a further three years. In 2013, 

approximately 2 million international units  

of coagulation product was donated for  

the treatment of von Willebrand disease  

and haemophilia.

patIent assIstanCe program

during this reporting period, csl 
behring provided us$3.09 million in 
product donations either directly to 
charitable organisations or through 
an external service provider, covance 
market access services, inc., which 
administers our patient assistance 
and assurance programs. these 
programs support qualified patients 
in the us who are uninsured, 
underinsured or cannot afford their 
prescribed therapy. complementing 
our patient assistance and assurance 
programs in the us, we provided 
us$4.29 million in financial support 
to other charitable organisations 
such as patient services inc. and 
the caring voice coalition, which 
provide financial assistance to 
patients by subsidising insurance 
costs and co-payments.
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6.3  SupportinG biomediCaL 
CommunitieS

FOSTERING THE NEXT GENERATION

as an organisation with a long history in 

the research and development of innovative 

and life-saving therapies, CSL is committed 

to supporting initiatives that create career 

pathways for promising researchers and to 

recognise excellence in medical research. 

In australia, CSL’s partnership with the 

National Health and Medical Research 

Council saw the award of two gustav 

Nossal postgraduate Scholarships to the top 

biomedical and medical graduates. Since 

the partnership commenced in 2011, four 

scholarships have been awarded to promising 

young students providing essential top-

up funding each year for the term of their 

research projects. 

also in australia, CSL awarded Dr Justine 

Mintern the inaugural Bio21 Institute/CSL 

early Career Researcher award. the award, 

offering a financial contribution of a$60,000, 

is a new initiative aimed at supporting 

outstanding early career researchers who are 

undertaking fundamental research in the life 

sciences/biomedical field. With the help of 

the award, Dr Mintern can further her work 

exploring the critical cellular pathway that 

participates in generating robust immunity. 

In Bern, CSL Behring 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 including the 

development of independent research skills. 

CSL Behring’s professor Heimburger award 

has been inspiring young medical doctors 

(MD) to become involved in the highly 

specialised field of haemophilia research. the 

annual award recognises research excellence 

and helps to support pioneering work from 

across the globe. In germany in april 2013, 

five grants of €20,000 were awarded to two 

MDs from the Netherlands with the remaining 

awarded to MDs in australia, germany and 

the US. 

also in germany, in September 2012, the 

german Society for Immunology awarded its 

2012 avery-Landsteiner prize to alain Fischer, 

MD, phD, of paris, France, for his milestone 

discoveries and treatment developments 

in the management of hereditary 

immunodeficiencies. CSL Behring is a sponsor 

of the award, which carries a monetary prize 

of €10,000.

SUPPORTING INVESTIGATOR-INITIATED 

RESEARCH 

CSL’s support for biomedical communities 
also includes research grants to research 
institutes, hospitals and patient organisations. 
In 2012/13, CSL contributed US$5.6 million 
towards investigator-initiated studies (IIS).

IIS are research projects undertaken by 
investigators outside CSL’s R&D activities. 
they are usually for 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. proposals are assessed 
internally for scientific merit and contributions 
are generally provided in the form of a 
grant. progress is tracked and monetary 
or product contributions may be linked to 
research milestones. Other than providing 
grant funding, CSL does not have any role in 
the conduct of the study and does not claim 
exclusivity over research outcomes.

6.  SupportinG our  
CommunitieS around  
tHe WorLd

my steps for a healthy lIvIng

in 2013, csl behring, in association with the alpha-1 association, supported the 
my steps for a healthy living program. this program encourages individuals 
with alpha-1 to remain active by challenging them to increase the distance 
walked each month by 10%. 

as part of the my steps for a healthy living program, csl behring hosts the 
walk for breath celebration at the alpha-1 association’s national Education 
conference. this signature event helps “kick off” the alpha-1 association’s 
annual patient meeting and provides attendees with an opportunity to come 
together to celebrate healthy living. 

we continue to see significant growth in the number of alpha-1 patients and 
caregivers attending the event. in 2013, the sixth annual walk for breath was 
held in washington dc in June and drew 20% more attendees than the previous 
year. moreover, the number of participants has tripled since the walk for breath 
event debuted in 2008. 

“anytime you are faced with real life challenges i find comfort in educating 
myself on the issues,” said michael wummer, who is one of an estimated 100,000 
people in the us living with alpha-1. “the walk for breath celebration provides 
a unique opportunity to blend the experience from experts along with real-life 
tips from patients that cope with the same malady. without question, the walk 
for breath event provides multiple opportunities to make a positive difference in 
our daily lives.”

Michael Wummer at the 2013 Walk for 
Breath in Washington DC.
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support for loCal  
CommunItIes1 2012/13

EMPLOYEE MATCHING – 63% 

COMMUNITY DEVELOPMENT - 29%

DISASTER RELIEF - 5%

SUPPORT FOR THE DISADVANTAGED – 3% 

1  percentage of total local 
community contributions. 

support for bIomedICal 
CommunIty1 2012/13

1  percentage of total biomedical 
community contributions.

BIOMEDICAL RESEARCH – 51% 

BIOMEDICAL EDUCATION 
AND DEVELOPMENT – 49%
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Children enjoy creative activities at the Bern Nord Kids 
Summer Holiday Camp in 2012.

From left to right: James David McFadyen, Karin Maria petronella van galen, Marije Baaij and Dr Heiko Ruehl at the professor 
Heimburger awards press event prior to the symposium, april 2013.

6.4  SupportinG Community 
eFFortS WHere We LiVe  
and WorK

employees across our sites share in CSL’s 
commitment to support the wellbeing of local 
communities. Our employees are involved in 
a range of activities from the volunteering 
of time, monetary support through regular 
payroll deductions to team-based fundraising.

In 2012, CSL Behring, CSL plasma and 
their employees in the US together raised 
US$684,308 for United Way, making it 
the most successful contribution period to 
date. employee input in the selection of 
charitable causes has been integral to the 
success, helping to increase giving efforts 
and therefore outcomes for local community 
organisations.

For example, in Kankakee, US, employees 
contributed to the Intrepid Fallen Heroes 
Fund, which provides support to US military 
personnel and their families. In King of 
prussia, US, employees helped the hungry 
by donating food items and packing over 

3850kg of food for the local food bank, 
philabundance. Kankakee and CSL plasma 
centre employees supported the Salvation 
army by donating coats and other clothing 
items. they helped other local charities 
including an orphanage and an assisted living 
facility. 

In australia, a review of the workplace-giving 
program, ‘givingforgood’, commenced. With 
feedback from employees, a new model of 
giving is planned, providing employees with 
a greater range of charitable organisations 
for regular pre-tax payroll donations. During 
the reporting period, CSL and employees 
together contributed a total of a$174,408 
towards givingforgood’s charitable partners, 
and provided 863 hours of paid volunteer 
leave to support local organisations. 

In Bern, Switzerland, and Marburg, germany, 
CSL Behring continues to support local 
community initiatives and youth programs. 
For instance, CSL Behring in Bern is a sponsor 
of the Bern Nord Kids Summer Holiday 
Camp which takes place each year. the 
program, which helps to foster intercultural 
exchange, offers local disadvantaged kids and 
youngsters a range of activities during the 
summer school break. 
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7.  minimiSinG our  
enVironmentaL  
impaCtS

at Csl, we reCognIse the ImportanCe 
of ConduCtIng our operatIons In an 
envIronmentally responsIble manner. 
health, safety and envIronment (hs&e) 
managers at eaCh sIte Collaborate aCross 
funCtIons to Improve envIronmental 
performanCe.

7.1 perFormanCe

During the reporting year, CSL maintained compliance with  

all applicable environmental laws and regulations.

In 2012/13 we experienced increases in absolute measures  

due to significant capacity expansion initiatives across our sites, 

however reductions in intensities indicate our processes are more 

efficiently utilising manufacturing inputs. For example, CSL’s 

plasma product processing facilities achieved modest reductions 

in energy, greenhouse gas (gHg) and water intensity, while waste 

intensity for the plasma manufacturing facilities improved by 

6.6%. For vaccine manufacturing there were slight increases to 

energy, gHg and water intensity whereas total waste intensity 

improved by 4.9%.

CSL’s facilities in Bern and Marburg maintained external 

certification of their environmental management systems  

(eMaS and ISO14001, respectively). 

In June 2013, CSL Behring received a grant from the australian 

government under the Clean technology Investment program 

to part fund a significant energy savings project at the 

Broadmeadows site. 

 more on our WebSite

visit our website for more information 
on csl’s approach to environmental 
management.
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1  Data reported are from CSL manufacturing sites located in Bern (Switzerland), Marburg (germany), Kankakee (US), parkville (australia) and Broadmeadows (australia). past-year 
data trends are available on our website. Historical waste intensity data not reported.

2  Includes scope 1 & 2 energy sources. Scope 1 energy sources are fossil energy sources supplied or used on site. Scope 2 energy sources are electricity, steam, compressed air and 
nitrogen used on site.

3  the major greenhouse gas (gHg) emitted from CSL’s operation is carbon dioxide (CO2). In USa, germany and Switzerland gHg emission factors are used to calculate CO2 
emissions only. In australia gHg emission factors used by CSL calculate carbon dioxide, nitrous oxide and methane emissions. total emissions for australian facilities are expressed 
as carbon dioxide equivalents (CO2-e). 

4 2010/11 was the first year that waste data for all sites including CSL’s two manufacturing sites in australia were reported. 
5 the recycling rate represents the proportion of total waste generated that is either reused, recycled or has energy recovered from its incineration. 

our envIronmental ImpaCt trends1

indiCator unit 10-11 11-12 12-13

% CHanGe 
11-12 to  

12-13

environmental Intensity trends 
(against 2011/12)

pLaSma (%) VaCCine (%)

energy Consumption2 petajoules (pJ) 1.76 1.80 1.86 3.4 -3.4 0.5

greenhouse gas emissions3 Kilotonnes CO2-e (Kt) 165 168 176 4.4 -2.9 1.4

Water Consumption gigalitres (gL) 1.95 2.02 2.22 10.1 -1.4 4.0

total Waste4 Kilotonnes (Kt) 15.20 16.54 16.96 2.6 -6.6 -4.9

Waste Recycling Rate5 % 70 72 74 2.8 N/a N/a
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envIronmental IntensIty trends

1  Data reported from the bioCSL manufacturing site located in parkville (australia). 
past data trends are available on our website. 

2  the baseline year for waste data is 2008/09. Historical waste intensity data not 
reported. For all other intensity parameters, the baseline year is 2004/05.

1  Data reported are from CSL manufacturing sites located in Bern 
(Switzerland), Marburg (germany), Kankakee (US) and Broadmeadows 
(australia). past data trends are available on our website

2  With the inclusion of Broadmeadows waste data from 2008/09, the 
baseline year for waste data is 2008/09. Historical waste intensity data not 
reported. For all other intensity parameters, the baseline year is 2004/05.
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envIronmental IntensItIes

Environmental intensity indicators measure 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 indicates an improvement in how efficiently we use natural 
resources and reduce by-products per unit of production.
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7.  minimiSinG our  
enVironmentaL impaCtS

energy ConsumptIon trends1,2
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1  trends for CSL manufacturing sites located in Bern (Switzerland), Marburg (germany), 
Kankakee (USa), parkville (australia) and Broadmeadows (australia). past data trends 
are available on our website. 2004/05 is the baseline year.

2 With Offsets

1  trends for CSL manufacturing sites located in Bern (Switzerland), Marburg (germany), 
Kankakee (USa), parkville (australia) and Broadmeadows (australia). past data trends 
are available on our website. 2004/05 is the baseline year.

2 With Offsets
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7.2  enVironmentaL perFormanCe 
oF our manuFaCturinG SiteS

7.2.1 Energy Consumption 

CSL’s major energy sources are natural gas 

and electricity. Compared to the baseline 

year (2004/05), we have reduced our energy 

intensity for plasma and vaccine production 

by 58% and 71% respectively. the total 

energy consumption of our five manufacturing 

facilities increased modestly to 1.86 pJ.

7.2.2 Greenhouse Gas Emissions 

CSL generates gHg emissions predominantly 
through energy consumed for our 
manufacturing operations. Scope 1 gHg 
emissions occur largely through on-site 
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.

estimated total scope 1 and scope 2 gHg 
emissions for CSL’s manufacturing facilities was 
176 kilotonnes CO2-e in 2012/13 (+1%). Year-
on-year we have seen reductions in our gHg 
intensity for plasma production, totaling a 53% 
reduction versus baseline year (2004/05). gHg 
intensity for vaccine production was up slightly 
compared with the year prior, but overall down 

69% since measurements began (2004/05). 

7.2.3 Energy savings and efficiency programs 

CSL continues to identify and implement 
programs to improve energy efficiency and 
reduce resulting gHg emissions. 

at our Marburg site, the second stage of a 
major energy and water efficiency program 
was completed during 2012/13. this 
initiative has resulted in an estimated annual 
reduction of 1,700 tonnes CO2. projects in the 
program included the implementation of a 
co-generation plant, flexible pipe branching 
insulations and new heating and cooling 
systems. 

towards the end of 2012/13, CSL Behring 
received a grant from the australian 
government under the Clean technology 
Investment scheme to part fund a significant 
energy savings project at the Broadmeadows 
site. the project includes the replacement 
of three chillers with more energy efficient 
units, plus the installation of variable speed 
drives and an economizer on the site’s boiler. 
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these initiatives will begin to be implemented 
in 2013/14 and are expected to reduce the 
carbon emissions intensity of the facility 
by 6% (on the basis of 2011/12 emissions 

performance).

7.2.4 Scope 3 GHG emissions 

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);

b)  International ‘trunk’ route transportation 

(typically transport between manufacturing 

site and warehouse) of plasma, 

intermediates and product according to 

their mode of transport (using a CSL-

determined calculation factor).

Based on these criteria, Scope 3 gHg 

emissions for 2012/13 included an estimated 

15 kilotonnes from business air travel, 

increasing by a little over 1 kiloton from the 

previous reporting year. awareness of the 

impact of our supply chain activities informs 

our business decisions. For example, the total 

amount of freight from CSL’s Bern site has 

increased significantly in recent years, but by 

increasing the relative share of sea freight 

compared to air freight, Scope 3 emissions 

have remained steady.

 7.2.5 Saving water across CSL

CSL’s biopharmaceutical manufacturing 

processes use large volumes of water, 

often requiring purification prior to use. 

We continue to develop new ways to 

reduce water use at our manufacturing 

facilities, including recycling water for use 

in different onsite processes. globally, there 

was a modest increase of 10% in our water 

consumption this year. Our water intensity 

reduced by 2.7% for plasma processing and 

increased by 17.8% for vaccine production 

compared to 2011/12. 

In Broadmeadows, an additional tank was 

installed to capture reject water from reverse 

osmosis treatment and rainwater from the 

building roof for reuse in cooling towers. this 

project is expected to save approximately 

3500kL of freshwater each year.

greenhouse gas (ghg) emIssIons - sCope 31 

1  total gHg emissions, without offsets, from business air travel 
and international trunk route estimated using a CSL determined 
calculation factor.
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7.2.6 Managing Wastewater at CSL 

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.

at our Bern facility, we have started 
the collection of a wash fraction from 
fractionation which was previously lost into 
wastewater. this process change has reduced 
the loss of ethanol and increased on site 
ethanol recycling.

1  trends for CSL manufacturing sites located in Bern 
(Switzerland), Marburg (germany), Kankakee (USa), 
parkville (australia) and Broadmeadows (australia). 

1  trends for CSL manufacturing sites located in Bern (Switzerland), Marburg 
(germany), Kankakee (USa) and Broadmeadows (australia). 2008/09 is the 
baseline year.
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ethanol reCyClIng & reuse

the process of plasma fractionation 
requires the use of ethanol as a 
critical raw material. with such an 
enormous demand for ethanol in our 
manufacturing process, we need to 
find ways to reuse the material when 
possible.  with increasing capacity in 
bern and kankakee, additional and 
improved equipment was required to 
better manage the recycling/re-use 
process.

in september 2012, kankakee 
replaced its existing system with a 
new rectification column, piping and 
tanks.  replacing the old system will 
produce greater than 90% ethanol 
recovery rate and substantially 
reduce the need to purchase raw 
material.  the new recovery column is 
able to process over 10 million litres.

in bern, a third rectification column 
was brought online in march 2013.  
this column supports the reuse of an 
extra 3,000 tonnes of ethanol, more 
than doubling the amount able to 
be recycled per year.  with this and 
other planned activities, the ethanol 
recycling rate for the site is expected 
to exceed 70%.

Rectification column supporting the reuse of ethanol 
at Bern’s manufacturing facility.
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7.2.7 Managing Waste 

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.

In Bern, the installation of a third ethanol 
distillation column will increase ethanol 
recycling capacity to the expected demand of 
the expanded fractionation. 

CSL continues to be a signatory to the 
australian packaging Covenant, which 
requires us to assess the impact of our 
product packaging. 

7.3 CSL pLaSma and otHer SiteS

CSL plasma waste streams continue to be 
managed in accordance with various state 
and federal requirements, with no significant 
reductions or increases in the past fiscal year. 
Increasing numbers of locations are recycling 
cardboard and the plasma logistics centers 
recycle wooden pallets and corrugated 
material. Computer equipment is also recycled 
and the business continues to recycle toner 
and ink cartridges. Locations participate in 
local small-scale recycling programs of paper, 
glass, plastic, aluminum where offered. the 
work plans for department leaders continue 
to include goals that incorporate reduction in 
waste generated. CSL plasma’s gHg emissions 
are in line with past reporting, and statistically 
are viewed as minor contributors due to the 
nature of the operations.

Seven new plasma centers were opened in the 
US during the reporting year. each center (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, as well as an extensive international 
network of regional sales offices, storage 
warehouses and distribution centers. We have 
assessed the energy and water consumption, 
gHg emissions and waste production of 
these sites to be small compared with our 
manufacturing facilities. However, in 2012/13 
the King of prussia office, US, became a 
100% landfill free site by implementing single 
stream recycling and energy from waste 
agreements with their waste disposal partner.

1  trend for CSL’s parkville, australia manufacturing site. 
2008/09 is the baseline year.

waste IntensIty trends - vaCCIne produCtIon1
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No of centres1 73 79 88

energy consumption (gJ) per centre2 1709 1885 1759

gHg emissions (tonnes) per centre2 (Scope1&2) 275 290 271

Water consumption (M3) per centre2,3 641 689 628

Waste (tonnes) per centre2 37.7 37.0 33.5

1 Number of CSL plasma donation centres operational in the reporting year.

2  Data includes outputs from CSL plasma’s collection centres, laboratories, warehouses, and 
administration facilities world-wide. values are inclusive of all CSL plasma sites based on the 
mean number of donation centres operating in the reporting period.

3  Historical correction was needed as data reported for previous years included both fresh water 
and sewer discharge. 

Csl plasma footprInt
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Acute Myeloid Leukaemia (AML) is a cancer 
of the myeloid line of blood cells, characterised 
by the rapid growth of abnormal white blood 
cells that accumulate in the bone marrow and 
interfere with the production of normal blood 
cells.

Albumin is a protein that is found in egg white, 
blood, lymph, and other tissues and fluids. In the 
human body albumin is the major plasma protein 
(approximately 60% of the total protein).

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.

Anti-D immunoglobulin, also called Rh (D) 
immunoglobulin, is anti-Rhesus antibodies 
given to a woman whose blood group is Rhesus 
negative, if there is a chance that she has been 
exposed to Rhesus positive blood either during 
pregnancy or blood transfusion.

Biopharmaceuticals are proteins (including 
antibodies), nucleic acids (DNa, RNa or antisense 
oligonucleotides) used for prophylactic or 
therapeutic purposes.

C1 Esterase Inhibitor is a protein found in the 
fluid part of blood (plasma) 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 leukaemia that affects developing 
B-lymphocytes. B lymphocytes (also known as 
B-cells) are specialised white blood cells.

Coagulation is the process of clot formation.

Congenital Fibrinogen Deficiency is a very 
rare, inherited bleeding disorder in which the 
body’s ability to form blood clots is impaired.

Fractionation is the process of separating 
plasma into its component parts, such as clotting 
factors, albumin and immunoglobulin, and 
purifying them.

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

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

Haemophilia is a haemorrhagic cluster of 
diseases occurring in two main forms:  
1. Haemophilia a (classic haemophilia, factor vIII 
deficiency), an x linked disorder due to deficiency 
of coagulation factor vIII.  
2. Haemophilia B (factor Ix deficiency, Christmas 
disease), also x linked, due to deficiency of 
coagulation factor Ix.

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.

Hyperimmune is an immunoglobulin product 
having high titres of a specific antibody in the 
preparation.

Immunoglobulins (IgG), 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).

Intravenous is the administration of drugs or 
fluids directly into a vein.

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). 

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.

Perioperative Bleeding is bleeding during a 
surgical operation.

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.

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.

Prophylactic can be a vaccine or drug that acts 
to defend against or prevent a disease.

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 
(rHDL) 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).

Rheumatoid Arthritis is a chronic, systemic 
inflammatory disorder that may affect many 
tissues and organs, but principally attacks flexible 
(synovial) joints.

Subcutaneous is the administration of drugs 
or fluids into the subcutaneous tissue, which is 
located just below the skin.

Symptomatic hypogammaglobulinaemia is 
a condition that may be an early manifestation 
of a primary immunodeficiency or a 
maturational delay in the normal production of 
immunoglobulins (Ig). [Medical affairs – could 
not source an appropriate definition for this one. 

Thrombocytopenic purpure (ITP) is defined as 
isolated low platelet count (thrombocytopenia) 
with normal bone marrow and the absence of 
other causes of thrombocytopenia.

Type 2 Diabetes is when the pancreas makes 
some insulin but it is not produced in the 
amount your body needs and it does not work 
effectively.

Vaccine is a biological preparation against 
a particular antigen or virus that improves 
immunity to a particular disease.

Von Willebrand Disease (vWD) is a hereditary 
disorder caused by defective or deficient von 
Willebrand factor, a protein involved in normal 
blood clotting.

mediCaL  
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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.

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. the performance data 
in this report are for the period 2010 to 2013 
unless stated otherwise. 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 forward- 
looking statements.

CSL Limited abn 99 051 588 348
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of 100% certified post consumer waste fibre. It 
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that operates under the ISO14001 environmental 
Management System. It is printed by a ISO 
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CSL Limited
Registered Head Office

45 poplar road
parkville

victoria 3052
australia

phone: +61 3 9389 1911
fax: +61 3 9389 1434

www.csl.com.au
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