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CSL’s eighth Corporate Responsibility (CR) 
report spans the financial year 1 July 2015 
to 30 June 2016. Any relevant events of a 
significant nature that have occurred between 
the end of the reporting period and the 
publication date are also detailed. Previous 
annual reports are available on our website at  
www.csl.com.au/corporate-responsibility.htm. 

Our report covers entities over which we 
exercise direct control and incorporates CSL 
Limited, CSL Behring (including CSL Plasma), 
Seqirus and global Research & Development 
(R&D). This includes our seven manufacturing 
facilities in Australia, Europe, the UK and 
the US as well as R&D, sales and marketing, 
distribution, and administration activities co-
located with these facilities. Other sales and 
marketing, distribution and administrative 
activities and R&D occurring away from our 
manufacturing facilities are also covered by this 
report, including the full network of donation 
centres, laboratories and administration 
offices operated by CSL Plasma. On 31 July 
2015, Seqirus was established following CSL’s 
acquisition of the Novartis influenza vaccines 
business and was subsequently integrated with 
bioCSL. Unless otherwise explicitly stated in 
relevant sections of this report, data for the 
Seqirus business has also been included.

What do you think  
of our 2016 CR report?

Please take a moment to answer a few 
questions on our website about our 2016 CR 
report. Survey responses are anonymous. For 
the first 100 complete responses received, 
CSL will donate A$50 per response to 
the Hereditary Angioedema Association 
International (HAEi).

Changes to reporting

We have reshaped the design of our report with the aim of effectively conveying the 
results of our global materiality assessment and addressing the information needs of key 
stakeholders. 

Consistent with prior reports, CSL is committed to providing a positive and inclusive 
working environment for our people. In this report, workplace-related aspects have been 
included in section 1.5 of Our Organisation (page 17). 

In addition, our new reporting approach is a direct result of the prioritisation of 
sustainability aspects by stakeholder importance and our understanding of their impact 
on our value chain. As a result, in this report, we transition environmental reporting 
to our website, however we have retained some data in our key performance data 
summary table on page 57. We believe our environmental performance is particularly 
important and relevant to select stakeholders and we reaffirm our commitment 
to continue to participate in initiatives such as CDP’s (previously known as Carbon 
Disclosure Project) climate change and water disclosures to help inform investors of our 
environmental management approach and performance. 

About this report

In preparing this report, we have followed the 
Global Reporting Initiative’s (GRI) Sustainability 
Reporting G4 Guidelines and have reported 
in accordance with these guidelines. A GRI 
content index for this report is available on our 
website.

CSL has sought independent external 
assurance of health and safety data, safety and 
quality data and economic contribution data 
contained in this report. Limited  
assurance was conducted by Ernst & Young. 
An assurance statement can be found on page 
56. We will continue to expand assurance 
activities to other aspects of our CR report over 
the coming years.

Contact

We welcome your enquiries and feedback 
regarding our report. Communications can 
be addressed to:

Patrick Castauro 
Director Ethics, Compliance and Sustainability 
CSL Limited 
45 Poplar Road 
Parkville, VIC 3052 
corporate.responsibility@csl.com.au
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Dear stakeholders

This year, CSL celebrates a century of 
contribution to the health and wellbeing 
of millions of people. It has been a 
period of deep reflection and story-
telling, sharing with our stakeholders 
the challenges overcome and milestones 
achieved.

Message from the Chief Executive Officer and Managing Director

In this period of reflection, we undertook 
our second materiality assessment to better 
understand the sustainability aspects most 
important to our operations and stakeholders. 
We believe this activity helps to focus our 
efforts, identify areas of strength and explore 
opportunities that align with our strategic 
objectives and stakeholder expectations. This 
approach also reinforces the culture that 
helps deliver solid results for shareholders and 
positive outcomes for patients. 

Ensuring the safety and quality of our products 
and therapies remains our most important 
sustainability aspect. It is critical to our 
value-chain and most critical to the patients 
that depend on them for their quality of life 
and, in some cases, life itself. For example, 
in this report, we highlight our innovative 
manufacturing approach to enhancing the 
safety profile of our immunoglobulin products 
(see page 35 for more details). This leading-
innovation is just one example of how we 
strive to deliver on our promise to patients. 

In all cases, continuous improvement across 
our material sustainability aspects supports 
our ability to sustainably deliver our objectives. 
Adopting a holistic approach to the way we 
conduct business is central to the execution of 
our strategy. 

To this end, in the near term we are focused 
on transforming our newly formed influenza 
vaccine business, Seqirus, and driving it 
towards profitability in a manner that enhances 
its reputation and is respectful to responsible 
business conduct. For CSL Behring, launching 
with our expanded commercial capabilities 
our new recombinant coagulation factors, 
that deliver increased patient convenience, 
is an important contributor to our future. 
Equally important is the efficient and ethical 
sourcing of human-derived plasma, to both 
secure supply and enable future growth. On 
the innovation front, continued investment in 
our promising pipeline of products seeks to 
enable delivery of novel treatments for unmet 
patient needs, while securing growth and re-
investment over the longer term.  

With an unwavering focus on what’s important 
to stakeholders, we are confident that we can 
continue to achieve for another 100 years.

Paul Perreault 
Chief Executive Officer and Managing Director
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Performance Summary 2015/16

OUR PEOPLE

CODE OF RESPONSIBLE BUSINESS PRACTICE & VALUES

CSL’s Value Chain

Unmet 
need

Promise 
to patients

Sales, Marketing 
& Patient Support

Manufacturing
& Distribution

Product
Development
& Clinical Trials

Early Stage 
Research &
Collaboration

SOURCING

PHARMACOVIGILANCE

39%

Lost Time* Fatalities*

12%

Days Lost*

12%

Serious 
Injury*

20% 0
Medical 

Treatment*55%
Women

45%
Men

CSL hotline reports received 
with no violations of law
or increased risk to organisation.

US$ 614 Million

US$ 29 Million 99.3%

AUD$ 25 Million

US$ 6 Billion

in research and development 

to support scientists 
in discovery and 
translational research.

voluntary 
safety-related 
recalls initiated.*

of plasma donors 
are willing to donate again.

breaches of product marketing 
and promotional activities by the 
US FDA, European Medicines Agency 
and the Australian TGA.

CSL Behring in Argentina 
was fined approximately 
US$1 million for alleged
bid rigging between 2005 
and 2007. CSL has appealed.

in community investment.

distributed in supplier payments, 
employee wages and benefits, 
shareholder returns, government taxes 
and community contributions.*

product registrations 
or new indications 
in numerous countries.

regulatory inspections 
of our clinical trials with 
no impact to licences or operations.

regulatory inspections 
of manufacturing facilities with 
no impact to licences or operations.*

quality audits 
of our suppliers.*

OVER

 35 

24 

 49 281 584 

3

0

* 2015/16 data externally assured.
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On 25 April 1916, the Commonwealth 
Serum Laboratories was established and set a 
foundation for the CSL of today. 

This year we celebrate a distinctive milestone: 
100 years serving and protecting the health 
and wellbeing of millions of people around 
the world. 

Driven by this promise, CSL today is a global 
specialty biotherapeutics company that 
develops and delivers innovative biotherapies 
to more than 60 countries, helping to save 
lives and assisting people with life-threatening 
medical conditions to live full lives.

1. Our organisation

More on our website

Visit www.CSL100.com.au for more 
on CSL’s 100-year anniversary.
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1. Our organisation continued

With more than 17,000 employees 
operating in over 30 countries,  
CSL generated revenues in 2015/16 
totalling US$6.1 billion. 
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1.1 OUR BUSINESSES 

Seqirus Research & Development

1. Our organisation continued

CSL Behring

CSL Behring is a global leader in biotherapies 
with the broadest range of quality products 
in our industry and substantial markets in 
North America, Europe, Asia and Australia. 
Our therapies are indicated for treatment of 
bleeding disorders including haemophilia and 
von Willebrand disease, primary and secondary 
immunodeficiencies, hereditary angioedema, 
neurological disorders and inherited respiratory 
disease. Our products are also used to prevent 
haemolytic disease in newborns, for urgent 
warfarin reversal in patients with acute 
major bleeding, to prevent infection in solid 
organ transplant recipients and treat specific 
infections, and to help victims of trauma, shock 
and burns.

From our emerging family of recombinant 
coagulation products that aim to dramatically 
improve the lives of patients with bleeding 
disorders, to industry-leading immunoglobulin 
and specialty products that are shifting 
treatment paradigms around the world, CSL 
Behring knows how to meet the needs of 
these unique populations.

CSL Plasma, a division of CSL Behring, 
operates one of the world’s largest and most 
efficient plasma collection networks with 
more than 140 centres in the US and Europe. 
With an integrated manufacturing platform 
with production facilities located in the US, 
Germany, Switzerland and Australia, we use 
the most sophisticated production methods 
available and meet or exceed stringent 
international safety and quality standards. 
Each step of our manufacturing process – 
from plasma donor to patient – reflects CSL 
Behring’s unyielding commitment to ensuring 
our products are safe and effective.

Seqirus was established on 31 July 2015, 
following CSL’s acquisition of the Novartis 
influenza vaccines business and was 
subsequently integrated with bioCSL. Seqirus 
is the world’s second largest influenza 
vaccine company and a major partner in the 
prevention and control of influenza globally. 
It is a reliable supplier of influenza vaccine for 
Northern and Southern Hemisphere markets 
and a transcontinental partner in pandemic 
preparedness and response.

Seqirus operates state-of-the-art production 
facilities in the US, the UK and Australia, and 
manufactures influenza vaccines using both 
egg-based and cell-based technologies. It has 
leading R&D capabilities, a broad portfolio 
of differentiated products and commercial 
operations in more than 20 countries. 

In Australia and the Asia Pacific region, 
Seqirus is a leading provider of in-licensed 
vaccines and specialty pharmaceuticals. It also 
manufactures and markets diagnostics for 
immunohematology laboratories and is the 
sole supplier of a unique range of products 
made in the national interest for the Australian 
Government, including antivenoms and Q fever 
vaccine.

CSL continues to grow investment in the 
development of protein-based medicines to 
treat serious human illnesses. Today, most 
of our licensed medicines are purified from 
human plasma. With the launch of our best-
in-class recombinant coagulation factors, CSL 
has also built and is using the capabilities 
required to develop new and innovative 
products using recombinant technology. 
Global R&D activities support CSL’s existing 
licensed products and development of new 
therapies that align with our technical and 
commercial capabilities in immunoglobulins, 
specialty products, haemophilia and 
coagulation therapies and breakthrough 
medicines.

More on our website

Visit our website for more 
information on CSL’s therapy areas.
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1.2 OUR PROMISE 

CSL’s ultimate strategy is to deliver value through 
fulfilling unmet needs and enhancing patient 
experience. With patients at the core of our 
focus, we also strive to deliver sustainable 
financial growth for our investors. We achieve 
this through high-quality, focused research and 
development capabilities, operational excellence 
and global commercial strength. Across our 
value chain, employees drive our strategy and 
underpin the delivery of our promise. 

1.3  OUR APPROACH  
TO CORPORATE RESPONSIBILITY 

Corporate Responsibility (CR) is governed 
by a global steering committee reporting to 
the Chief Executive Officer and Managing 
Director (CEO). CSL’s Executive Vice President, 
Quality and Business Services, a member 
of the global CR Steering Committee since 
its inception in 2009, is the Chair of the CR 
Committee. Supporting the Chair are senior 
executive members from Finance, Legal & 
Risk Management, Research & Development, 
Human Resources, Manufacturing, Commercial 
Operations, Environment, Health & Safety and 
Communications and Corporate Affairs. Over 
the reporting period, the CR Committee met 
three times and were supported by other sub-
committee meetings across specific aspect areas. 

1. Our organisation continued

OUR PEOPLE

CODE OF RESPONSIBLE BUSINESS PRACTICE & VALUES

CSL’s Value Chain

Unmet 
need

Promise 
to patients

Sales, Marketing 
& Patient Support

Manufacturing
& Distribution

Product
Development
& Clinical Trials

Early Stage 
Research &
Collaboration

SOURCING

PHARMACOVIGILANCE

CSL’s value chain, supported by 
the efforts of our people and 
the expectations set by our Code 
of Responsible Business Practice 
and Values, enables us to deliver 
sustainable growth and our promise 
to patients.

CSL’s Value Chain

The primary purpose of the CR Steering 
Committee is to support material aspect 
identification and to drive the awareness, 
integration and continuous improvement of CR 
throughout the company, ensuring alignment 
with CSL’s strategic goals and operational 
priorities.

OUR COMMITMENT TO ETHICAL BEHAVIOUR

CSL’s Code of Responsible Business Practice 
(CRBP) defines the standards of behaviour 
expected of all our employees and third parties 
(contractors, suppliers and distributors). Our 
CRBP also underpins our approach to corporate 
responsibility and drives our promise to patients. 
Over the reporting period, CSL commenced a 
review of the second edition of our CRBP to 
ensure it is current with industry standards and 
developments, and stakeholder expectations. 

Stakeholders are able to anonymously bring 
instances of alleged inappropriate conduct to our 
attention via CSL’s global hotline process. From 
1 July 2015 to 30 June 2016, 49 such instances 
were raised for the attention of management. 
For substantiated allegations, corrective actions 
were taken to the extent warranted. No 
allegations resulted in any regulatory action or 
action by law enforcement authorities and there 
was no indication of any increased risk profile.

CSL’s long-held values guide our performance 
and interactions with stakeholders

Customer Focus: 
We are passionate about meeting the needs of our customers

Innovation:  
We seek better ways of doing things

Integrity:  
We are ethical and honest at all times

Collaboration:  
We work together to achieve better results

Superior Performance:  
We strive to be the best at what we do
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STAKEHOLDER ENGAGEMENT

At CSL, we regard stakeholder engagement 
as a foundation of corporate responsibility. 
Our key stakeholders are those who are 
potentially affected by our operations or 
who are interested in how we address our 
strategic priorities. Engaging with each 
identified stakeholder group is therefore very 
important to ensure we understand their 
expectations and respond to their various 
interests and concerns. We strive to establish 
appropriate channels to engage with each of 
our stakeholders and ensure they can voice 
their perspectives and concerns throughout our 
value chain.

CSL’s commitment is not only to develop 
active listening with regard to the changing 
expectations of our diverse stakeholders, 
but also to ensure transparent disclosure on 
how we are addressing those expectations. 
Every year, we notify our stakeholders of the 
publication of our CR report, and provide them 
with access to an anonymous survey where 
they can provide feedback on the different 
aspects of our reporting.

The table shown contains a list of our key 
stakeholders and their interests, the key 
mechanisms in which we engage with them, 
and how we have reported on these.

1. Our organisation continued

Key stakeholders How we engage Examples of key interests

Patients and patient 
groups

Annual patient/scientific conferences (e.g. EURODIS, NORD, WFH), 
advocacy and patient support programs, regular patient presentations, 
CSL Plasma’s Adopt-a-Patient at various US sites, community 
partnership initiatives, annual corporate reporting feedback surveys, 
online blogs, product hotlines (i.e. medical affairs/pharmacovigilance)

Access to therapies

Enhancing patient experience

Innovation

Product safety and quality

Investors/shareholders/debt 
providers

Half-year and full-year briefings, biannual investor roadshows, one-
on-one meetings, investor correspondence, direct correspondence 
(corporate reporting), annual corporate reporting feedback surveys, 
CSL’s Annual General Meeting, annual retail shareholder meetings in 
Australia, online blogs

Sustainable growth

Innovation

Financial and economic performance

Organisational governance

Market practices

Customers, including 
governments

Ongoing engagement by relationship managers, customer feedback 
surveys/complaints/enquiries, periodic perception studies, government 
inquiries, annual public policy participation, annual corporate reporting 
feedback surveys, online blogs, customer service hotlines

Policies to support sustainable innovation 
and patient access to therapies, including 
focus on value of therapies

Industry expertise/insight

Reliable supply

Product pricing and health economics

Financial and economic performance

Regulatory agencies Ongoing regulatory inspections, periodic product filings/registrations, 
local engagement as necessary, product development presentations, 
annual conferences, annual corporate reporting feedback surveys

Quality manufacture

Evidence-based science

Compliance with standards

Product safety and quality

Market practices
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Key stakeholders How we engage Examples of key interests

Employees/potential 
employees

Biennial surveys, annual corporate reporting feedback surveys, town 
hall presentations, intranet blogs, grievance mechanisms, performance 
appraisals, team/departmental meetings

Leadership expertise

Contribution to society

Performance

Ethical conduct (e.g. human rights)  

Healthcare professionals Localised customer feedback surveys, daily engagement with 
sales-force, annual scientific conferences, support for continuing 
professional development, industry association meetings, healthcare 
and scientific professional journals/magazines, press clippings, 
corporate reporting feedback surveys, product hotlines (i.e. medical 
affairs/pharmacovigilance)

Patient convenience and innovation

Product safety and quality

Evidence-based information

Plasma donors Donor satisfaction surveys, donor complaints/enquiry mechanisms, 
daily interactions with plasma donors

Donor experience

Donor compensation

Patient impact

Research partners Annual scientific conferences, ongoing engagement through research 
engagements/collaborations, scientific journals, periodic perception 
studies, engagement through community sponsorships, medical 
research fellowships, industry association meetings/gatherings, annual 
corporate reporting feedback surveys 

Quality research and engagement

Effective collaboration

Translational science expertise

Innovation outcomes

Business partners Ongoing engagement by relationship managers and relevant 
functional experts, periodic quality audits, contract reviews/
negotiations, annual corporate reporting feedback surveys, customer 
service hotlines

Partnership terms

Financial and economic performance

Local communities/non-
government organisations 
(NGOs)

Localised community engagement initiatives, community partnerships, 
humanitarian/disaster relief, employee volunteering

Local community development 

Disaster relief and aid

1. Our organisation continued

Our management team is always seeking new ways to improve our engagement with key stakeholders to better inform the identification and 
management of material aspects relevant to our organisation.
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1.4 MATERIAL ASPECTS 

Identifying and managing sustainability aspects 
that are material to CSL is very important 
to us, given their potential to positively and 
negatively impact our business, people and 
the communities in which we operate. We use 
our internal Risk Management Framework to 
apply a consistent approach in assessing these 
risks from both a business and key stakeholder 
perspective. 

Listening to our stakeholders on a regular 
and transparent basis helps us identify, review 
and prioritise material topics that inform the 
business on opportunities to deliver value to 
shareholders and provide a basis for reporting 
performance metrics against our strategic 
priorities.

CSL’s Global CR Committee has overall 
responsibility for the materiality process. In 
conducting our second global materiality 
assessment in 2015/16, we followed the GRI 
report content principles of sustainability 
context, materiality, completeness and 
stakeholder inclusiveness through our process 
of identification, review and prioritisation. As 
CSL completed the materiality process prior 
to the acquisition of the Novartis influenza 
vaccine (NIV-IS) business, aspects related to 
this entity were not included in our materiality 
process. 

The first stage of the materiality process was 
to identify material sustainability aspects, 
inclusive of key stakeholder perspectives, 
across each component of the value chain. The 
process involved developing a universal list of 
material aspects based on an evidence-based 
approach and considering a number of factors 
relevant to our organisation, e.g. existing and 
emerging global trends, alignment with CSL’s 
risk register, GRI sector supplements, regulatory 
and legislative changes, geographical 
considerations, investor focus areas and 
media responses to CSL’s strategic priorities. 
Material aspects were prioritised by rating 
their importance based on the perspectives 
of stakeholders and reviewing their potential 
impact to the business. During the year, the 
CR Committee identified and endorsed a 
target list of internal representatives from 
across the organisation, representing members 
of the global leadership group, functional 
heads and general managers and site heads 
across our operations, to prioritise the material 
aspects. The diversity of respondents at both a 
functional and geographic perspective ensured 
a broad set of views and perspectives. Material 
aspects were validated and then plotted on the 
matrix shown on the next page.

The rating process resulted in 10 GRI G4 
aspects that exceeded the threshold for 
importance from both a business and 
stakeholder perspective and therefore 
have been included for reporting by CSL. 
Additionally, we took an inclusive view of 
stakeholder perceptions and expectations 
regarding brand value and reputation, resulting 
in an additional five aspects that exceeded 
the threshold for stakeholder importance and 
we also included these as reportable material 
aspects. 

For the purpose of this CR report, we have 
linked our top 15 material sustainability aspects 
to the relevant GRI aspects and mapped their 
boundaries along our value chain (see table on 
pages 14 to 16). Each of these issues brings 
challenges and opportunities, explored in more 
detail throughout our report.

1. Our organisation continued

More on our website

Visit our website for more 
information on CSL’s risk framework.
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The larger the circle 
the greater its impact 
on the value chain

Area of focus

1. Plasma donations and donors 

2. Product safety and quality

3. ESG perfomance management

4. Bribery and corruption

5. Supply chain management

6. Sole supplier of critical medical products 

7. Ethical marketing

8. Targeted community support, including full cycle of patient care

9. Counterfeit medicines 

10. Employee recruitment, development and retention

11. Workplace health and safety

12. Conduct of clinical trials

13. R&D - Products, services and the innovation process

14. Protection of intellectual property

1. Plasma donations and donors 

2. Product safety and quality

3. ESG perfomance management

4. Bribery and corruption

5. Supply chain management

6. Sole supplier of critical medical products 

7. Ethical marketing

8. Targeted community support, including full cycle of patient care

9. Counterfeit medicines 

10. Employee recruitment, development and retention

11. Workplace health and safety

12. Conduct of clinical trials

13. R&D - Products, services and the innovation process

14. Protection of intellectual property

15. Employee and executive compensation 

16. R&D - Products, services and innovation management (not process)

17. Employee diversity 

18. Data protection and privacy

19. Access to healthcare - fair pricing and affordabilty

20. Human rights

21. Transparency of interactions with Government

22. Bioethics - Stem cells/animal welfare 

23. Environmental responsibility including climate change

24. Water management

25. Anticompetitive behaviour 

26. Energy efficency

27. Waste management

28. Broad-based support for the community 
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21. Transparency of interactions with Government
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The average lines reflect the average score provided by CSL senior 
management across all the material aspects evaluated for both 
business importance and stakeholder importance as a result 
of the rating process. Average lines define the thresholds that 
have been used to identify CSL’s top 15 sustainability aspects, 
represented as those aspects falling on the right side of the 
stakeholder importance average score line. The size of the circle 
also indicates the relative impact of the aspect on our value chain.

1. Plasma donations and donors 

2. Product safety and quality

3. ESG perfomance management

4. Bribery and corruption

5. Supply chain management

6. Sole supplier of critical medical products 

7. Ethical marketing

8. Targeted community support, including full cycle of patient care

9. Counterfeit medicines 

10. Employee recruitment, development and retention

11. Workplace health and safety

12. Conduct of clinical trials

13. R&D – products, services and the innovation process

14. Protection of intellectual property

15. Employee and executive compensation 

16. R&D – products, services and innovation management (not process)

17. Employee diversity 

18. Data protection and privacy

19. Access to healthcare - fair pricing and affordabilty

20. Human rights

21. Transparency of interactions with government

22. Bioethics – stem cells/animal welfare 

23. Environmental responsibility including climate change

24. Water management

25. Anticompetitive behaviour 

26. Energy efficency

27. Waste management

28. Broad-based support for the community 

1. Our organisation continued

Across Value Chain
Early Stage
Sourcing
Product Development and Clinical Trials
Manufacturing and Distribution
Sales Marketing and Patient Support
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Aspect Key stakeholders impacted Value chain boundary Relevant section in this report

Product safety and quality

Includes product stewardship and adhering to internal standards and frameworks, 
regulatory standards in all jurisdictions and strategic objectives. Patients are increasingly 
demanding transparent and timely management of all product-related issues that impact 
patient safety.

GRI G4 aspect: Customer health & safety

Patients and patient groups; 
Customers; Regulatory agencies; 
Employees; Healthcare professionals

Product Development to 
Sales & Marketing

3.  Product safety and quality  
(page 32)

Conduct of clinical trials

Includes code of ethics and management processes governing clinical trials to ensure 
safety and quality of participants during clinical trials. Clinical trials management relates 
to the process for obtaining consent, incentives offered to participants, transparency and 
availability of clinical data and compliance with regulations and clinical practice standards.

No specific GRI G4 aspect

Patients and patient groups; Regulatory 
agencies; Healthcare professionals

Product Development & 
Clinical Trials

2. Innovation (page 26)

Ethical marketing

Includes compliance with the code of ethics governing interactions with health 
professionals, including mechanisms to enhance transparency, minimise risks and ensure 
compliance with regulations. Stakeholder expectations require corporate disclosure of 
legal and regulatory fines paid by the organisation.

GRI G4 aspect: Marketing communications

Patients and patient groups; Regulatory 
agencies; Healthcare professionals; 
Industry associations

Sales & Marketing 4. Marketplace (page 47)

Plasma donations and donors

Includes compliance with regulations, the codes of ethics and standards governing 
plasma donations. This relates to the process for determining the eligibility of donors and 
remuneration limits and donor safety post donation.

No specific GRI G4 aspect

Regulatory agencies; Plasma donors Sourcing 3.  Product safety and quality  
(page 36)

Bribery and corruption

This aspect relates to ensuring transparent and ethical business practices across all 
interactions with healthcare professionals and government officials. There is an increasing 
requirement to disclose the mechanisms applied by the organisation in ensuring employee 
compliance, especially in countries where corruption is deemed a high risk.

GRI G4 aspect: Anti-corruption

Investors/shareholders/debt providers; 
Customers; Regulatory agencies

Across the value chain 4. Marketplace (page 45)

1. Our organisation continued
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Aspect Key stakeholders impacted Value chain boundary Relevant section in this report

Innovation process

Includes development of innovative products and services that not only meet an 
applicable code of ethics whilst meeting changing customer requirements, but also create 
a competitive advantage.  

No specific GRI G4 aspect

Research partners; Patients and patient 
groups; Healthcare professionals

Early Stage Research & 
Collaboration to Product 
Development & Clinical 
Trials

2. Innovation (page 22)

Innovation management

Includes monitoring and reporting on initiatives that support collaboration with medical 
research institutes and research partners to advance scientific knowledge and innovation, 
e.g. mechanisms in place to effectively manage the innovation process, tracking R&D 
spending and the number of new launches. 

No specific GRI G4 aspect

Research partners; Investors/
shareholders/debt providers

Early Stage Research & 
Collaboration to Product 
Development & Clinical 
Trials

2. Innovation (page 22)

Anti-competitive behaviour

Includes policies and strategies to minimise risks associated with legal actions from anti-
competitive behaviour, anti-trust, overpricing practices and related outcomes in a highly 
competitive pharmaceutical industry.

GRI G4 aspect: Anti-competitive behaviour

Investors/shareholders/debt providers; 
Customers; Regulatory agencies

Sourcing to Sales & 
Marketing

4. Marketplace (page 42)

Sole supplier of critical medical products

Includes the availability of medicinal product/s where an (in-market) alternative is not 
readily available.

GRI G4 aspect: Procurement practices

Patients and patient groups; 
Customers; Healthcare professionals

Sourcing to Sales & 
Marketing

3.  Product safety and quality  
(page 38)

Human rights

Includes responding to human rights concerns by engaging in fair and ethical labour 
practices across all operations and geographies including sub-contractors and joint 
ventures. The aspect relates to ensuring freedom of association and collective bargaining, 
preserving indigenous rights, promoting non-discrimination practices, and fighting against 
child labour and forced or compulsory labour in developing countries.

GRI G4 aspect: Human rights

Employees; Business partners; Local 
communities and NGOs

Sourcing and across 
Human Capital

1.  Our organisation (page 21)

3.  Product safety and quality  
(page 38)

1. Our organisation continued
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Aspect Key stakeholders impacted Value chain boundary Relevant section in this report

Data protection and privacy

Relates to management systems in place to ensure protection of data and privacy across all 
business uses and areas.

GRI G4 aspect: Customer privacy

Patients and patient groups; Customers; 
Regulatory agencies; Employees; 
Healthcare professionals; Plasma donors; 
Research partners; Business partners

Across the entire value 
chain

4. Marketplace (page 47)

Access to healthcare – fair pricing and affordability

Includes the strategy and initiatives to promote access to health care products in low-to-
middle-income countries through fair pricing and affordability approaches. Limiting the 
negative impact of cost containment for patients and other key stakeholders, for example: 
access to therapies; undue cost-sharing burdens on patients; and adequate payment policies 
for providers to care for patients and for recognition of the special needs of rare disease 
patients.

No specific GRI G4 aspect

Patients and patient groups; Customers; 
Employees; Local communities and 
NGOs

Sales & Marketing 4. Marketplace (page 46)

Transparency of interactions with government

Relates to the contribution to the sector with respect to developing/reforming and 
influencing regulatory and policy decisions in an ethical and transparent manner and includes 
the organisation’s approach to managing political contributions.

GRI G4 aspect: Public policy

Customers; Regulatory agencies Across the value chain 4. Marketplace (page 42)

Targeted community support, including full cycle of patient care

Includes supporting and partnering with relevant organisations that identify and manage 
community matters whilst generating advocacy. The aspect also encompasses the adoption 
of guiding principles and standards for interacting with relevant community groups along 
with initiatives that improve patient diagnosis, promote education on diseases, treatment 
options, safety concerns and correct product use. 

GRI G4 aspect: Local communities

Patients and patient groups; Local 
communities and NGOs

Across the value chain 5. Community (page 48)

Counterfeit medicines

Includes technologies and methods used to maintain traceability of products throughout 
the supply chain to prevent counterfeiting. The process relates to alerting end customers 
and business partners of potential or known significant health and safety risks to consumers 
associated with counterfeit products.  

No specific GRI G4 aspect

Patients and patient groups; Customers; 
Regulatory agencies; Healthcare 
professionals

Sourcing to Sales & 
Marketing

3.  Product safety and quality  
(page 39)

1. Our organisation continued
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1.5 OUR PEOPLE

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

OUR WORKFORCE

CSL’s total workforce, including the Novartis 
influenza vaccines business operations now 
under Seqirus, has grown to a total of 17,021 
employees (as at 30 June 2016). Our people 
are employed in more than 30 countries 
across a number of geographic regions. As 
with past years, our workforce continues to 
grow to accommodate an expanding network 
of CSL Plasma centres, an expansive market 
presence and a growing footprint across our 
manufacturing sites in Australia, Germany, 
Switzerland, the UK and the US. 

OUR TOTAL WORKFORCE NUMBERS1 

OUR TOTAL WORKFORCE  

BY EMPLOYMENT CONTRACT1

OUR TOTAL WORKFORCE COVERED BY 

COLLECTIVE BARGAINING AGREEMENTS1

OUR PERMANENT WORKFORCE  

BY EMPLOYMENT CONTRACT1

Our workforce recognised

Over the reporting period, our operations received a number of employer 
awards. CSL Behring Bern received the Swiss Employer of the Year in the 
large company category (1,000+ employees), CSL Behring Marburg was 
awarded the most Family Friendly Company in the region, CSL Plasma was 
awarded the 2015 Employer of the Year from the Education Corporation 
of America, and CSL Italy was voted a Great Place to Work.

1. Our organisation continued

More on our website

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

Division 15-16

CSL Behring 7,789

CSL Plasma 6,839

CSL Limited2 444

Seqirus 1,949

Total 17,021

1  Staff on payroll and excludes contractors, consultants, 
casual/temporary staff. Data as at 30 June 2016. In 
2014/15, the total headcount, excluding the acquired 
Novartis influenza vaccine business, was 14,874. 

2  CSL Limited includes CSL Corporate and  
Australian-based R&D staff. 

1  Staff on payroll and excludes contractors, consultants, 
casual/temporary staff. Data as at 30 June 2016. 

*  Total represents permanent employees only 

Permanent – 96% 

Fixed Term – 4%

Men – 55%

Women – 45%

Men – 45%

Women – 55%

Full time – 82%* 

Part time – 14%*

Men – 24%

Women – 76%

Men – 48%

Women – 52%

Total workforce covered 
by collective bargaining 
agreements – 14%

Permanent – 96% 

Fixed Term – 4%

Men – 55%

Women – 45%

Men – 45%

Women – 55%

Full time – 82%* 

Part time – 14%*

Men – 24%

Women – 76%

Men – 48%

Women – 52%

Total workforce covered 
by collective bargaining 
agreements – 14%

Permanent – 96% 

Fixed Term – 4%

Men – 55%

Women – 45%

Men – 45%

Women – 55%

Full time – 82%* 

Part time – 14%*

Men – 24%

Women – 76%

Men – 48%

Women – 52%

Total workforce covered 
by collective bargaining 
agreements – 14%
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DIVERSITY

CSL builds and maintains an inclusive culture 
that values diversity, which benefits our people 
and work teams, and also the stakeholders 
that we serve around the world. That benefit 
unfolds through better problem solving, 
decision making and innovative solutions 
because different voices and perspectives 
are included in multiple business processes. 
Each employee contributes a unique set of 
capabilities, experiences and characteristics. All 
forms of diversity (including but not limited to 
gender, age, ethnicity, sexual orientation and 
cultural background) are valued throughout 
CSL.

CSL has a Diversity Policy, which confirms 
the importance of diversity and inclusiveness 
to CSL and describes how CSL incorporates 
diversity into its business practices. 

In 2015/16, females comprise the majority of 
employees at 55%, with males at 45%. For 
the employee categories of Management, 
Senior Executive and Board, males represent 
the majority. 

 

OUR TOTAL WORKFORCE BY REGION AND GENDER1

1. Our organisation continued

ASIA
2% of employees

MIDDLE EAST
12 people

Men 75%
Women 25%

Men 56%
Women 44%

EUROPE & RUSSIA
30% of employees

AUSTRALIA/NZ
13% of employees

NORTH AMERICA

LATIN AMERICA

54% of employees

1% of employees

Men 57%
Women 43%

Men 49.5%
Women 50.5%

Men 37%
Women 63%

Men 48%
Women 52%

1  Staff on payroll and excludes contractors, consultants, 
casual/temporary staff. Data as at 30 June 2016. 

More on our website

Visit our Annual Report 2015-2016 
website for more information on our 
diversity objectives and performance.
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EMPLOYEE HEALTH & SAFETY

CSL has an Environment, Health, Safety and 
Sustainability (EHS2) Strategic Plan, which 
ensures its facilities operate to internationally 
recognised standards. This strategy includes 
compliance with government regulations and 
commitments to continuously improve the 
health and safety of the workforce as well as 
minimising the impact of our operations on the 
environment.

Global EHS2 risks are discussed quarterly at 
the Corporate Risk Management Committee 
level and presented to the Audit and Risk 
Management Committee (ARMC) of the 
Board biannually. A report is provided to the 
Board of Directors biannually. In addition, 
employees have regular opportunities to report 
unsafe conditions and discuss safety with their 
supervisors/managers.

Targets are set annually through a collaborative 
process with business leaders and are intended 
to motivate the company to make progress 
towards an injury and illness-free workplace. 
Across all indicators with set targets, and 
inclusive of sites acquired from the Novartis 
influenza vaccine business (Liverpool, UK, 
and Holly Springs, US), CSL exceeded global 
goals during the reporting period. In addition, 
we continued our long-standing record of 
no employee or contractor fatalities and zero 
safety violations or fines.

Against the prior comparable period, CSL 
reduced the frequency rate of days lost (12% 
down) and medical treatment (20% down), 
while serious injury/illness cases increased 
(12% up). With no discernible clusters of 
causation or indications of a trend in type 
or location of incidents, the lost time injury 
frequency rate (LTIFR) increased (39%) across 
the comparable period, which was still below 
our LTIFR goal. 

 

OUR HEALTH & SAFETY PERFORMANCE1

1  The frequency rate is the number of occurrences of injury or disease for each one million hours worked. 
LTIFR = lost time injury frequency rate (occurrences that resulted in a fatality or time lost from work of 
one day/shift or more). DLFR = days lost frequency rate. MTIFR = medical treatment incident frequency 
rate (occurrences which were not lost-time injuries and for which medical treatment was administered). 
Contractor injuries are not included. Employee hours have been estimated by each site and the 
estimation method varies based on region.

2  SIIFR = serious injury/illness frequency rate (an injury or illness that has a major impact or effect on the 
health of the employee, including 1) loss of consciousness – directly related to injury, 2) amputation, 
3) fracture – other than hairline fracture of any bone or non-displaced fracture of a digit, 4) in-patient 
hospitalisation or hospitalisation for observation that is for three or more days, 5) surgical intervention, 
and/or 6) continuous impairment). Target goals are yet to be introduced. 

3  Figures are inclusive of sites acquired from the Novartis influenza vaccine business (Liverpool, UK, and 
Holly Springs, US [as from 1 August 2015 to 30 June 2016]).

1. Our organisation continued
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PERFORMANCE & TALENT MANAGEMENT

Our performance and talent management 
processes ensure we: 

•  Have leaders who advocate and are role 
models for critical behaviours in alignment 
with our values-based culture;

•  Set clear expectations for all employees 
in support of our strategic objectives and 
strategy execution; 

•  Develop a pipeline of future managers and 
leaders to drive continued growth; 

•  Provide performance coaching and feedback 
to help people succeed; 

•  Attract, retain and develop talented 
individuals who possess critical capabilities 
and contribute to our business success;

•  Hire a qualified, diverse pool of people across 
the globe; and

•  Invest in reward and recognition programs 
that fulfil our commitment to our people. 

We have invested in performance, 
engagement and development programs to 
enable and encourage managers to define 
specific and measurable objectives, give and 
receive feedback, and accurately appraise 
results leveraging a five-point performance 
management scale that provides flexibility 
to managers in assessing performance and 
rewarding superior performance. Mid-year and 
year-end performance discussions are pivotal 

conversations for managers and employees 
to align on performance outcomes and adjust 
behaviours as needed. We provide managers 
tools and coaching to ensure that feedback and 
developmental coaching occurs throughout 
the year and is not limited to these two 
conversations. 

Development planning is an important aspect of 
performance management and is encouraged 
for all professional staff, involving structured 
discussions to identify development needs and 
actions, and opportunities to learn.

Our annual global talent review process, 
covering all sites and businesses, acknowledges 
high-potential employees in a global forum and 
facilitates further input on talent assessment and 
development from senior executives outside the 
employee’s business/site.

CSL invests in the development of its 
managers through global and local programs. 
These programs include Management 
Essentials, Situational Leadership, Early Career 
Development Programs (through internships and 
apprenticeships), executive leadership summits, 
mentoring for multiple levels of leadership and 
next generation talent, online learning programs 
for managers in our Plasma business and 
several local programs focused on site-specific 
leadership development needs.

Additionally, this year we began the 
implementation of HR2020, a comprehensive 
program that will establish the foundation and 
infrastructure required to achieve our overall 

strategic objective of attracting, developing and 
retaining the best talent. This program entails a 
new HR operating model, the establishment of 
three HR service centres in Australia, the US and 
Switzerland, and the investment in Workday, a 
leading practice human resources system.

CSL is a global organisation with operations 
in more than 30 countries, and is somewhat 
unusual within the Australian Securities 
Exchange (ASX) as to the truly global nature 
of our operations. Over 90% of revenue and 
profit is derived outside Australia. Seven out 
of nine of our key management personnel are 
now domiciled outside of Australia, including 
our CEO.

Attracting and retaining highly skilled 
executives who can successfully lead complex 
and demanding operations around the world 
is critical to our future success. As such, it is 
important to pay our executives competitively 
in the geographies in which they are hired, live 
and work. 

As a consequence we need to, and have, a 
clear strategy to ensure that remuneration 
practices are appropriate, appealing and 
competitive in each of the locations in which 
we operate.

In the past, CSL’s remuneration practices have 
been based on a long-standing Australian 
model, with progressive, independently 
benchmarked modifications made over time 
to accommodate some overseas market 
remuneration practices. This is no longer 
sustainable for obtaining the best talent for our 
business. We need to hire and retain the best 
people for our business, on terms that are fair, 
equitable and competitive in the markets in 
which they live and work.

CSL believes its remuneration model is closely 
aligned with providing long-term value to our 
shareholders. To this end, we will continue to 
communicate our remuneration policies and 
approaches to all shareholders.

Executive remuneration

1. Our organisation continued
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CSL’s second edition of our Code of Responsible Business Practice 
(CRBP) defines the standards of behaviour expected of all our 
employees, contractors, suppliers and distributors. Our CRBP:

•  Recognises the right of every child to be protected from economic 
exploitation;

•  Supports the right of every employee to be legally employed;

•  Allows employees the right to seek representation (i.e. from a 
trade (labour) union or employee association) without fear of 
intimidation, reprisal or harassment; 

•  Ensures employees receive payment that meets or exceeds the 
minimum wage in all jurisdictions; and

•  Prohibits less favourable treatment of a person on the basis of 
gender, age, race, religion, disability and sexual orientation.

Over the reporting year, CSL undertook a number of steps to prevent 
and mitigate modern slavery in our direct operations and in our supply 
chain (for more on supply chain actions taken, see section 3.4 on  
page 38). 

Governance

•  CSL has commenced a review of the second edition of our CRBP to 
ensure it is current with industry standards and developments, and 
stakeholder expectations. We will release an updated version of the 
CRBP in 2017.

Our direct operations

•  CSL has appropriate systems and processes in place to ensure changes 
in wage regulation are applied across all entities and geographies. In 
addition, wage reviews are undertaken annually across groups and 
within select employee categories on an as-needed basis and are 
reported to the Human Resources and Remuneration Committee of the 
CSL Board. In 2015/16, these reviews resulted in immaterial changes. 

•  In some regions where CSL operates, employee union/enterprise 
agreements (EA) set out expectations for wage increases and 
entitlements. Employees not under an EA are covered by individual 
employment agreements and in all cases these agreements remunerate 
at or above minimum wage. In 2015/16, EAs in Kankakee, US, and for 
eligible Australian employees were successfully negotiated. 

•  For employment to proceed, all candidates must provide applicable 
proof of eligibility to work (e.g. proof of age, qualification or 
immigration status). Under no circumstance will CSL retain or hold 
the original of an individual’s proof of eligibility to work (e.g. visa, 
passport).

•  Stakeholders, including employees, are able to anonymously (where 
permissible by law) bring instances of inappropriate conduct to our 
attention via CSL’s global whistleblower process. From 1 July 2015 to 
30 June 2016, no instances related to human trafficking or slavery and 
forced labour were raised for the attention of management.

A Board-approved copy of CSL’s Statement on the Prevention of Human 
Trafficking, Slavery and Forced Labour (Modern Slavery) can be found on 
our website.

1. Our organisation continued

HUMAN RIGHTS

At CSL, we aim to provide a positive working 
environment for all our employees. We are 
committed to treating our people in a lawful 
and fair manner, and seek to engender a 
workplace culture of mutual trust and respect. 
Our Code of Responsible Business Practice 
sets our approach and is supplemented by a 
number of global and local policies that set 
down obligations and practices for workplace 
standards across the many regions in which 
we operate. CSL believes the aspect of human 
rights is more relevant to our supply chain (see 
section 3.4 for more information).

The prevention of human trafficking, slavery and forced labour (modern slavery)
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A dedicated focus on product 
research and development (R&D) 
and operational excellence 
ensures we are well positioned 
to deliver new and improved 
therapies for unmet patient 
need. For CSL, R&D is a critical 
driver of sustainability.

2. Innovation

More on our website

Visit our website for more information 
on CSL’s approach to R&D. 
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2. Innovation continued

RESEARCH & DEVELOPMENT GOVERNANCE

The CSL R&D Governance framework (as 
illustrated) is a system of committees and 
employees with clearly allocated decision-
making rights and defined remits, designed 
to ensure that R&D effectively supports the 
delivery of CSL strategic objectives. The 
framework is designed to allow high quality, 
timely decision making for individual projects 
and the global R&D portfolio.

Strategic direction, portfolio decisions, 
prioritisation and resource allocation are 
governed by the CSL Board, Strategic 
Leadership Group (SLG) and PharmaPlan 
Committee (PPC). The PPC is the peak 
governance body within R&D and manages 
portfolio investment and execution in line 
with the guidance provided by the SLG and 
the Innovation and Development Committee 
of the Board. The PPC is composed of senior 

stakeholders from across R&D, Finance, 
Operations and Commercial and is chaired 
by the Chief Scientific Officer (CSO). The 
PPC is supported by the Research Portfolio 
Management Committee (RPMC), Project 
Review Committees (PRCs) and the Global 
Life Cycle Management Review Board (GLRB). 
These committees are cross-functional with 
representatives from across CSL sites. The focus 
of these committees is to review, monitor and 
give guidance on and endorse R&D projects 
progressing from research to development 
through to lifecycle management respectively.

Core Project Teams (CPTs) execute the projects. 
These teams are headed by the Project Sponsor 
and Project Manager and have experts from 
each of the functions. CPTs ensure that the 
projects deliver to scope, budget and timelines 
in line with the project objectives. Each of the 
underlying expert teams focuses on how to 
deliver on their respective remits.

Board Innovation and Development Committee

Strategic Leadership Group (SLG)
Portfolio decisions, 
prioritisation & 
resource allocation

Project execution

Major project
decisions &
endorsements

PharmaPlan Committee (PPC)

Project Sponsor (Project Strategy Group where appropriate)

Project Manager

Core Project Team (CPT)

Research Portfolio 
Management Committee 
(RPMC)

Project Review
Committees (PRC)

Global LCM Review 
Board (GLRB)

Expert Teams Expert Teams Expert Teams
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2.1 PERFORMANCE

In 2015/16, CSL invested US$614 million in 
R&D efforts across our businesses. During 
the reporting year, we achieved 24 product 
registrations or new indications for serious 
diseases. 

Major highlights included registration in the 
US and European markets of IDELVION®, our 
long-acting fusion protein linking recombinant 
coagulation factor IX with recombinant 
albumin, for the treatment of haemophilia B, 
and registration in the US of AFSTYLA®, our 
novel factor VIII single chain, indicated for 
adolescents and adults with haemophilia A. In 
addition, Seqirus registered five differentiated 
influenza vaccine products in various markets. 

For our early stage activities focused on 
innovative new therapies for life-threatening 
diseases, our R&D engine remains strong. Data 
from the completed CSL112 Phase IIb study for 
patients who experienced an acute myocardial 
infarction (or heart attack) was analysed and 
presented at the American Heart Association 
conference in November 2016.

Other innovations, from our research portfolio 
and supported by CSL’s biotech capabilities, 
include the commencement of a first in 
human study to evaluate the use of CSL324, a 
human antibody that neutralises G-CSF activity 
for the treatment of inflammatory diseases 
associated with neutrophil infiltration, such 
as rheumatoid arthritis and acute respiratory 
disease syndrome.

Janssen Biotech, our partner in CSL362, is 
continuing a Phase II study for patients with 
acute myeloid leukaemia while commencing 
an exploratory study to evaluate the use of 
CSL362 in systemic lupus erythematosus (an 
autoimmune disease). 

CSL and the Queensland Institute of Medical 
Research (QIMR) Berghofer, in Australia, have 
established a new five-year strategic R&D 
partnership to help turn the medical research 
institute’s scientific discoveries into innovative 
new medical products or technologies.

In honour of CSL’s 100th anniversary, we 
have established a new flagship A$25 million 
fellowship program for discovery stage and 
translational research in Australia. Two five-year 
Fellowships, each valued at A$1.25 million, will 
be awarded each calendar year, for 10 years. 

2. Innovation continued
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Collaboration supporting the innovation process

Together, CSL and the Queensland Institute 
of Medical Research (QIMR) Berghofer have 
established a new strategic R&D partnership to 
help turn the medical research institute’s scientific 
discoveries into innovative new medical products 
or technologies.

As part of the five-year agreement between 
the two organisations, CSL will advise and 
support QIMR Berghofer on the key steps that 
need to be taken to commercialise its research, 
and the commercial opportunities that exist 
in promising research. CSL’s input and expert 
advice will support the translation of QIMR 
Berghofer’s research, and will help to ensure 
these projects answer the critical commercial 
questions, accelerating their path towards 
commercialisation.

CSL is making this contribution as part of our 
ongoing support of research translation in 
Australia.

In addition, CSL will be an inaugural partner 
of the new Australian Research Council 
Industrial Transformation Training Centre for 
Biopharmaceutical Innovation (CBI) to be 
established at the University of Queensland.

The CBI is to be an industry–academia 
partnership specifically designed to train 
industry-ready research scientists. It is intended 
that graduates of the program will have 
practical work experience and an improved 
understanding of R&D in a commercial 

environment. The CBI will operate out of the 
University’s Institute for Bioengineering and 
Nanotechnology, and involve the Institute of 
Molecular Bioscience, the School of Chemistry 
and Molecular Biosciences and the School 
of Chemical Engineering. By leveraging off 
collaborations with universities, competitors 
and other industries, the benefit of Australian 
innovations will be maximised.

The CBI is an ideal mechanism in which to 
progress these collaborative projects which 
are of direct interest to CSL but nevertheless 
at an early stage and quite innovative 
and challenging, and to support the next 
generation of medical researchers and industry-
ready scientists in Australia. 

Research activities will include the development 
of technologies to expand the range of 
protein-based therapeutics for human use and 
improve understanding of protein expression 
technologies, helping to improve efficiency and 
yield.

These initiatives, along with CSL’s flagship 
A$25 million fellowship program, will help to 
fuel innovation in the decades to come.

2. Innovation continued
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2.2 CLINICAL TRIALS

CSL continues to invest in clinical development 
activities as part of our R&D strategy. In 
2015/16, CSL commenced 12 new trials, 
bringing the total number of clinical trials in 
operation across all therapeutic areas to 48.

CSL conducts ethical clinical trials and adheres 
to exemplary standards of integrity in the 
formulation, conduct and reporting of scientific 
research. This is based upon three primary 
elements: scientific integrity, patient safety and 
investigator objectivity. The CSL Clinical Quality 
Management System allows us to monitor and 
effectively oversee the quality of our clinical 
trials. In 2015/16, we conducted 168 internal 

Clinical trial governance

Clinical trial design, conduct, performance, analyses and reporting are all governed by multiple 
mechanisms that allow CSL to ensure clinical trials follow ethical and scientific quality standards 
and protect patient rights, safety and confidentiality. The following are examples of governance 
mechanisms used to manage our clinical trials.

•  Policies and procedures are a key component of our Clinical Quality Management System 
and are aligned with GCP of the International Conference of Harmonization and industry-
best practices. Our policies and procedures support effective decision making, provide our 
employees and vendors clear guidelines on what they can and cannot do, what decisions 
they can make and what activities are appropriate.  

•  Governance committees are in place for scientific review of clinical programs, data 
safety monitoring, quality management, vendor selection and performance and overall 
operational performance. These committees have defined charters and are made up of 
well-trained experts from various disciplines.

•  Health care professionals (HCP) fair market value guide and contractual controls for both 
investigative sites and vendors enable HCPs to be compensated according to contractual 
arrangements with their institutions and in alignment with fair market value.

•  Active monitoring of clinical trials via ongoing electronic data review allows regular 
assessments of trends in patient data and monitoring of safety parameters. 

•  On-site monitoring across all of our global study sites ensures protocol adherence and 
compliance.

audits (128 CSL Behring; 40 Seqirus) of our 
clinical trial activities, which include study site, 
vendor, Good Clinical Practice (GCP)/Good 
Laboratory Practice (GLP), Pharmacovigilance, 
and document and system audits. In addition, 
35 inspections (22 CSL Behring and 13 
Seqirus) were undertaken by regulatory 
agencies (FDA, EMA and PMDA) to assess CSL’s 
compliance with International Conference 
on Harmonization GCP guidelines, including 
inspecting the clinical trials associated with the 
recent approvals of AFSTYLA and IDELVION. 
All inspections confirmed adherence with GCP 
requirements, validated the data integrity of 
our clinical trials and had no impact on clinical 
trial licences or operations.

2. Innovation continued

More on our website

Visit our website for more information 
on CSL’s approach to clinical trials and 
clinical trial disclosure and transparency. 

R&D strategy area

Number of pre-clinical and  
clinical studies commenced1 in 15-16

Total 
number of 

clinical trials 
commenced 

in 15-16

Total 
number of 

clinical trials 
in operation 

in 15-16
Pre-

clinical2 Phase I Phase II Phase III Phase IV

Haemophilia products 4 0 0 1 0 1 8

Specialty products 1 0 0 1 0 1 8

Immunoglobulins 0 1 0 1 1 3 6

Breakthrough medicines 0 0 1 0 0 1 3

Vaccines 0 0 0 2 4 6 23

TOTALS 5 1 1 5 5 12 48

1  Defined as having a final protocol approved and study start-up activities commenced. 
2  Total number of GLP-toxicological studies only. O
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PROJECT ADVANCEMENTS / HIGHLIGHTS IN OUR STRATEGY AREAS 2015/16

2. Innovation continued

Immunoglobulins Haemophilia and  
coagulation products

Specialty products

R&D continues to provide support to our 
immunoglobulin (Ig) franchise. Following 
successful approval for the biweekly 
administration and flexible dosing of 
HIZENTRA® subcutaneous immunoglobulin 
last year in the US and Europe, approval 
was granted in Australia in April 2016, and 
a submission for approval was made to 
New Zealand authorities in May 2016. 

HIZENTRA, the first and only 20% 
subcutaneous immunoglobulin, is an 
important treatment option for people 
diagnosed with primary and secondary 
immunodeficiencies. The ability to 
customise the dosing regimen of HIZENTRA 
provides physicians with more options to 
meet the individual needs of patients on 
Ig therapy. It also provides more freedom 
to patients by allowing them to manage 
their condition based on their individual 
lifestyles, while still providing a consistent 
level of protection against infections.

Advancement of the development of a 
family of novel recombinant coagulation 
factor medicines to progress the care 
of people with haemophilia and other 
coagulation disorders continued during 
2015/16. Major highlights included 
completion of pivotal studies and 
registration in US and European markets 
of our long-acting fusion protein linking 
recombinant coagulation factor IX with 
recombinant albumin (IDELVION) for 
the treatment of haemophilia B, and 
registration in the US of our novel factor 
VIII single chain (AFSTYLA) indicated  
for adolescents and adults with 
haemophilia A.

Other advancements included the 
subcutaneous extended half-life rIX-FP 
product for the prophylactic treatment of 
haemophilia B patients recently entering 
Phase I studies, and rVIIa-FP (recombinant 
fusion protein linking coagulation factor 
VIIa with albumin), which continues to 
progress through human clinical trials for 
multiple patient groups.

Significant progress has been made in 
unlocking the medical significance and value 
of our specialty plasma-derived products. 
The US Food and Drug Administration 
(FDA) has approved the use of BERINERT® 
(C1 esterase inhibitor [human]) for treating 
hereditary angioedema (HAE) attacks, for use 
in paediatric patients. This expands the use 
of BERINERT into all age groups, making it 
the first and only approved HAE treatment 
available to patients under 12 years of age. 
In addition to the paediatric indication, the 
FDA approved an update to the geriatric use 
section of the package insert. The safety and 
efficacy of BERINERT have been established in 
both children and adults, with safety profiles 
in the paediatric and geriatric populations 
similar to that observed in other populations. 
Clinical studies have shown that intervention 
with BERINERT at the onset of an HAE attack 
brings significantly faster relief to a patient 
and reduces the severity of the attack. 

An international Phase III study has been 
successfully completed, demonstrating the 
use of a volume-reduced, subcutaneous 
formulation of C1-esterase inhibitor 
concentrate (C1-Inh) for treatment of 
patients with frequent HAE attacks. Based 
on this data, a regulatory submission for 
HAEGARDA™ was accepted by the FDA in 
August 2016.

BERIPLEX® (4 factor prothrombin complex 
concentrate) received Orphan Drug 
Designation in Japan in March 2016, as a 
first-in-class therapy to reverse the effects 
of vitamin K antagonists (e.g. warfarin) for 
bleeding related to over-anticoagulation and 
patients needing urgent surgery.
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Breakthrough medicines Vaccines and licensing

An R&D priority is the development of new 
breakthrough medicines such as CSL112, 
a novel formulation of apolipoprotein A-I 
(apoA-I). CSL112 is designed to rapidly 
remove cholesterol from the arteries and 
stabilise lesions at risk of rupture. This 
represents a potential new approach to 
reduce the high incidence of early recurrent 
cardiovascular events in the days and weeks 
following a heart attack. AEGIS-I, a Phase 
IIb global placebo controlled, dose ranging 
study investigating the safety and tolerability 
of multiple dose administration of CSL112 
in 1,200 patients who experienced an acute 
myocardial infarction or heart attack, has 
been completed. Results from this study were 
presented in November 2016, and results 
for an ongoing study in patients with renal 
impairment are expected throughout 2017. 

The combined influenza vaccine portfolio 
derived from bioCSL and Novartis influenza 
vaccine business (NVS-IV) involves several 
late stage projects, mostly involving the 
development of quadrivalent versions to 
replace/supplement trivalent vaccines. 
All seasonal and pandemic influenza 
vaccine projects are either in Phase III or 
registration/launch, with five regulatory 
agency approvals received in 2016 alone. 

In May 2016, the FDA approved 
FLUCELVAX QUADRIVALENT™, a 
quadrivalent influenza vaccine (QIV) for 
use in people aged four years and above 
in the US. FLUCELVAX QUADRIVALENT is 
the first and only FDA approved QIV that is 
manufactured using cell-based technology. 
In November 2015, the FDA approved 
FLUAD™, an adjuvanted trivalent influenza 
vaccine (TIV) for use in adults aged 65 
years and older in the US. FLUAD is the 
world’s only licensed adjuvanted seasonal 
influenza vaccine.

Significant progress has also been made in 
the earlier stage recombinant monoclonal 
antibody (mAb) projects. A first-in-human 
study to evaluate the use of a human 
antibody (CSL324) that neutralises G-CSF 
activity for the treatment of inflammatory 
diseases associated with neutrophil 
infiltration was recently commenced 
following the successful completion of 
non-human primate and other studies that 
demonstrated CSL324 to be safe and well 
tolerated.

Earlier stage R&D pipeline advances include 
the continuation of a Phase II study for 
CSL362 (anti-IL-3R mAb) in acute myeloid 
leukaemia and the commencement of an 
exploratory study to evaluate the use of 
CSL362 in systemic lupus erythematosus 
patients by our partner Janssen Biotech Inc.

PROJECT ADVANCEMENTS / HIGHLIGHTS IN OUR STRATEGY AREAS 2015/16

2. Innovation continued
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Therapy area Product Country/region

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

TETAGAM®, human tetanus immunoglobulin. Armenia, Azerbaijan

HIZENTRA, 20% subcutaneous immunoglobulin, for treatment of primary immunodeficiencies, myeloma and chronic lymphocytic 
leukaemia.

Brazil

PRIVIGEN®, 10% intravenous immunoglobulin, for treatment of patients with chronic inflammatory demyelinating polyneuropathy. Kazakhstan

RHOPHYLAC®, for prevention of Rh(D) immunisation in Rh(D)-negative women, prevention of Rh(D) immunisation in Rh(D)-negative 
persons given incompatible transfusions of Rh(D)-positive blood or other products containing Rh(D)-positive red blood cells. 

Kazakhstan

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

AFSTYLA, antihaemophilic factor (recombinant), single chain, indicated in adults and children with haemophilia A. US

BERIATE®, coagulation factor VIII, for treatment and prophylaxis of bleeding in patients with haemophilia A (congenital factor VIII 
deficiency).

This product may be used in the management of acquired factor VIII deficiency. 

Hong Kong,

Portugal (BERIATE 2000 IU)

HAEMATE® P, coagulation factor VIII/von Willebrand factor (human), for the treatment of von Willebrand disease (VWD), and for 
prophylaxis and treatment of haemorrhage or surgical bleeding, when desmopressin (DDAVP) treatment alone is ineffective or 
contraindicated. Also for the treatment of haemophilia A (congenital factor VIII deficiency) and prophylaxis and treatment of bleeding 
in patients with haemophilia A.

Armenia, Hong Kong, 
Uruguay

IDELVION, coagulation factor IX (recombinant), albumin fusion protein (rIX-FP), a recombinant human blood coagulation factor, 
indicated in children and adults with haemophilia B (congenital Factor IX deficiency).

Canada, European Union, 
US

CLUVOT®, coagulation factor XIII (human), for treatment of adult and paediatric patients. Luxembourg, Mexico

VONCENTO®, coagulation factor VIII/von Willebrand factor (human), for prevention and treatment of bleeding in haemophilia A and 
von Willebrand disease.

Australia, European Union, 
Switzerland

MONONINE®, coagulation factor IX (human), for treatment and prophylaxis of bleeding in patients with haemophilia B (congenital 
factor IX deficiency).

Armenia, Iran, Kazakhstan

PRODUCT REGISTRATIONS 2015/161

2. Innovation continued

1 First-time registrations or indications for CSL products in the listed countries/regions over the reporting period. O
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2. Innovation continued

Therapy area Product Country/region

Specialty products
Leverage our high quality, broad specialty 
plasma products portfolio through new 
markets, novel indications and new modes of 
administration

ALBUMEON®, albumin (human), for restoration and maintenance of circulating blood volume where volume deficiency has been 
demonstrated and use of a colloid is appropriate.

Austria, Finland, Greece, 
Slovenia, Spain

BERINERT 1500®, C1-esterase inhibitor (human), for treatment and pre-procedure prevention of acute attacks of HAE type I and 
type II.

Luxembourg, Romania, 
Spain, Sweden

BERINERT 500 and 1500®, C1-esterase inhibitor (human), for treatment and pre-procedure prevention of acute attacks of HAE 
type I and type II. 

Macedonia

ALBUNATE® 5, 20 & 25, albumin (human), for restoration and maintenance of circulating blood volume where volume deficiency 
has been demonstrated and use of a colloid is appropriate.

Australia

Albumin (human) 5/20/25% solution, for restoration and maintenance of circulating blood volume. Australia, Hong Kong, 
Myanmar, Trinidad and 
Tobago, US (ALBURX 
20%)

RESPREEZA®, alpha-1-proteinase inhibitor (human), indicated for maintenance treatment, to slow the progression of emphysema 
in adults with documented severe alpha-1-proteinase inhibitor deficiency.

European Union, 
Switzerland

ZEMAIRA®, alpha-1-proteinase inhibitor (human), for chronic augmentation and maintenance therapy in subjects with alpha-1-
proteinase inhibitor deficiency and clinical evidence of emphysema.

Mexico

BERIPLEX P/N 250, 500 and 1000 IU, prothrombin complex (human), for treatment and perioperative prophylaxis of bleeding in 
acquired deficiency of the prothrombin complex coagulation factors. Also for treatment and perioperative prophylaxis of bleeding 
in congenital deficiency of any of the vitamin K dependent coagulation factors when purified specific coagulation factor products 
are not available.

Brazil (1000 IU), Bulgaria, 
Croatia, Czech Republic, 
Denmark, El Salvador, 
Iran, Ireland, Malta, 
Romania, Russia, Slovakia, 
Slovenia

PRODUCT REGISTRATIONS 2015/161

1 First-time registrations or indications for CSL products in the listed countries/regions over the reporting period.
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Therapy area Product Country/region

Vaccines and licensing
Supporting products for the prevention 
of infectious diseases and partnering our 
intellectual property 

FLUAD™ paediatric, MF59-adjuvanted egg-based subunit trivalent seasonal influenza vaccine for children aged 6–24 months. Canada

FLUAD elderly, MF59-adjuvanted egg-based subunit trivalent seasonal influenza vaccine for adults aged ≥65 years. US

FLUCELVAX™, seasonal cell culture-based subunit trivalent influenza vaccine for ages 4+ years. US

FLUCELVAX QUAD™, seasonal cell culture-based subunit quadrivalent influenza vaccine for ages 4+ years. US

AFLURIA QUAD™, seasonal egg-based split quadrivalent influenza vaccine for adults aged 18+ years. Australia, US

PRODUCT REGISTRATIONS 2015/161

1 First-time registrations or indications for CSL products in the listed countries/regions over the reporting period.

2. Innovation continued
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The development, manufacture 
and supply of high quality and safe 
products is critical to our ability to 
continue to save lives and improve the 
health and wellbeing of patients with 
serious diseases.

3. Ensuring the safety and quality of our therapies

More on our website

Visit our website for more information 
on CSL’s approach to safety and quality. 
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GOVERNANCE

CSL is committed to the development, 
manufacture and supply of high quality, safe 
products that save lives and improve the health 
and wellbeing of patients with serious diseases. 
Assuring the safety of our plasma donors and 
the quality of our starting materials, through 
to the manufacture, distribution and ongoing 
safety surveillance of our products, is of the 
utmost importance to CSL.

People are the core of CSL’s quality system 
and quality culture, and CSL takes a product 
lifecycle approach to the establishment of 
quality systems. CSL employs an integrated 
quality function that strives to maintain the 
highest standards through the use of global 
policies, local procedures and global electronic 
systems to support management of quality 
processes. 

Our product lifecycle approach includes 
global quality involvement or oversight of the 
following activities: 

•  Support of research and development (R&D) 
and clinical trial activities to bring new 
products to market;

•  Quality audits of and support for selection 
of suppliers; 

•  Implementation and management of 
quality systems at each plasma centre and 
manufacturing site; 

•  Trending of quality and manufacturing 
performance;

•  Alignment with global logistics to assure the 
safe and compliant transfer of product to 
our patients; and 

•  Support for the critical safety and 
pharmacovigilance activities required to 
assure ongoing monitoring of product safety 
in the field.

Through the entire product lifecycle – from the 
research and development bench through to 
product retirement, quality staff and systems 
are there to support the organisation on a 
global basis.

3.1 PERFORMANCE

In 2015/16, the robustness of CSL’s quality 
systems, plasma collection and manufacturing 
operations were challenged by 281 regulatory 
agency inspections around the world. As a 
testament to the organisation’s commitment 
to quality and patient safety, these inspections 
resulted in no changes to our product 
marketing licences and provide significant 
evidence that the quality systems established 
globally by CSL are robust and in compliance 
with regulatory agency expectations. 

The quality of CSL’s end products begins with 
the quality of our suppliers. To supplement 
ongoing monitoring of supplier performance 
and to assure continued consistent high quality 
materials from our partners, CSL Behring 
and Seqirus conducted a combined 584 
quality audits of suppliers worldwide. Efforts 
to enhance interactions with suppliers, at a 
relationship and quality perspective continue, 
with the establishment of centralised and 
holistic global supply chain quality functions. 

3. Ensuring the safety and quality of our therapies continued

Over the reporting year, under the lead of 
CSL’s global pharmacovigilance function, 
the re-inspection of our pharmacovigilance 
system undertaken by the UK’s Medicines 
and Healthcare Products Regulatory Agency 
successfully closed out findings from the 
previous inspection. In addition, we continue 
to enhance our technology platform with 
the rollout of a new global safety database 
and literature database. We further improved 
efficiency by process streamlining and 
controlled outsourcing, and introduced 
enhanced methodology for signal detection 
and risk management, enabling improved 
support of clinical development programs and 
post-approval safety surveillance. 

During the reporting period, CSL initiated 
three voluntary safety-related product recalls. 
In Australia, Seqirus initiated two recalls of 
blood diagnostic reagents and one recall of its 
FLUVAX® influenza vaccine. For the applicable 
recalls, there were no reports or technical 
complaints to CSL from any source.

CSL’s global counterfeit management policies 
continued to provide prompt responses to 
reports of counterfeit products. In 2015/16, 
CSL investigated 11 counterfeit product reports 
from four countries. Only one of these reports, 
which were investigated in conjunction with 
local law enforcement and health authorities, 
was found to be counterfeit.
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3.2  SAFETY AND MANUFACTURE  
OF OUR PLASMA THERAPIES

To better bring our therapies closer to 
patients, CSL has started to manufacture 
the same products at multiple locations 
around the world. One example of CSL’s 
commitment to maintaining the same high 
standards to all of our patients worldwide 
is the launch of a global change control 
system, which is now utilised by all CSL 
Behring production sites. To support our 
culture of continuous improvement, this 
electronic system assures that any changes 
implemented to qualified systems, equipment 
and facilities are visible to all other sites and 
controlled in the same manner. This system 
was launched in November 2015, and assures 
that manufacturing processes and quality 
standards remain the same regardless of the 
manufacturing site location.  

Similarly, CSL has been diligently focused on 
completion of a global laboratory information 
system, which is scheduled to go live 
beginning in the second quarter of 2017. 
This project will bring all manufacturing sites 
into a single database to allow for enhanced 
product and process monitoring capabilities. 
This is especially beneficial when managing 
production of the same product at several 
locations. 

The training and documentation of staff 
qualifications is a key compliance requirement 
in the pharmaceutical industry. To support 
meeting this expectation in 2015/16, CSL 
extended its electronic training system to over 
30 business locations globally. This aids in the 
rapid deployment of training materials and 
documentation/reporting of qualification status 
for personnel around the world.  

CSL also went live with a global contract 
management system that is now utilised to 
process and archive all quality agreements 
between CSL and business partners. This new 
system allows for simple and timely reviews of 
required agreements to assure they are current 
and in accordance with changing health 
authority regulations.

OUR SAFETY AND QUALITY PERFORMANCE

a  Two batches of INTRAGAM® P and two batches of EVOGAM® manufactured at the Broadmeadows facility (all from 
the same plasma pool) were recalled in September 2013 due to an unusual frequency and pattern of adverse events 
reported for one of these batches (root cause was not able to be determined).

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

c  In August 2014, bioCSL recalled one batch of red-back spider antivenom due to the presence of a single fibre 
identified in a vial during stability testing. 

d  In February 2015, bioCSL recalled one batch of Q-Vax Skin Test due to the presence of a fibre discovered in the 
product. 

e  In May 2015, one batch of ALBURX® manufactured at the CSL Behring facility in Kankakee and distributed in the US 
was voluntarily recalled following receipt of an elevated number of reported adverse reactions. 

f  In 2015, Seqirus in Australia recalled one batch of Abtectcell III 0.8% Cell 2 due to weak or negative test reactions for 
antigen E.

g  In 2015, Seqirus in Australia recalled one batch of AHG Control Cells 3% due to weak or no reactions during 
antiglobulin testing. 

h  In 2016, Seqirus in Australia initiated a product recall for one batch of FLUVAX due to a low number of packs including 
no product information leaflets (PIL). In agreement with the regulatory agency, no actual product was retrieved from 
the market; however, a healthcare professional notification was issued with the relevant PIL information.

3. Ensuring the safety and quality of our therapies continued

Company-wide audits and recalls 13-14 14-15 15-16

Regulatory audits 179 263 281

Quality audit of suppliers 435 497 584

Safety-related recalls of finished product 2a,b 3c,d,e 3f,g,h
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Manufacturing innovation driven  
by tackling a rare class-effect 

For decades, CSL Behring has earned a reputation 
as a leader in innovation that is driven by its 
promise to deliver for the immunoglobulin (Ig) 
community. PRIVIGEN® is the first and only proline-
stabilised 10% intravenous Ig, and HIZENTRA® was 
the first 20% subcutaneous Ig on the market. 

As the use of Ig to treat an increasing number of 
medical conditions has grown considerably, the 
numbers of reported cases of infusion-related, 
clinically significant haemolysis (a rare side effect 
marked by the rupture of red blood cells and the 
release of their contents into the plasma) have also 
risen throughout the entire intravenous Ig (IVIg) 
class. For PRIVIGEN, this rise has been observed 
primarily in patients with blood type A, B or AB, 
and who are receiving the highest doses of Ig. 

From the beginning, CSL Behring took an active 
role in addressing this side effect by studying 
IVIg–related haemolysis, raising awareness and 
implementing changes to reduce its incidence. IVIg 
contains antibodies against blood types A and B, 
also called isoagglutinins, derived from the donor 
plasma. It rapidly became clear that the antibodies, 
which can destroy red blood cells of these blood 
groups, are an important factor contributing to the 
risk of haemolysis.

CSL Behring R&D scientists became engaged in 
proactively making specific changes at critical points 
along the production pathway for PRIVIGEN and 
HIZENTRA, immunoglobulin subcutaneous, in order 
to reduce the risk of haemolysis. That work resulted 
in an interim step of plasma screening for anti-A 
antibodies and is now culminating in the final 
step: the addition of Ig IsoLo®, an immunoaffinity 

chromatography (IAC) step, which is being 
embedded into production processes globally. 
This step is designed to lower anti-A and anti-B 
isoagglutinin levels specifically in Ig products.

The IAC step has been fully operational in both the 
Bern, Switzerland, and Broadmeadows, Australia,  
facilities as of December 2015, and the first lots 

3. Ensuring the safety and quality of our therapies continued

of PRIVIGEN produced using this new process 
were shipped to the US. The IAC step has been 
approved by regulatory agencies in a number 
of countries, including the US, Europe, Canada, 
Australia and Switzerland. All PRIVIGEN shipped to 
these countries will be manufactured with the IAC 
step and as regulatory approval is obtained in other 

countries, the IAC step will be integrated into 
producing their PRIVIGEN.

Again in the forefront of the industry, this 
innovative production step could one day 
become standard for all immunoglobulin 
manufacturing.

Immuoglobulin solution 
containing isoagglutinins

Isoagglutins bind to the 
resin, anti-A to A and 

anti-B to B Cleaning

WastePrivigen

anti-A 
antibodies

anti-B
antibodies other  

antibodies

Immuno-Affinity chromatography is a method of separating biochemical mixtures 
based on a highly specific interaction between antigen and antibody.

The immunoaffinity chromatography 
column uses a resin with 

trisaccharides mimicking the 
blood group A and B antigens.

The production intermediate, an 
immunoglobulin solution containing 

anti-A and anti-B antibodies  
(among many other, useful antibod-

ies) is applied to the column.

Anti-A and anti-B antibodies bind to the 
resin, other antibodies flow though. 

The immunoglobulin solution now 
has low anti-A and anti-B, other 

antibodies are not affected.  
The solution is further processed  

to Privigen.

After removing anti-A and anti-B 
antibodies in a cleaning step, the 
column is ready for the next cycle. 

REPEAT

1 2 3 4 5

Immunoaffinity chromatography is a method of separating biochemical mixtures 
based on a highly specific interaction between antigen and antibody.
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PLASMA DONATIONS AND DONORS

CSL recognises that donors and their plasma 
donations are an integral part of helping keep 
our promise to patients who depend on the 
life-saving therapies derived from plasma. It 
goes without saying that if there were no or 
not enough donors willing to give their time 
and plasma, the quality of life of patients who 
depend on plasma-derived products would be 
negatively impacted.

For our donors, CSL Plasma has developed 
the most efficient processes and systems that 
focus on donor, plasma and staff safety along 
with donor satisfaction. By remaining focused 
on the safety and wellbeing of the donors, all 
efforts are made to ensure that a consistent 
positive donor experience is realised during 
the donation process. One example of how 
this is achieved is by having a manageable 

employee to donor ratio, which allows for the 
safe collection of plasma per local, national 
and international standards while ensuring 
the donor’s time is respected. In addition, CSL 
Plasma’s internal and external management 
hierarchy continuously monitor its safety and 
quality systems to maintain an environment 
of safety, professionalism and donor focus 
in compliance with industry standards along 
with local, state, federal and international 
regulations.

CSL Plasma prides itself on holding true to our 
promise to provide exemplary customer service 
to all our donors. For financial years 2013/14 
through to 2015/16, 1.7 million surveys were 
completed by our donors of which 99.3% 
stated they would be willing to donate again 
and 96.1% stated they would be willing 
to refer a friend to donate at CSL Plasma. 
CSL Plasma understands the importance of 
every donor and the result of our exemplary 
customer service is shown in how many donors 
return to help save a life.

Plasma donor safety

Donation of source (human) plasma by 
plasmapheresis is a procedure with a proven 
safety record utilising current technology for 
automated collection. In addition, donors 
are carefully screened for health issues that 
could pose a safety issue for them during 
the procedure and are deferred if they have 
medical problems that could increase their 
likelihood of an adverse event as a result of 
donation. However, as with any procedure, 
adverse events do occasionally occur and 
are reported by donors. Our concern as a 
company and as individuals for the safety of 
the donation process mirrors our concern for 
the safety of our products for patients. 

CSL Plasma employees vigilantly monitor 
plasma donations real-time. In the event 
of a donor adverse event resulting from 
the donation process, an immediate and 
appropriate response is initiated. In all 
cases a report of the event is recorded 
and the donor only discharged when 
completely recovered and given care 
instructions as appropriate for the event. A 
medical director at each centre reviews all 
reports, diagnoses the cause of the event, 
and indicates if and when the donor can 
resume donating plasma. Any donor who 
experiences an adverse event is encouraged 
to discuss it with CSL Plasma medical 
staff. If the donor is cleared to continue 
to donate, the donor would discuss with 
our staff how to prevent a repeat of the 
event. Examination of company-wide donor 
adverse event trends allows for continuous 
improvement in the management of plasma 
donors and the donor experience.
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3.3  SAFETY AND MANUFACTURE OF 
OUR VACCINES 

In 2015/16, Seqirus combined two companies 
with a long history of protecting patient 
health. Now as one, we are starting our 
own legacy of patient safety and quality 
products. Our people, partners and suppliers 
are collaborating to create our own quality 
systems, which will deliver sustainable 
compliance and results. 

In 2015/16, teams from across our 
organisation worked to create the Seqirus 
Quality Commitment manual and policies, 
setting management focus and a motivated 
environment of accountability. Our foundation 
in place, we continue to integrate our systems 
in a phased approach, aligning with the 
implementation of the supporting global 
electronic systems across the network. One 
example is the harmonisation of our supplier 
audit requirements across Seqirus, ensuring all 
of our suppliers continue to provide consistent 
high quality products and materials.

3. Ensuring the safety and quality of our therapies continued

Ensuring product quality and safety starts 
before we manufacture a single product, 
by controlling and managing incoming 
materials and components. Control processes 
may include written specifications, supplier 
approval, supplier monitoring, receipt, testing/
release, storage, handling, distribution and 
supply chain integrity and security.

Seqirus’ production facilities have appropriate 
process controls established at all stages of 
manufacturing to assure product quality. 
Sites must have procedures for sampling, 
testing, product approval or rejection, and 
the recording and storage of both product 
and process data. Processes and procedures 
are defined to ensure that product sterility is 
maintained, which includes controlling access 
to the manufacturing areas and controlling the 
environment itself. 

We continue to monitor patient safety and 
product quality through our pharmacovigilance 
system, which facilitates the effective 
identification, assessment, monitoring 
and reporting of adverse events or safety 

information. This system helps Seqirus 
safeguard the health and safety of patients, 
consumers and clinical trial participants 
who are administered Seqirus marketed and 
investigational products. 

On 15 July 2016, the Therapeutic Goods 
Administration approved AFLURIA QUAD™ for 
people aged 18 years and above in Australia. 
Manufactured in our Parkville facility, AFLURIA 
QUAD will replace our trivalent influenza 
vaccine (TIV), FLUVAX, in the 2017 Southern 
Hemisphere season. Our ultimate aim for 
AFLURIA QUAD is to achieve an age indication 
of six months and above, which was the 
indication held by the TIV formulation prior 
to the unexpected paediatric adverse events 
in 2010. A clinical program to support an age 
indication of 5–18 years was completed during 
the period with no safety concerns, paving 
the way for a study to be conducted in the 
2016/17 Northern Hemisphere season.
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3.4 SUPPLIER MANAGEMENT 

In 2015/16, CSL Behring maintained vigilance 
in critical supplier management across the 
business, with new initiatives for engineering 
equipment suppliers and a review of the 
business technology critical suppliers, given 
the changes in operational landscape. 
In manufacturing operations, the global 
sourcing team continued to closely monitor 
suppliers’ risk profiles through the Global 
Risk Management Framework, and modify 
mitigation actions where required. These 
include qualification of alternative suppliers, 
maintaining safety stock and rigorous supplier 
relationship and performance management. 

Relationships with CSL’s critical suppliers are 
governed in accordance with the Critical 
Supplier Management Standard Operating 
Procedure. This procedure stipulates that, 
for each critical supplier, CSL will assign a 
Relationship Manager and Executive Sponsor, 
who will meet with the supplier at least 
annually to discuss a range of topics including 
current performance and future plans. 

As capacity expansion projects mature and 
our manufacturing network becomes more 
globally interconnected, CSL is working with its 
suppliers to ensure continuity of supply and to 
proactively mitigate any risks associated with 
increased demand.

3. Ensuring the safety and quality of our therapies continued

In 2015/16, a global cross-functional team was 
established to align supplier assessment and 
qualification activities relating to performance 
against CSL’s Code of Responsible Business 
Practice (CRBP); environment, health and 
safety matters; and quality audits. In addition, 
a key objective of the team is to develop a 
consistent supplier quality oversight platform 
for the entire end-to end business process 
of quality supplier management, with full 
implementation anticipated for 2017. The 
team has commenced development of 
harmonised questionnaires and will implement 
a streamlined process, leveraging best-in-class 
systems and tools, in 2016/17. 

Furthermore, over the reporting period, CSL 
refreshed its global watch-list of essential 
products. This activity, which includes 
information on patient population size and 
inventory levels, allows CSL to mitigate the 
likelihood of critical shortages.

In 2015/16, CSL conducted 584 quality 
audits of our suppliers across CSL Behring, 
CSL Plasma and Seqirus. This level of effort 
reflects our continued focus on understanding 
our suppliers as they relate to CSL’s business 
relationship and overall compliance-related 
performance.

The prevention of human trafficking, slavery and forced labour 
(modern slavery)

Over the reporting year, CSL undertook a 
number of steps to prevent and mitigate 
modern slavery in our direct operations (for 
more on actions taken see page 21) and in 
our supply chain. 

Our supply chain

•  CSL commenced a pilot program to 
assess suppliers across a number of 
environmental, social and governance 
(ESG) – related aspects including modern 
slavery.

•  To enable the pilot and assist with the 
selection of suppliers, CSL commissioned 
an independent desktop risk screen of the 
likely inherent risks of modern slavery and 
related poor labour practices in the main 
countries of our suppliers.

•  An ESG-based questionnaire was 
developed for the pilot to assess 
alignment against CSL’s own 
commitments and expectations. 

•  Based on outcomes of the risk screen, 
the questionnaire was issued to a 
sample of raw-material/manufacturing 
equipment suppliers, and also providers 
of cleaning services in countries where 
CSL holds key operations. CSL will assess 
responses and the effectiveness of the 
pilot in 2016/17.

•  Over the reporting period, all (52) 
sourcing and procurement personnel 
across the organisation with decision-
making authority undertook e-learning 
training on Protecting Human Rights in 
the Supply Chain. 

A Board-approved copy of CSL’s Statement 
on the Prevention of Human Trafficking, 
Slavery and Forced Labour (Modern Slavery) 
can be found on our website.
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3.5 COUNTERFEIT MEDICINES

The development, manufacture and controlled 
distribution of high quality products is only 
valuable and efficacious to our patients if they 
actually have genuine therapies available to 
them via a reliable and secure supply chain. 

CSL has developed and implemented a supply 
chain security management system that 
combines product and security requirements, 
together with loss prevention practices and 
anti-counterfeiting measures which establish 
protections throughout its supply chain. Any 
CSL or business partner facility engaged in the 
collection, manufacture, storage, handling or 
shipment of raw or ancillary materials, products 
or product data, and assets must develop 
and implement a risk-based, comprehensive 
and documented supply chain security 
management system.

CSL previously implemented global processes 
to quickly respond to reports of counterfeit 
product and assist local law enforcement 
and health authorities in the investigation of 
counterfeit reports. These reports are managed 
with the highest urgency with oversight 
and direction provided by global policies, 
procedures and reporting systems that assure 
the right representatives from all relevant 
functions around the world are made aware 
of the situation and resources are allocated to 
support confirmation of product distribution 
channels, batch validity and product analytical 
testing, as requested by authorities. In 
2015/16, CSL received and investigated 11 
counterfeit product reports in four countries. 
Of these investigations, only one report was 
found to be counterfeit product. 

While it is virtually impossible to prevent 
attempts to counterfeit products, CSL has 
undertaken significant investment to allow 
for product serialisation in multiple countries. 
Serialisation involves the use of unique 
identifiers on product vials and cartons that 
allow for rapid verification of whether product 
is genuine. Where serialisation regulations 
and systems have been approved for 
implementation of serialised packaging, CSL is 
in full compliance with these systems. 

3. Ensuring the safety and quality of our therapies continued

To further protect patients, CSL has begun 
to package product with tamper-evident 
measurements, which provide visual evidence 
that the product has been opened, providing 
a high level of confidence to patients and 
healthcare providers that the therapies that we 
administer are genuine. 

To assure that products are transferred through 
approved, legitimate supply chain routes, CSL 
is prohibited from conducting business with 
any individual, group or organisation that has 
been designated on any sanction or blacklist. 

In addition, Trusted Trader partnerships, 
whereby importers and exporters are qualified 
by a regulatory agency, enhance CSL’s 
reputation with authorities and reduce our 
risk profile as CSL goods move across borders. 
The internal control and security infrastructure 
in place to support these partnerships reduce 
CSL’s risk and exposure to both internal and 
external supply chain interruptions, and reduce 
the likelihood of a loss event where CSL assets 
could be used in the counterfeit market.
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CSL’s marketplace is diverse 
and complex, presenting many 
opportunities and challenges. 
Responsible conduct in the 
marketplace protects our 
reputation and sustains 
organisational growth. 

4. Operating responsibly in the marketplace

More on our website

Visit our website for more information 
on CSL’s approach to operating 
responsibly in the marketplace.
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13-14
US$millon

14-15
US$millon

15-16
US$million

Direct Economic Value Generated

Revenue 5,524 5,628 6,129

Direct Economic Value Distributed

Operating costs 2,920 2,874 3,678b

Employee wages & benefits 1,154 1,213 1,346

Payments to providers of capital (shareholders) 574 593 649

Payments to government (tax) 308 329 425c

Total 4,956 5,009 6,098

Economic Value Retained 568 619 31

4. Operating responsibly in the marketplace continued

GOVERNANCE

CSL’s Code of Responsible Business Practice 
(CRBP) underpins our approach to operating 
with the highest integrity in the marketplace. 
Market practices are governed by company-
specific policies and procedures, internal 
compliance mechanisms and control systems are 
overseen by CSL’s Audit and Risk Management 
Committee of the Board and the Global 
Compliance Committee. 

Comprised of members of the Global Leadership 
Group (GLG) and other senior executives, 
CSL’s Global Compliance Committee (GCC) 
provides strategic direction for CSL’s compliance 
activities as well as providing a means to monitor 
compliance globally. The GCC oversees and 
supports the creation, implementation and 
monitoring of global compliance structures and 
policies and procedures to ensure business is 
conducted in accordance with relevant laws 
and regulations. This includes setting annual 
requirements for global compliance-based 
training.

 

4.1 PERFORMANCE

In 2015/16, through supplier payments, 
employee wages and benefits, shareholder 
returns, government taxes and community 
contributions, CSL distributed over US$6 billion in 
direct value to economies in which we operate, a 
significant increase on the previous year.

CSL remains active in public policy debates across 
key markets. In Australia, we made submissions 
to a number of state and federal government 
inquiries, including those on research and 
innovation, the federal government’s Medical 
Research Future fund and Australia’s tax system. 
In Europe and the US, we continue our efforts to 
raise awareness and improve access to influenza 
vaccine, rare disease therapies and orphan 
drugs. Over the reporting period, CSL’s political 
contributions in Australia and the US totalled 
US$18,804. 

In December 2015, CSL Behring S.A. (Argentina), 
along with other parties, was found by the 
Argentinian Antitrust Authority (CNDC) to have 
participated in bid rigging in certain public 
hospital product tenders between 2005 and 
2007 and CSL was fined ARS 10 million (at that 
time approximately US$1 million). CSL Behring 
believes that there is no basis for the finding and 
has appealed. 

In 2015/16, no breaches were found by 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.

CSL’S ECONOMIC PERFORMANCEa

Assessing economic performance at CSL is integral to the delivery of our strategy. The 
Commercial Operations Senior Leadership Team oversees the delivery of our marketplace strategy 
and is responsible for sales and marketing, the identification of new markets, retaining and 
developing key personnel and targeted patient support in the community. The CSL Board has 
strategic oversight and monitors performance through key sub-committees.

a  Prepared in accordance with GRI’s Sustainability Guidelines Version 4 (other than payments to government – see c below). 
Incorporates financial data for the GSL Group, including CSL Behring and Seqirus.

b  In 2015/16, CSL contributed US$29.6 million towards global community efforts.
c Includes only corporate tax paid at the international, national and local level. O
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4.2 FAIR COMPETITION

CSL’s GCC is responsible for providing 
strategic direction to CSL’s fair competition 
compliance activities and monitoring the 
implementation and evolution of global fair 
competition compliance initiatives. We ensure 
fair competition across all geographies and 
business units by advocating a culture involving 
the strict exclusion of practices that would 
mislead consumers, contravene applicable trade 
practices or competition laws, or constitute 
unfair practices. The organisation seeks to avoid 
any breaches of regulations or industry codes 
of conduct by recognising the importance of 
competing fairly in the global marketplace and 
ensuring equitable access to patient therapies 
and vaccines. 

4.3 INTERACTIONS WITH GOVERNMENT

Governments play a critical role for the 
healthcare industry, specifically with the 
development of reimbursement frameworks 
and product access regimes across CSL’s entire 
value chain. CSL recognises the importance 
of participating in political and public policy 
matters that directly impact business operations. 
Public policy initiatives are primarily focused in 
Australia, Asia, Europe and North America where 
appointed senior personnel are responsible 
for engaging with governments and other key 
stakeholders on public policy matters. 

In Australia: 

•  CSL provided both a written submission 
and participated in verbal consultation 
with the Victorian Government in support 
of the development of a plan for Medical 
Technologies and Pharmaceuticals, one 
of ‘Victoria’s Future Industries’. CSL made 
several recommendations noting that Victoria 
is a world leader in medical research and 
biotechnology and that the Parkville precinct, 
in particular, is a world-class biotech hub.

•  We contributed to the Australian Government 
House of Representatives Standing Committee 
on Economics’ inquiry into tax deductibility. 
CSL submitted that removing the existing tax 
deductibility on interest incurred by businesses 
would impact growth and productivity 
by increasing the cost of debt-financed 
investment and thus reducing the incentive for 
investment by Australian companies.

4. Operating responsibly in the marketplace continued

In 2015/16, there were no findings against 
CSL relating to a breach of any fair trading or 
competition laws, other than the following:

•  Seqirus USA Inc. (formerly bioCSL Inc.) 
entered into a Consent Order with the 
State of Alabama Pharmacy Board. In 
2015, Seqirus failed to renew its State 
Distribution License prior to distributing 
vaccine in Alabama. As a result, in May 2016, 
Seqirus admitted that it had distributed a 
pharmaceutical without the requisite licence 
and paid an administrative fine.

•  In December 2015, CSL Behring S.A. 
(Argentina), and a number of other 
companies and individuals, was found by 
the Argentinian Antitrust Authority (CNDC) 
to have participated in bid rigging in certain 
public hospital product tenders in the 
gelatine market between 2005 and 2007. 
CSL Behring was fined ARS 10 million (at 
that time approximately US$1 million). CSL 
Behring believes that there is no basis for the 
decision and has appealed.

•  CSL continued to actively support the 
Australian Government’s establishment of 
a new Medical Research Future Fund. It is 
intended that this fund will eventually have a 
capital value of A$20 billion with the annual 
interest disbursed as grants. CSL contributed 
to consultation on the fund’s strategy and 
priorities and submitted its overarching 
strategy should be to ‘maximise the social 
and economic benefits of Australian medical 
research’. 

•  We made a written submission and gave 
verbal evidence to the inquiry by the 
Australian Parliament’s Joint Select Committee 
on Trade and Investment Growth on 
Australia’s Future in Research and Innovation. 
CSL recommended that government track 
the value-chain and international movement 
of Australian intellectual property and initiate 
some innovative reforms designed to position 
the nation as a global competitor and keep 
intellectual property onshore for as long as 
possible.

•  We provided both written evidence and 
participated in a verbal consultation with 
Australia’s Chief Scientist in relation to  
the ongoing review of the existing research 
and development (R&D) tax incentive.  
CSL submitted that reducing or restricting  
the incentive may result in a reduction of 
onshore R&D. 
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In Europe: 

•  As a member of the Plasma Protein 
Therapeutics Association (PPTA Europe), CSL 
contributed to a constant dialogue with the 
European Commission for consideration 
of whether and how modifications to the 
European Blood Directive should be enacted. 

•  Our public policy efforts, in concert with 
European trade associations, were targeted 
at maintaining a supportive environment 
for innovation in rare disease therapies and 
orphan drugs. There are growing challenges 
in securing patient access to new orphan 
drugs, mainly due to budgetary constraints 
of member states. We submitted that new 
policy initiatives should aim to establish Health 
Technology Assessments (HTA) and value 
assessment approaches that would streamline 
and accelerate patient access across different 
countries and have measures appropriate for 
these critical rare disease therapies.

•  CSL Behring continues to engage with payers, 
politicians and stakeholders to advance new 
pathways and healthcare infrastructure for 
better diagnosis and treatment of rare diseases 
across Europe. We are working closely 

with Germany’s Federal Joint Committee 
(G-BA) and Federal Ministry of Health to 
develop concepts to increase diagnosis and 
treatment for patients with rare diseases. 
CSL is also working across various rare 
disease conditions to help define productive 
pathways and patient-tailored value-added 
arrangements that can provide better care 
for patients, adequate reimbursement for 
treating healthcare providers and by better 
demonstrating the value generated to those 
who provide funding for the treatments.

•  EURORDIS, the European rare disease patient 
umbrella organisation, and partners brought 
together industry, patient leaders, academics, 
regulators and payers in a multi-stakeholder 
symposium to discuss the current state of play 
and how to shape a more effective way to 
address value determination, appraisal, pricing 
and reimbursement of orphan medicines. 
This symposium was aimed at improving 
patients’ access to rare disease therapies 
throughout Europe and was connected to 
the annual international Rare Disease Day 
2016. CSL Behring supports the development 
of the effort and program and served on the 
program committee with stakeholders.

•  CSL Behring was nominated to the leadership 
group for a key project with the European 
Working Group (EWG) on Health Technology 
Assessments (HTA) for Orphan Medicinal 
Products – OMP (Value Assessment and 
Funding Processes in Rare Diseases). The 
overarching objective is to shape the 
development of OMP systems in European 
markets to ensure optimal and sustainable 
patient access to orphan products. Principles 
for assessing the worth and value for money 
of orphan medicinal products in the EU 
have been drafted and shared in a public 
consultation.

•  CSL Behring is also working with stakeholders 
on a concept of having patients with Alpha-1 
be recognised and diagnosed under the 
broader chronic obstructive pulmonary disease 
management program and the German 
Ministry of Health has signalled conceptual 
support.

•  CSL Behring is working in cooperation with 
politicians and governmental authorities in 
different European countries on developing 
healthcare management tools for patients 
with rare diseases. In Germany, in cooperation 
with the Federal Joint Committee (G-BA – the 
highest decision-making body of the joint self-
government of physicians, dentists, hospitals 
and health insurance funds in Germany) 
and health insurance companies, we are 
developing a healthcare economic concept 
of a high cost treatment budget which 
can secure the financing of diagnostic and 
treatment of rare diseases. 

In the US: 

•  CSL Behring led an industry effort to help 
convince the state legislatures of Alabama 
and Nebraska to appropriately reduce the age 
of plasma donation from 19 to 18 years of 
age. These two states are now in line with all 
other states for the minimum age of plasma 
donation.

•  CSL Behring is a leader in efforts with the 
US Congress to retain the US Orphan Drug 
Tax Credit (ODTC). The US Congress is 
beginning to float concepts for corporate tax 
reform, including a reduction in the overall 
US corporate tax rate and they are looking 
at dropping a number of tax credits. The 
ODTC is integral to the Orphan Drug Act and 
important to encouraging the development of 
therapies for the thousands of untreated rare 
diseases.

•  Through a collaborative effort with the 
Hemophilia Council of California, outreach 
with the California legislature resulted in a 
cost sharing bill being signed by the Governor 
capping patient out-of-pocket cost for 
prescription drugs to US$250 per 30-day 
supply of therapies, providing greater access 
and less burden to patients.

4. Operating responsibly in the marketplace continued
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•  CSL is actively advocating to the US Congress 
to exclude therapies solely licensed for 
the treatment of rare diseases from an 
annual pharmaceutical fee. Certain plasma 
therapies are not included in the rare disease 
exclusion even though they solely treat rare 
disorders. CSL has partnered with legislative 
champions in the House and the Senate, in 
addition to the National Organization for 
Rare Disorders and several specific patient 
organisations representing individuals using 
plasma/recombinant therapies, to correct this 
situation.

•  In the province of Ontario, Canada, CSL has 
been engaged in an ongoing effort with the 
Health Ministry, in tandem with six provincial 
hospitals, to promote the creation of a pilot 
project where the ministry would fund nursing 
services associated with the administration 
of subcutaneous immunoglobulin. At 
present, the province covers only intravenous 
immunoglobulin administration in a hospital 
setting, but will not cover nursing services 
for subcutaneous administration. We have 
argued, and the Health Ministry has agreed, 
that providing greater access to subcutaneous 
therapy through nursing services could 
actually save costs over time. The Health 
Ministry supports the pilot and are awaiting 
final word from the health economics agency 
before moving forward.

•  Seqirus conveys information on new and 
innovative products and their potential to 
reduce the burden of disease to policymakers, 
providers and the public. In the last year, 

to assist policymakers in their decisions 
and recommendations, presentations were 
made to the Vaccines and Related Biological 
Products Committee (VRBPAC) of the FDA 
and the Advisory Committee on Immunization 
Practices (ACIP) of the Centers for Disease 
Control and Prevention (CDC). On product 
licensure, numerous additional presentations 
were made to scientists, key opinion leaders 
and stakeholder groups such as provider 
organisations.

•  Seqirus maintains a supportive environment 
for public health and the uptake and usage 
of influenza vaccines through the provision 
of grants to the National Foundation for 
Infectious Diseases (NFID), the National Adult 
and Influenza Immunization Summit (NAIIS), 
and the European Scientific Working Group 
on Influenza (ESWI). These organisations 
create, provide and maintain numerous 
educational and public awareness activities 
around influenza prevention and treatment 
for the public, providers and policymakers in 
the US and Europe. The burden of influenza 
disease is particularly severe in the over 65 
years of age population. To assist public 
health, raise awareness, and reduce morbidity 
and mortality, Seqirus additionally provided a 
grant to NFID to host a scientific roundtable 
on the burden of influenza disease in the 
population over 65 years of age, vaccines 
available for usage, and the need for 
vaccination to educate providers, and also 
a grant to the Alliance for Aging Research 
(AAR) for public education and awareness on 
immunisations for adults.

Public policy – advocacy and lobbying

As governments around the world set policy 
in the areas of research, reimbursement, 
trade and tax, CSL has a responsibility to 
share our opinions and advocate for policies 
to ensure that patients have access to the 
life-saving therapies that we manufacture.  

The Global Healthcare Policy and External 
Affairs function is directly responsible for 
all government advocacy activities. Specific 
public affairs professionals within this 
group (who have decades of combined 
government affairs experience) are 
accountable for the development of policy, 
strategies, and their tactical execution.  

CSL is transparent in regard to our 
government advocacy and public policy 
activities and we comply with all relevant 
local regulations and requirements for 
lobbying. In the United States, for example, 
employees who interface with the federal 
government are registered as lobbyists 
with the US Congress. These employees 
are required twice a year to disclose any 
personal political contributions to federal 
candidates for office. CSL files quarterly, 
publicly available, reports with the US 
Congress highlighting issues the company 
is working on and approximate expenditure 
on federal lobbying activities. Similar 
disclosure obligations apply at a state level. 

Similarly, in Europe, we have voluntarily 
registered our lobbyists with the European 
Parliament.  

Around the world, CSL seeks to collaborate, 
as allowed under local law, with patients 
and patient organisations who use or need 
our products with the common goal of 
ensuring that those in need of life-saving 
and enhancing therapies are able to obtain 
them.  

4. Operating responsibly in the marketplace continued
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4. Operating responsibly in the marketplace continued

POLITICAL CONTRIBUTIONS

CSL’s CRBP and Global Statement on Political 
Contributions define our approach for the financial 
support of political organisations. 

CSL undertakes financial contributions to political 
parties and candidates as part of engaging in 
the political process and ensures compliance 
with specific jurisdictional laws and regulations 
as relevant. In addition, political contributions 
are made in accordance with global and local 
authorisation levels. 

Over the reporting period, CSL contributed a 
total of US$18,804* to political organisations in 
Australia and the US. The contribution comprised 
support for candidates in US state-based elections 
and in Australia, contributions towards attendance 
at political party conferences, roundtables and/
or fundraising events (such as breakfast briefings/
luncheons or dinners). In all other regions, CSL 
made no political contributions.

CSL also provides for the administrative costs of a 
political action committee (PAC), whereby eligible 
employees in the US voluntarily contribute to the 
PAC to provide contributions to political candidates 
who support patient care and policies to enhance 
biopharmaceutical innovations. The PAC is run by 
an employee PAC Board and is fully compliant with 
US election laws and reporting requirements.

4.4 ANTI-BRIBERY & CORRUPTION

CSL operates in a diverse and complex 
marketplace where bribery and corruption 
are risks that could expose the company and 
employees to possible prosecution, fines 
and imprisonment. CSL has a number of 
commercial arrangements with governments 
and related agencies across various 
geographies, presenting both challenges and 
opportunities to the organisation. 

CSL’s CRBP provides a high-level policy 
statement on preventing bribery and 
corruption. A stand-alone Anti-Bribery and 
Anti-Corruption Policy provides specific 
guidelines on CSL’s expectations and 
requirements for employees, such as the 
prohibition of facilitation payments and how to 
raise concerns.

In addition, CSL’s Anti-Bribery and Anti-
Corruption Policy, along with the CRBP, ensures 
the organisation and employees are acting 
with integrity at all times. New starters receive 
anti-bribery and anti-corruption training 
upon commencement with CSL and receive 
additional focused training and updates 
as appropriate via online or face-to-face 
channels depending on job function and the 
classification of risk identified for the region.

We have other related global policies – Provision 
of Gifts, Hospitality and Entertainment, and 
Dealing with Healthcare Professionals and 
Healthcare Organisations – which provide further 
guidance to employees on acceptable limits for 
expenses incurred in connection with company 
business, and establish a formal approval process 
by senior management for certain expenses over 
a prescribed amount (or such lower amount 
as may be set in a particular country by local 
management), and also provide guidance 
on appropriate dealings with healthcare 
professionals and healthcare organisations.

In addition:

•  Overseen by CSL’s Global Compliance 
Committee, we implement globally a 
comprehensive suite of mandatory legal 
compliance training, including anti-bribery 
and corruption;

•  All new third-party intermediaries are subject 
to a due diligence process and an annual 
compliance certification;

•  Anti-bribery training is also provided to 
certain third-party intermediaries based on 
an overall assessment of several risk-related 
factors, including the risk rating for the 
country in which the third-party intermediary 
is operating;

•  All our operations are required to conduct 
on a biannual basis a specific assessment 
of bribery and corruption risk within their 
businesses. This is achieved by means of a 
standardised questionnaire that is completed 
and the responses are then reviewed by the 
GCC. In 2015/16, these assessments did not 
identify any significant corruption risks;

•  All CSL Group operations are required to 
provide a sign-off in their management 
representation statements as part of the 
half-year and full-year accounts process to 
confirm that there have been no instances of 
bribery or corruption within their business; 
and

•  Employees and managers are required to 
declare any potential conflicts of interest as 
they become aware, with local leadership 
teams providing direction on how such 
conflicts should be treated.

We consider our overall risk relating to 
corruption to be low and are committed to 
ensuring full compliance in how we conduct our 
operations across all regions where we operate 
and are seeking to enter. 

In 2015/16, our global whistleblower process 
revealed no instances of bribery or corruption. 

Country Contribution

US (US$) 3,000

Australia (A$) 21,699

*  When converted to US currency and excludes operations 
acquired from the Novartis influenza vaccine business. O
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4.5  ACCESS TO MEDICINES –  
FAIR PRICING AND AFFORDABILITY

CSL is committed to ensuring that pricing 
for our products is done in a responsible 
manner both for patients and investors. 
Pricing is a key factor amongst a number of 
other considerations that can significantly 
impact patient access in both developed and 
developing markets. At CSL, we seek input 
from governments, patient groups and other 
healthcare stakeholders to address access 
issues and to evaluate pricing of therapies 
areas across all business units. Prices of 
medicines reflect the clinical value to patients, 
communities and governments and provide an 
economic basis for future investment into the 
development of new therapies. Demonstrating 
that value by generating data to illustrate 
long-term health and economic value is an 
important element to the pricing equation. This 
continues to be a focus for CSL. 

In addition, CSL’s policy support via grants 
and collaborations seek to facilitate patient 
advocacy for appropriate access to therapies 
and combatting of undue burdens on patient 
cost-sharing, such as specialty tiers with very 
high co-insurance rates, overly restrictive access 
formularies that inhibit patient care, and delays 
in or complete lack of approvals of payment 
for new treatments.

In 2015/16, CSL provided a number of 
therapies to 38 low-to-middle-income 
countries (representing 37% of all low-to-
middle-income countries as classified by 
the World Bank at December 2015). Access 
to these therapies is either through a local 
distributor in response to a competitive tender 
or via direct arrangement with governments 
or non-government organisations (NGOs). In 
addition, across our key therapy areas, CSL’s 
long-standing partnerships with the World 
Federation of Hemophilia (WFH) and the Jeffrey 
Modell Foundation (JMF), among others, 
help to improve access to our therapies in 
developing countries.

4. Operating responsibly in the marketplace continued

Partnering to improve diagnosis and access to care  
for patients with serious diseases in developing countries

CSL marked World Hemophilia Day in April 
2016 by contributing more than 1.5 million 
international units (IUs) of treatments for 
haemophilia A and/or von Willebrand disease. 
The contribution is a part of CSL Behring’s 
three-year promise to provide more than 10 
million IUs of specialty biotherapeutics to the 
World Federation of Hemophilia (WFH) to treat 
haemophilia in the developing world. In 2015, 
CSL Behring’s product donations to the WFH 
supported haemophilia patients in Ghana, 
Honduras, Jordan, Myanmar, Nepal, Nigeria, 
Pakistan, Paraguay, Philippines, Rwanda, 
Thailand and the Ukraine.

CSL is committed to supporting the Jeffrey 
Modell Foundation (JMF)’s mission of hope, 
advocacy and action by vigorously supporting 
physicians, researchers and the ever-expanding 
global patient community – directing its efforts 
towards early diagnosis, meaningful treatments 
and equal access to care for patients with 
primary immunodeficiency diseases. CSL has 
been a long-term contributor to the JMF 

and, in addition to other activities, funds 
13 Jeffrey Modell Centres (JMC) around 
the world, including two in low-to-middle-
income counties. We continually explore 
opportunities to establish new JMCs with 
the JMF and are currently evaluating sites in 
Africa.

CSL also supports Alpha1-Global, which is 
a non-profit organisation whose mission 
includes spreading awareness and increasing 
diagnosis of Alpha-1 antitrypsin deficiency 
(Alpha-1) throughout the world, including in 
low-to-middle-income countries. They have 
held meetings in Latin America and Lebanon, 
for example, to further that mission. Alpha-1 
is a rare genetic condition which may result 
in serious lung disease in adults and/or liver 
disease in children and adults.

In addition, CSL is supporting the Hereditary 
Angioedema International (HAEi) patient 
organisation, which is dedicated to advancing 
awareness, diagnosis and treatment for 
hereditary angioedema around the world.
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4.6  RESPONSIBLE MARKETING  
OF MEDICINES

Responsible marketing of prescription 
medicines is vital to maintaining consumer trust 
in the pharmaceutical industry and ensuring 
patients receive the maximum benefits from 
our products and services. Government 
regulation and industry codes oversee the 
marketing of our medicines, vaccines and 
therapies across key regions where we operate.

CSL recognises that reputation in the 
marketplace and success as a trusted supplier 
of biopharmaceuticals relies on ensuring our 
medicines, vaccines and therapies are honestly 
represented in our interactions with healthcare 
professionals, consumers and other customers. 
Promotional Review Committees, comprising 
cross-functional members, operate across CSL 
business units to ensure compliance with all 
applicable local laws, regulations and accepted 
industry codes, such as Medicines Australia 
Code of Conduct (MA Code) and the European 

4.7 DATA PROTECTION AND PRIVACY

CSL collects and holds personal information 
about our employees and key stakeholders, 
such as plasma donors, healthcare 
professionals and patients. Unauthorised 
access or use of this information presents a risk 
to our operations. 

CSL regularly assesses information security 
risk as we continue rapid growth globally. 
At the same time, we are making strategic 
investments in cybersecurity and cybersecurity 
risk management in the areas of identity 
and access management, network security, 
application and data security. We have also 
taken substantive efforts to protect our 
patients’, donors’ and employees’ personal 
information through the broader use of 
encryption. Cybersecurity remains an important 
focus of CSL’s senior leadership group and 
CSL’s Audit and Risk Management Committee 
of the Board. 

Federation of Pharmaceutical Industries and 
Associations Code for European Union member 
countries. The committees are responsible for 
ensuring information on medicines, vaccines 
and therapy areas is balanced, supported by 
scientifically valid data and compliant with 
relevant laws and codes.

All business units, supported by 
complementary functions, such as Medical 
Affairs and CSL Legal, have training programs 
and procedures in place to ensure compliance. 
When we engage with third parties, such 
as distributors, CSL requires third parties 
to comply with all applicable laws and 
the principles set out in the CRBP. These 
requirements are enforced by contractual 
agreements and periodic reviews. 

During 2015/16, neither Seqirus Australia 
nor CSL Behring Australia were found to be 
in breach of the MA Code. For international 
operations, CSL (including CSL Behring and 
Seqirus) was not found to be in breach of any 
regulation of the US FDA or the EMA with 
respect to the promotion or marketing of 
medicines, vaccines and therapies.

In January 2016, CSL released an updated 
version of our Cybersecurity and Risk 
Handbook to all employees. The detailed 
guide provides employees with a deeper 
understanding of the external threats and  
practical guidance for data, email, mobile, 
network and physical security to prevent  
cyber-breach. 

We comply with relevant privacy and health 
regulations established in jurisdictions where 
we operate and are committed to safeguarding 
the privacy of personal information that we 
gather. Data Protection Officers operating 
across major jurisdictions oversee the 
governance and identification of privacy-
related matters as relevant to their operations 
and local laws, such as the new European 
General Data Protection Regulation (effective 
as of 25 May 2018).

4. Operating responsibly in the marketplace continued
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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 support and 
focus areas, while helping to drive shared value 
for our stakeholders.

5. Supporting our communities around the world

More on our website

Visit our website for more information on 
CSL’s approach to community investment.
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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 

GOVERNANCE

CSL’s approach to community contributions is 
guided by our Code of Responsible Business 
Practice and Global Community Contributions 
Policy. The policy applies to all CSL companies 
and employees and is intended to be 
implemented across the businesses to guide 
decision making and management of any 
form of community contribution, financial or 
by other means. The core of the policy is our 
community contributions framework, which 
sets out our key focus areas of support. 

5. Supporting our communities around the world continued

5.1 PERFORMANCE

In 2015/16, CSL contributed US$29.6 million 
to patient, biomedical and local communities. 
Our support for patient communities continues 
as a priority, with the majority of total funding 
contributing towards programs that enhance 
patient quality of life and improve access to 
our biological medicines. Over the reporting 
year, CSL partnered with local, national and 
international patient organisations to raise 
awareness of serious diseases and improve 
access. CSL Behring continued its longstanding 

CSL’S GLOBAL COMMUNITY CONTRIBUTIONS1 
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1  Excludes operations acquired from the Novartis influenza vaccine business.

CSL’s global community contributions framework

support of the international haemophilia 
community, contributing 1.5 million units of 
coagulation factor to the World Federation of 
Hemophilia, and in support of a spike of severe 
influenza cases in Fiji, Seqirus donated 20,000 
units of influenza vaccine. 

For biomedical communities, CSL invested 
US$5.1 million in independent investigator-
initiated studies to help advance scientific 
knowledge and improve patient outcomes. 
Programs, such as the CSL Florey Medal, the 
CSL Behring Heimburger Awards in Germany, 

and the inaugural CSL and Walter and Eliza 
Hall Institute of Medical Research Fellowships 
in Australia, recognised excellence in 
biomedical research and helped to encourage 
the best and brightest to further medical 
research.

Regionally our sites continue to engage 
employees in local giving activities, with 
employee matching programs and community 
development support making up the bulk of 
total support. 
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5.2  SUPPORTING PATIENT 
COMMUNITIES 

ENHANCING THE QUALITY OF LIFE  
FOR PATIENTS

For CSL, a focus on patients is a priority and 
promise. In 2015/16, CSL contributed US$9 
million to local, national and international 
organisations to assist with patient support and 
education, disease awareness, early diagnosis, 
medical research and advocacy efforts.

We have collaborative relationships with 
patient groups around the world, such as 
the European Organisation for Rare Diseases 
and the US National Organization for Rare 
Disorders. On regional and market levels, we 
support numerous patient groups.

5. Supporting our communities around the world continued

For example, over the reporting period, CSL 
Behring’s commitment to enhancing the 
quality of life for patients in the conditions 
our therapies treat was as strong as ever. Our 
commitment to patient advocacy efforts in 
the US resulted in approximately $460,000 in 
contributions to patient organisations specific 
to supporting efforts in the public policy and 
advocacy arena. This is in addition to major 
non-policy-related patient program support 
that CSL provides (community building, 
awareness, diagnosis, information sharing 
and product access support programs). This 
support assisted patient groups representing 
individual’s various conditions, including 
Alpha-1 antitrypsin deficiency, primary 
immunodeficiencies (PID), hereditary 
angioedema (HAE), neuropathies such as 
Guillain-Barré syndrome (GBS) and chronic 
inflammatory demyelinating polyneuropathy 
(CIDP) and bleeding disorders.

Increased medical research for hereditary angioedema  
and Guillain-Barré syndrome 

Through the advocacy efforts of the 
Hereditary Angioedema Association and the 
GBS/CIDP Foundation International, both 
HAE and GBS were added as conditions 
on the US Department of Defense Peer 
Reviewed Medical Research Program. CSL 
Behring provides advocacy grants to these 
organisations.

This is a significant opportunity to advance 
research in not only GBS but in peripheral 
nerve conditions such as CIDP and 
multifocal motor neuropathy. 

Specific to HAE, the efforts with the US 
Department of Defense are in addition to 
advocacy for greater research at the US 
National Institutes of Health. A concerted 
advocacy push has resulted in two specific 
research grants being offered in the field of 
HAE, the first such grants in over a decade.

SUPPORT FOR  
PATIENT COMMUNITIES 2015/16 
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Driven to raise awareness of rare diseases

Throughout the year, there are many 
awareness days, months and events taking 
place in the patient communities CSL Behring 
serves. But one day in May, HAE (Hereditary 
Angioedema) Day brings together employees 
and activities around the world as we aim to 
call attention to this rare, potentially life-
threatening condition. HAE is a blood protein 
deficiency that can result in swelling in the 
abdomen, hands, feet, face and airway. 

In 2016, CSL Behring commemorated 
HAE Day on 16 May with partnerships, 
sponsorships and awareness events from 
the US to Germany and beyond.  HAE Day is 
led by the international patient organisation 
HAEi, and the theme for the day is to “Send 
a Smile”.  Employees across the world 
gathered to send their smiles to HAE patients 
to show support (see accompanying photo). 
They also participated in the virtual “Global 
HAE Walk” where walkers could report their 
distance walked to the HAEi website where 
over 12,000,000 steps were registered by 
individuals and groups wanting to be part of 
the HAE awareness movement. 

In addition to the global virtual walk, the 
US HAE Association organised seven “HAE 
in Motion” 5km runs/walks throughout the 
year. CSL Behring not only sponsored the 
program and all seven events, but several 
employees participated. 

In Germany, CSL Behring collaborated with 
the patient association to sponsor a video, 
“Wege aus dem irrgarten” (A way out of 
the maze) that draws attention to the often 
long ordeal to diagnosis and treatment 
of HAE. In Spain, CSL Behring served as a 
Gold Supporter of the 2016 HAE Global 
Conference and connected with physicians 
and patient representatives to discuss how to 
raise awareness and access to therapies. The 
sponsorship also helps support travels grants 
to bring patients to the conference. 

5. Supporting our communities around the world continued

Employees in the US 
gathered to “Send a Smile” 

to support HAE patients.
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IMPROVING ACCESS TO OUR BIOLOGICAL 
MEDICINES

CSL continues to work with international and 
national partners to deliver life-saving therapies 
to patients across the world. Our longstanding 
partnership with the World Federation of 
Hemophilia (WFH) continues to be strong with 
CSL marking World Hemophilia Day 2016 by 
contributing more than 1.5 million international 
units (IUs) of treatments for haemophilia A and/
or von Willebrand disease (see more on our 
support for the WFH in section 4.5 on page 46).

In June 2016, Seqirus announced the donation 
of 20,000 doses of seasonal influenza vaccine 
to the people of Fiji in order to help alleviate a 
spike in cases of severe influenza. At that time, 
the Fijian Ministry of Health reported a notable 
increase in hospitalisations due to seasonal 
influenza, as well as the number of pregnant 
women testing positive for influenza virus 
H1N1 and consequently suffering Severe Acute 
Respiratory Illness. Through a request facilitated 
by the World Health Organization’s Emerging 
Diseases Surveillance and Response Unit in Fiji, 
CSL was able to provide an immediate donation 
of influenza vaccine manufactured at our facility 
in Melbourne, Australia.

In addition, over the reporting period, CSL 
Behring provided US$4.9 million in product 
and/or financial support directly to US patients 
through our patient assistance programs. These 
access programs support qualified patients who 
are uninsured, underinsured or cannot afford 
their prescribed therapy.

Saving lives in Myanmar

Snakebite is one of the world’s most 
neglected tropical conditions. In Myanmar 
it is estimated there are more than 10,000 
snakebites a year resulting in approximately 
500 deaths. This places significant strain 
on the Myanmar health system, as patient 
treatment is often drawn out without access 
to effective antivenom. 

As most of Myanmar’s workforce is rural-
based, the group most likely to be bitten, the 
human cost can be catastrophic at a family 
level. The loss or permanent incapacitation of 
a person directly involved in food production 
to sustain the family is devastating.

In 2014/15, the University of Adelaide 
received A$2.3 million in Australian 
Government funding for a three-year 
project to help improve the management 
of snakebite patients in Myanmar. Seqirus 
is among a group of collaborators to help 
improve the quality, quantity and availability 
of antivenom. 

Production and collection from equines of hyper-
immune blood to snake-venom antibodies is an 
efficient and effective approach for developing 
antivenoms. Seqirus has over 80 years’ 
experience utilising this approach. In its second 
year, with the in-kind support from Seqirus’s 
chief veterinarian, the equine (horse) mortality 
rate for 2015/16 had been reduced by over 50% 
from the prior year. The significant reduction 
in mortality is largely due to improved disease 
monitoring, plasma extraction improvements 
and animal husbandry practices, which includes 
enhanced animal selection criteria, health 
screening and pasturing/feeding methods. 

Visits from Seqirus personnel to Myanmar and 
vice versa continue as the program seeks further 
improvements to the quality, quantity and 
availability of antivenom in Myanmar. 

5. Supporting our communities around the world continued
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5.3  SUPPORTING BIOMEDICAL 
COMMUNITIES

CSL supports biomedical communities in a variety 
of ways, including through active participation in 
education and development programs and the 
support of biomedical research, primarily towards 
investigator-initiated studies.

EDUCATION & DEVELOPMENT

We believe education and development programs 
are critical for advancing scientific knowledge and 
encouraging the best and brightest students to 
pursue higher education and undertake careers in 
medical research.

In 2016, CSL celebrated its 100-year anniversary 
and in honour of this milestone, in Melbourne on 
25 April, CSL announced the establishment of a 
new flagship A$25 million fellowship program 
for discovery stage and translational research in 
Australia. The 20 high-value, long-term awards, 
valued at A$1.25 million each, are available 
to outstanding Australian researchers who are 
seeking to consolidate their career and undertake 
research in an Australian academic institution. 

Our flagship centenary program is underpinned 
by longstanding initiatives that seek to foster 
the next generation of medical researchers, 
from programs such as the National Youth 
Science Forum and the Undergraduate Research 
Opportunities Program that encourage promising 
young students to pursue careers in biomedical 
research to mid-career and accomplished 
scientists striving to advance human health.

5. Supporting our communities around the world continued

2015 CSL Florey Medal 2016 Professor  
Heimburger Awards

Fellowships in Bioinformatics  
and Immunology

At a prestigious ceremony at Parliament 
House, Canberra, Australia, Professor 
Perry Bartlett from the Queensland Brain 
Institute at the University of Queensland 
received the 2015 CSL Florey Medal for 
his discoveries that have transformed our 
understanding of the brain, and for his 
leadership of neuroscience in Australia. 
The biennial award is a partnership 
with the Australian Institute of Policy 
and Science and is CSL’s fourth medal 
honouring significant achievement in 
biomedical research.

In July 2015, CSL Behring announced the 
recipients of the Professor Heimburger 
Awards at the World Federation of 
Hemophilia Congress in the US. In total, 
five recipients represented from Italy, the 
Netherlands (two recipients), Switzerland 
and the US will each receive €20,000 to 
help advance coagulation research. 

In recognition of our combined 
centenaries and successful partnerships, 
CSL is supporting two fellowships at the 
eminent Walter & Eliza Hall Institute in 
Australia. Commencing in 2016 and for 
a period of three years, CSL will fund, 
to the total value of A$600,000, two 
fellowships in the fields of bioinformatics 
and immunology. Our support provides 
funding certainty to the best and 
brightest scientists, but most importantly 
an opportunity for them to focus on 
invaluable and high-impact early stage 
research. 

CSL BEHRING – 
PROF. HEIMBURGER AWARD
GLOBAL RESEARCH GRANT – COAGULATION

Report 2016, Vol.1

Winners and Selection Committee 2015

RZ_CSL-01-01-15-003_V8.0_2nd_Newsletter_Heimburger_Award_160408.indd   1 08.04.16   15:38
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SUPPORTING BIOMEDICAL RESEARCH

CSL’s support for biomedical research 
comprises research grants to research 
institutes, hospitals and patient organisations. 
This includes support for investigator-initiated 
studies (IIS) which totalled US$5.1 million 
in 2015/16. IIS projects are undertaken 
independently of CSL and usually for the 
purposes of exploring additional use or 
application of one of our therapies, or 
conducting a research project to learn more 
about a particular disease state or product 
application.

5. Supporting our communities around the world continued

5.4 SUPPORTING LOCAL COMMUNITIES

SUPPORTING EFFORTS  
WHERE WE LIVE AND WORK

Local community initiatives are centred on 
engaging employees in local giving, both 
financially and through volunteered time. A 
number of activities are undertaken across our 
sites to support local organisations.

In Australia:

Over the reporting period, more than 
170 employees participating in CSL’s 
givingforgood™ program utilised the not-for-
profit Good Company’s payroll-giving platform 
to donate funds to local charities. Over this 
period, inclusive of company matching, 
A$174,474.90 was donated to more than 
180 Australian charities. CSL’s givingforgood 
program has contributed more than A$1.2 
million to local charities since its launch in 
2009.

In the US:

At CSL Behring’s head office in King of 
Prussia, the Denim Friday’s program, which 
has been in operation since 2011, has raised 
more than US$50,000 for local charities. 
The quarterly program enables employees to 
make a monetary donation to a designated, 
community-based charity in order to wear blue 
jeans to work on Fridays. 

The headquarters has also launched a new 
program called Patient Engagement Day. The 
concept was designed to allow employees 
more direct access to our patients and to 
enable them to hear first-hand the impact 
their work has on patients’ lives. In one of 
two events in 2015/16, employees received 
a visit from Alpha-1 patient Dee Meisner, 
who told her story of diagnosis and hope, 
thanks to CSL’s therapy. An avid hiker, Dee 
then invited employees to join her to hike 

Mount Rainer in Washington state as a show 
of solidarity for Alpha-1 patients. More than 
140 staff registered to participate, and 15 
lucky employees were selected to join Dee on 
this once-in-a-lifetime hike. These efforts run 
in addition to CSL’s continued and growing 
support of United Way, which in 2015/16 saw 
employees and CSL Behring’s company match 
total over $270,000.

CSL Plasma employees and donors in the 
US collected US$118,150 for the Immune 
Deficiency Foundation (IDF) in Spring 2016. 
This amount represents a milestone in CSL 
Plasma giving to the IDF, exceeding 2015’s 
contribution. Contributions assist IDF with 
patient and family support services, education 
and research for individuals with primary 
immunodeficiencies and their families. 
CSL Plasma has been a long-time partner, 
participating in the IDF Plasma Partners 
Program for 10 years, and has donated over 
US$499,000 to support the IDF vision and 
mission.

SUPPORT FOR  
BIOMEDICAL COMMUNITY 2015/16  

BIOMEDICAL RESEARCH – 67%

BIOMEDICAL EDUCATION & DEVELOPMENT – 33%

BREAKDOWN OF TOTAL BIOMEDICAL 
COMMUNITY CONTRIBUTIONS
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In Kankakee, employees and students 
participating in summer vacation work 
collaborated for the third year to aid local 
children of low-income families achieve 
academic success, by raising donations of 
school backpacks filled with toiletries and 
school supplies. In addition, the Kankakee 

In Europe:

In Bern, in late August 2015, CSL Behring 
supported the project Athletic Goes School 
in the nearby Wankdorf, where more than 
200 students from Bernese primary schools 
participated in athletic challenges. The 
competition was mentored by Swiss sprint 
star Mujinga Kambundji. The initiative seeks 
to foster children’s interest in physical activity, 
thereby contributing to their health. Also in 
Bern, CSL Behring is co-sponsor, together 
with Energy Water Bern, of the 2016 Bernese 
Award for Environment and Research. The two 
awards in this category encourage excellence 
in research and stimulate innovation around 
environmental sustainability. The awards, with 
a combined cash prize of CHF 15,000, are 
issued by the University of Bern. 

In Marburg, CSL Behring and employees 
together donated more than €8,000 to  
the Pediatric Home Care for Children 
Association – a charity nominated by 
employees. The donation is courtesy of 
Marburg’s “your cents behind the comma” 
campaign, where the smaller denominations  
of an employee’s pay can be donated. In 
addition, in lieu of annual Christmas cards, 
Marburg donated the equivalent funds to 
a local charity, enabling more than 200 
disadvantaged children to enjoy a rare 
afternoon at the movies. 

5. Supporting our communities around the world continued

United Way employee-giving campaign again 
garnered the Pinnacle Award, bestowed on 
the largest local giving campaign. Employees 
demonstrated their generosity by increasing 
overall donations from the previous years,  
with employee and company matching 
totalling US$140,000.

Kankakee presents a cheque to United Way, increasing on efforts of past years.

In Asia:

In Hong Kong, CSL Behring sponsors the Red 
Cross Pass-it-On campaign. The 2015 program, 
supported by the theme “Plus You”, involved 
support of thousands of members of the public 
to help raise funds for humanitarian programs 
and campaigns of the Hong Kong Red Cross. 

Employees in Japan continue their support 
for the local Osaka Great Santa run. Proceeds 
raised support rare disease awareness and gifts 
for hospitalised children.

SUPPORT FOR  
LOCAL COMMUNITIES 2015/16  

EMPLOYEE MATCHING – 56% 

COMMUNITY DEVELOPMENT – 40%

DISASTER RELIEF – 1%

SUPPORT FOR THE DISADVANTAGED – 3% 

BREAKDOWN OF TOTAL LOCAL 
COMMUNITY CONTRIBUTIONS
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A member firm of Ernst & Young Global Limited 
Liability limited by a scheme approved under Professional Standards Legislation 
 

Ernst & Young 
8 Exhibition Street  
Melbourne  VIC  3000  Australia 
GPO Box 67 Melbourne  VIC  3001 

 Tel: +61 3 9288 8000 
Fax: +61 3 8650 7777 
ey.com/au 

 

 

 

To the Management and Directors of CSL:  

We have carried out a limited assurance engagement in order to state whether anything has come to our attention 
that causes us to believe that the subject matter detailed below (‘Subject Matter’), and as presented in CSL’s 2016 
Corporate Responsibility Report (‘the Report’), has not been reported and presented fairly, in all material respects, in 
accordance with the criteria (‘Criteria’) below. 

Subject Matter 

The Subject Matter for our limited assurance engagement is ‘Selected Disclosures’ listed below and related 
disclosures for FY2015/16 on page 57 of the Report. 

Selected Disclosures 

Our People Lost Time Injury Frequency Rate (LTIFR) 

Medical Treatment Injury Frequency Rate (MTIFR) 

Days Lost Frequency Rate (DLFR) 

Serious Injury/Illness Frequency Rate (SIIFR) 

Safety and Quality Regulatory Audits 

Quality audits of suppliers 

Safety Recalls of finished product 

Economic Contribution Economic value generated / Economic value distributed 

The Subject Matter did not include: 
► Data sets, statements, information, systems or approaches other than the Selected Disclosures  
► Management’s forward looking statements. 

Criteria 

The following criteria have been applied: 
► CSL’s reported criteria detailed in footnotes in the Report (refer to pages 19, 34 and 41).  

Management’s Responsibility  

The management of CSL is responsible for the preparation and fair presentation of the Subject Matter in accordance 
with the Criteria, and is also responsible for the selection of methods used in the Criteria. No conclusion is 
expressed as to whether the selected methods are appropriate for the purpose described above. Further, CSL’s 
management is responsible for establishing and maintaining internal controls relevant to the preparation and 
presentation of the Subject Matter that is free from material misstatement, whether due to fraud or error; selecting 
and applying appropriate criteria; maintaining adequate records and making estimates that are reasonable in the 
circumstances. 

Assurance Practitioner’s Responsibility  

Our responsibility is to express a limited assurance conclusion on the Subject Matter based on our assurance 
engagement conducted in accordance with the Australian Standard on Assurance Engagements Other than Audits 
or Reviews of Historical Financial Information (‘ASAE 3000’) and the terms of reference for this engagement as 
agreed with CSL.  

 

 

 

Our procedures were designed to obtain a limited level of assurance on which to base our conclusion, and, as such, 
do not provide all of the evidence that would  be required to provide a reasonable level of assurance. The 
procedures performed depend on the assurance practitioner’s judgment, including the risk of material misstatement 
of the Subject Matter, whether due to fraud or error. While we considered the effectiveness of management’s 
internal controls when determining the nature and extent of our procedures, our assurance engagement was not 
designed to provide assurance on internal controls. 

Our procedures did not include testing controls or performing procedures relating to checking aggregation or 
calculation of data within IT systems, which would have been performed under a reasonable assurance 
engagement. 

We believe that the assurance evidence we have obtained is sufficient and appropriate to provide a basis for our 
limited assurance conclusions. 

Summary of Procedures Undertaken 

Our procedures included, but were not limited to: 

► Conducting interviews with key personnel at corporate and selected sites to understand CSL’s process for 
collecting, collating and reporting the Selected Disclosures during the reporting period 

► Checking that the Criteria has been correctly applied in the calculation and aggregation of the Selected 
Disclosures   

► Undertaking analytical review procedures to support the reasonableness of the Selected Disclosures 
► Testing, on a sample basis, underlying source information and assumptions to check the accuracy of the 

Selected Disclosures 
► Checking aggregation of site-based Selected Disclosures and transcription to the Report 
► Reviewing the appropriateness of the presentation relating to the Selected Disclosures. 

Use of our Limited Assurance Engagement Report 

We disclaim any assumption of responsibility for any reliance on this assurance report, or on the Subject Matter to 
which it relates, to any persons other than management and the Directors of CSL, or for any purpose other than that 
for which it was prepared. 

Independence   

In conducting our assurance engagement, we have met the independence requirements of the APES 110 Code of 
Ethics for Professional Accountants. We have the required competencies and experience to conduct this assurance 
engagement. 

Matters Relating to Electronic Presentation of Non-Financial Information 

Our review included web-based information that was available via web links as of the date of this statement. We 
provide no assurance over changes to the content of this web-based information after the date of this assurance 
statement. 

 

 

 

 

  
Ernst & Young   Terence Jeyaretnam FIEAust 
Melbourne, Australia   Partner 
16 November 2016 

Limited Assurance Conclusion:  

Based on the limited assurance procedures conducted, nothing has come to our attention that causes us to 
believe that the Selected Disclosures in the 2016 Corporate Responsibility Report, have not been calculated and 
presented fairly, in all material respects, in accordance with the Criteria. 

 

Independent Limited Assurance Statement in relation to CSL Limited’s (‘CSL’) 
2016 Corporate Responsibility Report 

Assurance statement
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Key performance data summary

OUR PEOPLE 2013/14 2014/15 2015/16

Total headcount Number 13,468 14,874 17,021

For more information, please see page 17

Lost time injury frequency rate (LTIFR) Per million hours worked 1.43 0.75 1.04

Medical treatment injury frequency rate (MTIFR) Per million hours worked 5.77 6.22 4.98

Days lost frequency rate (DLFR) Per million hours worked 28.36 17.82 15.69

Serious injury/illness frequency rate (SIIFR) Per million hours worked 0.52 0.24 0.27

INNOVATION 2013/14 2014/15 2015/16

R&D investment US$million 466 463 614 For more information, please see page 24

SAFETY AND QUALITY 2013/14 2014/15 2015/16

Regulatory audits Number 179 263 281

For more information, please see page 33Quality audits of suppliers Number 435 497 584

Safety related recalls of finished product Number 2 3 3

ECONOMIC CONTRIBUTION  2013/14 2014/15 2015/16

Economic value generated US$million 5,524 5,628 6,129
For more information, please see page 41

Economic value distributed US$million 4,956 5,009 6,098

COMMUNITY 2013/14 2014/15 2015/16*

Total contribution US$million 32.8 28.4 29.6 For more information, please see page 49

ENVIRONMENT 2013/14 2014/15 2015/16

Energy consumption Petajoules 2.25 2.43 2.87
In 2015/16, CSL increased its footprint from five to seven manufacturing 
sites following the acquisition of the Novartis influenza vaccine business. 
For comparative purposes, we have provided two years of historical data 
(2013/14 and 2014/15) which excludes the Novartis influenza vaccine 
acquired sites. For more information on our environmental performance, 
visit our website at www.csl.com.au/corporate-responsibility.htm

Greenhouse gas emissions Metric Kilotonnes 223 240 303

Water consumption Gigalitres 2.60 2.69 3.14

Waste Metric Kilotonnes 20.26 21.83 44.07

Waste recycling rate % 59 64 56

*  Does not include data for the operations acquired from the Novartis influenza vaccine business. 
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Medical glossary

Acute Coronary Syndrome is a term 
used for any condition brought on by 
sudden, reduced blood flow to the heart.

Acute Myeloid Leukaemia is a type of 
cancer that affects the blood and bone 
marrow. 

Adjuvant is a substance which enhances 
the body’s immune response to an antigen.

Albumin is a protein that is soluble in 
water and moderately concentrated salt 
solutions and is coagulable by heat. It is 
found in egg whites, blood, lymph, and 
other tissues and fluids. In the human body, 
serum albumin is the major plasma protein 
(approximately 60% of the total).

Alpha-1 Antitrypsin Deficiency (AATD) 
is an inherited condition that causes low 
levels of, or no, alpha-1 antitrypsin (AAT) in 
the blood. AATD is a protein made in the 
liver and enables normal function of the 
lungs.

Anti-D Immunoglobulin, also called  
Rh (D) immunoglobulin, is an injection of 
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.

Antivenom (or antivenin, or antivenene) is 
a biological product used in the treatment 
of venomous bites or stings.

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

Cell-based (technology) for the 
manufacture of influenza vaccines, is a 
process of growing viruses in animal cells.

C1 Esterase Inhibitor is a protein found 
in the fluid part of blood that controls C1, 
the first component of the complement 
system. The complement system is a group 
of proteins that move freely through the 
bloodstream. These proteins work with 
the immune system and play a role in the 
development of inflammation.

Chromatography is a technique for 
separating molecules based on differential 
absorption and elution. It involves the 
flow of a fluid carrier over a non-mobile 
absorbing phase.

Chronic Inflammatory Demyelinating 
Polyneuropathy (CIDP) is a neurological 
disorder which causes gradual weakness 
and a loss in sensation mainly in the arms 
and legs.

Chronic Lymphocytic Leukemia is a type 
of cancer in which the bone marrow makes 
too many lymphocytes (a type of white 
blood cell).

Coagulation is the process of clot 
formation.

Colloid is a mixture in which one substance 
of microscopically dispersed insoluble 
particles is suspended throughout another 
substance.

Fibrinogen is a coagulation factor found in 
human plasma that is crucial for blood clot 
formation.

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

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.

Haemostasis (Haemostatic) is the 
stopping of blood flow.

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.

Hereditary Emphysema is a physiological 
condition that results in excessive amounts 
of white blood cells (neutrophils) to enter 
the lungs and cause inflammation and 
chronic lung disease.

Human Papilloma Virus (HPV) is a 
diverse group of DNA-based viruses that 
infect the skin and mucous membranes 
of humans and a variety of animals. 
Some HPV types cause benign skin 
warts, or papillomas, for which the virus 
family is named. Others can lead to the 
development of cervical dyskaryosis, which 
may in turn lead to cancer of the cervix.

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 a RNA virus of the family 
Orthomyxoviridae (the influenza viruses).

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

Immunohaemotology is the discipline 
concerned with all aspects of immunology 
relating to the blood, including blood types 
and blood disorders.

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.

Myeloma is a cancer of plasma cells (a type 
of white blood cell).

Neurological is the science of nerves and 
the nervous system.

Neutrophil Infiltration is the diffusion or 
accumulation of neutrophils (white blood 
cells) in tissues or cells in response to a wide 
variety of substances released at the sites of 
inflammatory reactions.

Perioperative Bleeding is bleeding during 
an operation.

Plasma is the yellow-coloured liquid 
component of blood in which blood cells 
are suspended.

Plasmapheresis is a method of 
removing blood plasma from the body 
by withdrawing blood, separating it into 
plasma and cells, and transfusing the cells 
back into the bloodstream.

Primary Immunodeficiency (PID) is 
an inherited condition where there is an 
impaired immune response. It may be 
in one or more aspects of the immune 
system.

Prophylaxis is the action of a vaccine or 
drug that acts to defend against or prevent 
a disease.

Quadrivalent Influenza Vaccine is a 
vaccine that offers protection against four 
different influenza virus strains.

Recombinants are proteins prepared by 
recombinant technology. Procedures are 
used to join together segments in a cell-
free system (an environment outside a cell 
organism).

Secondary Immunodeficiency Disease 
occurs when the immune system is 
compromised due to an external factor  
(i.e. not genetic).

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

Trivalent Influenza Vaccine is a vaccine 
that offers protection against three 
different influenza virus strains.

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

Warfarin is an anticoagulant used to 
prevent heart attacks, strokes, and  
blood clots.
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Legal notice: This report is intended for global use. Some statements about products or procedures may 
differ from the licensed indications in specific countries. Therefore, always consult the country-specific 
product information, package leaflets or instructions for use. For more information, please contact a local 
CSL representative. This report covers CSL’s global operations, including subsidiaries, unless otherwise 
noted and a reference to CSL is a reference to CSL Limited and its related bodies corporate. The matters 
discussed in this report that are not historical facts are forward-looking statements, including statements 
with respect to future company compliance and performance. These statements involve numerous 
risks and uncertainties. Many factors could affect the company’s actual results, causing results to differ, 
possibly materially, from those expressed in the forward-looking statements. These factors include actions 
of regulatory bodies and other governmental authorities; the effect of economic conditions; technological 
developments in the healthcare field; advances in environmental protection processes; and other factors. 
CSL disclaims any obligation to update any forward-looking statements.

Brand names designated by a ® or a ™ throughout this publication are trademarks either owned by and/
or licensed to CSL or its affiliates. Not all brands mentioned have been approved in all countries served by 
CSL.

CSL Limited ABN 99 051 588 348

CSL Limited
Registered Head Office

45 Poplar Road
Parkville
Victoria 3052
Australia

Phone: +61 3 9389 1911
Fax: +61 3 9389 1434
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