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For immediate release 


12 February 2014 


 


Half Year Result 1H 2014 


US Settlement Impacts Half Year Profit  


Exceptional Performance in Specialty Products  


Full Year Profit Guidance Re-Affirmed 


 
CSL Limited (ASX:CSL) today announced a net profit after tax (NPAT) of US$646 million 


for the six months ended 31 December 2013, up US$21 million or 3% on a reported 


basis when compared to the prior comparable period (PCP). The result included a one-


off U.S. antitrust class action litigation settlement of US$64 million, or US$39 million after 


tax.  


  
 
KEY ITEMS 


  
Financial 


 Revenue US$2,691 million, up 5% on PCP  


o Up 6% at constant currency1  


 EBIT US$818 million, up 5%  


o Up 2% at constant currency  


 NPAT US$646 million, up 3% on PCP 


o Up 2% at constant currency  


 Research and development investment increased to US$229 million 


 Interim dividend2 increased to US$0.53 per share, unfranked for Australian tax 


purposes, payable on 4 April 2014 


o Converted to Australian currency, interim dividend increased to 


approximately A$0.59 per share, up 21% on PCP 


 


Operational 


 Hizentra® (subcutaneous immunoglobulin) 


o U.S. approval for bi-weekly administration 


                                                      
1 Constant currency removes the impact of exchange rate movements to facilitate comparability. See end note 
(#) for further detail.  


2 For shareholders with an Australian registered address, dividends will be paid in A$ at an amount of 


A$0.588830 per share (at an exchange rate of A$1.1110/US$1.00), and for shareholders with a New Zealand 


registered address, dividends will be paid in NZD at an amount of NZ$0.639021 per share (at an exchange rate 


of NZ$1.2057/US$1.00). The exchange rates used are fixed at the date of dividend determination. All other 


shareholders will be paid in US$.  
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o Japanese approval for treatment of primary immune deficiency and 


secondary immune deficiency 


 Kcentra® (4 factor pro-thrombin complex concentrate) - approved by U.S. FDA for 


surgical use 


 CSL 362 (acute myeloid leukaemia) – license agreement with Janssen Biotech, Inc. 


 CSL 112 (acute coronary syndrome) – global phase IIb clinical trial commencing in 


2014 


 Alpha-1 (hereditary lung / liver disease) – innovative diagnostic test kit launched 


 A$950 million share buyback3 22% complete 


 Agreement to settle U.S. antitrust class action litigation 


 Establishing a sponsored Level 1 American Depository Receipts program 


 


CSL Chief Executive Officer and Managing Director, Paul Perreault said “The underlying 


result is solid and I’m also very pleased with the progress we’ve made in bringing new 


products to market and with the advances in our research and development pipeline. 


We’ve also been able to remove the risk and distraction associated with the U.S. 


antitrust class action litigation.”   


 


“The Company’s specialty products again performed exceptionally well, led by a very 


successful rollout of Kcentra® in the U.S. Our subcutaneous immunoglobulin, Hizentra®, 


continues to be in strong demand,” Mr Perreault said.   


 


 


OPERATING REVIEW 


 


CSL Behring sales of US$2.4 billion grew 6% in constant currency terms, when 


compared to the prior comparable period. 


 


Immunoglobulin product sales of US$1,085 million grew 7% in constant currency terms 


in a global market that remains robust. Demand for subcutaneous immunoglobulin 


(SCIG) was strong in both the U.S. and Europe. Hizentra® offers patients the 


convenience of self administration at home.  


 


Intravenous immunoglobulin sales growth was underpinned by strong demand for 


Carimune® in the US and Brazil. Privigen® also contributed to growth, benefiting from a 


                                                      
3 CSL reserves the right to suspend or terminate buy-backs at any time. 
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full six months of sales with an expanded indication in Europe to include its use in the 


treatment of chronic inflammatory demyelinating polyneuropathy.  


 


Albumin sales of US$313 million grew 7% in constant currency terms. Albumin demand 


in Europe was solid, boosted by cautionary statements from the regulator in relation to 


the use of hydroxyethyl starches, which are sometimes used as an alternative to 


albumin. This growth follows a very strong prior comparable period, which was driven by 


sales in China. 


 


Haemophilia product sales of US$550 million declined 4% in constant currency terms. 


Humate® sales in the U.S. were strong arising from increased usage in surgery. 


However, this was offset by the conclusion of a number of treatment programs for 


immune tolerance therapy patients. In addition the timing of plasma derived haemophilia 


product sales in tender markets can be uneven. Recombinant factor VIII sales declined 


1% in constant currency terms, influenced by the number of clinical trials underway for 


new generation recombinant factor VIII products where patients receive clinical trial 


products at no cost.   


 


Specialty products sales of US$403 million grew 16% in constant currency terms. In April 


2013 the U.S. Food and Drug Administration (FDA) approved Kcentra® for urgent 


warfarin reversal in patients with acute major bleeding. This was followed in December 


2013 with approval for an expanded indication to include the urgent reversal of acquired 


coagulation factor deficiency induced by vitamin K antagonist (e.g. warfarin) therapy in 


adult patients needing urgent surgery or other invasive procedures. These developments 


have underpinned strong growth in U.S. demand for Kcentra®. In August 2013 the U.S. 


Centres for Medicare and Medicaid Services approved a new technology add-on 


payment for Kcentra® recognising its significant clinical advancement for reversing the 


effects of warfarin in patients who experience acute major bleeding. Kcentra® was 


granted Orphan Drug Marketing Exclusivity for a period of 7 years effective December 


2013 based on the approved surgical indication. 


 


Strong demand continues for Berinert®, which is used for the treatment of acute attacks 


in patients with hereditary angioedema. The U.S. FDA approval in 2012 of a label 


expansion to include self administration is underpinning new patient take up. 


 


bioCSL sales of US$217 million declined 7% in constant currency terms. Influenza sales 


totalled A$94 million. Strong demand in the US was more than offset by a reduction in 
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European sales following market exit by bioCSL’s business partner in that region. 


GARDASIL* sales grew strongly arising from higher than expected uptake in Australia.  


 


CSL Intellectual Property revenue was US$101 million, driven by granting of a license 


to Janssen Biotech, Inc., to progress CSL’s acute myeloid leukaemia product currently in 


development. Also contributing to growth were royalty contributions from Human 


Papillomavirus Vaccines. 


 


 


OUTLOOK (at 12/13 exchange rates) 


 


Commenting on CSL’s outlook, Chief Executive Officer and Managing Director Paul 


Perreault said, “We are optimistic about continued demand for plasma therapies. Our 


current capacity expansions and product innovations put us in a good position for the 


future. Competition is vigorous but I believe our philosophy of sustainable continuous 


improvement in everything we do is fundamental to dealing with these pressures. 


Efficiency and productivity are key to our ongoing success. 


 


I’m pleased to re-affirm our profit outlook. Net profit after tax growth for the current full 


financial year is expected to be approximately 7% at 2012/2013 exchange rates. 


 


Earnings per share growth will exceed profit growth expectations as shareholders benefit 


from the ongoing effect of past and current share buybacks,” Mr Perreault said. 


 


In compiling the Company’s financial forecasts for the year ending 30 June 2014 a 


number of key variables which may have a significant impact on guidance have been 


identified and these have been included in the footnote4 below.  


 


 


Additional details about CSL’s results are included in the Company’s 4D statement, 


investor presentation slides and webcast, all of which can be found on the Company’s 


website www.csl.com.au  A glossary of medical terms can also be found on the website. 


 


                                                      
4  Key variables which may have a significant impact on guidance include material price and volume 


movements in plasma products, competitor activity, changes in healthcare regulations and reimbursement 


policies, royalties arising from the sale of Human Papillomavirus Vaccine, internationalisation of the 


Company’s influenza vaccine sales and plasma therapy life cycle management strategies, enforcement of key 


intellectual property, regulatory risk, litigation, the effective tax rate and foreign exchange movements.  



http://www.csl.com.au/
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For further information, please contact:  


 


Investors:     Media:       


Mark Dehring      Sharon McHale      


Head of Investor Relations    Senior Director Public Affairs     


CSL Limited      CSL Limited 


Telephone: +613 9389 2818   Telephone: +613 9389 1506     


Email: mark.dehring@csl.com.au  Mobile +614 0997 8314     


Email: sharon.mchale@csl.com.au    


 
Tim Duncan 
Hintons & Associates 
Phone: +613 9600 1979 
Mobile: +614 0844 1122 
Email: tduncan@hintons.com.au 
 


 


®  Trademarks of CSL Limited or its affiliates. 


*   GARDASIL is a trademark of Merck & Co. Inc. 


      


  



mailto:mark.dehring@csl.com.au
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Page 6 12 February 2014 


 


 


Group Results  
US Dollars           


 
Six months ended Dec 


US$ Millions 


Dec  


2012 
Reported 


Dec 


 2013 
Reported 


Dec 


 2013 
at CC


# 


 


Change 


% 


     


Sales 2,482 2,574 2,595 4.5% 


  Other Revenue / Income 84 117 117  


Total Revenue / Income  2,567 2,691 2,713 5.7% 


     


Earnings before Interest, Tax, 


Depreciation & Amortisation 


881 912 897 1.8% 


     


Depreciation/Amortisation 98 94 96  


Earnings before Interest and Tax 783 818 801 2.3% 


     


Net Interest Expense / (Income) 7 16 14  


Tax Expense 151 157 151  


Net Profit after Tax 625 646 636 1.7% 


     


Interim Dividend (US$)  


Basic EPS (US$)                                                    


0.50 


1.24 


0.53 


1.33 


 


1.31 


6.0% 


5.4% 
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(#)  Constant currency removes the impact of exchange rate movements to facilitate comparability by restating 
the current year’s results at the prior year’s rates. This is done in two parts: (a) by converting the current year 
net profit of entities in the group that have reporting currencies other than US Dollars at the rates that were 
applicable to the prior year (“translation currency effect”); and (b) by restating material transactions booked by 
the group that are impacted by exchange rate movements at the rate that would have applied to the transaction 
if it had occurred in the prior year (“transaction currency effect”). The sum of translation currency effect and 
transaction currency effect is the amount by which reported net profit is adjusted to calculate the result at 
constant currency. 
 
Summary NPAT 
Reported Net Profit after Tax  $645.7m 
Translation Currency Effect (a)  $ ( 9.1m) 
Transaction Currency Effect (b)  $  (1.1m) 
Constant Currency Net Profit after Tax * $635.5m 
 
(a) Translation Currency Effect ($9.1m)     
Average Exchange rates used for calculation in major currencies (six months to Dec 13/Dec 12) were as 
follows: USD/EUR (0.75/0.79); USD/CHF(0.92/0.95) 
 
(b) Transaction Currency Effect ($1.1m) 
Transaction currency effect is calculated by reference to the applicable prior year exchange rates. The 
calculation takes into account the timing of sales both internally within the CSL Group (ie from a manufacturer 
to a distributor) and externally (ie to the final customer) and the relevant exchange rates applicable to each 
transaction. 
 
Summary Sales 
Reported Sales    $2,574.2m 
Currency Effect (c)                       $21.0 m 
Constant Currency Sales *   $2,595.2m 
 
c) Constant Currency Effect $21.0m  
Constant currency effect is presented as a single amount due to the complex and interrelated nature of currency 
impacts on sales. 
 
* Constant Currency Net Profit after Tax and Sales have not been audited or reviewed in accordance with 
Australian Auditing Standards. 
 








  
 


 


For immediate release 


13 August 2014 


Full Year Result 2014 


CSL Delivers Strong Result with EPS up 11% 


Exceptional Performance in Specialty Products  


Board to Consider Further Share Buyback 


Final Dividend lifted to US$0.60 per share 


CSL Limited (ASX:CSL; USOTC:CSLLY) today announced a net profit after tax (NPAT) 


of US$1,307 million for the full year ended 30 June 2014, up US$96 million or 8% on a 


reported basis when compared to the prior comparable period (PCP). The result includes 


a one-off U.S. antitrust class action litigation settlement. Earnings per share (EPS) grew 


11%, benefiting from current and past capital management initiatives 


  
 
HIGHLIGHTS 


  
Financial 


 Revenue US$5,504 million, up 8% on PCP  


o Up 9% at constant currency1  


 EBIT US$1,637 million, up 11% on PCP 


o Up 10% at constant currency  


 NPAT US$1,307 million, up 8% on PCP 


o Up 8% at constant currency  


 Reported earnings per share US$2.70, up 11% on PCP 


o Up 11% at constant currency 


 Research and development investment increased to US$466 million, up 9% on PCP 


o Up 11% at constant currency 


 Final  dividend2 increased 15% to US$0.60 per share, unfranked for Australian tax 


purposes, payable on 3 October 2014 


o The final ordinary dividend converted to Australian currency increased to 


approximately A$0.65 per share, up 14% on PCP 


                                                      
1 Constant currency removes the impact of exchange rate movements to facilitate comparability. See end note 
(#) for further detail.  


2 For shareholders with an Australian registered address, dividends will be paid in A$ at an amount of 


A$0.648480 per share (at an exchange rate of A$1.0808/US$1.00), and for shareholders with a New Zealand 


registered address, dividends will be paid in NZD at an amount of NZ$0.710220 per share (at an exchange rate 


of NZ$1.1837/US$1.00). The exchange rates used are fixed at the date of dividend determination. All other 


shareholders will be paid in US$.  
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o Total ordinary dividends converted to Australian currency increased to 


approximately $A1.24 per share, up 17% on PCP. 


 


Operational 


 Hizentra® (subcutaneous immunoglobulin) 


o U.S. approval for flexible dosing  


o Japanese approval for treatment of primary immune deficiency and 


secondary immune deficiency 


 Kcentra® (4 factor pro-thrombin complex concentrate) - approved by U.S. FDA for 


surgical use 


 CSL 362 (acute myeloid leukaemia) – license agreement with Janssen Biotech, Inc. 


 Alpha-1 (hereditary lung / liver disease) – innovative diagnostic test kit launched 


 bioCSL business turnaround progress 


 A$950 million share buyback3 93% complete 


 New ~€300 million private placement foreshadowed 


 Board to consider further share buyback3 of up to A$950 million 


 U.S. antitrust class action litigation settled 


 Sponsored Level 1 American Depository Receipts program established 


 


CSL Chief Executive Officer and Managing Director, Paul Perreault said “We delivered a 


successful year in a competitive and dynamic global market. Double digit growth in 


immunoglobulin, albumin and our specialty products portfolio underpinned our strong 


result. Of particular note has been the performance of our specialty product Kcentra®, 


the first four factor prothrombin concentrate approved in the U.S.  Our subcutaneous 


immunoglobulin, Hizentra®, has likewise been a stand-out performer.”  


 


“Turning around bioCSL has progressed although considerable work remains. Our 


decision last year to create a separate business unit is paying off with a range of 


targeted efficiency and growth initiatives underway.” 


 


“There has been significant investment in our future growth this year. Our new 


Biotechnology manufacturing facility at Broadmeadows, Australia, was officially opened 


in May. Major expansion programs are underway at our manufacturing sites in the U.S., 


Germany and Switzerland. We finished construction of our new global Privigen® facility 


located in Broadmeadows and announced Switzerland as the location for our new 


commercial recombinant manufacturing facility. CSL Plasma opened its 100th plasma 


                                                      
3 CSL reserves the right to suspend or terminate buy-backs at any time. 
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collection centre in April and expanded laboratory and logistics operations,” Mr Perreault 


said. 


 


 


OUTLOOK (at FY14 exchange rates) 


 


Commenting on CSL’s outlook, Mr Perreault said, “We continue to see robust global 


demand for plasma therapies. Our broad suite of products together with a multisite 


capacity expansion program strongly positions the company in a competitive market. In 


the recombinant haemophilia space we anticipate a new generation of products to enter 


the market over the next few years. CSL is well placed to compete with a portfolio of 


innovative recombinant therapies in the final stages of development.” 


 


“This financial year, at constant currency, we anticipate net profit after tax to grow 


approximately 12% and earnings before interest and tax to grow approximately 15%. 


Earnings per share growth will again exceed profit growth expectations as shareholders 


benefit from the ongoing effect of past and current share buybacks. I’m pleased to 


foreshadow that following the completion of the current share buyback program the 


Board of Directors will consider a further on-market share buyback of a similar amount to 


the current program of $A950 million,” Mr Perreault said. 


 


In compiling the company’s financial forecasts for the year ending 30 June 2015 a 


number of key variables which may have a significant impact on guidance have been 


identified and these have been included in the footnote4 below.  


 


 


OPERATING REVIEW 


 


CSL Behring sales of US$4.9 billion grew 10% in constant currency terms, when 


compared to the prior comparable period. 


 


                                                      
4
  Key variables that could cause actual results to differ materially include: the success of research and 


development activities, decisions by regulatory authorities regarding approval of our products as well as their 
decisions regarding label claims; competitive developments affecting our products; the ability to successfully 
market new and existing products; difficulties or delays in manufacturing; trade buying patterns and fluctuations 
in interest and currency exchange rates; legislation or regulations that affect product production, distribution, 
pricing, reimbursement, access or tax; litigation or government investigations, and CSL’s ability to protect its 
patents and other intellectual property.   
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Immunoglobulin product sales of US$2,320 million grew 12% in constant currency terms, 


with ‘normal’ immunoglobulin growing 13%. Global market conditions remain robust, but 


competitive. Intravenous immunoglobulin sales growth was underpinned by strong 


demand for Privigen® which benefited from an expanded indication in Europe to include 


its use in the treatment of chronic inflammatory demyelinating polyneuropathy (CIDP). 


Latin America sales were also strong. Sales of Carimune® continued to perform well, 


particularly in the US following market segmentation initiatives. 


 


Demand for subcutaneous immunoglobulin (SCIG) was particularly strong in both the 


U.S. and Europe. Hizentra® offers patients the convenience of self-administration at 


home. In the US the expansion of administration frequency options to include flexible 


dosing has driven an increased penetration of the product into the Primary Immune 


Deficiency (PID) patient market. 


 


Albumin sales of US$694 million grew 16% in constant currency terms. Albumin demand 


in China remained vigorous with sales boosted through improved penetration into new 


market segments. This growth followed a strong prior period in China arising from a 


change in the business model aimed at streamlining our distribution. European sales 


were robust and assisted by cautionary statements from the regulator in relation to the 


use of hydroxyethyl starches, which are sometimes used as an alternative to albumin. 


Albumin demand continues to be robust in the rest of the world and especially strong in 


Brazil. 


 


Haemophilia product sales of US$1,064 million declined 4% in constant currency terms. 


Plasma derived haemophilia sales were impacted by the conclusion of a number of 


treatment programs for immune tolerance patients in Europe. In addition, sales of 


plasma derived haemophilia products in tender markets can vary period to period. There 


was growth in plasma derived haemophilia products in certain Eastern European and 


Middle Eastern markets. Recombinant factor VIII sales declined 1% in constant currency 


terms, a function of a change in sales mix and influence from the number of clinical trials 


underway for new generation recombinant factor VIII products where patients receive 


clinical trial products at no cost.   


 


Specialty products sales of US$848 million grew 18% in constant currency terms.  


In April 2013, the U.S. Food and Drug Administration (FDA) approved Kcentra® (4 factor 


pro-thrombin complex concentrate) for urgent warfarin reversal in patients with acute 


major bleeding. This was followed in December 2013 with approval for an expanded 


indication to include the urgent reversal of acquired coagulation factor deficiency 
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induced by vitamin K antagonist (e.g. warfarin) therapy in adult patients needing urgent 


surgery or other invasive procedures. These developments have underpinned strong 


growth in U.S. demand for Kcentra®. The U.S. Centres for Medicare and Medicaid 


Services approved a new technology add-on payment for Kcentra® in August 2013 


recognising its significant clinical advancement for reversing the effects of warfarin in 


patients who experience acute major bleeding. Kcentra® was granted Orphan Drug 


Marketing Exclusivity for a period of 7 years effective December 2013 based on the 


approved surgical indication. 


 


The period under review saw strong demand for Berinert® (C1-esterase inhibitor 


concentrate), which is used for the treatment of acute attacks in patients with hereditary 


angioedema. In 2012, the U.S. FDA approved a label expansion to include self-


administration and now in excess of 70% of patients using Berinert® self-administer. 


 


Zemaira® (Alpha-1 proteinase inhibitor) sales grew solidly in the U.S., supported by the 


introduction of a new diagnostics test kit which improves the accuracy of diagnosis. 


Zemaira is used by patients with Alpha1-Proteinase Inhibitor deficiency and related 


emphysema. 


 


bioCSL sales of A$433 million declined 4% in constant currency terms. Influenza sales 


totalled A$125 million. Strong demand in the U.S. was more than offset by a reduction in 


European sales following the market exit by bioCSL’s business partner in that region. 


Sales of vaccine to immunise against measles, mumps and rubella grew strongly after 


successfully tendering for the Australian National Immunisation Program. 


 


CSL Intellectual Property revenue of US$145 million grew 8% in constant currency 


terms driven by the granting of a license to Janssen Biotech, Inc., to progress CSL’s 


acute myeloid leukaemia product currently in development. Royalty contributions from 


human papillomavirus vaccine intellectual property contributed US$119 million to 


revenue. 


 


Group EBIT margin5 grew modestly to 29.7%. 


 


 


 


 


                                                      
5 EBIT margin is calculated by dividing earnings before interest and tax by total revenue. 
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CAPITAL MANAGEMENT 


 


Share Buyback 


During October 2013, CSL announced its intention to conduct an on-market share 


buyback of up to A$950 million. Under the Australian Securities Exchange listing rules 


this buyback6 has a 12 month completion window. To date, CSL has repurchased 


approximately 12.8 million shares for approximately A$882 million, representing about 


93% of the intended repurchase program. 


 


CSL’s balance sheet remains very sound and only modestly geared. Cash and cash 


equivalents totalled US$609 million as at 30 June 2014, with interest bearing liabilities 


totalling US$1,890 million. Undrawn debt facilities totalled $192 million. 


 


Capital management foreshadowed during FY15 


Following the completion of the current buyback, which has A$68m remaining, the Board 


of Directors will consider a further on-market share buyback program of up to A$950 


million.  


 


During the first half of fiscal 2015 the company intends to approach the U.S private 


placement market to raise approximately €300 million as part of the company’s overall 


debt management program. 


 


 


Additional details about CSL’s results are included in the company’s 4E statement, 


investor presentation slides and webcast, all of which can be found on the company’s 


website www.csl.com.au  A glossary of medical terms can also be found on the website. 


 


For further information, please contact:  


 


Investors:     Media:       


Mark Dehring      Sharon McHale      


Head of Investor Relations    Senior Director Public Affairs     


CSL Limited      CSL Limited 


Telephone: +613 9389 2818   Telephone: +613 9389 1506     


Email: mark.dehring@csl.com.au  Mobile +614 0997 8314     


Email: sharon.mchale@csl.com.au    


                                                      
6 CSL reserves the right to suspend or terminate buybacks at any time. 



http://www.csl.com.au/

mailto:mark.dehring@csl.com.au

mailto:sharon.mchale@csl.com.au
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Tim Duncan 
Hintons & Associates 
Phone: +613 9600 1979 
Mobile: +614 0844 1122 
Email: tduncan@hintons.com.au 
 


 


®  Trademarks of CSL Limited or its affiliates. 
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Group Results  
US Dollars           


 
Full year ended June 


US$ Millions 


Jun  


2013 
Reported 


Jun 


 2014 
Reported 


Jun 


 2014 
at CC


# 


 


Change 


% 


     


Sales 4,950 5,335 5,375 8.6% 


  Other Revenue / Income 150 169 170  


Total Revenue / Income  5,100 5,504 5,546 8.7% 


     


Earnings before Interest, Tax, 


Depreciation & Amortisation 


1,681 1,832 1,823 8.4% 


     


Depreciation/Amortisation 202 195 199  


Earnings before Interest and Tax 1,480 1,637 1,624 9.8% 


     


Net Interest Expense / (Income) 18 33 31  


Tax Expense 250 297 290  


Net Profit after Tax 1,211 1,307 1,304 7.6% 


     


Total Ordinary Dividend (US$) 


Final Dividend (US$)  


Basic EPS (US$)                                                    


1.02 


0.52 


2.43 


1.13 


0.60 


2.70 


 


 


2.69 


11% 


15% 


11% 
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(#)  Constant currency removes the impact of exchange rate movements to facilitate comparability by restating 
the current year’s results at the prior year’s rates. This is done in two parts: (a) by converting the current year 
net profit of entities in the group that have reporting currencies other than US Dollars at the rates that were 
applicable to the prior year (“translation currency effect”); and (b) by restating material transactions booked by 
the group that are impacted by exchange rate movements at the rate that would have applied to the transaction 
if it had occurred in the prior year (“transaction currency effect”). The sum of translation currency effect and 
transaction currency effect is the amount by which reported net profit is adjusted to calculate the result at 
constant currency. 
 
Summary NPAT 
Reported Net Profit after Tax  $1,307.0m 
Translation Currency Effect (a)  $   (31.9m) 
Transaction Currency Effect (b)  $    28.6m 
Constant Currency Net Profit after Tax * $1,303.7m 
 
(a) Translation Currency Effect ($31.9m)     
Average Exchange rates used for calculation in major currencies (twelve months to Jun 14/June 13) were as 
follows: USD/EUR (0.7383/0.7741); USD/CHF(0.9054/0.9403) 
 
(b) Transaction Currency Effect $28.6m 
Transaction currency effect is calculated by reference to the applicable prior year exchange rates. The 
calculation takes into account the timing of sales both internally within the CSL Group (ie from a manufacturer 
to a distributor) and externally (ie to the final customer) and the relevant exchange rates applicable to each 
transaction. 
 
Summary Sales 
Reported Sales    $5,334.8m 
Currency Effect (c)                       $40.4 m 
Constant Currency Sales *   $5,375.2m 
 
c) Constant Currency Effect $40.4m  
Constant currency effect is presented as a single amount due to the complex and interrelated nature of currency 
impacts on sales. 
 
* Constant Currency Net Profit after Tax and Sales have not been audited or reviewed in accordance with 
Australian Auditing Standards. 
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International Medical Journal Publishes bioCSL’s Fluvax® 
Investigation Findings 
• Journal Vaccine publishes findings of root cause investigation into adverse events 


associated with the bioCSL 2010 influenza vaccine, Fluvax®. 
• Manufacturing process modifications adopted based on findings. 
• Clinical development program initiated to confirm the safety of modified Fluvax® in 


young children. 


The findings of bioCSL’s multi-year investigation into the cause of the unexpected adverse events 
associated with its Fluvax® influenza vaccine in 2010 were today published in two separate papers in 
the peer-reviewed journal Vaccine. 
 


The publications describe an extensive and highly complex investigation that involved international 
collaborators and was closely monitored by the TGA and the FDA.  The findings have led bioCSL to 
modify its manufacturing process for Fluvax® and to initiate a clinical development program to confirm 
the safety of the modified vaccine in young children. 
 


During the influenza season of 2010, Fluvax® was associated with a significant increase in reports of 
fever-related (febrile) convulsions in young children compared to previous seasons.  Fluvax® has not 
been licensed for use in children under 5 years of age since these events.  In response, bioCSL 
undertook a comprehensive, multifaceted investigation comprising clinical data analyses, 
manufacturing reviews and scientific studies involving over 200 separate laboratory experiments.  
 


The investigation found that as a result of bioCSL’s standard method of manufacture, virus 
components contained in the 2010 formulation of Fluvax® combined to overstimulate the immune 
system of some young children, triggering increased fever and fever-related convulsions.  Further, 
these laboratory studies showed that increasing the levels of virus splitting agent used in the bioCSL 
manufacturing process addresses the potential for Fluvax® to generate excessive febrile reactions. 
  


After successfully manufacturing Fluvax® using increased levels of virus splitting agent, bioCSL 
conducted a clinical study in adults which confirmed this modification had no negative impact on the 
immunogenicity of the vaccine. Following consultation with regulators, bioCSL has now implemented 
increased levels of virus splitting agent into its standard method of manufacturing for Fluvax®. 
 


“As Australia’s only onshore manufacturer of influenza vaccine, we know how important it is for us to 
be able to produce a seasonal flu vaccine that can be safely used in all age groups,” said Dr John 
Anderson, General Manager of bioCSL. 
 


“This is why we have continued to work to solve the problem and have now implemented the 
manufacturing changes we believe will ultimately address the safety concerns associated with the use 
of bioCSL’s Fluvax® in children.” 
 


“The next step is proving our scientific findings through clinical studies, and until that happens, I want 
to stress that bioCSL’s Fluvax® must not be used in children under 5 years of age and that restrictions 
also remain in place for the use of Fluvax® in those aged 5 to 9 years.” 
 


“We recognise that the events that took place in 2010 and the ongoing uncertainty about the cause 
have been very concerning to the public.  The investigations have been extremely complex and it is of 
some relief to have reached this point.  Our conclusions now give us a clear path forward which we 
intend to pursue to the fullest,“ Dr Anderson said. 
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Current age restrictions for Fluvax1 


Fluvax® must not be used in children under 5 years of age. 
Fluvax® should only be used in children aged 5 to under 9 years based on careful consideration of 
potential benefits and risks to the individual and if no alternative is available. 


Fluvax® continues to have an acceptable safety profile in people aged 10 years and over. 
 
References:  


1. ATAGI Clinical advice for immunisation providers regarding administration of 2014 seasonal 
influenza vaccines, March 2014. Available at: 
http://www.immunise.health.gov.au/internet/immunise/Publishing.nsf/content/40E9F669E3
096146CA2579BA00097533/$File/ATAGI-clinical-advice-March14.pdf  


 


Media Contact:  
Sharon McHale 
Senior Director Public Affairs 
CSL Limited 
Phone: +61 3 9389 1506 
Mobile: +61 409 978 314 
Email: sharon.mchale@csl.com.au  
45 Poplar Rd, Parkville, Australia 


 


  


 
About Vaccine 
Vaccine is the pre-eminent journal for those interested in vaccines and vaccination. It is the official 
journal of The Edward Jenner Society, The International Society for Vaccines and The Japanese Society 
for Vaccinology. www.elsevier.com/locate/vaccine 


About bioCSL 
bioCSL manufactures, markets and distributes seasonal and pandemic influenza vaccine worldwide. In 
Australia and New Zealand, bioCSL markets a comprehensive range of vaccines and pharmaceutical 
products. It also manufactures products of national significance for Australia, including antivenoms 
and Q-Fever vaccine, and supplies diagnostic reagents in the Australasia region. bioCSL’s cold-chain 
logistics business ensures the integrity of  CSL products, as well as those of our customers, as they are 
safely delivered across Australia.  


bioCSL is part of the CSL Group which is headquartered in Melbourne Australia. The CSL Group 
includes CSL Behring, CSL Plasma and bioCSL. With major facilities in Australia, Germany, Switzerland 
and the US, CSL has over 12,000 employees working in 27 countries. 


Visit our website to read more – www.biocsl.com.au  


  



http://www.immunise.health.gov.au/internet/immunise/Publishing.nsf/content/40E9F669E3096146CA2579BA00097533/$File/ATAGI-clinical-advice-March14.pdf

http://www.immunise.health.gov.au/internet/immunise/Publishing.nsf/content/40E9F669E3096146CA2579BA00097533/$File/ATAGI-clinical-advice-March14.pdf

mailto:sharon.mchale@csl.com.au

http://www.elsevier.com/locate/vaccine

http://www.biocsl.com.au/
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PBS Information: This product is listed on the National Immunisation Program (NIP) 
Schedule. Refer to the NIP Schedule. 


 
 WARNING: This season’s vaccine is indicated for use only in persons aged 5 years and 
over. It must not be used in children under 5 years (see Contraindications). It should 
only be used in children aged 5 to under 9 years based on a careful consideration of 


potential risks and benefits in the individual (see Precautions). 
 
Before prescribing, please review product information available at 
www.biocsl.com.au/PI. 
 
MINIMUM PRODUCT INFORMATION: Fluvax® Inactivated influenza vaccine (split virion). For winter 
2014, antigens representative of types: A/California/7/2009 (NYMC X-181) (A/California/7/2009 
(H1N1) – like), A/Texas/50/2012 (NYMC X 223)) (A/Texas/50/2012 (H3N2) – like) and 
B/Massachusetts/2/2012 (NYMC BX-51B) (B/Massachusetts/2/2012 – like); 15µg haemagglutinin of 
each per 0.5mL dose. Indication: Prevention of influenza caused by Influenza Virus, Types A and B. For 
the 2014 season, Fluvax is indicated for use only in persons aged 5 years and over. Contraindications: 
Must not be used in children under 5 years. Anaphylactic hypersensitivity to previous influenza 
vaccination or to eggs, neomycin, polymyxin B sulphate or any other constituents or trace residues of 
the vaccine. Postpone immunisation in people with febrile illness or acute infection. Precautions: 
During the 2010 Southern Hemisphere influenza season, there was an unexpected increase in reports 
of fever and febrile convulsions in children aged less than 5 years following seasonal influenza 
vaccination. The vaccine is only indicated in persons aged 5 years and over.  Febrile events were also 
observed in children 5 to under 9 years.  Therefore a decision to vaccinate this age group should be 
based on careful consideration of potential benefits and risks to the individual. Treatment for 
anaphylactic reactions should be available. In immunocompromised patients antibody response may 
be lower. History of Guillain-Barré Syndrome within 6 weeks of previous influenza vaccination. 
Interactions: Corticosteroid or immunosuppressant treatment may diminish immunological response. 
Pregnancy: Category B2. Adverse Effects:  Adults: pain, erythema, ecchymosis; malaise, 
chills/shivering. In children: pain, erythema, swelling; irritability, rhinitis, fever, cough, loss of appetite, 
vomiting/diarrhoea, headache, myalgia, earache, sore throat, wheezing/shortness of breath. Post-
marketing surveillance: Transient thrombocytopenia; allergic reactions including anaphylactic shock; 
neuralgia, paraesthesia and convulsions (including febrile convulsions); encephalitis, neuritis or 
neuropathy and Guillian- Barré syndrome; vasculitis with transient renal involvement; pruritus, 
urticaria and rash; cellulitis and large injection site swelling. Dosage and Administration: 
Intramuscular or deep subcutaneous injection. Adults and children from 5 yrs: 0.5 mL; For children 
aged 5 to under 9 years who have not previously been vaccinated 2 doses should be given at least 4 
weeks apart.Presentation: 0.5mL single-use syringe. Storage: Store at 2-8 C; protect from light; do not 
freeze. Based on TGA Approved Product Information 24 October 2013. 
 
Fluvax® is a registered trademark of CSL Limited. bioCSL (Australia) Pty Ltd ABN 66 120 398 067, 63 
Poplar Road, Parkville VIC 3052. Medical Information: 1800 642 865. bioCSLTM is a registered 
trademark of CSL Limited. Date of preparation: June 2014.  
 





		Media Contact:

		About bioCSL
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CSL to acquire Novartis’ influenza vaccine business 


bioCSL to take on expanded role in global influenza vaccine industry 


 
 


Melbourne, Australia – CSL Limited has today announced an agreement to acquire 


Novartis’ global influenza vaccine business for US$275 million, which will be combined 


with CSL’s existing vaccines and pharmaceutical subsidiary, bioCSL. 


The acquisition will create the second largest vaccine company in the global influenza 


industry with manufacturing plants in the US, UK, Germany and Australia, a diversified 


product portfolio and strong pre-pandemic and pandemic capabilities in its major 


centres of operation.  


Like bioCSL, Novartis is currently transitioning its three-strain (trivalent) influenza 


vaccine brands to four-strain (quadrivalent) formulations through a multi-year clinical 


program. This includes an adjuvanted influenza vaccine for both elderly and paediatric 


populations.   


The combined business will complete all clinical programs underway and look to 


market all bioCSL and Novartis influenza vaccine brands in multiple markets over time. 


“This will transform bioCSL’s existing influenza vaccine business, giving us first class 


facilities, global scale and product and geographical diversity,” said bioCSL’s General 


Manager, Dr John Anderson. 


CSL’s Parkville facilities in Melbourne will play a key role in the global manufacturing 


network of the combined business while continuing to offer seasonal influenza vaccine 


supply and pandemic preparedness and response to Australia. 


“bioCSL is absolutely focused on its critical role as Australia’s onshore supplier of 


influenza vaccine, which underpins its pivotal position in both the nation’s influenza 


pandemic preparedness and swift seasonal responses to influenza,” he said. 


The combined business will continue to in-license and distribute a broad range 


vaccines and specialty pharmaceuticals, and produce blood typing reagents for local 


use. It will also continue to manufacture anti-venoms and Q fever vaccine as the 


world’s only supplier of these uniquely Australian medicines. 


“While the global scope of our business will expand significantly, bioCSL remains 


committed to the reliable and timely supply of vaccines and pharmaceutical products in 


Australia,” Dr Anderson said. 


 
 



http://www.csl.com.au/
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Interview Opportunities 


Dr John Anderson, General Manager and Senior Vice President, bioCSL will be 


available for interview from 12.30pm onwards. 


 


Visual materials 


B-roll footage and photographs of bioCSL’s influenza facilities in Parkville (Melbourne) 


are available at: http://www.biocsl.com.au/newsroom/images-video  
 


 


CSL Media Contacts 


Sharon McHale 


Senior Director Public Affairs 


Phone: +61 409 978 314 


 


Jemimah Pentland 


Senior Manager Communications 


Phone: +61 412 635 483 


 


 


  


 



http://www.csl.com.au/

http://www.biocsl.com.au/newsroom/images-video






  
 


 


For immediate release 


13 November 2014 


 
New €350 Million Private Placement 


CSL Limited (ASX:CSL; USOTC:CSLLY) today announced that on 12 November 2014 
it closed a new €350 million private placement in the U.S. The private placement was 
foreshadowed in CSL’s full year announcement in August 2014 
 
The private placement consists of three maturities as follows: 
 
 8-year bullet 10-year bullet 12-year bullet 
Amount €100m €150m €100m 
Coupon 1.65% 1.93% 2.10% 
 
The private placement has a weighted average interest rate of 1.90% and an average 
life of 10 years. The maturities will fill gaps in the Group’s current debt maturity profile as 
show below: 
 


 
 
“The private placement was well received by investors with a significant level of 
oversubscription.” CSL’s Chief Financial Officer, Gordon Naylor, said, “We were very 
pleased to achieve a good outcome for the Company, which has enabled us to further 
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strengthen our debt maturity profile at very attractive long term interest rates. We are 
grateful for the support of this important debt market which again has recognised the 
sustainability of our business model.” 
 
The proceeds from the private placement will be used to fund the Group’s capital 
management plan, including on-market buybacks, and for general corporate purposes. 
 
For further information, please contact:  
 
Investors:     Media:       
Mark Dehring      Sharon McHale      
Head of Investor Relations    Senior Director Public Affairs     
CSL Limited      CSL Limited 
Telephone: +613 9389 2818   Telephone: +613 9389 1506     
Email: mark.dehring@csl.com.au  Mobile +614 0997 8314     


Email: sharon.mchale@csl.com.au    
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15 October 2014 
  


 


CSL announces new A$950m share buyback 


Melbourne, Australia – CSL Limited (ASX:CSL) today announced a new on-market share 


buyback of up to A$950 million.   


Speaking at CSL’s Annual General Meeting in Melbourne today, CSL Chairman Professor John 


Shine said the Board was pleased to announce its eighth buyback program in nine years.   


“Buybacks remain an effective way to manage our capital. They deliver improved investment 


return ratios – including earnings per share and return on equity – and benefit all our 


shareholders,” Professor Shine said.  


With this latest buyback CSL will have returned more than 23 per cent of its shares to 


shareholders since 2005. 


Professor Shine said that previous seven buybacks totalling some A$4.2 billion have 


contributed a boost to earnings per share in excess of 19%.  


He said earnings per share growth this financial year will again exceed profit growth 


expectations as shareholders benefit from the ongoing effect of past and current share 


buybacks.  


In addition, the company would be able to fund buy-backs comfortably while at the same time 


significantly expanding global manufacturing capacity and maintaining robust investment in 


innovation. 


At yesterday’s closing price of A$72.50, an A$950 million buyback represents approximately 


13.1 million CSL shares or around 3% of CSL’s issued share capital.   


 


Media Contact:    


Sharon McHale    


Snr Director, Public Affairs   


Phone: +61 409 978 314  


Email: sharon.mchale@csl.com.au   


Investor Contact:  


Mark Dehring  


Head of Investor Relations  


Phone: +61 3 9389 2818  


Email: mark.dehring@csl.com.au 


 


  


For more information about CSL Limited, visit www.csl.com.au  



mailto:sharon.mchale@csl.com.au

mailto:mark.dehring@csl.com.au
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CSL Opens Australian Biotechnology Manufacturing Facility  
Melbourne, Australia, 9 May 2014 - CSL Limited today officially opened the CSL 
Behring Biotechnology Manufacturing Facility in Broadmeadows, Melbourne.  


The new world-class facility is located adjacent to CSL Behring’s manufacturing plant 
for plasma products and will play a key role in CSL’s global drug development strategy. 
It is one of the largest and most advanced facilities of its kind in Australia and will 
produce novel recombinant therapies on a large scale for international clinical trials. 


Recombinant therapies are modified versions of naturally occurring human proteins 
that have been optimised to provide better treatment options for patients.  CSL has 
more recently developed specialist capabilities in recombinant-based research, adding 
to its long-standing expertise in plasma protein therapeutics.  The Company’s R&D 
pipeline currently includes recombinant therapies for a range of rare and serious 
disease, including bleeding disorders, inflammatory conditions and cancer. 


The first therapy to be manufactured in the new biotech facility will be a novel blood 
clotting factor (rVIIa-FP) for the treatment of haemophilia.  This is one of several 
longer-acting clotting factors being developed by CSL which aims to significantly 
reduce the number of injections required to maintain normal blood clotting in people 
with bleeding disorders. Clinical trials of rVIIa-FP in patients are expected to 
commence later this year in US, Europe and Australia.   


The facility was officially opened by The Hon. Ian Macfarlane MP, Minister for Industry, 
The Hon. Denis Napthine MP, Premier of Victoria and The Hon. Gordon Rich-Phillips 
MLC, Minister for Technology, Victoria. 


Speaking at the Opening, CSL’s CEO and Managing Director, Paul Perreault said “This 
world-class facility is key to the ongoing success of our global R&D strategy and 
reflects our commitment to provide better treatment options for people who suffer from 
bleeding disorders and other life-threatening conditions.”  


“Outstanding Australian science was a key driver for CSL’s investment decision. It 
made sense to complement our excellent research capabilities here with the facilities to 
advance innovative science through to clinical trials.”   


Strategic co-investment from the Australian and Victorian governments, announced in 
2010 was instrumental in realising the project. The biotech facility is the centre-piece of 
a $257 million manufacturing expansion at the Broadmeadows site which will see it 
play an increasingly important role in CSL’s global operations.  The total investment is 
expected to quadruple Broadmeadows’ manufacturing capacity and export potential by 
2018 and generate more than 240 highly skilled jobs. 


“We acknowledge both the Federal and Victorian Governments for helping to bring this 
world-class facility to fruition.  It shows a strong commitment to the ongoing 
development of the biotechnology sector and advanced manufacturing as an important 
part of Australia’s future,” said Mr Perreault.   
 Page 1 of 2 
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Mr Alain Weill, President of the World Federation of Haemophilia also took part in the 
opening ceremony.  He is in Australia for the World Congress of Haemophilia, which 
gets underway in Melbourne on Sunday 11 May 2014.   


“The ongoing development of new and improved therapies for haemophilia couldn’t be 
more important to the bleeding disorder community.  It’s very heartening to see CSL 
working with governments in Australia to invest in new technologies and facilities that 
may benefit people with haemophilia all around the world.” said Mr Weill.  


 - ends - 


Interview opportunities 
Mr Paul Perreault – CEO & Managing Director, CSL Limited  
Dr Andrew Cuthbertson – Chief Scientific Officer, CSL Limited 
 
Media Contact: 
Jemimah Pentland, Senior Manager Communications, CSL Limited 
P: +61 3 9389 1668 / +61 412 635 483 E: jemimah.pentland@csl.com.au  


Ida Fabiansson, Buchan Consulting  
P: +612 9237 2811 / +61 421 287 661  
E: ifabiansson@buchanwe.com.au    


 



mailto:jemimah.pentland@csl.com.au

mailto:ifabiansson@buchanwe.com.au
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bioCSL partners with Immucor to distribute global market‐leading 


transfusion testing technology 


 


Melbourne, 21 July 2014 ‐ bioCSL today announced that it has commenced distribution of Immucor 


Corporation’s global market‐leading “Capture®” technology platform and reagents in Australia and 


New Zealand. Capture® is an advanced antibody detection technology used in the cross‐matching of 


blood used for transfusion.  


Capture® features innovative technology which works differently from the techniques commonly used 


in Australia.  Capture® delivers high levels of specificity, potentially reducing both the need for 


additional testing and delays for patients awaiting a blood transfusion. Moreover, Capture® has a high 


degree of sensitivity for detection of clinically significant antibodies, providing confidence and 


accuracy in pre‐transfusion and prenatal screening. 


“These products provide a tremendous enhancement to bioCSL’s immunohaematology portfolio, and 


will allow us to provide even better service to our customers”, said Dr John Anderson, Senior VP and 


General Manager of bioCSL. “Immucor’s technology is first‐class, and we’re delighted to be partners 


with them”. 


The Immucor product range consists of more than 200 immunohaematology reagents, automated 


testing devices and Immucor’s Immulink software, which provides seamless integration of any 


laboratory network’s immunohaematology results. These products have proven to be successful 


around the world. Immucor is the leading immunohaematology provider to blood banks in the USA, 


with its technology used in the screening of over 90% of the North American blood supply. The 


company is also the market leader in immunohaematology solutions for blood banks in Canada and 


second in Europe. 


“The advances offered by Capture® build on our proud record of helping to maintain Australia and 


New Zealand’s excellent safety record in blood transfusion over the past 30 years”, said Allen Bollands, 


Director for bioCSL Immunohaematology. “We are confident that Australian and New Zealand 


immunohaematology leaders will experience benefits similar to their colleagues around the world”. 


 
‐‐‐‐ End ‐‐‐‐ 


Media Contact 


Sharon McHale 
Senior Director, Public Affairs 
CSL Limited 
Mobile: +61 409 978 314 
Email: sharon.mchale@csl.com.au  
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About Immucor  


Founded in 1982, Immucor manufactures and sells a complete line of reagents and systems used by 


hospitals, reference laboratories and donor centres to detect and identify certain properties of the cell 


and serum components of blood prior to transfusion. Immucor markets a complete family of products 


for all of its market segments.  From a standard line of routine testing and screening products to a 


comprehensive array of specialty products; from large‐scale to smaller‐volume automated instruments 


that set the standard in automation; from serological to molecular, plus cutting edge software 


solutions, Immucor is bringing industry‐leading products to blood bank partners, better ensuring that a 


safe blood supply reaches all who need it. 


 
About bioCSL Immunohaematology 


bioCSL Immunohaematology develops, manufactures and markets in vitro diagnostic products for 


immunohaematology and snake venom detection. Our core skills include the manufacture of Reagent 


Red Blood Cells (RRBCs), monoclonal antibodies and the production of reagents and ancillary products 


for immunohaematology laboratories. bioCSL Immunohaematology works closely with the Australian 


Commonwealth Government Department of Health and Ageing, National Blood Authority and the 


Australian Red Cross Blood Service to supply vital RRBCs to Australian transfusion and pathology 


laboratories. 


 


About bioCSL 


bioCSL manufactures, markets and distributes seasonal and pandemic influenza vaccine worldwide. In 


Australia and New Zealand, bioCSL markets a comprehensive range of vaccines and pharmaceutical 


products. It also manufactures products of national significance for Australia, including antivenoms 


and Q‐Fever vaccine, and supplies diagnostic reagents in the Australasia region. bioCSL’s cold‐chain 


logistics business ensures the integrity of  CSL products, as well as those of our customers, as they are 


safely delivered across Australia.  


bioCSL is part of the CSL Group which is headquartered in Melbourne Australia. The CSL Group also 


includes CSL Behring and CSL Plasma. With major facilities in Australia, Germany, Switzerland and the 


US, CSL has over 11,000 employees working in 25 countries. 


Visit our website to Read More – www.biocsl.com.au  


bioCSL (Australia) Pty Ltd. ABN 66 120 398 067 63 Poplar Road, Parkville. Victoria. 3052 


TM bioCSL is a registered trademark of CSL Limited. 
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CSL Limited Launches AEGIS-I, a Phase 2b Clinical Study of 


CSL112, a Novel Apolipoprotein A-I Infusion Therapy  Designed 


to Rapidly Remove Cholesterol from Arteries and Stabilize Plaque 


 


 


CSL112 Represents a Promising Investigational Therapy That May Fill a Void  


in Reducing Early Recurrent Cardiovascular Events in Patients Who Have 


Suffered a Heart Attack 


 


 


 


King of Prussia, PA, USA – CSL Limited today announced the launch of AEGIS-I, a Phase 2b 


clinical study of CSL112, a novel formulation of apolipoprotein A-I (apoA-I). Administered as a 


short series of weekly infusions, CSL112 is designed to rapidly remove cholesterol from the 


arteries and stabilize lesions at risk of rupture.  This represents a new approach to reduce the high 


incidence of early recurrent cardiovascular events in the days and weeks following a heart attack. 


“Patients are at highest risk of experiencing a recurrent cardiovascular event in the first 30 days 


following the index event and physicians have few treatment options to address this risk,” said 


C. Michael Gibson, M.S., M.D., Professor of Medicine at Harvard Medical School and AEGIS-I 


Study Chairman.  “CSL112 holds the potential to work quickly to reduce early recurrent events, 


thereby addressing a substantial unmet medical need.”  


AEGIS-I is a Phase 2b, global, randomized, 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.  Secondary outcome 


measures include time-to-first occurrence of a major adverse cardiovascular event (MACE) 


defined as cardiovascular death, myocardial infarction (MI), ischemic stroke and hospitalization 


for unstable angina. Results of the study are expected in 2016.
i
    


“We are excited to advance the clinical development program for CSL112 with the launch of the 


AEGIS-I study which will investigate the safety and efficacy of CSL112 administered in the post 


MI setting,” said Denise D’Andrea, Senior Global Clinical Program Director Cardiovascular 


Therapies Clinical Development. 


“AEGIS-I will also allow us to select the dose to take into the phase 3 outcomes trial where we 


will test the hypothesis that rapid removal of cholesterol with CSL112 will stabilize plaque and 


thereby reduce the incidence of early recurrent cardiovascular events.” 


  



http://www.csl.com.au/
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About Coronary Heart Disease 


Coronary heart disease stems from problems related to plaque buildup in the walls of the 


arteries, a condition known as atherosclerosis.  As plaque builds up, the arteries narrow, making 


it more difficult for blood to flow and creating a risk for heart attack or stroke.  


 


Despite advances in therapy, coronary heart disease remains a leading cause of death globally.  


In the US alone:  


 There are 515,000 new heart attacks and 205,000 recurrent heart attacks annually 


 One heart attack occurs every 44 seconds 


 1 in 6 deaths is due to coronary heart disease 


 


 


About CSL112 


CSL112 is a novel formulation of apolipoprotein A-I (apoA-I), the primary functional 


component of high-density lipoprotein (HDL). It is purified from human plasma and 


reconstituted to form HDL particles suitable for intravenous infusion. Studies have 


shown that the infusion of CSL112 rapidly elevates markers of reverse cholesterol 


transport, a process by which cholesterol is removed from arteries and transported to 


the liver for clearance. CSL112 may offer a novel option for rapidly stabilizing 


atherosclerotic lesions and is being studied for reduction in the risk of early 


atherothrombotic events in acute myocardial infarction patients. 


  


 


 


For further information please contact: 


 


Investors 


Mark Dehring 
Head of Investor Relations 
CSL Limited 
Phone: +61 3 9389 2818 
Email: mark.dehring@csl.com.au  
 


Media 
Sharon McHale 
Senior Director Public Affairs 
CSL Limited 
Phone: +61 409 978 314 
Email: sharon.mchale@csl.com.au  


 


 


 


 


  


 


                                                           
i
 ClinicalTrials.gov. Identifier NCT02108262. Accessed October 13, 2014.  
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ASX Announcements and News Releases 


12/02/2014  
Half Year Results announcement for 2013/14 
CSL Limited (ASX:CSL) today announced a net profit after tax (NPAT) of 
US$646 million for the six months ended 31 December 2013, up US$21 million 
or 3% on a reported basis when compared to the prior comparable period 
(PCP). The result included a one-off U.S. antitrust class action litigation 
settlement of US$64 million, or US$39 million after tax.  


09/05/2014  
CSL Opens Australian Biotechnology Manufacturing Facility  
CSL Limited today officially opened the CSL Behring Biotechnology 
Manufacturing Facility in Broadmeadows, Melbourne.  


11/06/2014  
International Medical Journal Publishes bioCSL’s Fluvax® Investigation 
Findings 
The findings of bioCSL’s multi-year investigation into the cause of the 
unexpected adverse events associated with its Fluvax® influenza vaccine in 
2010 were today published in two separate papers in the peer-reviewed journal 
Vaccine.  


21/07/2014  
bioCSL partners with Immucor to distribute global market-leading transfusion 
testing technology 
bioCSL today announced that it has commenced distribution of Immucor 
Corporation’s global market‐leading “Capture®” technology platform and 
reagents in Australia and New Zealand. Capture® is an advanced antibody 
detection technology used in the cross‐matching of blood used for transfusion. 


13/08/2014  
Full Year Results announcement for 2013/14 
CSL Limited (ASX:CSL; USOTC:CSLLY) today announced a net profit after tax 
(NPAT) of US$1,307 million for the full year ended 30 June 2014, up US$96 
million or 8% on a reported basis when compared to the prior comparable 
period (PCP). The result includes a one-off U.S. antitrust class action litigation 
settlement. Earnings per share (EPS) grew 11%, benefiting from current and 
past capital management initiatives.  


15/10/2014  
CSL announces new A$950m share buyback 
CSL Limited (ASX:CSL) today announced a new on-market share buyback of 
up to A$950 million.  
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27/10/2014  
CSL to acquire Novartis influenza vaccine business (ASX) 
CSL Limited (ASX:CSL; USOTC:CSLLY) today announced that it has agreed to 
acquire Novartis’ global influenza vaccine business for US$275 million. The 
business will be combined with CSL’s subsidiary, bioCSL.  


27/10/2014  
CSL to acquire Novartis’ influenza vaccine business (Media Release) 
CSL Limited has today announced an agreement to acquire Novartis’ global 
influenza vaccine business for US$275 million, which will be combined with 
CSL’s existing vaccines and pharmaceutical subsidiary, bioCSL.  


10/11/2014  
CSL Limited Launches AEGIS-I, a Phase 2b Clinical Study of CSL112, a Novel 
Apolipoprotein A-I Infusion Therapy Designed to Rapidly Remove Cholesterol 
from Arteries and Stabilize Plaque 
CSL Limited today announced the launch of AEGIS-I, a Phase 2b clinical study 
of CSL112, a novel formulation of apolipoprotein A-I (apoA-I). Administered as a 
short series of weekly infusions, CSL112 is designed to rapidly remove 
cholesterol from the arteries and stabilize lesions at risk of rupture. This 
represents a new approach to reduce the high incidence of early recurrent 
cardiovascular events in the days and weeks following a heart attack.  


13/11/2014  
New €350 Million Private Placement 
CSL Limited (ASX:CSL; USOTC:CSLLY) today announced that on 12 
November 2014 it closed a new €350 million private placement in the U.S. The 
private placement was foreshadowed in CSL’s full year announcement in 
August 2014.  
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For immediate release 


27 October 2014 


 


CSL to acquire Novartis influenza vaccine business 
 


CSL Limited (ASX:CSL; USOTC:CSLLY) today announced that it has agreed to acquire 


Novartis’ global influenza vaccine business for US$275 million.  The business will be 


combined with CSL’s subsidiary, bioCSL. 
 


Combining bioCSL’s existing influenza vaccine operations with the Novartis business will 


create the number two global player in the US$4 billion global influenza vaccine industry, 


with manufacturing plants in the US, UK, Germany and Australia, a diversified product 


portfolio and strong pre-pandemic and pandemic franchises in its major centres of 


operation.  
 


The combined business will have a strong growth profile and is expected to achieve 


sales approaching US$1 billion per annum over the next 3 to 5 years.  
 


The Novartis influenza vaccine business is one of the largest in the world, with net sales 


in the 12 months to 31 December 2013 of US$527 million. The business has state-of-


the-art manufacturing facilities and a diversified, late stage product pipeline.   
 


CSL Managing Director and Chief Executive Officer, Mr Paul Perreault, today said, “The 


Novartis influenza vaccine business provides bioCSL with a global leadership position in 


an attractive sector we understand intimately. It will transform bioCSL by giving it first 


class facilities and global scale as well as product and geographic diversity.  
 


“CSL has demonstrated its ability to make the most of specialist pharmaceutical 


acquisitions in areas we know well and this transaction has the potential to create a 


global platform for bioCSL that is comparable in many aspects to our global protein 


science business”.  


Final settlement of the transaction is expected to occur in the second half of calendar 


year 2015, subject to regulatory approval. 


 


Acquisition synergies are estimated to reach US$75 million per annum by fiscal year 


2020. Integration costs are estimated at $US100 million, accruing predominantly in fiscal 


year 2016.  
 


The acquisition is expected to be funded through surplus cash and is not expected to 


impact the share buy-back program announced at the Company’s Annual General 


Meeting in October 2014.  
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Media and analyst briefings 
CSL’s Chief Executive Officer, Mr Paul Perreault will host the following briefings today 
(AEDT): 
 
10.15am media conference call  
Australia: 1800 908 299 


International: +612 9007 8048  


Conference ID No: 854967 
 
11.00am analyst conference call  
Australia: 1800 908 299 


International: +612 9007 8048  


Conference ID No: 290247  
 


 
For further information, please contact:  


 


Investors:     Media:       
Mark Dehring      Sharon McHale     
Head of Investor Relations    Senior Director Public Affairs    
CSL Limited      CSL Limited 
Phone: +613 9389 2818   Mobile +61 409 978 314  
Email: mark.dehring@csl.com.au  Email: sharon.mchale@csl.com.au  
  
US media Inquiries:    Tim Duncan 
Natalie de Vane    Hintons & Associates  
Snr. Director Corporate Communications   Phone: +613 9600 1979  
CSL Behring      Mobile: +61 408 441 122  
Phone: +1 610 878 4468    Email: tduncan@hintons.com.au  
Mobile: +1 610 999 8756 
Email: natalie.devane@cslbehring.com 
 



mailto:mark.dehring@csl.com.au

mailto:sharon.mchale@csl.com.au

mailto:tduncan@hintons.com.au



