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3 January: CSL Behring Receives FDA Approval of Expanded Label on Berinert® 

for Self-administration and Treatment of Acute Laryngeal Attacks of Hereditary 

Angioedema 

12 January: First clinical trial site initiated in CSL Behring Phase II/III pivotal study 

of recombinant fusion protein linking coagulation factor IX with recombinant 

albumin 

2 February: International Phase I Trial Results of Recombinant Fusion Protein 

Linking Coagulation Factor IX with Albumin (rIX-FP) Show All Pharmacokinetic 

Parameters Significantly Improved in Patients with Severe Hemophilia B 

6 February: U.S. Senate Declares May 16, 2012 as Hereditary Angioedema 

Awareness Day 
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16 February: CSL Behring Receives FDA Orphan Drug Designation for rVIIa-FP, a 

Novel Therapy in Development to Treat Hemophilia A and Hemophilia B Patients 

Who Have Inhibitors 
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4 March: Analysis Finds Bioavailability of IgG Is Consistent, Regardless of 
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esterase inhibitor in Patients with Hereditary Angioedema 
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4-Factor PCC for Urgent Reversal of Vitamin K Antagonist Anticoagulant Therapy 
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Healthcare Professionals on the Move 



2 July: CSL Behring Launches New Hizentra® Dosing Calculator App for 

Healthcare Professionals on the Move  

11 July: World’s First Intensive Study of Postpartum Women with von Willebrand 

Disease Shows Potential Risk of Delayed Hemorrhage, Despite Treatment 

24 July: Jeffrey Modell Foundation Opens Diagnostic Center for Primary 

Immunodeficiencies at Midwest Immunology Clinic 
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Six States: NC, CA, WA, PA, IL, NY 

 

7 September: Avery-Landsteiner Prize for Immunology Awarded to Alain Fischer 

of Paris, France, by German Society for Immunology  

 

4 October: Study Supports Efficacy, Safety of Hizentra® in Japanese Patients with 

Primary Immunodeficiency Disease 
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Immunoglobulin Therapy with Intravenous Immunoglobulin 

 

8 November: Analysis Finds Improvements in Health-Related Quality of Life for 

Hereditary Angioedema Patients Treated with C1-Inhibitor 

 

3 December: CSL Behring Parent Company, CSL Limited, Issues Fourth Corporate 

Responsibility Report 

 

13 December: CSL Behring Partners with Pro Supercross Racer Carl Schlacht to 

Encourage Those with Primary Immunodeficiency to be a “ChamPIon” 

 

19 December: Phase II Study Indicates that Fibrinogen Concentrate Given as a 

First-Line Therapy Safely Reduces Need for Transfusion after Aortic Surgery 
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CSL Behring Receives FDA Approval of Expanded Label on Berinert® for 

Self-administration and Treatment of Acute Laryngeal Attacks of Hereditary 

Angioedema 

Patients with rare, sometimes life-threatening condition can now treat themselves 
at home at the first sign of acute facial, abdominal or laryngeal swelling attacks 

King of Prussia, PA — 03 January 2012 

CSL Behring today announced that the U.S. Food and Drug Administration (FDA) has approved a 
label expansion for self-administration of Berinert

®
, C1 Esterase Inhibitor (Human), a pasteurized, 

nanofiltered therapy indicated for the treatment of acute attacks of hereditary angioedema (HAE), a 
rare and potentially fatal genetic disorder. With appropriate training from a physician, patients can now 
self-administer Berinert by intravenous infusion. As part of the label expansion, Berinert is now also 
indicated to treat life-threatening laryngeal HAE attacks, as well as facial and abdominal attacks.  

"Once the early signs of an HAE attack begin to emerge, any delay in starting treatment can increase 
the severity of that attack. This can lead to a patient needing to be hospitalized," said Dr. Bruce 
Zuraw, Professor of Medicine-in-Residence, University of California, San Diego, School of Medicine. 
"However, if a patient self-administers therapy as soon as symptoms begin to appear, these problems 
can usually be averted. Clearly, this label expansion for Berinert is an extremely important advance in 

the on-demand treatment of attacks of HAE. Home-based self-administration provides HAE patients 
with a great opportunity to improve their lives."  

Intervention with Berinert at the onset of an abdominal or facial HAE attack has been shown to 

provide significantly faster relief to a patient (median onset of relief of 48 minutes in clinical trials, 
versus more than four hours in placebo group). In a non-placebo extension study, the use of Berinert 

to treat laryngeal attacks provided a median onset of relief of 15 minutes, which is significant due to 
the potentially life-threatening nature of these attacks.  

CSL Behring has marketed Berinert in the United States for the treatment of acute abdominal or 

facial attacks of HAE in adolescent and adult patients since its FDA approval in October 2009. 
Approval of the expanded label for Berinert follows years of clinical experience in Europe establishing 

the safety and efficacy of self-administration of C1-INH therapy. For further information about 
Berinert, please visit www.berinert.com.  

About Hereditary Angioedema  

HAE is a rare genetic disorder caused by a deficiency of C1-INH. It is inherited in an autosomal 
dominant manner. Symptoms of HAE include episodes of edema, or swelling, in the face, abdomen, 
larynx and extremities. Patients who have abdominal attacks of HAE can experience episodes of 
extreme pain, diarrhea, nausea and vomiting caused by swelling of the intestinal wall. HAE attacks 
that involve the face or throat can result in airway closure, asphyxiation and, if untreated, death. 
Diagnosis of HAE requires a blood test to confirm low or abnormal levels of C1-INH.  

About Berinert
®
 

Berinert, C1 Esterase Inhibitor (Human), a pasteurized, nanofiltered, plasma-derived intravenous 

therapy, treats acute facial, abdominal and laryngeal hereditary angioedema (HAE) symptoms by 
providing C1-INH deficient adult and adolescent patients with the missing human protein. Without C1-
INH, people with HAE suffer from recurrent episodes of rapid swelling of areas of the skin and 
underlying tissues including the face, mouth, throat and abdomen. CSL Behring has marketed its 
pasteurized and nanofiltered C1-esterase inhibitor concentrate, Berinert, in Germany for more than 

30 years. The product is also approved and marketed in 23 other European countries, the United 
States, Australia, Canada, Israel, Argentina, Japan and South Korea.  

The safety and efficacy of Berinert for prophylactic therapy have not been established. Berinert is 

contraindicated in individuals with a history of life-threatening systemic reactions, to C1 esterase 

http://www.berinert.com/
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inhibitor preparations, including anaphylaxis. The most serious adverse reaction reported in subjects 
who received Berinert in clinical studies was an increase in the severity of pain associated with HAE. 

In placebo-controlled clinical trial, dysgeusia was the most common adverse reaction reported in over 
4 percent of subjects who received Berinert and more frequently than in placebo group. Thrombotic 
events have been reported in patients receiving C1 esterase inhibitor product, including Berinert, at 

the recommended dose as well as when used off-label or at higher-than-labeled doses.  

Berinert is derived from human plasma. The risk of transmission of infectious agents, including 

viruses and, theoretically, the Creutzfeldt-Jakob disease (CJD) agent, cannot be completely 
eliminated. Please see full prescribing information for Berinert.  

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients' lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company's therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, haemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world's largest plasma collection 
networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com. 

### 

  

http://www.cslplasma.com/
http://www.csl.com.au/
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First clinical trial site initiated in CSL Behring Phase II/III pivotal study of 

recombinant fusion protein linking coagulation factor IX with recombinant 

albumin 

Study follows a Phase I PK trial that showed "very promising" half-life extension 
results 

Vienna, Austria — 12 January 2012 

CSL Behring has announced that the first site has been initiated in its global phase II/III, multi-center 
study to evaluate the safety, efficacy and pharmacokinetics of recombinant fusion protein linking 
coagulation factor IX with recombinant albumin (rIX-FP). The site is located in Vienna, Austria. The 
prospective, open-label study will enroll adolescents and adults (12 – 65 years) who have hemophilia 
B. CSL Behring, in collaboration with its parent company, CSL Limited (ASX:CSL), is developing rIX-
FP for the prophylaxis and treatment of bleeding episodes in patients with congenital Factor IX (FIX) 
deficiency as part of the PROLONG-9FP clinical study program.  

"The unmet medical need is great for a factor IX product with an extended half-life for use in treating 
people with hemophilia B, a life-long, debilitating clotting disorder," said Russell Basser, MD, Senior 
Vice President, Global Clinical R&D at CSL Behring. "Such a therapy can mean fewer injections for 
patients, and may enable or enhance prophylactic treatment. This would be an improved convenience 
that may result in a better quality of life for patients."  

"We have entered a very exciting and promising era for patients with hemophilia," said Elena 
Santagostino, MD, Principal Investigator for the study. "A recombinant factor IX product with a longer 
half-life, such as the product that CSL Behring is developing, will have the potential to prevent bleeds 
in people who have hemophilia B. Today, these individuals generally must undergo frequent infusions 
of factor product to effectively manage their condition. Such a routine tends to present challenges; 
maintaining adherence to it can be difficult and one’s quality of life can therefore be impacted. The 
product in development today aims to reduce the number of infusions a patient with hemophilia must 
undergo. As treating physicians and clinical researchers, we are proud to be a part of this effort and 
look forward with great anticipation to the results of our research." 

To date, the PROLONG-9FP program has established study sites in Austria, Bulgaria, France, 
Germany, Italy, Spain and in Israel. It is anticipated that in coming months additional trial sites will be 
established in the United States, Japan, and Russia.  

CSL Behring and CSL have engineered rIX-FP to extend the half life of Factor IX while minimizing any 
tolerability issues. In the process, recombinant albumin—a protein with an inherently long half-life—is 
used as a fusion partner. A specifically designed linker connects the recombinant factor IX and 
recombinant albumin as a means of optimizing the efficacy of rIX-FP.  

The Phase II/III study consists of a screening period, a pharmacokinetic (PK) evaluation period, 
followed by an approximate 12-month safety and efficacy evaluation period with rIX-FP. A surgical 
prophylaxis sub-trial is included. More information can be found at 
http://clinicaltrials.gov/ct2/results?term=rIX-FP+. 

About Hemophilia 

Hemophilia is an inherited bleeding disorder characterized by prolonged or spontaneous bleeding, 
especially into the muscles, joints, or internal organs. In nearly all cases, it affects only males. The 
disease is caused by deficient or defective blood coagulation proteins known as factor VIII or IX. The 
most common form of the disease is hemophilia A, or classic hemophilia, in which the clotting factor 
VIII is either deficient or defective. Hemophilia B is characterized by deficient or defective factor IX. 
Hemophilia A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B affects approximately 1 
in 25,000 to 50,000 people. The recommended treatment for patients who are factor deficient is to 
treat by replacement factor therapy. 

http://clinicaltrials.gov/ct2/results?term=rIX-FP+
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About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of 
CSL Limited (ASX: CSL), a biopharmaceutical company headquartered in Melbourne, Australia. For 
more information, visit www.cslbehring.com.  

### 
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International Phase I Trial Results of Recombinant Fusion Protein Linking 

Coagulation Factor IX with Albumin (rIX-FP) Show All Pharmacokinetic 

Parameters Significantly Improved in Patients with Severe Hemophilia B 

Results from the Phase I of the PROLONG-9FP trial program demonstrate clinical 
safety and improved pharmacokinetics of rIX-FP compared to current treatment 
options 

St. Gallen, Switzerland — 02 February 2012 

CSL Behring today announced the results of a Phase I study evaluating recombinant fusion protein 
linking coagulation Factor IX with albumin (rIX-FP) in patients with severe hemophilia B. Results of the 
study, which were presented during an oral session at the Gesellschaft für Thrombose- und 
Hämostaseforschung e.V. (GTH) congress in Switzerland, showed that rIX-FP was well tolerated in all 
patients and lasted longer in the body, due to its prolonged half-life, compared with current Factor IX 
treatment options.  

CSL Behring, in collaboration with its parent company, CSL Limited (ASX:CSL), is developing rIX-FP 
for the prophylaxis and treatment of bleeding episodes in patients with congenital Factor IX (FIX) 
deficiency as part of the PROLONG-9FP clinical study program. 

"Hemophilia B is a rare and serious bleeding disorder that prevents normal blood clotting and requires 
frequent infusion of Factor IX concentrates to restore clotting ability," said Elena Santagostino, M.D., 
Ph.D., Professor in the Medical School of Clinical and Experimental Hematology at the University of 
Milan/IRCCS Maggiore Hospital. "The results of this study suggest that rIX-FP is a promising 
investigational agent for improvement of prophylactic and on-demand treatment for patients with 
hemophilia B." 

In this analysis, no serious adverse events (including no hypersensitivity reactions), presence of 
inhibitors to Factor IX, or antibodies to rIX-FP were reported. Terminal half-life (a measure of how long 
the drug lasts in the body) was more than five-times longer in comparison to values associated with 
current recombinant FIX therapy. Incremental recovery and area under the curve (a measure of total 
exposure to the drug) were also significantly improved in comparison to values associated with current 
recombinant FIX therapy.  

"The development of this new recombinant investigational agent further adds to CSL Behring's long 
heritage of identifying innovative treatments to improve outcomes for those living with rare bleeding 
disorders," said Dr. Stefan Schulte, Vice President of Research and Development, CSL Behring. "We 
look forward to further exploring the potential of rIX-FP in patients with hemophilia B." 

CSL Behring and CSL Limited have engineered the rIX-FP albumin fusion protein to extend the half-
life of Factor IX while minimizing tolerability issues. In the process, recombinant albumin—a carrier 
protein with an inherently long half-life—is used as a fusion partner. A specifically designed linker 
connects the recombinant factor IX and recombinant albumin as a means of optimizing the efficacy of 
rIX-FP.  

About the Phase I Study 

The Phase I study, part of the PROLONG-9FP clinical program, was a multi-center, international 
open-label trial evaluating rIX-FP in patients with documented severe hemophilia B (FIX = 2%). The 
primary objective was to determine the safety of rIX-FP up to 28 days following intravenous injection 
of 25, 50, or 75 IU/kg. The secondary objective was to evaluate the pharmacokinetics of rIX-FP. More 
information about the study design can be found at www.clinicaltrials.gov. 

About Hemophilia 

Hemophilia is an inherited bleeding disorder characterized by prolonged or spontaneous bleeding, 

http://www.cslbehring.com/
http://www.clinicaltrials.gov/ct2/show/NCT01662531?term=NCT01662531&rank=1
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especially into the muscles and joints. In nearly all cases, it affects only males. The disease is caused 
by deficient or defective blood coagulation proteins known as factor VIII or IX. The most common form 
of the disease is hemophilia A, or classic hemophilia, in which the clotting factor VIII is either deficient 
or defective. Hemophilia B is characterized by deficient or defective factor IX. Hemophilia A affects 
approximately 1 in 5,000 to 10,000 people. Hemophilia B affects approximately 1 in 25,000 to 50,000 
people. The recommended treatment for patients who are factor deficient is to treat by replacement 
factor therapy. 

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients' lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company's therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, haemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world's largest plasma collection 
networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com. 
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U.S. Senate Declares May 16, 2012 as Hereditary Angioedema Awareness 

Day 

Resolution recognizes need for more education, research into rare, serious genetic 
disorder. 

HONOLULU, HI — 06 February 2012 

The U.S. Hereditary Angioedema Association announced today that the United States Senate has 
unanimously passed a resolution (S. Res. 286) recognizing May 16, 2012, as Hereditary Angioedema 
(HAE) Awareness Day. The resolution, offered by Senator Daniel Inouye (D-Hawaii) and Senator 
Saxby Chambliss (R-Georgia), is the result of a year-long political advocacy effort to generate 
recognition of the significant need for increased professional education regarding HAE, a rare and 
potentially fatal genetic disorder, and to highlight the need for further research aimed at improving 
diagnosis and treatment options for patients.  

"This first annual HAE Awareness Day will put a spotlight on HAE, its symptoms, and the impact this 
challenging disorder has on patients and their families," said Janet Long, Executive Vice President of 
the HAEA. "We hope this national recognition will broaden awareness of HAE and prompt anyone 
who suffers from repeated bouts of swelling to seek appropriate diagnosis and treatment."  

HAE involves episodes of edema, or swelling, in the face, feet, hands, throat, and abdomen. For most 
patients, HAE is caused by a defect or deficiency of the blood protein C1-esterase inhibitor. HAE 
experts estimate that this form of HAE occurs in 1 in 10,000 to 1 in 50,000 people. Swelling symptoms 
identical to HAE have been identified in families that have normal C1-esterase inhibitor levels. 
Commonly referred to as HAE III, scientists are studying the possible causes for swelling in this 
patient group. HAE attacks that involve the face or throat can result in airway closure, asphyxiation 
and, if untreated, death. Because the disease is very rare, it is not uncommon for patients to remain 
undiagnosed for many years, receive inappropriate diagnoses or undergo unnecessary exploratory 
surgery. Medications approved by the Food and Drug Administration (FDA) for treating the symptoms 
of HAE are now available in the U.S.  

The goals of HAE Awareness Day are to:  

 Increase awareness of HAE among the general public and medical community  

 Support better care and an earlier and more accurate diagnosis for HAE patients  

 Raise funds for further national and international initiatives 

 Enhance the understanding that HAE patients can lead a healthy life 

The day will help launch the first biannual HAE Global Conference to be held at the Scandic Hotel 
Sydhavnen in Copenhagen, Denmark. Findings from the conference will be the impetus for additional 
HAE research.  

Funding and support of the HAEA’s public policy program, which encouraged the Senate to 
acknowledge the need for increased awareness and research, were provided by CSL Behring through 
the company’s Local Empowerment for Advocacy Development (LEAD) program.  

For more information about HAE Awareness Day, please visit www.haeday.org.  

About the U.S. Hereditary Angioedema Association (HAEA) 

Founded and staffed by HAE patients and HAE patient caregivers, the HAEA is a non-profit patient 
advocacy organization dedicated to serving persons with angioedema resulting from C1-Inhibitor 
deficiency. The Association provides HAE patients and their families with a support network and a 
wide range of services including physician referrals and individualized patient support. The HAEA's 
goal is to increase awareness of Hereditary Angioedema by providing patients and physicians with 

http://www.haea.org/
http://www.haeday.org/
http://www.haeday.org/
http://www.cslbehring.com/s1/cs/enco/1255923338532/news/1255925621114/prdetail.htm?tabSelections=1255923338644&currentPage=1
http://www.haeday.org/
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authoritative and readily accessible information. The HAEA is committed to advancing and conducting 
clinical research designed to improve the lives of HAE patients and ultimately find a cure. To learn 
more about the HAEA or join the Association, visit www.HAEA.org, email info@haea.org or call 866-
798-5598.  

### 

  

http://www.haea.org/
mailto:info@haea.org
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CSL Behring Announces 2012 Interlaken Leadership Awards Recipients 

Awards Recognize Scientists Pioneering the Study and Advancement of 
Immunoglobulin Therapy for Neurologic Disorders 

Interlaken, Switzerland — 15 February 2012 

CSL Behring announced today the four recipients of the 2012 Interlaken Leadership Awards. Now in 
its second year, the Interlaken Leadership Awards program recognizes scientists whose proposals are 
likely to advance innovative medical research and knowledge about the potential role of 
immunoglobulin therapy in the treatment of neurologic disorders. The total value of the four awards is 
estimated to be more than $1 million USD.  

CSL Behring created the Interlaken Leadership Awards program to support research designed to 
identify new potential clinical applications for polyvalent immunoglobulins, with the goal of improving 
the lives of patients who have disabling neurologic conditions.  

The winners of the 2012 Interlaken Leadership Awards are:  

 Cindy Shin-Yi Lin, PhD 
University of New South Wales, Australia 
Nerve Excitability Substudy of Polyneuropathy and 
Subcutaneous Immunoglobulin Treatment in Patients with CIDP 

 Milan Basta, M.D., PhD 
BioVisions, Inc., United States 
IVIG in Acute Ischemic Stroke 

 Cory Toth, M.D. 
University of Calgary, Canada 
A Cross-Over Study of SCIG Therapy for Early Onset of Diabetic Peripheral Neuropathic Pain 

 Josep Gamez, M.D., PhD 
Hospital General Universitari Vall d'Hebron, Spain  
Intravenous Immunoglobulin for Preparing Myasthenia Gravis Patients for Thymectomy and Other 
Surgical Procedures Preventing Myasthenic Crisis 

"Neurologic conditions, such as those being studied by these investigators, can be debilitating for 
patients and have a negative impact on their quality of life," said Jeffrey Baggish, M.D., Director of 
Medical Affairs, Immunology & Pulmonary at CSL Behring. "These scientists’ efforts to advance 
innovative research into the potential role of immunoglobulin therapy for neurologic disorders could 
lead to the discovery of new treatment options that may improve the lives of patients, an undertaking 
CSL Behring is proud to support."  

The recipients of the Interlaken Leadership Awards were selected by a global, cross-functional CSL 

Behring review committee. The committee evaluated recipients based on scientific merit, strength of 
hypothesis, relevance to neuroimmunology and research feasibility.  

About the International Immunoglobulin Symposium in Interlaken 

For more than three decades, CSL Behring has sponsored a high-level scientific symposium in 
Interlaken, Switzerland. First held in 1981, and most recently in 2009, the International 
Immunoglobulin Symposium focuses exclusively on scientific and clinical research in the field of 
polyvalent immunoglobulins.  

http://www.cslbehring.com/
http://www.interlakenleadershipawards.com/
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Research presented at the Interlaken symposium is consistently at the forefront of immunoglobulin 
research. Since its inception, the International Immunoglobulin Symposium has won the respect and 
support of top international scientists and clinicians from many different fields of research. For more 
information, please visit: http://www.interlakenleadershipawards.com/symposium.aspx.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company’s products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world’s largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX:CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com.  

### 
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CSL Behring Receives FDA Orphan Drug Designation for rVIIa-FP, a Novel 

Therapy in Development to Treat Hemophilia A and Hemophilia B Patients 

Who Have Inhibitors 

KING OF PRUSSIA, PA — 16 February 2012 

CSL Behring announced today that the company has been granted orphan drug designation by the 
U.S. Food and Drug Administration (FDA) for its novel recombinant fusion protein linking coagulation 
factor VIIa with albumin (rVIIa-FP). The Orphan Drug Designation is granted for the treatment and 
prophylaxis of bleeding episodes in patients with congenital hemophilia and inhibitors to coagulation 
factor VIII or IX. CSL Behring is developing this therapy in collaboration with its parent company CSL 
Limited (ASX: CSL). 

The CSL Behring rVIIa-FP clinical program will soon be initiated and intends to demonstrate that an 
extended half-life rVIIa-FP will result in a requirement for fewer doses while providing adequate 
therapeutic response in patients who have hemophilia A and B with inhibitors. 

"CSL Behring’s albumin fusion technology uses albumin as the ideal recombinant genetic fusion 
partner for coagulation factor proteins because of its high tolerability, inherently long half-life, low 
potential for immunogenic reactions and known mechanism of clearance," said Russell Basser, M.D., 
Senior Vice President, Global Clinical R&D at CSL Behring. "CSL Behring’s rVIIa albumin fusion 
protein is expected to exhibit a good tolerability profile and improved pharmacokinetics that may 
enable prophylaxis. We welcome Orphan Drug Designation for our rVIIa-FP and will work closely with 
the FDA to make this important therapy available for people in the U.S. with hemophilia A and 
hemophilia B with inhibitors."  

The FDA’s Orphan Drug Designation program provides orphan status to unique drugs and biologics, 
defined as those intended for the safe and effective treatment or prevention of rare diseases that 
affect fewer than 200,000 people in the U.S. Orphan designation qualifies the sponsor of the product 
for important tax credits, elimination of FDA license application fees and certain marketing incentives. 

CSL Behring’s rVIIa-FP was granted Orphan Drug Designations (ODD) by the European Commission 
in May, 2011. 

About Hemophilia 

Hemophilia is a congenital bleeding disorder characterized by prolonged or spontaneous bleeding, 
especially into the muscles, joints, or internal organs. In nearly all cases, it affects only males. The 
disease is caused by deficient or defective blood coagulation proteins known as factor VIII or IX. The 
most common form of the disease is hemophilia A, or classic hemophilia, in which the clotting factor 
VIII is either deficient or defective. Hemophilia B is characterized by deficient or defective factor IX. 
Hemophilia A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B affects approximately 1 
in 25,000 to 50,000 people. The recommended treatment for patients who are factor deficient is to 
treat by replacement factor therapy. A complication in some patients is the development of inhibitory 
antibodies (inhibitors) to FVIII or FIX which renders replacement therapy ineffective. This can occur in 
up to 25 percent of hemophilia A patients and around 5 percent of hemophilia B patients. One 
treatment option for these patients is recombinant activated factor VII (called a bypassing agent) 
which can be used to achieve hemostasis without the need for factor VIII or IX.  

About the recombinant fusion protein linking coagulation factor VIIa with albumin (rVIIa-FP) 

Preclinical studies have confirmed that CSL Behring's rVIIa-FP has favorable pharmacokinetic 
properties compared with the existing recombinant FVIIa product. Significant increases in half-life 
have been observed across all animal species. The use of a bypassing agent with an extended half-
life could offer significant benefit to those affected by hemophilia A or B with inhibitors and may offer 
patients the opportunity to be treated less frequently than with currently available product.  

http://www.cslbehring.com/
http://www.csl.com.au/
http://www.csl.com.au/
http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
http://www.cslbehring.com/news-room/CSL-Behring-Receives-ODD-Hemophilia-Treatment-rVIIa-FP
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About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company’s products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world’s largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX:CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com. 

### 
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Medical Experts Who Participated In CSL Behring's Key Issues Dialogue 

Prefer Albumin For Fluid Management 

KING OF PRUSSIA, PA — 21 February 2012 

Thought leaders from the medical community in Europe and the U.S. examined the pros and cons of 
using albumin in treating liver disease and sepsis, and in cardiac surgery, during CSL Behring’s Key 
Issues Dialogue — "Albumin in Clinical Fluid Management."  

The participants engaged in a frank and provocative exchange about the uses and effectiveness of 
albumin, which is manufactured from human plasma. Albumin is used to stabilize blood pressure in 
shock or sepsis patients who may be albumin-deficient. It is also used to treat burn patients and 
augment fluid replacement therapy in cardiac surgery and in certain liver disorders. The participants 
discussed other patient benefits of albumin, which is a natural human protein. 

Mortality rate reduction  

"Albumin reduced the odds of post-paracentesis circulatory dysfunction by 61 percent (in one study)," 
said Mauro Bernardi, M.D., University of Bologna. "Moreover, for the first time, we were also able to 
show that albumin reduced mortality rate by 36 percent. We do not have a crystalloid plasma 
expander that reduces mortality as albumin does." Dr. Bernardi said the reduction in mortality rate in 
this complication of liver disease is based on a meta-analysis performed by his group at the 
University. 

Education gap 

"There is a real need to educate healthcare providers about albumin because its use has changed 
over time," said Gary R. Haynes, M.D., Ph.D., Saint Louis University School of Medicine, when he 
addressed some of the current perceptions of albumin. "Even some of the literature for volume 
resuscitation isn’t up-to-date because we have better ways of assessing intravascular volume." 

Cost of albumin 

The cost of albumin versus crystalloids was also considered. Luciano Gattinoni, M.D., University of 
Milan, framed the cost issue in this way: "Good medicine means good economy, not vice versa. When 
physicians are pressed to save money, the potential for complications and adverse events increases."  

This Dialogue is the most recent in CSL Behring’s ongoing series that analyzes critical issues around 
human plasma-derived and recombinant coagulation factor therapies for patients, caregivers and 
healthcare providers.  

Garrett E. Bergman, M.D., CSL Behring’s Senior Director, Medical Affairs North America, said the 
Dialogue provided important insights."Because of our varied disciplines, we’ve achieved a cross-
pollination of ideas in this Dialogue that is truly unique," Dr. Bergman said. "As Dr. Bernardi noted, the 
fact that we can discuss our respective problems and find so many common points of interest is 
unusual. It’s not often that a pathologist and an intensivist have the opportunity to sit down and 
exchange ideas and experiences." 

About CSL Behring 

CSL Behring, a leader in the plasma protein therapeutics industry, has provided the international 
community with albumin for over 50 years. Committed to saving lives and improving the quality of life 
for people with rare and serious diseases, the company manufactures and markets a range of 
plasma-derived and recombinant therapies worldwide.  

CSL Behring therapies are used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease. The company’s products are also used in cardiac surgery, organ transplantation 
and burn treatment, and to prevent hemolytic disease of the newborn. 

http://www.cslbehring.com/
http://www.cslbehring.com/knowledge-center/dialogue-series.htm
http://www.cslbehring.com/knowledge-center/dialogue-series.htm
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CSL Behring operates one of the world’s largest plasma collection networks, CSL Plasma. CSL 
Behring is a subsidiary of CSL Limited (ASX: CSL), a biopharmaceutical company headquartered in 
Melbourne, Australia. For more information, visit www.cslbehring.com or view CSL Limited’s 
Corporate Responsibility Report. 

###  

  

http://www.cslplasma.com/
http://www.csl.com.au/
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First patient screened in CSL Behring global Phase I/III study of 

recombinant single-chain factor VIII 

Vienna, Austria — 24 February 2012 

CSL Behring has announced that the first patient has been screened in its recombinant coagulation 
single-chain factor VIII (rFVIII) trial, part of the AFFINITY clinical trial program. The CSL Behring 
rFVIII, called 'rVIII-SingleChain', is a novel molecule being studied for the treatment of hemophilia A. It 
is being developed by CSL Behring, in collaboration with its parent company, CSL Limited (ASX:CSL).  

"CSL is advancing at a very encouraging rate with our recombinant coagulation factor development 
program," said Dr. Andrew Cuthbertson, Chief Scientist CSL Limited. “Our ongoing commitment to 
providing safe and effective therapies to help improve the lives of those affected by hemophilia A and 
other rare bleeding disorders is being fulfilled with each milestone we reach. Our recombinant 
coagulation single-chain factor VIII molecule is showing strong promise. We look forward with 
excitement to seeing results of the phase I/III study in coming months.”  

About the AFFINITY Phase I/III Study  

The Phase I/III study is an open-label, multicenter trial that examines the crossover safety, efficacy 
and pharmacokinetics of recombinant coagulation single-chain factor VIII compared with recombinant 
human antihemophilic factor VIII (octocog alpha).  

In Part 1 of the study, subjects will receive a single infusion of 50 IU/kg of octocog alpha followed by a 
single infusion of 50 IU/kg. In Parts 2 and 3 of the study, subjects will receive infusions of rVIII-
SingleChain to prevent and treat bleeding (if required), at a dose and frequency determined by their 
study doctor (based on the subject's underlying bleeding phenotype). More information about the 
study design can be found at www.clinicaltrials.gov.  

Recombinant single-chain factor VIII consists of two linked protein chains – a heavy one and a light 
one. Under certain conditions, these chains can dissociate, resulting in the formation of separated, or 
“dissociated,” rFVIII chains. The CSL Behring rVIII-SingleChain uses a strong, covalent bond that 
connects the light and heavy chains, thereby creating a single chain rFVIII.  

In-house studies have shown that the molecular integrity of rVIII-SingleChain is significantly increased 
using the single-chain design, resulting in a homogenous product that is more stable than currently 
available FVIII products. In addition, in-vitro studies have shown that rVIII-SingleChain demonstrates a 
very strong affinity for von Willebrand factor, resulting in a faster and more efficient binding to VWF. 
The FVIII/VWF complex plays an important role in the physiological activity and clearance of FVIII and 
has been shown to have an influence on the presentation of FVIII to the immune system.  

The research leading to the initiation of the studies that CSL Behring is now conducting is the result of 
collaboration across the CSL Behring research sites in Marburg, Germany, in King of Prussia, USA, 
and at laboratories operated by CSL Limited in Melbourne, Australia.  

About Hemophilia 

Hemophilia is a congenital bleeding disorder characterized by prolonged or spontaneous bleeding, 
especially into the muscles, joints, or internal organs. In nearly all cases, it affects only males. The 
disease is caused by deficient or defective blood coagulation proteins known as factor VIII or IX. The 
most common form of the disease is hemophilia A, or classic hemophilia, in which the clotting factor 
VIII is either deficient or defective. Hemophilia B is characterized by deficient or defective factor IX. 
Hemophilia A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B affects approximately 1 
in 25,000 to 50,000 people. The recommended treatment for patients who are factor deficient is to 
treat by replacement factor therapy. A complication in some patients is the development of inhibitory 
antibodies (inhibitors) to FVIII or FIX which renders replacement therapy ineffective. This can occur in 
up to 25 percent of hemophilia A patients and around 5 percent of hemophilia B patients. One 
treatment option for these patients is recombinant activated factor VII (called a bypassing agent) that 
can be used to achieve hemostasis without the need for factor VIII or IX.  

http://www.cslbehring.com/
http://www.csl.com.au/
http://www.clinicaltrials.gov/ct2/show/NCT01662531?term=NCT01662531&rank=1
http://www.csl.com.au/
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About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company’s products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world’s largest plasma 
collection networks, CSL Plasma . CSL Behring is a subsidiary of CSL Limited (ASX:CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com. 

###  
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Analysis Finds Bioavailability of IgG Is Consistent, Regardless of 

Formulation 

King of Prussia, PA — 04 March 2012 

Data presented by CSL Behring today suggest that the bioavailability of immunoglobulin G (IgG) 
therapies is consistent when patients with primary immunodeficiencies switch from one IgG product to 
another by the subcutaneous route. The analysis, which was presented at the 2012 American 
Academy of Allergy, Asthma and Immunology annual meeting, was a joint effort between CSL Behring 
and physicians at University Hospital of Wales, Cardiff, UK and University of South Florida, St. 
Petersburg, USA. 

Based on an analysis of published data, the study found that bioavailability – the percentage of 
unchanged drug that reaches the circulation – was similar among four subcutaneous IgG (SCIg) 
preparations and all fell within the range of 66.7± 2.7 percent as compared to intravenous IgG. In the 
United States study, mean serum IgG level following SCIg administration did not differ significantly 
between Hizentra® (Immune Globulin Subcutaneous [Human]) and Vivaglobin® at the recommended 

dose dosages (1139±249 mg/dl and 1158±311 mg/dl, respectively). In the European Union, mean 
serum IgG levels were not significantly different between all tested SCIg products and Hizentra® 
when the same doses were administered (843±138mg/dl and 833±125mg/dl, respectively).  

“Maintaining a consistent level of IgG in the blood is important for patients with primary 
immunodeficiencies in order to prevent infections,” said John W. Sleasman, MD, Chief of the Division 
of Pediatric Allergy, Immunology and Rheumatology at the University of South Florida. “This analysis 
provides reassurance that regardless of current treatment – intravenous or subcutaneous – patients 
can switch IgG products without undue concern about dosing or therapeutic IgG levels.”  

“This analysis furthers the understanding of bioavailability among Ig therapy options, an important 
consideration for patients and physicians as they evaluate which product is best suited to an individual 
patient’s therapeutic and lifestyle needs,” said Dr. Mel Berger, Senior Medical Director, Immunology 
Research and Development at CSL Behring. “CSL Behring will continue to advance research on how 
best to use innovative SCIg treatments such as Hizentra® to ensure patients can achieve steady-
state serum IgG levels and consistent symptom control with Ig therapy that fits into their lives.”  

About the Analysis 

Published clinical data from the United States and the European Union were analyzed and percent 
bioavailability calculated using area under the curve (AUC) measurements obtained from the studies.  

About Primary Immunodeficiencies 

Primary immunodeficiency (PI) is a group of more than 150 diseases that affect the cells, tissues and 
proteins of the immune system. In people with PI, the immune system is either absent or functioning 
inadequately, leaving them more susceptible to infection. For individuals with PI – many of them 
children – infections may not improve with treatment as expected, and may keep returning. As a 
result, patients may face repeated rounds of antibiotics or be hospitalized for treatment. Repeated 
infections can lead to organ damage, which, over time, can become life-threatening. Collectively, PIs 
affect an estimated 10 million people worldwide, and the incidence is estimated to be 1 in 10,000. For 
more information on PI, please visit CSL Behring or AAAAI, or contact the leading PI patient advocate 
groups in the U.S., the Immune Deficiency Foundation and the Jeffrey Modell Foundation.  

About Hizentra® 
Hizentra®(Immune Globulin Subcutaneous [Human]), the first and only 20 percent SCIg developed 

for subcutaneous use, is approved in the United States and is registered in the EU and Switzerland. It 
is stable at 25° C (77° F) for 30 months due to formulation with L-proline. In the United States, 
Hizentra® is indicated for the treatment of patients with primary immunodeficiency (PI), and 

contraindicated in individuals with a history of anaphylactic or severe systemic response to immune 
globulin preparations or components of Hizentra®, and in persons with selective immunoglobulin A 

deficiency who have known antibody against IgA and a history of hypersensitivity. The most common 

http://www.cslbehring.com/
http://www.cslbehring.com/
http://www.aaaai.org/conditions-and-treatments/primary-immunodeficiency-disease.aspx
http://primaryimmune.org/
http://www.jmfworld.com/
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drug-related adverse reactions, observed in 5 percent or more of subjects in the U.S. clinical study, 
were local injection-site reactions, headache, vomiting, pain, and fatigue. For more information, 
including full U.S. prescribing information, visit www.hizentra.com.  

Hizentra® is part of the immunoglobulin (Ig) franchise for CSL Behring. This comprehensive Ig 

product portfolio also includes the first U.S. FDA-approved subcutaneous immunoglobulin and the first 
proline-stabilized intravenous immunoglobulin. CSL Behring manufactures Hizentra® at its state-of-

the art facility in Bern, Switzerland, where advanced technologies are applied to further help ensure 
product safety and ample supply. This facility represents the long-term commitment of CSL Behring to 
global Ig markets.  

Important Safety Information 
Hizentra® is indicated as replacement therapy for the treatment of patients with primary humoral 

immunodeficiency.  

Hizentra® is contraindicated in individuals with a history of anaphylactic or severe systemic response 
to immune globulin preparations or components of Hizentra®, and in persons with selective 

immunoglobulin A deficiency who have known antibody against IgA and a history of hypersensitivity. If 
anaphylactic reactions are suspected, administration should be discontinued immediately and the 
patient treated as medically appropriate. Because Hizentra® contains the stabilizer L-proline, it is also 
contraindicated in patients with hyperprolinemia. Hizentra® should be administered subcutaneously 
only. Hizentra® is derived from human plasma. The risk of transmission of infectious agents including 

viruses and, theoretically, the Creutzfeldt-Jakob disease (CJD) agent, cannot be eliminated 
completely. The most common drug-related adverse reactions, observed in 5 percent or more of 
subjects in the clinical study, were local injection-site reactions, headache, vomiting, pain, and fatigue. 
Monitor patients for reactions associated with IVIg treatment that might occur with Hizentra®, 

including renal dysfunction/failure, thrombotic events, aseptic meningitis syndrome (AMS), hemolysis 
and transfusion-related acute lung injury (TRALI).  
 
For full U.S. prescribing information, visit www.hizentra.com/consumer/prescribing-information.aspx.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX: CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com. 

### 
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CSL Behring Recognized As a "Pioneer" By European Organisation 

for Rare Diseases (EURORDIS) 

The patient advocacy organization presented CSL Behring with a 2012 EURORDIS 
Award yesterday in Brussels in observance of international 2012 Rare Disease 
Day.  

Brussels, Belgium — 01 March 2012 

CSL Behring is the recipient of a 2012 EURORDIS Award for its pioneering work in developing and 
manufacturing therapies used to treat rare and serious medical conditions. The global biotherapeutics 
company, which specializes in plasma-derived and recombinant therapies used to treat congenital 
bleeding disorders, immune deficiencies, hereditary angioedema and inherited respiratory disease, is 
a subsidiary of CSL Limited (ASX:CSL).  

One of the primary criteria for the award is a demonstrated commitment to providing access to 
therapies for people with rare diseases. The award was presented yesterday at the first EURORDIS 
Gala Dinner in the Hotel Le Plaza. "Solidarity," the theme of 2012 Rare Disease Day, focuses on the 
importance and the need for collaboration in the field of rare diseases.  

"CSL Behring is honored and delighted to receive a 2012 EURORDIS Award," said Senior Vice 
President of Public Affairs Dennis Jackman. "This award is a reflection of our commitment to providing 
safe and effective therapies to improve the lives of patients with rare and serious medical conditions. 
CSL Behring’s commitment is further demonstrated in the company’s growing investment in research 
and development, which has added to an extensive rare disease product portfolio, and in advanced 
manufacturing facilities and patient support."  

CSL Behring received the National Organization for Rare Disorders 2011 Corporate Award for new 
treatments for rare diseases brought to market in the U.S.  

About EURORDIS 

EURORDIS is a non-governmental, patient-driven alliance of patient organisations and individuals 
active in the field of rare diseases, dedicated to improving the quality of life of all people living with 
rare diseases in Europe.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide.  

CSL Behring therapies are used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease. The company’s products are also used in cardiac surgery, organ transplantation, 
burn treatment and to prevent hemolytic diseases in the newborn.  

CSL Behring operates one of the world’s largest plasma collection networks, CSL Plasma. CSL 
Behring is a subsidiary of CSL Limited (ASX: CSL), a biopharmaceutical company headquartered in 
Melbourne, Australia. For more information, visit www.cslbehring.com or view CSL Limited’s 
Corporate Responsibility Report.  

###  
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CSL Behring Study Confirms Early Treatment with Berinert® Provides Faster 

Resolution of Acute Hereditary Angioedema Symptoms 

ORLANDO, FL — 06 March 2012 

CSL Behring announced today that treatment with Berinert
®
, C1 Esterase Inhibitor (Human) within six 

hours of the onset of an acute hereditary angioedema (HAE) attack provides faster symptom relief 
than later treatment, according to data presented at the 2012 American Academy of Allergy, Asthma & 
Immunology (AAAAI) Annual Meeting. While HAE patients treated within six hours of attack onset and 
those treated six hours or more after attack onset experienced a similar median time to onset of 
symptom relief, symptoms resolved considerably faster in patients who were treated earlier.  

"For HAE patients, timely treatment is a key factor in limiting the severity of an attack," said Timothy J. 
Craig, D.O., Professor of Medicine and Pediatrics at Penn State University in Hershey, Pennsylvania, 
and one of the study’s investigators. "While treatment with Berinert before or after six hours starts to 
provide patients with symptom relief, our results show that treating an HAE attack at the first sign of 
symptoms expedites the resolution of those symptoms."  

According to an analysis of data from both the I.M.P.A.C.T. 1 and I.M.P.A.C.T. 2 studies, median 
times to onset of symptom relief after treatment with 20 U/kg Berinert were similar, regardless of 

treatment timing (30 and 25 minutes for treatment within 6 hours of attack onset versus 31 and 16 
minutes for treatment at six hours or later), while median times to complete resolution were shorter if 
treatment was received within six hours (2.8 and 12.6 hours) rather than at six hours or later (7.9 and 
14.4 hours). Additionally, with 20 U/kg Berinert versus placebo after treatment within 6 hours, median 

times to onset of symptom relief and complete resolution of symptoms were considerably faster 
(hazard ratios: 3.36 and 4.30). Treatment at six hours or later showed slightly less pronounced 
differences in median times to onset of symptom relief and complete resolution relative to placebo 
(hazard ratios: 1.18 and 1.61).  

A second study presented at the meeting retrospectively analyzed patient outcomes associated with 
intravenous self-administration of C1 Esterase Inhibitor (C1-INH), a method that enables patients to 
treat themselves earlier, at home. The study, conducted over a period of more than 18 months, 
enrolled a total of 13 HAE patients who were shown how to self-administer. The study found that self-
administration of intravenous C1-INH concentrate can be a good option for patients with HAE. 
Adverse events were rare in the study, and no complications related to home administration were 
reported.  

"Given the importance of timely treatment, the idea of home-based therapy for HAE attacks has 
gained support in recent years," said Ralph Shapiro, M.D., of the Midwest Immunology Clinic in 
Plymouth, MN, and the study’s lead investigator. "Our findings suggest that self-administration of 
Berinert can provide patients with a new confidence in managing their HAE symptoms."  

Berinert is approved for on-demand treatment of acute abdominal, facial or laryngeal attacks of HAE 

in adults and adolescents, and is also approved for patient self-administration after proper training by 
a healthcare professional. Dr. Craig was an investigator for both the I.M.P.A.C.T. 1 and I.M.P.A.C.T. 2 
studies which were funded by CSL Behring. Dr. Shapiro received an unrestricted grant from CSL 
Behring for his work analyzing patient outcomes associated with self-administration of Berinert.  

About HAE 

HAE is a rare genetic disorder caused by a deficiency of C1-INH and inherited in an autosomal 
dominant manner. Symptoms of HAE include episodes of edema, or swelling, in various locations, 
including the face, abdomen and larynx. Patients who have abdominal attacks of HAE can experience 
episodes of extreme pain, diarrhea, nausea and vomiting caused by swelling of the intestinal wall. 
HAE attacks that involve the face or throat can result in airway closure, asphyxiation and, if untreated, 
death. Diagnosis of HAE requires a blood test to confirm low or abnormal levels of C1-INH.  

http://www.cslbehring.com/
http://www.allabouthae.com/
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About Berinert
®
 

Berinert , C1 Esterase Inhibitor (Human), a pasteurized, nanofiltered, plasma-derived intravenous 

therapy, treats acute facial, abdominal and laryngeal hereditary angioedema (HAE) symptoms by 
providing C1-INH deficient adult and adolescent patients with the missing human protein. Without C1-
INH, people with HAE suffer from recurrent episodes of rapid swelling of areas of the skin and 
underlying tissues including the face, mouth, throat and abdomen. CSL Behring has marketed its 
pasteurized and nanofiltered C1-esterase inhibitor concentrate, Berinert , in Germany for more than 

30 years. The product is approved and marketed in 23 other European countries, the United States, 
Australia, Canada, Israel, Argentina, Japan and South Korea.  

The safety and efficacy of Berinert for prophylactic therapy have not been established. Berinert is 

contraindicated in individuals with a history of life-threatening systemic reactions, to C1 esterase 
inhibitor preparations, including anaphylaxis. The most serious adverse reaction reported in subjects 
who received Berinert in clinical studies was an increase in the severity of pain associated with HAE. 

In placebo-controlled clinical trial, dysgeusia was the most common adverse reaction reported in over 
4 percent of subjects who received Berinert and more frequently than in placebo group. Thrombotic 
events have been reported in patients receiving C1 esterase inhibitor product, including Berinert , at 
the recommended dose as well as when used off-label or at higher-than-labeled doses.  

Berinert is derived from human plasma. The risk of transmission of infectious agents, including 

viruses and, theoretically, the Creutzfeldt-Jakob disease (CJD) agent, cannot be completely 
eliminated. Please see full prescribing information for Berinert.  

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients' lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company's therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, hemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world's largest plasma collection 
networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com.  
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Pursuing Your Dreams Despite a Serious Medical Condition  

Professional Athlete Carl Schlacht Leads an Active Life On and Off the Race Track 

King of Prussia, PA — 08 March 2012 

 

(Family Features) What would you do if you were frequently sick and knew that even catching a 
common cold could turn into a serious medical ordeal? This is a question that faces the approximately 
250,000 people in the U.S. who have been diagnosed with primary immunodeficiency (PI).  

PI is an inherited medical condition that affects the cells, tissues and organs of one’s immune system. 
Because the immune system for those living with PI does not work as it should, people with the 
condition are more susceptible to common infections and germs, and consequently, secondary 
complications that can be severe.  

According to the World Health Organization, there are more than 150 different types of PI, each 
affecting different parts of the immune system, but all leading to severe and frequent infections. While 
the more severe forms of PI are often diagnosed shortly after birth, according to the American 
Academy of Family Physicians, many people aren’t diagnosed until their 20s or 30s.  

Living an "Extreme" Life despite Primary Immunodeficiency 

Professional Supercross racer Carl Schlacht was diagnosed with Agammaglobulinemia, a disorder 
classified as primary immunodeficiency, at age one. "I decided early on that I would not let PI prevent 
me from competing in Supercross and achieving my lifelong goal of becoming a professional racer," 
said Carl, who turned pro in 2005.  

Today, Carl’s one of approximately 80 racers who tour the U.S. each year competing in front of tens of 
thousands of fans at each venue. The sport, which consists of racing off-road motorcycles with steep 
jumps and obstacles, requires peak conditioning, daily practice and months of training leading up to 
the season.  

"As a professional athlete I always have to be at my physical best," said Carl. "This means I have to 
manage my condition appropriately to ensure I have the right steady-state of immunoglobulin in my 
body. Immunoglobulin helps protect me against infections."  

Carl manages his condition weekly with Hizentra
®
, Immune Globulin Subcutaneous (Human), from 

CSL Behring. Hizentra is an immunoglobulin replacement therapy, indicated for the treatment of 
primary humoral immunodeficiency, that is administered subcutaneously (i.e., under the skin).  

http://www.treatingpi.com/primary-immunodeficiency.aspx
http://www.hizentra.com/
http://www.cslbehring.com/
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The Jeffrey Modell Foundation has identified 10 general warning signs of Primary Immunodeficiency 
in children: 

 Four or more new ear infections within 1 year 

 Two or more serious sinus infections within 1 year 

 Two or more months on antibiotics with little effect 

 Two or more pneumonias within 1 year 

 Failure of an infant to gain weight or grow normally 

 Recurrent, deep skin or organ abscesses 

 Persistent thrush in mouth or fungal infection on skin 

 Need for intravenous antibiotics to clear infections 

 Two or more deep-seated infections including septicemia 

 A family history of PI 

"Treating PI weekly keeps my immunoglobulin serum levels at a steady-state," said Carl. "This works 
for me. Due to the product’s low volume it only takes about an hour to an hour and a half a week to 
self-administer. The ability to manage my condition wherever and whenever I choose is really 
convenient as I lead a fast-paced life."  

Carl added, "I’d recommend anyone experiencing the warning signs of PI to visit his or her doctor. I 
also encourage people who have PI or another serious medical condition to chase their dreams and 
not let their condition hold them back."  

Carl, who is sponsored by CSL Behring, plans to take his own advice and continue competing at the 
highest level of his sport.  

For more information about primary immunodeficiency, visit www.treatingpi.com, and to learn more 
about Hizentra, visit www.hizentra.com.  

Important Safety Information 

Immune Globulin Subcutaneous (Human), Hizentra
®
, treats various forms of primary 

immunodeficiency (PI) in patients age 2 and over.  

Hizentra should not be used if you have had serious negative reactions to immune globulin (Ig) 
preparations or a deficiency of an Ig known as IgA. Because Hizentra contains the amino acid proline 
as stabilizer, patients with hyperprolinemia (too much proline in the blood) should not take Hizentra.  

Infuse Hizentra under your skin only; do not inject into a blood vessel. 

Allergic reactions can occur with Hizentra. If your doctor suspects you are having a bad allergic 

reaction or are going into shock, treatment will be discontinued. Immediately tell your doctor or go to 
the emergency room if you have signs of such a reaction, including hives, trouble breathing, 
wheezing, dizziness, or fainting.  

Tell your doctor about any side effects that concern you. Your doctor will monitor for potentially 
serious reactions that have been seen with Ig treatment, including thrombotic events (blood clotting); 
aseptic meningitis syndrome (brain swelling); osmotic nephropathy (a kidney condition); hemolysis (a 
blood problem) and transfusion-related acute lung injury.  

The most common drug-related adverse reactions in the clinical trial for Hizentra were injection-site 

reactions (swelling, pain, redness, heat or itching); headache; back pain; diarrhea; tiredness; cough; 
rash; itching; nausea and vomiting.  

http://www.treatingpi.com/
http://www.hizentra.com/
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Hizentra is made from components of human blood. The risk of transmission of infectious agents, 

including viruses and, theoretically, the Creutzfeldt-Jakob disease (CJD) agent, cannot be completely 
eliminated.  

Vaccines (such as measles, mumps and rubella) might not work as well if you are using Hizentra. 

Before receiving a vaccination, tell the healthcare professional that you are being treated with 
Hizentra. Also tell your doctor if you are pregnant or nursing, or if you plan to become pregnant.  

For full prescribing information, visit www.hizentra.com/consumer/prescribing-information.aspx.  

You are encouraged to report negative effects of prescription drugs to the FDA. Visit 
www.fda.gov/medwatch, or call 1-800-FDA-1088.  

### 

  

http://www.hizentra.com/consumer/prescribing-information.aspx
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CSL Behring Announces First Patient Treated in Phase III Study of 

Fibrinogen Concentrate (Human)(FCH) to Control Bleeding During Aortic 

Aneurysm Surgery 

Helsinki, Finland — 15 March 2012 

CSL Behring announced today that the first patient has been treated as part of the REPLACE Phase 
III clinical trial evaluating the efficacy and safety of fibrinogen concentrate (Human) (FCH) in 
controlling microvascular bleeding during aortic aneurysm surgery.  

The purpose of this study is to demonstrate that Fibrinogen Concentrate (Human)(FCH) can reduce 
intraoperative bleeding and, therefore, the volume of donor blood products (e.g., fresh frozen plasma, 
platelets, and red blood cells) needed during complex cardiovascular surgical procedures such as 
aortic aneurysm surgery. The study will also aim to show that FCH is safe and well tolerated. The 
primary efficacy endpoint measurement will be the number of units of all allogeneic blood products 
transfused during the first 24 hours after administration of FCH or placebo.  

"Potentially life-threatening bleeding events can occur during cardiovascular surgery because the 
patient’s fibrinogen levels are depleted, which delays clotting," said Dr. Niels Rahe-Meyer, 
Department of Anesthesiology and Intensive Care, Franziskus Hospital, Bielefeld, Germany and 
coordinating investigator of the study. "The REPLACE Phase III study will help determine if FCH 
treatment can safely reduce the number of transfusions needed during cardiovascular surgery. If this 
is the case, we will have a powerful new option for use in protecting cardiovascular surgery patients 
from potentially life-threatening bleeding and transfusion-associated adverse events and discomfort."  

Of the 12 million units of blood used in the United States each year, 15 percent are used in 
cardiovascular surgery. Studies have shown that blood transfusion during or after adult cardiac 
surgery is associated with increased long-term mortality.  

"As a global leader in the development of plasma-derived and recombinant coagulation factors for 
bleeding disorders, we are pleased that this important Phase III study of FCH in aortic aneurysm 
surgery is underway," said Russell Basser, M.D., Senior Vice President, Global Clinical R&D. "CSL 
Behring is committed to exploring the use of FCH in patients at high risk of bleeding resulting from 
cardiac surgery and providing optimal, uncompromised therapy to cardiac surgery teams and 
patients."  

About the REPLACE Study  

REPLACE (Randomized evaluation of fibrinogen versus placebo in complex cardiovascular surgery) 
is a Phase III, prospective, multinational, multicenter, randomized, double-blind, placebo-controlled, 
two-arm study. Patients undergoing elective thoracic aortic surgery are randomized in a 1:1 ratio to 
treatment with FCH or placebo. Patients will receive a single intra-operative infusion if their blood loss 
amounts to 60 to 250g in 5 minutes after initial surgery is completed. Following infusion, a second 5-
minute bleeding mass measurement is undertaken. If blood loss then still amounts to 60 g or more, 
the patient will be treated according to a predefined, standardized treatment regimen using allogeneic 
blood products. Reduction of allogenic blood products and other efficacy endpoints in addition to 
safety endpoints will be measured according to the trial protocol. For more information visit 
www.clinicaltrials.gov and search with identifier: NCT01475669.  

About Fibrinogen and Fibrinogen Concentrate 

Fibrinogen, also called Factor I, is a protein needed to form blood clots and, thereby, to stop bleeding. 
Fibrinogen levels in plasma determine the potential clotting ability and activity in the body. Diminished 
concentrations of fibrinogen limit the body's ability to form a clot and increase the risk of uncontrolled 
bleeding. A simple blood test can detect the level of fibrinogen; the normal range is 2-4 grams per 
liter. In patients undergoing cardiopulmonary bypass surgery, the plasma concentration of fibrinogen 
has been reported to decrease by 34 to 42 percent, which can increase the risk of post-operative 
bleeding. During manufacture, CSL Behring’s purified, pasteurized, fibrinogen concentrate undergoes 

http://www.cslbehring.com/
http://www.clinicaltrials.gov/ct2/show/NCT01662531?term=NCT01662531&rank=1
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multiple steps to remove potential pathogens, including being heated in aqueous solution at 60 
degrees centigrade/140 degrees Fahrenheit for 20 hours. A publication by the World Federation of 
Hemophilia provides additional perspective on this matter. Fibrinogen concentrate is mostly tolerated 
without undesirable reactions. In rare cases allergoid-anaphylactoid reactions (like generalized 
urticaria, rash, fall in blood pressure, dyspnoea), and/or rise in temperature are observed. If allergoid-
anaphylactoid reactions occur, the administration of fibrinogen concentrate has to be discontinued 
immediately (e.g. by interruption of the injection/infusion) and an appropriate treatment has to be 
initiated. The current medical standards for shock treatment are to be observed. There is a potential 
risk of thromboembolic episodes (including myocardial infarction and pulmonary embolism) following 
the administration of human plasma fibrinogen concentrate.  

Standard measures to prevent infections resulting from the use of medicinal products prepared from 
human blood or plasma include selection of donors, screening of individual donations and plasma 
pools for specific markers of infection and the inclusion of effective manufacturing steps for the 
inactivation/removal of viruses. Despite this, when medicinal products prepared from human blood or 
plasma are administered, the possibility of transmitting infective agents cannot be totally excluded. 
This also applies to unknown or emerging viruses and other pathogens.The measures taken are 
considered effective for enveloped viruses such as HIV, HBV and HCV. These measures may 
possibly be of limited value against non-enveloped viruses such as HAV and parvovirus B19.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX: CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com.  

###  

  

http://www.wfh.org/2/docs/Publications/Safety_and_Supply/Monographs/OP-5_English_Safety_Concentrate.pdf
http://www.wfh.org/2/docs/Publications/Safety_and_Supply/Monographs/OP-5_English_Safety_Concentrate.pdf
http://www.cslplasma.com/
http://www.csl.com.au/
http://www.cslbehring.com/
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First patient dosed in CSL Behring global Phase II/III pivotal study of 

recombinant fusion protein linking coagulation factor IX with recombinant 

albumin 

Study follows a Phase I PK trial that showed "very promising" half-life extension 
results 

Hannover, Germany — 20 March 2012 

CSL Behring has announced that the first patient has been dosed in a phase II/III, prospective, open-
label, multi-center study designed to evaluate the safety, efficacy and pharmacokinetics of 
recombinant fusion protein linking coagulation factor IX with recombinant albumin (rIX-FP). The study 
will enroll adolescents and adults (12 – 65 years) who have hemophilia B. The patient was dosed at 
Werlhof Institute for Hemostasis and Thrombosis in Hannover, Germany. 

CSL Behring, in collaboration with its parent company, CSL Limited (ASX:CSL), is developing rIX-FP 
for the prophylaxis and treatment of bleeding episodes in patients with congenital Factor IX (FIX) 
deficiency as part of the PROLONG-9FP clinical study program.  

To date, the PROLONG-9FP program has established study sites in Austria, Bulgaria, France, 
Germany, Italy, Spain, Japan and Israel. CSL Behring plans to establish additional trial sites in the 
United States and Russia in coming months.  

CSL Behring has engineered rIX-FP to extend the half-life of Factor IX through genetic fusion with 
recombinant albumin. Albumin was chosen as an ideal recombinant fusion partner due to its 
inherently long half-life, high potential for tolerability, known mechanism of clearance and low potential 
for immunogenic reactions. The specifically designed linker between the recombinant factor IX and 
recombinant albumin enables the fusion protein to optimally benefit from recombinant albumin’s 
inherently long half-life while preserving the native function of the coagulation factor. The Phase II/III 
study consists of a screening period, a pharmacokinetic (PK) evaluation period, followed by an 
approximate 12-month safety and efficacy evaluation period with rIX-FP. A surgical prophylaxis sub-
trial is included. More information can be found at www.clinicaltrials.gov 

About Hemophilia 

Hemophilia is a congenital bleeding disorder characterized by prolonged or spontaneous bleeding, 
especially into the muscles, joints, or internal organs. In nearly all cases, it affects only males. The 
disease is caused by deficient or defective blood coagulation proteins known as factor VIII or IX. The 
most common form of the disease is hemophilia A, or classic hemophilia, in which the clotting factor 
VIII is either deficient or defective. Hemophilia B is characterized by deficient or defective factor IX. 
Hemophilia A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B affects approximately 1 
in 25,000 to 50,000 people. The recommended treatment for patients who are factor deficient is to 
treat by replacement factor therapy.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX: CSL), a 
biopharmaceutical company.  

###  

http://www.cslbehring.com/news-room/Phase-I-Trial-Results
http://www.cslbehring.com/news-room/Phase-I-Trial-Results
http://www.cslbehring.com/
http://www.csl.com.au/
http://www.clinicaltrials.gov/ct2/show/NCT01662531?term=NCT01662531&rank=1
http://www.cslplasma.com/
http://www.csl.com.au/
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First patient enrolled in CSL Behring PATH trial to evaluate Immune 

Globulin Subcutaneous (Human) 20% Liquid, Hizentra®, in the treatment of 

CIDP 

Charlotte, NC — 26 March 2012 

CSL Behring has announced that the first patient has been enrolled in the PATH study, an 
international clinical trial designed to evaluate the efficacy, safety, and tolerability of two different 
doses of subcutaneous immunoglobulin (SCIg), compared with placebo, in maintenance treatment of 
chronic inflammatory demyelinating polyneuropathy (CIDP).  

In PATH (Polyneuropathy And Treatment with Hizentra), patients stabilized on intravenous 
immunoglobulin (IVIG) will be randomized to receive weekly infusions of 1 of 2 Hizentra

®
 doses (0.2 

or 0.4 g/kg body weight) or placebo for 24 weeks. The study will measure the proportion of patients 
who experience a relapse in their CIDP over a period of 52 weeks. For more information, see 
www.clinicaltrials.gov. 

"As a leader in developing SCIg therapy, CSL Behring continues to explore new opportunities to 
provide greater flexibility and control to patients who require long-term immunoglobulin therapy,” said 
Russell Basser, MD, Senior Vice President, Global Clinical R&D. “The PATH study is an important 
undertaking. Results will guide our planning in the neurological arena as we strive to meet significant 
unmet needs in this key patient population."  

"IVIg has long been the standard of care in the treatment of CIDP,” said Ivo van Schaik, M.D., 
principal investigator for PATH. “However, a clear need exists for additional, proven treatments that 
help avoid the wear-off effect often associated with current Ig therapies, and that can provide the 
autonomy and flexibility that subcutaneous administration offers to patients who are managing this 
very difficult disease. We are very pleased that the PATH study is now fully under way."  

About Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)  

CIDP is a rare disorder of the peripheral nerves characterized by symmetrical weakness in the arms 
and legs that progressively worsens for longer than 2 months. It is often but not always associated 
with impaired sensation, absent or diminished tendon reflexes, an elevated cerebrospinal fluid protein 
level, and changes in nerve-conduction. CIDP can occur at any age, with peak prevalence in the sixth 
and seventh decade, and is twice as common in men as in women. CIDP is believed to be 
underdiagnosed and undertreated. Therefore, its prevalence is difficult to determine, with some 
estimates ranging up to 8.9 per 100,000 adults. If left untreated, approximately 30 percent of CIDP 
patients will progress to wheelchair dependence. Early recognition and treatment can help prevent 
disability and improve recovery.  

About Hizentra
®
 

Hizentra
®
 (Immune Globulin Subcutaneous [Human]), part of the immunoglobulin (Ig) franchise of 

CSL Behring, is the first and only 20 percent SCIg developed for subcutaneous use and approved in 
the United States. It is also registered in Europe and Canada. Hizentra is stable at 25° C (77° F) for 
30 months due to formulation with L-proline.  

CSL Behring manufactures Hizentra at its state-of-the art facility in Bern, Switzerland, where 

advanced technologies are applied to help ensure product safety and ample supply. This facility 
represents the long-term commitment of CSL Behring to global Ig markets. CSL Behring’s 
comprehensive Ig product portfolio also includes the first U.S. FDA-approved subcutaneous 
immunoglobulin and the first proline-stabilized intravenous immunoglobulin.  

In the United States, Hizentra is indicated as replacement therapy for patients with primary 

immunodeficiency (PI). (In Europe and Canada, Hizenta is indicated for PI and for secondary 
immunodeficiency.) It is contraindicated in individuals with a history of anaphylactic or severe systemic 
response to immune globulin preparations or components of Hizentra, and in persons with selective 

http://www.cslbehring.com/
http://www.clinicaltrials.gov/
http://www.gbs-cidp.org/home/cidp/cidp/
http://www.vivaglobin.com/
http://www.vivaglobin.com/
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immunoglobulin A deficiency who have known antibody against IgA and a history of hypersensitivity. 
Because Hizentra contains the stabilizer L-proline, it is contraindicated in patients with 
hyperprolinemia.  

Hizentra should be administered subcutaneously only.  

If anaphylactic reactions are suspected, administration should be discontinued immediately and the 
patient treated as medically appropriate. The most common drug-related adverse reactions (observed 
in 5% or more of study subjects receiving Hizentra) were local reactions at the injection site, 
headache, diarrhea, fatigue, back pain, nausea, extremity pain, cough, rash, pruritis, vomiting, upper 
abdominal pain, pain, and migraine.  

Monitor patients for reactions associated with IVIg treatment that might occur with Hizentra, including 

renal dysfunction/failure, thrombotic events, aseptic meningitis syndrome (AMS), hemolysis and 
transfusion-related acute lung injury (TRALI).  

Hizentra is derived from human plasma. The risk of transmission of infectious agents including 

viruses and, theoretically, the Creutzfeldt-Jakob disease (CJD) agent, cannot be eliminated 
completely.  

For more information about use in the United States, visit www.hizentra.com. For full U.S. prescribing 
information, visit Hizentra

®
. 

About CSL Behring  

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company’s products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world’s largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX:CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com.  

### 
  

http://www.hizentra.com/
http://labeling.cslbehring.com/PI/US/Hizentra/EN/Hizentra-Prescribing-Information.pdf
http://www.cslplasma.com/
http://www.csl.com.au/
http://www.cslbehring.com/
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Findings Confirm Benefits of Albumin in Treating Cirrhosis Patients 

Undergoing Large-Volume Paracentesis 

KING OF PRUSSIA, PA — 28 March 2012 

Administration of albumin reduces morbidity and mortality in cirrhotic patients undergoing large-
volume paracentesis due to severe ascites, according to a new meta-analysis published online today 
in Hepatology, the official journal of the American Association for the Study of Liver Diseases. 
Compared with alternative treatments, albumin, a natural plasma-derived protein that expands blood 
plasma volume, significantly reduced the circulatory dysfunction that often occurs after large-volume 
paracentesis and also significantly reduced the occurrence of hyponatremia (low blood sodium levels). 
In addition, risk of death was 36 percent lower in patients receiving albumin than in those receiving 
other treatments. 

“Albumin is the gold standard for preventing circulatory dysfunction following paracentesis greater 
than five liters. However, other volume expanders as well as vasoconstrictors have been considered 
as potential alternatives,” said Mauro Bernardi, M.D., Professor of Internal Medicine at Bologna 
University, Bologna, Italy and lead author of the meta-analysis. “Our findings, which combine all the 
available evidence from randomized clinical trials, confirm that albumin is the best choice for 
prevention of circulatory dysfunction, and for the first time show decreased incidence of hyponatremia 
and improved survival with albumin use.” 

Within 10 years of receiving a diagnosis, the majority of patients with liver cirrhosis develop ascites, or 
fluid accumulation in the abdominal cavity. Symptoms include abdominal swelling, major discomfort 
and impaired breathing often necessitating hospitalization. Patients with ascites have a poor 
prognosis, with a 50 percent mortality rate over two years. To relieve the pressure caused by the 
excessive abdominal fluid, a procedure called paracentesis uses a needle to drain the fluid from the 
abdominal cavity. However, the abrupt removal of large amounts of fluid can worsen existing 
circulatory dysfunction, leading to a reduction in effective volemia that adversely affect the kidney and 
other organs. 

The meta-analysis, which included results from 17 randomized clinical trials with 1,225 total patients, 
found that albumin reduced the risk of post-paracentesis circulatory dysfunction by 61 percent 
compared with alternative treatments. The analysis also found that the risk of hyponatremia, a 
condition associated with worsening brain function and death, was decreased 42 percent with albumin 
administration compared to other treatments, further supporting the well-accepted clinical practice of 
infusing albumin as the first choice in adjunctive treatment for patients requiring large-volume 
paracentesis. 

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients’ lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company’s therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, haemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world’s largest plasma collection 
networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com. 

### 
  

http://www.cslbehring.com/
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CSL Behring Commences Phase I study with rVIIa-FP, a Novel Therapy to 

Treat People With Hemophilia A and Hemophilia B Who Have Inhibitors 

KING OF PRUSSIA, PA — 29 March 2012 

CSL Behring announced today the first in human dosing of recombinant fusion protein linking 
coagulation factor VIIa with albumin (rVIIa-FP). The Phase I study will investigate in healthy 
volunteers the safety and pharmacokinetics of rVIIa-FP in comparison to placebo. CSL Behring, in 
collaboration with its parent company, CSL Limited (ASX: CSL), is developing rVIIa-FP, a novel 
therapy to treat hemophilia A and hemophilia B patients who have inhibitors as part of the PROLONG 
7- FP clinical study program. For more information about this study, please see www.clinicaltrials.gov  

CSL Behring’s albumin fusion technology uses albumin as the ideal recombinant genetic fusion 
partner for coagulation factor proteins due to its inherently long half life, high potential for tolerability, 
known mechanism of clearance and low potential for immunogenic reactions. CSL Behring’s rVIIa 
albumin fusion protein is expected to exhibit a good tolerability profile and improved pharmacokinetics 
that may enable prophylaxis.  

CSL Behring’s rVIIa-FP was previously granted Orphan Drug Designation by the European 
Commission and the United States Food and Drug Administration.  

About Hemophilia 

Hemophilia is a congenital bleeding disorder characterized by prolonged or spontaneous bleeding, 
especially into the muscles, joints, or internal organs. In nearly all cases, it affects only males. The 
disease is caused by deficient or defective blood coagulation proteins known as factor VIII or IX. The 
most common form of the disease is hemophilia A, or classic hemophilia, in which the clotting factor 
VIII is either deficient or defective. Hemophilia B is characterized by deficient or defective factor IX. 
Hemophilia A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B affects approximately 1 
in 25,000 to 50,000 people. The recommended treatment for patients who are factor deficient is to 
treat by replacement factor therapy. A complication in some patients is the development of inhibitory 
antibodies (inhibitors) to FVIII or FIX which render replacement therapy ineffective. This can occur in 
up to 25 percent of hemophilia A patients and approximately 5 percent of hemophilia B patients. One 
treatment option for these patients is recombinant activated factor VII (called a “bypassing agent”) 
which can be used to achieve hemostasis without the need for factor VIII or IX.  

About the recombinant fusion protein linking coagulation factor VIIa with recombinant albumin 
(rVIIa-FP)  

Preclinical studies have confirmed that CSL Behring's rVIIa-FP has favorable pharmacokinetic 
properties compared with the existing recombinant FVIIa product. Significant increases in half-life 
have been observed across all animal species. The use of a bypassing agent with an extended half-
life could offer significant benefit to those affected by hemophilia A or B with inhibitors and may offer 
patients the opportunity to be treated less frequently than with the currently available product. 

CSL Behring's clinical program intends to demonstrate that an extended half-life rVIIa-FP will result in 
a requirement for fewer doses while providing adequate therapeutic response in patients with 
hemophilia A and B with inhibitors.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company’s products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic disease of the newborn. CSL Behring operates one of the world’s largest plasma 

http://www.cslbehring.com/
http://www.clinicaltrials.gov/
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collection networks, CSL Plasma. CSL Behring is a subsidiary of  
CSL Limited (ASX:CSL), a biopharmaceutical company headquartered in Melbourne, Australia. For 
information: www.cslbehring.com. 

### 
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CSL Behring Renews Pledge to Provide Significant Funding and Donated 

Coagulation Factor to World Federation of Hemophilia Over 3-Year Period 

Commitment will help WFH’s "Close the Gap" campaign aimed at improving 
healthcare in developing world 

KING OF PRUSSIA, PA and MONTREAL, CANADA — 16 April 2012 

To mark World Hemophilia Day 2012, CSL Behring has again committed to making significant 
financial contributions and donations of clotting factor concentrate to the World Federation of 
Hemophilia (WFH) Global Alliance for Progress (GAP) program over the period of three years, 
beginning in 2012. The product donations will be made with medicine having a minimum shelf-life of 
one year. The goal of the WFH GAP program is to improve the diagnosis and treatment of hemophilia 
in developing countries. In 2009, CSL Behring was the first company to make such a three-year 
commitment to WFH. CSL Limited, parent company to CSL Behring, is committed to contributing to 
the economic, social and environmental well-being of its communities. As part of the agreement, CSL 
Behring will provide 2 million units of one or more of its various clotting factor products to the WFH 
each year for three years.  

"CSL Behring is proud to be a strong supporter of the World Federation of Hemophilia and to have 
been a contributor to the GAP program each year since it was established," said Paul Perreault, 
President of CSL Behring. "We are committed to serving people who have rare and serious bleeding 
disorders and we will continue to work toward solutions that make a positive impact for hemophilia 
patients and their communities in regions of the world where those solutions are needed most." 

Blood clotting factor is manufactured from purified human plasma or by using recombinant technology. 

CSL Behring clotting factor is manufactured in: the Kankakee, IL, USA facility of CSL Behring; in 
Melbourne, Australia, at the company’s Broadmeadows facility, and in Marburg, Germany.  

"The product donations we receive from CSL Behring help us to support hemophilia patients in many 
remote areas of the world where access to these life-saving medicines is extremely challenging," said 
Mark Skinner, president of WFH. "The reality is that most people with hemophilia or other bleeding 
disorder do not receive adequate diagnosis, treatment, and management for their conditions. WFH is 
committed to realizing a day when treatment and sustainable systems to deliver it are available 
globally in order to close the gap of care for these patients around the world. We certainly appreciate 
this kind of long-term commitment from CSL Behring. It helps us immeasurably toward that goal."  

An estimated one in one thousand women and men has a bleeding disorder. 

About the Global Alliance for Progress 

The Global Alliance for Progress (GAP) is a 10-year healthcare development project, launched in 
2003. GAP’s goal is to greatly increase the diagnosis and treatment of people with hemophilia and 
other bleeding disorders in developing countries. The project aims to close the gap between the 
number of people born with hemophilia and those who reach adulthood, the gap between the 
estimated and actual number of people diagnosed with hemophilia, and the gap between the amount 
of treatment product needed versus what is available. To-date, a total of 23,324 patients with 
hemophilia, 2,423 with von Willebrand disease (VWD) and 1,509 with rare clotting factor deficiencies 
have been diagnosed/registered through the GAP program. 

GAP partners include CSL Behring, the Jan Willem André de la Porte Family Foundation, the Irish 
Hemophilia Society, the World Health Organization (WHO) and other interested parties. GAP country 
programs are designed to improve five main areas: government support, the care delivery system, 
medical expertise and diagnosis, quality and quantity of treatment products, and the national 
hemophilia organization. At present, there are 12 ongoing GAP countries, including Algeria, Belarus, 
Ecuador, Lebanon, Moldova, Morocco, Peru, South Africa, Thailand, Tunisia, China, and Syria. 

http://www.cslbehring.com/
http://www.wfh.org/index.asp?lang=EN
http://www.wfh.org/index.asp?lang=EN
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Previous GAP countries included Armenia, Azerbaijan, Egypt, Georgia, Jordan, Mexico, the 
Philippines, and Russia. 

About the World Federation of Hemophilia (WFH) 

For 50 years, the World Federation of Hemophilia, an international not-for-profit organization has 
worked to improve the lives of people with hemophilia and other inherited bleeding disorders. 
Established in 1963, it is a global network of patient organizations in 118 countries and has official 
recognition from the World Health Organization. Visit WFH online at www.wfh.org. 

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients’ lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company’s therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, haemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world’s largest plasma collection 
networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com. 

### 
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HealthyWomen Asks: Do You Know the Signs and Symptoms of Von 

Willebrand Disease (VWD)? 

Leading Health Information Source for Women Introduces Educational Materials 
About Most Common Bleeding Disorder 

Red Bank, NJ — 18 April 2012 

Although von Willebrand disease (VWD) is the most common hereditary bleeding disorder in the 
United States, affecting up to 1 percent of the population, it is often misdiagnosed or under-diagnosed 
in women. HealthyWomen, the nation's leading nonprofit health information source for women, has 
developed new educational materials they hope will shine a light on a disorder that, when 
undiagnosed and untreated, can severely impact the quality of life for women.  

Caused when von Willebrand factor, a protein in the blood that is necessary for clotting, is either 
missing or not working properly, VWD affects men and women equally. Yet, when undiagnosed and 
untreated in women, it puts them at a greater risk for life-threatening bleeding following childbirth and 
for undergoing unnecessary hysterectomies.  

"Undiagnosed bleeding disorders, like von Willebrand disease, can have real health consequences for 
women," said Elizabeth Battaglino Cahill, RN, executive director of HealthyWomen. "The goal of these 
new materials, available on HealthyWomen.org, is to spark honest conversations among mothers, 
sisters and daughters about the signs and symptoms of VWD and to hopefully underscore the need 
for even more education about this condition."  

The five signs and symptoms of von Willebrand disease are:  

 Easy bruising 

 Frequent or prolonged nosebleeds 

 Heavy, prolonged menstruation 

 Prolonged bleeding following injury or surgery 

 Prolonged bleeding during dental procedures 

"Because VWD is a hereditary disorder, many women dismiss tell-tale signs like easy bruising or 
heavy periods as normal because their mother or other female relatives experienced similar 
symptoms," said Meera Chitlur, M.D., Director, Hemophilia Treatment Center and Hemostasis 
Program, Children’s Hospital of Michigan and who also works with The Foundation for Women & Girls 
with Blood Disorders (FWGBD), a non-profit advocacy and education organization dedicated to 
advancing physician and healthcare provider knowledge of the unique needs and challenges faced by 
women and adolescent girls with blood disorders. "Unexplained bleeding or bruising is not normal and 
is something you should always discuss with your healthcare provider. If you are diagnosed with a 
bleeding disorder, treatments are available."  

The new materials include common questions about VWD answered by an expert, as well as real-life 
stories of women living with the condition. One of these women, Kristin Prior, 49, recalls her own 
diagnosis in 1996.  

"While I had experienced many of the five signs and symptoms throughout early adulthood it wasn’t 
until I was 32 that I finally received my diagnosis of von Willebrand disease," said Prior. "My hope is 
that women who are facing some of the same challenges that I did will read my story on 
HealthyWomen.org and realize that diagnosis and treatment can make a tremendous difference in 
their lives."  

http://www.healthywomen.org/healthcenter/hereditary-conditions


  

  

 

Page:36 

The von Willebrand disease educational resources were developed through an educational grant from 
CSL Behring, a world leader in developing and manufacturing safe and effective solutions to treat and 
manage bleeding disorders.  

About HealthyWomen 

HealthyWomen (HW) is the nation's leading nonprofit health information source for women. For more 
than 20 years, women have been coming to HW for answers to their most pressing and personal 
health care questions. HW provides health information through a wide array of online content and print 
publications that are original, objective and reviewed and approved by medical experts. Its website, 
www.HealthyWomen.org

®
, was recognized by ForbesWoman as one of the "Top 100 Websites for 

Women" in 2010 and 2011 and was named the top women's health website by Dr. Mehmet Oz in O, 
The Oprah Magazine. To learn more, visit www.HealthyWomen.org.  

About the Foundation for Women & Girls with Blood Disorders 

The Foundation for Women & Girls with Blood Disorders (FWGBD) is a non-profit advocacy and 
education organization dedicated to advancing physician and healthcare provider knowledge of the 
unique needs and challenges faced by women and adolescent girls with blood disorders. Founded in 
2010, the Foundation’s mission is to ensure that all women and adolescent girls with blood disorders 
are correctly diagnosed and optimally treated and managed at every life stage. For more information, 
please visit www.fwgbd.org.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX: CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com. 

### 
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Diagnosis Improves Quality of Life for Those With Bleeding Disorder 

Red Bank, NJ — 18 April 2012 

 
VWD patient, Kristin Prior, was 
undiagnosed until age 32 

As a little girl, Kristin Prior came to view what others may have seen as out of the ordinary as normal: 
The slightest tap or bump would result in a severe bruise and nosebleeds came often and without 
warning. As a teenager and into adulthood Kristin’s menstrual periods would be long, heavy and 
burdensome. Often these symptoms kept her from taking part in activities with friends and family or 
left her worried about what she might encounter when she did. 

Kristin was silently suffering from the most common hereditary bleeding disorder, von Willebrand 
disease (VWD). The U.S. Centers for Disease Control estimates that VWD affects up to 1 percent of 
the U.S. population, with many misdiagnosed or undiagnosed. VWD occurs when von Willebrand 
factor, a protein in the blood that is necessary for clotting, is either missing or not working properly. 

The five most common signs and symptoms of von Willebrand disease are easy bruising, frequent or 
prolonged nosebleeds, heavy, prolonged menstruation, prolonged bleeding following injury, childbirth 
or surgery, and prolonged bleeding during dental procedures. 

"Although I was experiencing many of the five signs and symptoms of von Willebrand disease my 
entire life, I didn’t attribute them to an underlying condition," said Kristin. "I was 32-years-old when I 
was diagnosed with VWD. Having a name for what I had dealt with all those years and now being on 
an appropriate treatment has changed my life for the better." 

Kristin’s story is featured on HealthyWomen.org, the award-winning website of the nation's leading 
nonprofit health information source for women. HealthyWomen has developed educational materials 
for women about the condition. The resources were developed through an educational grant from CSL 
Behring. For women, in particular, VWD can have serious health consequences. When undiagnosed 
in women, VWD can put them at increased risk for life-threatening bleeding following childbirth and 
unnecessary hysterectomies. 

"Kristin’s story is representative of so many women who are unaware of bleeding disorders like VWD, 
yet have been negatively impacted by the symptoms for years," said Elizabeth Battaglino Cahill, RN, 
Executive Director of HealthyWomen. "Our materials are designed to give women easy-to-understand 
information about VWD. Ultimately, we want to encourage women to listen to their bodies. 
Unexplained bleeding or bruising is not normal. If they are experiencing any of these signs and 
symptoms women should speak to their healthcare provider."  

To learn more about von Willebrand disease, visit www.HealthyWomen.org 

### 

http://www.cslbehring.com/
http://www.cslbehring.com/
http://www.healthywomen.org/
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CSL Behring Initiates Study of Subcutaneous Administration of C1-esterase 

inhibitor in Patients with Hereditary Angioedema 

Phase I/II study to establish safety and clinical pharmacology with various doses of 
subcutaneous formulation of human C1-esterase inhibitor 

King of Prussia, PA, USA / Marburg, Germany — 03 May 2012 

CSL Behring announced today that it has initiated an international phase I/II study of a volume-
reduced, subcutaneous formulation of C1-esterase inhibitor (C1-INH) concentrate in patients with 
hereditary angioedema (HAE). Part of the COMPACT (Clinical Studies for Optimal Management in 
Preventing Angioedema with Low-Volume Subcutaneous C1-inhibitor Replacement Therapy) 

program, the study will evaluate the pharmacokinetics, pharmacodynamics and safety of various 
doses of this presentation of C1-INH. 

"We're enormously pleased that a range of therapy options is now available to treat HAE," said Bruce 
Zuraw, MD, Professor of Medicine at the University of California, San Diego, USA, and Chairman of 
the Steering Committee for the COMPACT program. "Yet, we know that a significant number of 
patients would prefer a preventive therapy that does not require intravenous infusions and that might 
offer fewer side effects than currently available treatments. We are confident this study will guide us in 
the development of this novel method of using C1-esterase inhibitor replacement for the routine 
prevention of HAE attacks." 

The open-label study will enroll adult patients with HAE type I or II. After an initial intravenous injection 
of C1-INH, each participant will be assigned to receive a single subcutaneous injection of the volume-
reduced formulation of C1-INH twice a week for four weeks. Subjects will participate in two such 
periods with two different doses of volume-reduced C1-INH. Throughout the study, researchers will 
monitor C1-esterase inhibitor levels in the blood, as well as assess the safety and tolerability of the 
formulation at different doses. 

"As a pioneer in the development of subcutaneous immunoglobulin therapy, we are excited to apply 
our expertise and experience in the treatment of hereditary angioedema," said Russell Basser, Senior 
Vice President of Clinical Research and Development at CSL Behring. "Subcutaneous administration 
of C1-esterase inhibitor will represent another important advance for patients suffering from the 
frequent and often debilitating attacks of HAE." 

About Hereditary Angioedema  

Hereditary angioedema due to decreased C1-esterase inhibitor (C1-INH) is caused by mutations in 
SERPING1, the gene coding for C1-INH. It is inherited in an autosomal dominant manner. Symptoms 
of HAE include recurring episodes of edema, or swelling, in the hands, feet, the face, the abdomen, 
and/or the larynx. Patients who have abdominal attacks of HAE can experience episodes of severe 
pain, diarrhea, nausea, and vomiting caused by swelling of the intestinal wall. HAE attacks that 
involve the face and larynx can result in airway closure, asphyxiation, and, if untreated, death. 
Diagnosis of HAE requires a blood test to confirm low or abnormal levels of C1-INH. For more 
information about HAE, please visit www.haei.org. 

CSL Behring has currently licensed treatments in Australia, Canada, Europe, Japan, the United States 
and several other countries in Asia and South America for treatment of acute attacks of HAE. 

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients’ lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company’s therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, haemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world’s largest plasma collection 

http://www.cslbehring.com/
http://www.haei.org/
http://www.cslbehring.com/
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networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com. 

### 
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CSL Behring Announces FDA Filing of Biologics License Application for 4-

Factor PCC for Urgent Reversal of Vitamin K Antagonist Anticoagulant 

Therapy 

King of Prussia, PA — 29 May 2012 

CSL Behring today announced that the U.S. Food and Drug Administration (FDA) has accepted for 
standard review its Biologics License Application (BLA) for a human 4-factor prothrombin complex 
concentrate (PCC) for the urgent reversal of vitamin K-antagonist therapy (i.e., warfarin) in patients 
with acute major bleeding. If approved by the FDA, the CSL Behring 4-factor PCC would be the first 
agent of its kind available in the United States. 

"The acceptance by FDA of this 4-factor PCC BLA marks an important step toward addressing the 
urgent unmet need for a rapid and simple way to reverse the effects of warfarin during bleeding 
emergencies," said Val Romberg, Senior Vice President, Research and Development at CSL Behring. 
"This 4-factor PCC has the potential to be a significant new tool in stopping excessive bleeding in 
patients on warfarin, where fresh frozen plasma is the current standard of care." 

The CSL Behring BLA submission is based on results from three prospective Phase III clinical trials 
that evaluated the safety and efficacy of PCC in patients who required urgent reversal of warfarin 
therapy. The pivotal, acute major bleeding trial demonstrated that PCC was comparable to plasma at 
24 hours in patients who required urgent reversal of warfarin therapy (72.4 percent and 65.4 percent, 
respectively). Additionally, the co-primary efficacy endpoint analysis showed that the 4-factor PCC 
was superior in achieving target INR correction within 30 minutes at the end of infusion as compared 
to plasma (62.2 percent and 9.6 percent, respectively). Four-factor PCC was also superior to plasma 
in rapidly and safely raising the levels of clotting factors II, VII, IX, X, and anticoagulant Proteins C and 
S at the same 30 minutes post-treatment time point (p values<0.0001). 

About Prothrombin Complex Concentrate (PCC) (Human) 

Prothrombin complex concentrates (PCC) are derived from human plasma. CSL Behring’s 
investigational PCC contains four important pro-coagulant factors in significant quantities: Factor II 
(prothrombin), Factor VII, Factor IX and Factor X, as well as anticoagulant Proteins C and S. CSL 
Behring currently markets this PCC in 24 countries throughout the world. 

Guidelines from the American College of Chest Physicians recommend 4-factor PCC, rather than 
plasma, for rapid reversal of anticoagulation in patients with vitamin K antagonist associated major 
bleeding. The guidelines also recommend the use of vitamin K (5 to10 mg) administered by slow 
intravenous (IV) infusion rather than reversal with coagulation factors alone. 

About the Study  

This was an open-label, randomized, multicenter Phase IIIb study to assess the efficacy, safety and 
tolerance of human 4-factor prothrombin complex concentrate (PCC) to plasma for rapid reversal of 
acute major bleeding in patients receiving warfarin therapy. The study enrolled 212 patients. The 
primary endpoint was hemostatic efficacy with respect to the adequacy of stopping an ongoing major 
bleed within 24 hours from the start of infusion. The secondary endpoints evaluated plasma levels of 
major clotting factors (Factors II, VII, IX, X, proteins C and S); time to INR correction; number of 
transfusions, amount of blood products used, and hemostatic agents; and safety and tolerability 
(including all-cause mortality). 

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 

http://www.cslbehring.com/
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prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX: CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com. 

### 
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CSL Behring Submits Marketing Authorization Variation Application to 

European Medicines Agency (EMA) for Privigen® in Chronic Inflammatory 

Demyelinating Polyradiculoneuropathy (CIDP) 

Bern, Switzerland — 30 May 2012 

CSL Behring announced today that it has submitted a Variation Application to the European 
Medicines Agency (EMA) for the use of Privigen

®
 (immune globulin intravenous [human], 10 percent 

liquid for intravenous administration) in Chronic Inflammatory Demyelinating Polyradiculoneuropathy 
(CIDP). CIDP is a rare neurological disorder of the peripheral nerves characterized by symmetrical 
weakness in the arms and legs that progressively worsens for longer than two months. CSL Behring is 
a subsidiary of CSL Limited (ASX:CSL), a biopharmaceutical company headquartered in Melbourne, 
Australia.  

"The data contained in this application provide clinical evidence that Privigen is a safe, and efficacious 
option for CIDP patients in Europe who are managing this very challenging condition," said Russell 
Basser, M.D., Senior Vice President, Global Clinical R&D at CSL Behring. "If approved in Europe for 
use in treating CIDP, Privigen will represent a meaningful advance in many rare disease communities 
across the continent."  

The CSL Behring European application is based on results of the PRIMA study (Privigen Impact on 
Mobility and Autonomy), a single-arm study designed to evaluate the safety and efficacy of Privigen 
in 31 patients who have CIDP. In PRIMA, patients on Privigen had a clinically meaningful 

improvement in their disease by demonstrating a statistically significant change in their INCAT score 
at the completion visit—the primary endpoint, which was met. Overall, 61 percent of patients 
responded to Privigen and of those patients who responded to Privigen in the PRIMA study, 50 
percent did so within four weeks of being treated in the study. Privigen also demonstrated 

improvements on secondary endpoints, including objective measures of muscle strength of the hands 
at the completion visit. As seen in other intravenous immunoglobulin (IVIg) trials, headache was the 
most common adverse event in the PRIMA study.  

About Chronic Inflammatory Demyelinating Polyradiculoneuropathy (CIDP) 

CIDP is a rare disorder of the peripheral nerves characterized by symmetrical weakness in the arms 
and legs that progressively worsens for longer than two months. CIDP is believed to be 
underdiagnosed and undertreated. Therefore, its prevalence is difficult to determine, with some 
estimates being as high as 8.9 per 100,000 adults. If left untreated, approximately 30 percent of CIDP 
patients will progress to wheelchair dependence. CIDP can occur at any age; typically, initial onset 
occurs between the ages of 30 and 60. Early recognition and treatment can help prevent disability and 
improve recovery from CIDP.  

About Privigen 
Privigen is part of the immunoglobulin (Ig) franchise of CSL Behring. CSL Behring manufactures 
Privigen at its state-of-the art facility in Bern, Switzerland where the most advanced technologies are 

applied to ensure product safety and supply. This facility represents the long-term commitment of CSL 
Behring to global Ig markets. 

Privigen is the first and only 10 percent liquid IVIg stabilized with proline, a naturally occurring amino-

acid. In Europe it is indicated for treating: primary immunodeficiency, primary immune 
thrombocytopenic purpura, Guillain-Barré syndrome, Kawasaki disease, replacement therapy in 
multiple myeloma or chronic lymphocytic leukemia with secondary hypogammaglobulinemia and 
recurrent infections, replacement therapy in children with congenital AIDS and recurrent infections, 
and allogeneic haematopoietic stem cell transplantation (HSCT) in patients with secondary 
hypogammaglobulinemia.  

For more information about Privigen, including full prescribing information, visit 

http://www.privigen.com/Professional/Prescribing-Information.aspx and for Europe 

http://www.cslbehring.com/
http://www.csl.com.au/
http://www.gbs-cidp.org/home/cidp/cidp/
http://www.privigen.com/Professional/Prescribing-Information.aspx
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000831/human_m
ed_000993.jsp&jsenabled=true  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company’s products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic disease of the newborn. CSL Behring operates one of the world’s largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX:CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For information: 
www.cslbehring.com  

### 

  

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000831/human_med_000993.jsp&jsenabled=true
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000831/human_med_000993.jsp&jsenabled=true
http://www.cslplasma.com/
http://www.csl.com.au/
http://www.cslbehring.com/


  

  

 

Page:44 

CSL Behring Receives FDA Orphan Drug Designation for rIX-FP, a Novel 

Therapy in Development to Treat Congenital Factor IX Deficiency 

(Hemophilia B) 

KING OF PRUSSIA, PA — 08 June 2012 

CSL Behring announced today that the company has been granted orphan drug designation by the 
United States Food and Drug Administration for its novel recombinant fusion protein linking 
coagulation factor IX with recombinant albumin (rIX-FP). The Orphan Drug Designation is granted for 
the treatment and prophylaxis of bleeding episodes in patients with congenital factor IX deficiency 
(hemophilia B). The designation includes routine prophylaxis treatment, control and prevention of 
bleeding episodes, and prevention and control of bleeding in perioperative settings. CSL Behring is 
developing this therapy in collaboration with its parent company CSL Limited (ASX:CSL). 

"CSL Behring is pleased to have achieved this important regulatory milestone for our recombinant 
factor IX,” said Val Romberg, Senior Vice President, Research and Development at CSL Behring. "It 
represents yet another advance that our company is making in the area of recombinant factor 
development and is extremely encouraging.” 
 
CSL Behring has engineered rIX-FP to extend the half-life of Factor IX through genetic fusion with 
recombinant albumin. Albumin has been chosen as the ideal recombinant genetic fusion partner for 
coagulation factor proteins due to its long physiological half-life. In addition, albumin has been shown 
to have a good tolerability profile, low potential for immunogenic reactions and a well known 
mechanism of clearance compared to some other technologies. The cleavable linker connecting 
recombinant factor IX and recombinant albumin has been specifically designed to preserve the native 
function of the coagulation factor in the fusion protein, while benefiting from recombinant albumin’s 
long physiological half-life.  

The FDA’s Orphan Drug Designation program provides orphan status to unique drugs and biologics, 
defined as those intended for the safe and effective treatment or prevention of rare diseases that 
affect fewer than 200,000 people in the U.S. 

About Hemophilia Hemophilia is a congenital bleeding disorder characterized by prolonged or 

spontaneous bleeding, especially into the muscles, joints, or internal organs. In nearly all cases, it 
affects only males. The disease is caused by deficient or defective blood coagulation proteins known 
as factor VIII or IX. The most common form of the disease is hemophilia A, or classic hemophilia, in 
which the clotting factor VIII is either deficient or defective. Hemophilia B is characterized by deficient 
or defective factor IX. Hemophilia A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B 
affects approximately 1 in 25,000 to 50,000 people. The recommended treatment for patients who are 
factor deficient is to treat by replacement factor therapy. A complication in some patients is the 
development of inhibitory antibodies (inhibitors) to FVIII or FIX which renders replacement therapy 
ineffective. This can occur in up to 25 percent of hemophilia A patients and around 5 percent of 
hemophilia B patients. One treatment option for these patients is recombinant activated factor VII 
(called a bypassing agent) which can be used to achieve hemostasis without the need for factor VIII or 
IX.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company’s products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic disease of the newborn. CSL Behring operates one of the world’s largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX:CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For information: 
www.cslbehring.com  

http://www.cslbehring.com/
http://www.csl.com.au/
http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
http://www.cslplasma.com/
http://www.csl.com.au/
http://www.cslbehring.com/
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PRIMA Study Shows Treatment with Privigen® Improved Function in 

Patients With Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)  

Rotterdam, Netherlands — 27 June 2012 

Data presented today from the Privigen Impact on Mobility and Autonomy (PRIMA) trial at the 
Peripheral Nerve Society Inflammatory Neuropathy Consortium Meeting in Rotterdam, Netherlands, 
suggests that treatment with Privigen® [Immune Globulin Intravenous (Human), 10% Liquid], an 
intravenous immunoglobulin (IVIg), may lead to improvement in function in patients with chronic 
inflammatory demyelinating polyneuropathy (CIDP).  

PRIMA, a prospective, multicenter, open-label, single-arm study investigating the efficacy and safety 
of Privigen in previously IVIG-treated and untreated patients with CIDP achieved its primary efficacy 
endpoint, which was the percentage of patients responding—as measured by the Inflammatory 
Neuropathy Cause and Treatment (INCAT) scale—at study completion compared to baseline. The 
overall response rate was 60.7 percent. The 25-week treatment period permitted the observation that 
a response to IVIG can occur late (i.e., after more than 6 weeks of therapy). This finding may 
encourage some treating physicians to continue IVIG therapy longer in their CIDP patients before 
assessing whether or not the therapy is working.  

"CIDP is a rare, progressive disease that may cause permanent nerve damage and studies show that 
current treatment options may not work for all patients," said Jean-Marc Léger, M.D., Hospital de la 
Salpetrière. "Finding new treatment options to slow the advancement of the disease is extremely 
important. The results from this study are promising as they suggest that Privigen may help decrease 
weakness and loss of motor function in people with CIDP." 

Functional improvement was evaluated by the INCAT scale, which is used to measure a patients’ 
ability to perform tasks (i.e., walking, motor hand tasks, etc.). On this scale, patient scores rise with 
increasing weakness and disability, whereas improvement in basic motor functions is indicated by a 
reduction in the score. Results presented today showed that mean overall INCAT score significantly 
improved from 3.7 at baseline to 2.3 at completion of treatment. Half of the responders achieved the 
clinically meaningful threshold by Week 4. 

"As a leader in developing innovative Ig therapies, CSL Behring continually seeks to advance the 
understanding of medicines that address the treatment needs of patients with rare diseases such as 
CIDP," said Russell Basser, M.D., Senior Vice President, Global Clinical R&D, at CSL Behring. "We 
are pleased that this study has shown Privigen to have promise in improving functional ability in 
patients with CIPD. We plan to continue our Ig research in this disease state with the goal of providing 
another important treatment option to patients with CIDP."  

Privigen is approved in the European Union, Switzerland, Canada and the United States for treating 
patients diagnosed with primary immune deficiency (PID) and immune thrombocytopenic purpura 
(ITP). In Europe, Privigen is also approved for treating Guillain-Barre Syndrome and Kawasaki-

Syndrome. Recently, CSL Behring submitted a Variation Application to the European Medicines 
Agency (EMA) for the use of Privigen in CIDP.  

About the Study 

The Privigen Impact on Mobility and Autonomy (PRIMA) trial was a prospective, multicenter, open-
label, single-arm study, assessing the efficacy and safety of Privigen in intravenous immunoglobulin 

(IVIG) untreated and IVIG-pre-treated patients with chronic inflammatory demyelinating 
polyneuropathy (CIDP). Of the 31 patients screened, 28 were enrolled in the study (15 IVIG-untreated; 
13 IVIG-pretreated). Patients received an induction dose of 2 g/kg body weight administered over 2–5 
days, followed by seven infusions of 1 g/kg body weight at 3-week intervals (treatment duration 22 
weeks). 

About Chronic Inflammatory Demyelinating Polyradiculoneuropathy (CIDP)  

CIDP is a rare disorder of the peripheral nerves characterized by symmetrical weakness in the arms 

http://www.gbs-cidp.org/home/cidp/cidp/
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and legs that progressively worsens for longer than two months. CIDP is believed to be 
underdiagnosed and undertreated. Therefore, its prevalence is difficult to determine, with some 
estimates being as high as 8.9 per 100,000 adults. If left untreated, approximately 30 percent of CIDP 
patients will progress to wheelchair dependence. CIDP can occur at any age; typically, initial onset 
occurs between the ages of 30 and 60. Early recognition and treatment can help prevent disability and 
improve recovery from CIDP. 

About Privigen 
Privigen is part of the immunoglobulin (Ig) franchise of CSL Behring. CSL Behring manufactures 
Privigen at its state-of-the art facility in Bern, Switzerland where the most advanced technologies are 

applied to ensure product safety and supply. This facility represents the long-term commitment of CSL 
Behring to global Ig markets. Privigen is the first and only 10 percent liquid IVIg stabilized with 

proline, a naturally occurring amino-acid. In Europe it is indicated for treating: primary 
immunodeficiency, primary immune thrombocytopenic purpura, Guillain-Barré syndrome, Kawasaki 
disease, replacement therapy in multiple myeloma or chronic lymphocytic leukemia with secondary 
hypogammaglobulinemia and recurrent infections, replacement therapy in children with congenital 
AIDS and recurrent infections, and allogeneic haematopoietic stem cell transplantation (HSCT) in 
patients with secondary hypogammaglobulinemia. For more information about Privigen, including full 

prescribing information, visit http://www.privigen.com/Professional/Prescribing-Information.aspx and 
for Europe 
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000831/human_m
ed_000993.jsp&jsenabled=true  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX: CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com.  

CSL Behring Submits Marketing Authorization Variation Application to European Medicines Agency 
(EMA) for Privigen® in Chronic Inflammatory Demyelinating Polyradiculoneuropathy (CIDP)  

### 

  

http://www.privigen.com/Professional/Prescribing-Information.aspx
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000831/human_med_000993.jsp&jsenabled=true
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000831/human_med_000993.jsp&jsenabled=true
http://www.cslplasma.com/
http://www.csl.com.au/
http://www.cslbehring.com/
http://www.cslbehring.com/news-room/CSL-Behring-Submits-Application-for-Privigen-CIDP-Indication-to-EMA
http://www.cslbehring.com/news-room/CSL-Behring-Submits-Application-for-Privigen-CIDP-Indication-to-EMA
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CSL Behring Launches New Beriplex® P/N Dosing Calculator App for 

Healthcare Professionals on the Move 

Launch taking place at The General Anaesthetists in Training Annual Scientific 
Meeting 2012 

United Kingdom — 27 June 2012 

UK – 27 June, 2012 – CSL Behring UK Ltd today announce the launch of the Beriplex P/N Dosing 

Calculator App at The General Anaesthetists in Training Annual Scientific Meeting, taking place in 
Glasgow. The mobile app, for use on smart phones, is designed to assist healthcare professionals 
with dosage calculation when administering its product Beriplex P/N (human prothrombin complex 
concentrate).  

The mobile app, available on both iPhone and Android™ handsets, will calculate the correct dose and 
volume of Beriplex P/N to be infused based upon entry of only two key pieces of information: the 

patient’s weight and their initial INR. Users then simply tap calculate to obtain the dose required. This 
is important for healthcare professionals in cases where information is needed quickly in order to 
make effective, timely decisions, such as in an emergency setting.  

Research indicates a high level of smart phone usage amongst healthcare professionals in the UK. 
82% of healthcare professionals own a smart phone and 88% use them to communicate with other 
colleagues at work1. 59% use their device for accessing information on the internet or intranet and 
30% use work related software apps1. The new Beriplex P/N Dosing Calculator App supports this 

growing trend by providing fast, accurate, and easy to obtain dosage information to healthcare 
professionals when time is of the essence.  

Commenting on the new app Eddie Owens, General Manager, CSL Behring UK Ltd said: “We see 
that healthcare professionals are clearly using mobile technology to access health information and for 
us to engage with this growing target audience, we need to be present in this medium. The new 
Beriplex P/N Dosing Calculator App aims to meet the demand that healthcare professionals have to 
access sound medical data from anywhere and at anytime.”  

Healthcare professionals have several ways to download and install the new Beriplex P/N Dosing 
Calculator App for free onto their device:  

– Directly from the phone – Going online to the iTunes™ store at: 
http://itunes.apple.com/gb/app/beriplex-dosing-calculator/id486787181?mt=8&ign-mpt=uo%3D4 
 
– Visiting Google Play at: 
https://play.google.com/store/apps/details?id=com.nitrogen.beriplexdose#?t=W251bGwsMSwxLDIxMi
wiY29tLm5pdHJvZ2VuLmJlcmlwbGV4ZG9zZSJd  

CSL Behring is a global leader in the plasma protein therapeutics industry. Passionate about 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant products and related services. CSL Behring 
therapies are used in the treatment of rare diseases such as immune deficiency disorders, hereditary 
angioedema, haemophilia, von Willebrand disease and other bleeding disorders. Other products are 
used for the prevention of haemolytic diseases in the newborn. The company also operates one of the 
world’s largest plasma collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL  

Limited, a biopharmaceutical company with headquarters in Melbourne, Australia. For more 
information, visit www.cslbehring.co.uk  

### 

http://itunes.apple.com/gb/app/beriplex-dosing-calculator/id486787181?mt=8&ign-mpt=uo%3D4
https://play.google.com/store/apps/details?id=com.nitrogen.beriplexdose#?t=W251bGwsMSwxLDIxMiwiY29tLm5pdHJvZ2VuLmJlcmlwbGV4ZG9zZSJd
https://play.google.com/store/apps/details?id=com.nitrogen.beriplexdose#?t=W251bGwsMSwxLDIxMiwiY29tLm5pdHJvZ2VuLmJlcmlwbGV4ZG9zZSJd
http://www.cslbehring.co.uk/
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CSL Behring Launches New Hizentra® Dosing Calculator App for 

Healthcare Professionals on the Move 

Launch taking place at The British Society for Allergy and Clinical Immunology 
(BSACI) Annual Scientific Meeting 2012 

United Kingdom — 02 July 2012 

UK – 2 July, 2012 – CSL Behring UK Ltd today announce the launch of the Hizentra Dosing 

Calculator App at The British Society for Allergy and Clinical Immunology (BSACI) Annual Scientific 
Meeting, taking place in Nottingham. The mobile app, for use on smart phones, is designed to assist 
healthcare professionals with dosage calculation when administering its product Hizentra(human 
normal immunoglobulin, SCIg).  

The mobile app, available on both iPhone and Android handsets, will calculate the correct volume of 
Hizentra to be infused based upon entry of only two key pieces of information: a patient’s weight and 

the weekly dosage required. This is important for healthcare professionals where there are increasing 
pressures to provide fast and efficient patient care whilst ensuring that medications are administered 
correctly. 

Dr Sinisa Savic, Consultant Immunologist, St James’s University Hospital, Leeds said “Doctors are 
coming under ever increasing pressure due to heavy clinical workloads, limited time and decreased 
budgets. Any application which can help to ease the burden on medical staff is welcomed. The 
Hizentra dose app is easy and straight forward to use and allows important dosing information to be 
accessed at the touch of a button.”  

Teresa Green, Nurse Consultant, Regional Immunology & Allergy Unit, Royal Victoria Hospital, 
Newcastle upon Tyne said: “We see many patients in our immunology clinics. Patients receive 
differing doses of Hizentra according to their varying weight and frequency of their infusion. Having 

the ability to double check our dose calculations at the touch of a button is invaluable. It saves time 
and will help us to ensure our clinics continue to run efficiently and effectively. More importantly, it 
would also help us to easily ensure dose calculations are correct, which is vital for patient safety. 
Having an app means we don’t have to seek out a paper version of the dose calculator.”  

Research indicates a high level of smart phone usage amongst healthcare professionals in the UK. 
82% of healthcare professionals own a smart phone and 88% use them to communicate with other 
colleagues at work1. 59% use their device for accessing information on the internet or intranet and 
30% use work related software apps1. The new Hizentra Dosing Calculator App supports this 

growing trend by providing fast, accurate, and easy to obtain dosage information to healthcare 
professionals when time is of the essence.  

Commenting on the new app Eddie Owens, General Manager, CSL Behring UK Ltd said: “We see 
that healthcare professionals are clearly using mobile technology to access health information and for 
us to engage with this growing target audience, we need to be present in this medium. The new 
Hizentra Dosing Calculator App aims to meet the demand that healthcare professionals have to 
access sound medical data from anywhere and at anytime.”  

Healthcare professionals have several ways to download and install the new Hizentra Dosing 
Calculator App for free onto their device: 

– Directly from the phone 
– Going online to the iTunes™ store at: 
http://itunes.apple.com/gb/app/hizentra-dosing-calculator/id483147404 
 
– Visiting Google Play at:  

http://itunes.apple.com/gb/app/hizentra-dosing-calculator/id483147404
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https://play.google.com/store/apps/details?id=com.nitrogen.hizentradose#?t=W251bGwsMSwxLDIxMi
wiY29tLm5pdHJvZ2VuLmhpemVudHJhZG9zZSJd 

CSL Behring is a global leader in the plasma protein therapeutics industry. Passionate about 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant products and related services. CSL Behring 
therapies are used in the treatment of rare diseases such as immune deficiency disorders, hereditary 
angioedema, haemophilia, von Willebrand disease and other bleeding disorders. Other products are 
used for the prevention of haemolytic diseases in the newborn. The company also operates one of the 
world’s largest plasma collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, 
a biopharmaceutical company with headquarters in Melbourne, Australia. For more information, visit 
www.cslbehring.co.uk  

### 

  

https://play.google.com/store/apps/details?id=com.nitrogen.hizentradose#?t=W251bGwsMSwxLDIxMiwiY29tLm5pdHJvZ2VuLmhpemVudHJhZG9zZSJd
https://play.google.com/store/apps/details?id=com.nitrogen.hizentradose#?t=W251bGwsMSwxLDIxMiwiY29tLm5pdHJvZ2VuLmhpemVudHJhZG9zZSJd
http://www.cslbehring.co.uk/
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World’s First Intensive Study of Postpartum Women with von Willebrand 

Disease Shows Potential Risk of Delayed Hemorrhage, Despite Treatment 

Current VWD treatment strategies found potentially insufficient in postpartum 
period; further study of benefits of prophylaxis treatment needed 

King of Prussia, PA — 11 July 2012 

King of Prussia, PA – 11 July 2012 –Findings of a first-of-its-kind study of women with von Willebrand 
disease (VWD) show that current postpartum treatment strategies do not increase levels of von 
Willebrand factor (VWF) to normal range or even to the levels of women with milder, untreated VWD. 
VWF is a blood protein important for preventing postpartum hemorrhage. Results of this nationwide 
study are being presented at the World Federation of Hemophilia 2012 World Congress in Paris. This 
investigator-initiated study was supported by a $1.2 million unrestricted grant from CSL Behring.  

In healthy women, VWF levels fell rapidly after childbirth, approached baseline one week postpartum 
and reached baseline three weeks postpartum. The pattern of decrease in these levels was consistent 
among all patient groups, but levels were significantly lower in women with VWD. VWF levels were 
lowest among treated VWD patients. 

"While a rapid decrease in VWF levels after delivery is normal, significant decreases following 
childbirth can result in an increased risk for postpartum hemorrhage, especially since women continue 
to bleed for days to weeks after delivery," said Andra James, MD, Professor of Obstetrics and 
Gynecology, University of Virginia, and principal investigator of the study while she was at Duke 
University. "Given that current postpartum treatment strategies do not effectively manage VWF levels 
in the VWD patient, we hope to conduct further study into the benefits of prophylaxis treatment for 
preventing the potentially serious complication of delayed postpartum hemorrhage." 

This prospective, observational cohort study compared changes in blood levels of VWF proteins 
postpartum between 31 women with and 40 women without VWD. Fourteen of the women with VWD 
were treated during the postpartum period - 12 with VWF concentrate, one with desmopressin plus 
VWF concentrate and one with desmopressin. At periodic intervals in the immediate postpartum 
period, von Willebrand factor: Ristocetin cofactor activity (VWF:RCo), factor VIII (FVIII) and von 
Willebrand factor antigen (VWF:Ag) levels were measured.  

About von Willebrand disease  

Von Willebrand disease (VWD) is the most common hereditary bleeding disorder in the United States, 
and is caused by a deficiency or abnormality of von Willebrand factor, a protein in the blood that is 
necessary for normal blood clotting. According to the U.S. Centers for Disease Control (CDC), von 
Willebrand disease affects 1 to 2 percent of Americans - as many as 2.8 million people - more than 
half of whom are women. Men and women are equally likely to be affected by VWD. Women, though, 
may suffer severe health consequences, such as life-threatening bleeding following childbirth, if their 
condition is not correctly diagnosed and managed. Other common symptoms of VWD include easy 
bruising; frequent or prolonged nosebleeds; heavy, prolonged menstruation; prolonged bleeding 
following injury or surgery; and prolonged bleeding during dental procedures.  

About CSL Behring  

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients' lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company's therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, haemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world's largest plasma collection 
networks, CSL Plasma.  
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CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company with headquarters in 
Melbourne, Australia. For more information, visit www.cslbehring.com.  

### 

  

http://www.csl.com.au/
http://www.cslbehring.com/
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Jeffrey Modell Foundation Opens Diagnostic Center for 

Primary Immunodeficiencies at Midwest Immunology Clinic 

Plymouth, MN — 24 July 2012 

The Jeffrey Modell Foundation (JMF), in partnership with CSL Behring, has designated the Midwest 
Immunology Clinic in Plymouth, Minnesota as a Jeffrey Modell Diagnostic Center for Primary 
Immunodeficiencies (PI). The Center is headed by Ralph Shapiro, M.D. and is devoted to the 
diagnosis, treatment and care of people who have PI and autoimmune disorders. 

"This is a very exciting day for Midwest Immunology Clinic," said Dr. Shapiro. "We are honored to 
receive this distinction and look forward to working with the Jeffrey Modell Foundation and CSL 
Behring in raising awareness of immune problems among patients and physicians throughout our 
region, while continuing to enhance and improve our ability to diagnose and treat these rare and 
potentially debilitating disorders." 

PI affects males and females of all ages, but the most severe forms are frequently detected in 
children. Symptoms of PI are often overlooked because they appear to be common childhood 
illnesses such as sinus infections, pneumonia, fever and bronchitis. For this reason, families and 
doctors are often unaware that the troubling conditions that they are dealing with are actually rooted in 
a defect in the immune system. Failure to diagnose PI can lead to serious chronic illness, permanent 
damage to health, or even death. PI includes more than 120 diseases caused by an immune system 
that does not function properly.  

"We know that as many as 500,000 cases of PI remain undiagnosed in the United States," said Fred 
Modell, co-founder of the JMF. "Our goal is to give every child a chance to lead a healthy, normal life. 
We are thrilled to form this partnership with Midwest Immunology, Dr. Ralph Shapiro and CSL 
Behring." 

"CSL Behring is proud and honored to be a part of this very exciting event," said Paul Perreault, 
President, CSL Behring. "The Jeffrey Modell Foundation's clear commitment to patient care is being 
proven once again with the establishment of this new diagnostic center. We are pleased that, as a 
result, patients will have even greater access to Immunoglobulin therapy so they can more easily 
enjoy life to the fullest."  

The Midwest Immunology Clinic is located at 15700 37th Avenue North in Plymouth, MN. 

About The Jeffrey Modell Foundation 

The Jeffrey Modell Foundation was established in 1987 by Vicki and Fred Modell in memory of their 
son Jeffrey, who died at the age of 15 from complications of PI. The Foundation is dedicated to early 
and precise diagnosis, meaningful treatments, and ultimately, cures of PI. More information on PI can 
be found at www.info4pi.org or by calling the JMF hotline at 1-866-INFO-4-PI. 

About Midwest Immunology Clinic 

Midwest Immunology Clinic is specialized in the evaluation and treatment of infants, children and 
adults with diseases related to the immune system, including primary immune deficiencies and 
autoimmunity. The Clinic cares for people with chronic medical conditions, striving to meet their 
physical and emotional needs. Midwest Infusion Center is staffed by physicians, nurse practitioners 
and registered nurses who are experts in infusion therapy. They facilitate the administration of a 
variety of immune-based therapies for immunologic disorders as well as work as a team with referring 
physicians to administer other intravenous therapies. In addition, they ensure medications are 
delivered safely, affordably and efficiently in a comfortable caring environment. Midwest Infusion 
Center does more than treat a disease. Through comprehensive programs and services, it supports 
patients and those who care for them. Call 763-577-0008 for more information. 

http://www.midwestimmunology.com/
http://www.midwestimmunology.com/
http://www.info4pi.org/
http://www.midwestimmunology.com/
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About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of 
CSL Limited (ASX: CSL), a biopharmaceutical company headquartered in Melbourne, Australia. For 
more information, visit www.cslbehring.com.  

### 
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CSL Behring Awards Advocacy Grants to Patient Groups in  

Six States: NC, CA, WA, PA, IL, NY 

CSL Behring has awarded $600,000 in grants to patient organizations  
since the LEAD grant program was established in 2008 

KING OF PRUSSIA, PA — 01 August 2012 

KING OF PRUSSIA, PA – 01 August 2012 – CSL Behring announced today that it has awarded six 

patient advocacy organizations in the U.S. with Local Empowerment for Advocacy Development 
(LEAD) grants totaling nearly $70,000. LEAD grants are awarded semiannually and are intended to 
help local patient organizations achieve their advocacy objectives by further developing an existing 
initiative or developing a new one.  

Carolinas Healthcare Foundation (CHF), Charlotte, NC  

CHF will use its grant to create the IDEA program (Immune Deficiency, Education and Advocacy), a 
support group for children with primary immunodeficiency diseases (PIDD) in the Charlotte area. The 
LEAD grant will help expand IDEA’s ability to educate the local community by creating a support 
group website and newsletter, and by supporting ongoing patient advocacy meetings. The goal is to 
shrink the gap in delayed diagnosis through increased awareness, resulting in reduced time to see a 
specialist and lowering the likelihood of developing unwanted complications from PIDD.  

“This grant will help update the community on group activities, showcase local events, and educate 
the greater Charlotte region about primary immunodeficiency-specific diseases and treatments,” said 
Niraj C. Patel, MD, MS, and Director of the Immunologic Clinic at Levine’s Children’s Hospital. “On a 
national level, the LEAD grant will support the development of a primary immunodeficiency advocacy 
group fundraising kit and brochures, and serve as a blueprint for others wanting to organize and 
sustain a local immunodeficiency support group.” 

Neuropathy Action Foundation (NAF), Santa Ana, CA 

NAF will use its grant to create a patient database with targeted grassroots/advocacy capabilities for 
addressing specialty tiers and coinsurance requirements being implemented by health insurance 
plans. The focus will be on state legislation with an emphasis on preventing the implementation of 
insurance drug tiers for specialty therapies at a high coinsurance rate. Alternatively, a cap of the 
patient out-of-pocket coinsurance would be implemented.  

“Now, more than ever, strong, cohesive and organized patient advocacy is essential to protect 
accessible medications and treatments in today’s cost-driven environment,” said Dominick Spatafora, 
Executive Director of the NAF. “Without such advocacy, the debate will be focused on measures that 
are designed to provide short-term savings, at the expense of patient health and long-term costs.” 

Bleeding Disorders Foundation of Washington (BDFW), Edmonds, WA 

BDFW will use its grant to focus on specific advocacy initiatives such as striving to open up the state’s 
Medicaid sole provider program to include at least one other provider to increase options for patient 
care. They will also promote the comprehensive understanding of bleeding disorders for the state 
insurance exchange board to ensure that consideration of bleeding disorders is reflected in the 
exchange coverage benefits.  

“We thank CSL Behring for their dedication to advocacy,” said Stephanie Simpson, Executive Director 
for BDFW. “This LEAD grant will empower our foundation to continue to fight for access to 
medications for all bleeding disorder patients.” 

Western Pennsylvania Chapter of National Hemophilia Foundation (WPCNHF), Cranberry 
Township, PA  

WPCNHF will use its grant to develop a grassroots, online advocacy tool as part of their website 

http://www.cslbehring.com/
http://www.cslbehring-us.com/patients-and-families/LEAD-programs.htm
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overhaul initiative. The website and the new tool will provide a greater level of empowerment for the 
individual constituents to engage with their legislators.  

“We applaud CSL Behring’s commitment to advocacy in the bleeding disorders community,” said 
Jennifer Pegher, Executive Director for the WPCNHF. “CSL Behring’s support will allow our 
organization to further our advocacy goals through a stronger advocacy database and educational 
programming. We are anxious to engage our members and look forward to these individuals 
recognizing the importance of self-advocacy in order to achieve a stronger voice for all patients living 
with bleeding disorders.” 

Grants were also provided earlier this year to the Bleeding Disorders Alliance of Illinois (BDAI) and the 
Bleeding Disorders Advocacy Network (BDAN). BDAI received the second installment of a two-part 
grant to develop a von Willebrand disease awareness program for school nurses in the Chicago area. 
BDAN was awarded a grant to conduct a series of legislative advocacy training workshops designed 
to build and strengthen the grassroots advocacy efforts of the bleeding disorders community within 
New York. 

“CSL Behring recognizes the challenges these organizations face in generating funding for the many 
worthwhile projects they have to enhance condition awareness, consumer education and the 
capabilities to advocate for access to care,” said Dennis Jackman, Senior Vice President, Public 
Affairs, CSL Behring. “We are happy to learn of these initiatives, and help patient organizations effect 
positive change.” 

Since its inception in 2008, CSL Behring’s LEAD program has awarded approximately 40 advocacy 
grants totaling more than $600,000. 

LEAD Grant Application Deadline 

LEAD grants are awarded semi-annually. CSL Behring considers grant proposals which relate to 
bleeding and platelet disorders, immune deficiencies, pulmonary disease, critical care and wound 
healing. The submission deadline for the next round of grants is October 31, 2012. Applications, 
specific criteria for applying and more information are available at LEAD grants.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide.  

CSL Behring therapies are used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease. The company’s products are also used in cardiac surgery, organ transplantation, 
burn treatment and to prevent hemolytic diseases in the newborn. 

CSL Behring operates one of the world’s largest plasma collection networks, CSL Plasma. CSL 
Behring is a subsidiary of CSL Limited (ASX: CSL), a biopharmaceutical company headquartered in 
Melbourne, Australia. For more information, visit www.cslbehring.com or view CSL Limited’s 
Corporate Responsibility Report.  

### 

  

http://www.cslbehring-us.com/patients-and-families/LEAD-programs.htm
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Avery-Landsteiner Prize for Immunology Awarded to Alain Fischer of Paris, 

France, by German Society for Immunology 

Glasgow, Scotland — 07 September 2012 

The German Society for Immunology (DGfI) has awarded its 2012 Avery-Landsteiner Prize to Alain 
Fischer, M.D., Ph.D., of Paris, France, for his milestone discoveries and treatment developments in 
the management of hereditary immunodeficiencies.  

 
The Prize was presented at the European Congress for Immunology in Glasgow, Scotland today. 

Sponsored by CSL Behring, the Avery-Landsteiner Prize can be awarded every two years to an 
internationally outstanding and highly distinguished immunologist. The Avery Landsteiner Award 
carries a monetary prize of €10,000. 

“The Avery‐Landsteiner Prize is the most prestigious scientific award conferred by the German 

Society for Immunology,” said Dieter Kabelitz, President of the DGfI. “Dr. Fischer is in the hall of fame 
of a distinguished group of Award winners within the international medical community. It is with great 
pride that we donate the 2012 Prize to Dr. Fischer for his important professional contributions in the 
area of genetic descriptions of immunodeficiencies. He was the first to initiate genetic therapy of a 
rare and serious immunodeficiency disease, namely the yc gene defect in patients with severe 
combined immunodeficiency (yc SCID). Dr. Fischer has contributed immeasurably to advancing the 
world’s understanding of medicine.”  

Since 1991, Alain Fischer has directed the INSERM research unit for "Normal and pathological 
development of the immune system" and, since 1996, the Clinical Unit of Pediatric Immunology and 
Hematologyat the Necker Hospital in Paris, France.  

About the Avery-Landsteiner Prize The Avery-Landsteiner Prize is named after two scientists who 
made important contributions to today’s understanding of immunology. Oswald Avery, M.D., one of 
the world’s first molecular biologists and a pioneer in immunochemistry, discovered DNA as the 
substance of genes and chromosomes; Karl Landsteiner, M.D., who received both The Nobel Prize in 
Physiology or Medicine in 1930, and a Lasker Award in 1946, characterized the ABO-blood group 
antigen system. He is known as the ‘father of transfusion medicine.’  

The Avery-Landsteiner Prize has been donated by CSL Behring and its predecessors since 1973. 
CSL Behring has significant operations in Marburg, Germany (the plant founded by Emil von Behring), 
in Bern, Switzerland, and Kankakee, USA. Its headquarters are located in King of Prussia, USA.  

About CSL Behring CSL Behring is a leader in the plasma protein therapeutics industry. Committed 

to saving lives and improving the quality of life for people with rare and serious diseases, the company 
manufactures and markets a range of plasma-derived and recombinant therapies worldwide. CSL 
Behring therapies are indicated for the treatment of coagulation disorders including hemophilia and 
von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease. The company's products are also used in cardiac surgery, organ transplantation, 

http://eci-glasgow2012.com/
http://www.cslbehring.com/
http://fpid.org/fischer
http://fpid.org/fischer
http://www.nobelprize.org/nobel_prizes/medicine/laureates/1930/landsteiner-bio.html
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burn treatment and to prevent hemolytic diseases in newborns. CSL Behring operates one of the 
world's largest plasma collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited 
(ASX: CSL), a biopharmaceutical company headquartered in Melbourne, Australia. For more 
information, visit www.cslbehring.com.  

About the German Society for Immunology (DGfI) The DGfI, founded in 1967, has more than 

2,300 members who are active in basic or clinical immunology. A major goal of the DGfI is to offer a 
structured educational program in immunology. The Academy for Immunology comprises three 
courses (Autumn School, Spring School, Translational School) providing different levels of education. 
The scientific activities of the DGfI are organized into 14 working groups spanning all major areas of 
current immunology. In addition to holding meetings of the individual working groups, the DGfI 
conducts annual meetings, frequently as joint meetings together with a neighbouring European 
society. Moreover, small bilateral meetings are intended to initiate and develop joint research 
initiatives with non-European societies. For further information, visit http://www.dgfi.org/ 

### 
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Study Supports Efficacy, Safety of Hizentra® in Japanese Patients with 

Primary Immunodeficiency Disease 

Subcutaneous therapy maintains high serum immunoglobulin levels, provides 
passive immunity and improves quality of life following conversion from intravenous 
treatment 

Florence, Italy — 04 October 2012 

A new study conducted in Japan supports the previously demonstrated safety and efficacy of 
Hizentra® (Immune Globulin Subcutaneous [Human]) for the treatment of primary immunodeficiency 

(PID). The data were presented today at the 15th Biennial Meeting of the European Society for 
Immunodeficiencies (ESID). Hizentra is the first and only 20 percent subcutaneous immunoglobulin 

(SCIg) therapy in the world for the treatment of PID, a rare and serious group of diseases of the 
immune system. It is the first-ever SCIg therapy to demonstrate safety and efficacy in Japanese 
subjects. Based on these excellent results, CSL Behring submitted the new drug application (NDA) for 
Hizentra to the Pharmaceutical and Medicines Devices Agency (PMDA) in Japan on 28 September, 

2012. 

The Phase III study, conducted in Japanese patients who converted from intravenous immunoglobulin 
(IVIG) treatment, found that a dose-equivalent switch to Hizentra therapy maintained serum IgG 

(immunoglobulin) at a similar level of trough concentration than previous IVIG therapy. Results 
showed that Hizentra provided effective passive immunity in adults and children to control most 
recurrent infections and improved patients’ overall quality of life. 

“Our study is the first to investigate the safety and efficacy of a subcutaneous immunoglobulin product 
in Japanese patients,” said Toshio Miyawaki, M.D., Department of Pediatrics, Graduate School of 
Medicine and Pharmaceutical Sciences, University of Toyama in Japan, and Coordination Investigator 
of the study. “Our findings substantiate the results obtained in previous European and North American 
trials, and serve to confirm that Hizentra is an effective and well-tolerated treatment option for primary 

immunodeficiency.  

About Primary Immunodeficiencies 

Primary immunodeficiency (PID) is a group of over 150 diseases that affect the cells, tissues and 
proteins of the immune system. In people with PID, the immune system is either absent or functioning 
inadequately, leaving them more susceptible to infection. For individuals with PID – many of them 
children – infections may not improve with treatment as expected and may keep returning. As a result, 
patients may face repeated rounds of antibiotics and hospitalization for treatment. Repeated infections 
can lead to organ damage, which over time can become life threatening.  

Collectively, PIDs affect an estimated 10 million people worldwide, and the incidence is estimated to 
be 1 in 10,000. For more information on PID, please visit www.cslbehring.com. For patients with PID, 
immunoglobulin replacement therapy with a product such as Hizentra can help treat existing or 

chronic infections and prevent new infections from occurring. No single treatment works for every type 
of PID, but infusions of replacement antibodies (immunoglobulins) can help supplement the immune 
system to prevent infection in nearly 75 percent of PID cases that are due to antibody deficiencies. 

Immunoglobulin is a blood component that has become standard immune replacement therapy for 
more people living with PID, and nearly 70 percent of PID patients receive Ig replacement therapy. 
Since the 1980s, the first-line therapy for most PID patients has been intravenous immunoglobulin 
(IVIg), which immunoglobulin is delivered through a needle into the vein. Some patients, however, 
cannot easily tolerate intravenous infusions due to serious side effects or poor venous access. 
Hizentra allows patients to use a small, portable pump to self-administer their infusions by injection 
under the skin (subcutaneous administrations). 

http://opirut.u-toyama.ac.jp/researchers/public.php?module=researcher&action=profile&id=516&lang=en
http://www.cslbehring.com/
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Study Design and Key Findings 

Patients were switched using 1:1 dose conversion. In this prospective multicenter, open-label, single-
arm Phase III study of Hizentra, 24 Japanese patients with PID, who required IgG replacement 

therapy, were evaluated following an IVIG treatment period. Patients received three infusions of IVIG 
therapy, followed by a 12-week wash-in/wash-out period where treatment was converted to Hizentra 

and a 12-week efficacy period. The primary endpoint was achievement of the total serum IgG trough 
levels with SCIg therapy as compared to the preceding IVIG treatment period. Secondary efficacy and 
safety endpoints included all infections and local reactions to treatment and adverse events (AEs).  

Findings demonstrated that Hizentra produced serum IgG trough concentrations higher than those 

seen during previous IVIG therapy. Mean serum IgG levels increased from 6.51 (1.32) g/L in the IVIG 
period to 7.28 (1.47) g/L in the SCIg efficacy period. During the efficacy period, no serious bacterial 
infections were reported; 11 patients experienced a non-serious infection. Ninety-six percent of the 
patients enrolled experience at least one AE; most common AEs were local reactions of mild intensity. 
No related serious AEs were reported.  

About Hizentra 
Hizentra (Immune Globulin Subcutaneous [Human]), the first and only 20 percent SCIg developed for 

subcutaneous use, is already approved in North American and Europe. It is stable at 25 degrees 
Celcius for at least 24 months due to formulation with L-proline. In the United States, Hizentra is 

indicated for the treatment of patients with PID, and contraindicated in individuals with a history of 
anaphylactic or severe systemic response to immune globulin preparations or components of 
Hizentra, and in persons with selective immunoglobulin A deficiency who have known antibody 

against IgA and a history of hypersensitivity. For more information, including full U.S. prescribing 
information, visit http://www.hizentra.com/. In 2011, the European Commission granted marketing 
authorization for Hizentra for treating patients diagnosed with PID as well as secondary 

imunodeficiencies. The authorization is valid for all 29 European/European Economic Area member 
states.  

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients' lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company's therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, hemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world's largest plasma collection 
networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com 

### 
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New Model Compares Economic Value of Subcutaneous Immunoglobulin 

Therapy with Intravenous Immunoglobulin  

Data presented at biennial ESID meeting reveal pharmacoeconomic benefits of 
switching from IVIG to SCIg in primary immunodeficiency 

Florence, Italy — 04 October 2012 

Analysis using a new economic model demonstrates that higher dosing of subcutaneous 
immunoglobulin therapy (SCIg) is a cost-effective alternative to intravenous IgG replacement therapy 
(IVIG) in patients with primary immunodeficiencies (PID). The analysis shows higher doses of SCIg 
are less expensive than IVIG therapy because they translate into lower health care resource utilization 
including lower costs for hospital care. Results of the analysis were presented today at the 15th 
Biennial Meeting of the European Society for Immunodeficiencies (ESID). 

“While previous data have shown that switching to SCIg increases patients’ health-related quality of 
life, and higher IgG doses result in higher IgG trough levels and fewer infections, research into the 
pharmacoeconomic benefits of switching from intravenous to subcutaneous therapy is limited,” said 
Elie Haddad, M.D., Ph.D., Professor, Department of Pediatrics and Microbiology and Immunology, 
Université de Montréal. “This new model shows that, in addition to the benefits of improved clinical 
outcomes and increased patient satisfaction, SCIg also provides true monetary value across a wide 
range of dosing scenarios.”  

PID comprises a group of more than 150 diseases that affect the cells, tissues and proteins of the 
immune system. In people with PID, the immune system is absent or is functioning inadequately, 
leaving patients more susceptible to infection. Collectively, PID affects an estimated 10 million people 
worldwide. The incidence is estimated to be 1 in 10,000. 

Analysis Design and Key Findings 

Pharmacoeconomic modeling of IVIG versus SCIg therapy was conducted for one year as a means of 
analyzing the cost-effectiveness of switching from IVIG to SCIg across a wide range of dosing 
scenarios. A 65-kg PI patient treated with IVIG therapy was modeled for the switch to SCIg based on 
two studies in patients who had switched from IVIG to SCIg at 1:1 (EU study) or 1:1.5 dosing (US 
study).  

Switching from IVIG to SCIg at a relative dosing of 1:1 (EU) 

For a 65-kg PID patient switching from IVIG to SCIg at 1:1 dosing, the higher price of SCIg compared 
with IVIG results in additional net drug costs of EUR 1,216.8 - 4,056 per patient-year. Based on 13 
IVIG infusions per year requiring travel to, and services at, a professional infusion center versus 
weekly SCIg injections administered at home, SCIg results in a savings of EUR 1,290 in infusion costs 
per patient-year. This results in a net savings of EUR 73 to net additional costs of EUR 2,766 per 
patient-year. Finally, taking into account costs associated with the time burden of having to travel to 
the professional center to receive IVIG infusions, at-home SCIg injections would translate into a net 
gain of EUR 213 per day, 13 times a year.  

Switching from IVIG to SCIg at a relative dosing of 1:1.5 (US) 

In modeling the same patient switching from IVIG to SCIg at 1:1.5 dosing, the net incremental cost per 
patient-year amounts to USD 18,598 – 21,958. Improved clinical outcomes observed with higher SCIg 
dosing (2.42 fewer infections, 3.28 fewer hospital days, and 24.3 fewer days of antibiotic use per 
patient-year) translate into a cost savings of up to USD 21,015 per patient-year. Cost savings related 
to at-home infusions versus in-center infusions (materials, health care resources, travel, etc) amount 
to USD 1,698 per patient-year. The net cost savings after switching from IVIG to SCIg at a 1:1.5 
dosing amounts to USD 755 - 4,115 per patient, dependent on the cost of infections avoided.  

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients' lives, CSL Behring manufactures and markets a range of safe and 
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effective plasma-derived and recombinant products and related services. The company's therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, hemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world's largest plasma collection 
networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com 

### 
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Analysis Finds Improvements in Health-Related Quality of Life for Hereditary 

Angioedema Patients Treated with C1-Inhibitor 

Data show a positive impact on lifestyle and mental health 

King of Prussia, PA — 08 November 2012 

A high level of health-related quality of life (HRQoL) is achievable for patients managing hereditary 
angioedema (HAE), a rare and serious genetic disorder, when effective treatment such as C1-inhibitor 
(INH) concentrate is available, according to a prospective patient assessment published recently in 
Allergy & Asthma Proceedings, the official journal of Regional, State & Local Allergy, Asthma and 
Immunology Societies (RSLAAIS) and the American Association of Certified Allergists (AACA). More 
than half of the HAE patients participating in the assessment reported feeling somewhat or much 
better with the availability of C1-INH concentrate, and more than 80 percent of participants indicated a 
more optimistic outlook on the future.  

"The unpredictability, pain and potentially life-threatening nature of acute HAE attacks has been 
shown to dramatically impact patients’ health-related quality of life, but limited research has been 
conducted regarding their HRQoL while being treated for those attacks," said Timothy J. Craig, D.O., 
Professor of Medicine and Pediatrics at Penn State University in Hershey, Pennsylvania, and one of 
the study’s investigators. "Based on our findings, the availability of C1-INH for the treatment of acute 
attacks of HAE appears to provide patients with a better outlook on the future and a greater level of 
security in disease treatment."  

For people living with HAE, episodes of edema, or swelling, in various body locations, can have a 
significant impact on QoL. Patients who have abdominal attacks of HAE can experience episodes of 
extreme pain, diarrhea, nausea and vomiting caused by swelling of the intestinal wall. HAE attacks 
that involve the face or throat can result in airway closure, asphyxiation and, if untreated, death.  

Study Design and Key Findings 

The prospective patient assessment included a subset of 28 participants enrolled in the International 
Multicenter Prospective Angioedema C1-Inhibitor Trial (I.M.P.A.C.T) 2 study. During their participation 
in the study, participants had the opportunity to complete a short form (SF) 12, a multipurpose generic 
measure of HRQoL, every three months. The QoL impact of the availability of C1-INH concentrate 
was also evaluated.  

Of the 28 patients participating in the survey, 18 subjects completed 60 quarterly SF-12 
questionnaires, and 13 submitted SF-12 assessments for a time period of longer than three months. 
Results from the survey showed mean scores ranging from 44.8 to 93.2, with only one participant 
reporting a score less than 50. Mean SF-12 scores among the four participants with the greatest 
number of treated attacks (47 – 106 attacks per subject) ranged from 70.6 to 82.7. When questioned 
on the impact of having C1-INH readily available, the majority of patients reported feeling much or 
somewhat better compared to prior experience without it.  

About I.M.P.A.C.T. 2 

Findings of I.M.P.A.C.T. 2 were based on treatment with 20 U/kg bodyweight of C1-INH in 1,085 
episodes of HAE attacks at any body location in 57 patients. The main study end-points were time to 
onset of symptom relief, time to complete resolution of all symptoms and safety. No drug-related 
serious adverse events were reported, nor were any rebound effects observed following C1-INH 
administration.  

About CSL Behring 

CSL Behring is a global leader in the plasma protein biotherapeutics industry. Passionate about 
improving the quality of patients' lives, CSL Behring manufactures and markets a range of safe and 
effective plasma-derived and recombinant products and related services. The company's therapies 
are used in the treatment of immune deficiency disorders, hereditary angioedema, hemophilia, von 
Willebrand disease, other bleeding disorders and inherited emphysema. Other products are used for 
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the prevention of hemolytic diseases in the newborn, in cardiac surgery, organ transplantation and in 
the treatment of burns. The company also operates one of the world's largest plasma collection 
networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited, a biopharmaceutical company 
with headquarters in Melbourne, Australia. For more information, visit www.cslbehring.com.  

### 

  

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


  

  

 

Page:66 

 

CSL Behring Partners with Pro Supercross Racer Carl Schlacht to 

Encourage Those with Primary Immunodeficiency to be a “ChamPIon” 

New Online Resource Provides Support and Inspiration to People Living with PI 
through Shared Stories 

King of Prussia, PA — 13 December 2012 

CSL Behring has teamed up with Professional Supercross racer Carl Schlacht to launch 
www.IamaChamPIon.com. This new online resource is part of the I am a ChamPIon campaign, a 
partnership that aims to raise awareness of primary immunodeficiency disease (PI or PIDD) while 
encouraging those with the condition to pursue their dreams despite the challenges that PI can pose.  

“PI is a genetic disorder that can have a dramatic impact on a person’s ability to participate in daily 
activities due to a weakened immune system that leaves him or her vulnerable to common infections. 
If PI is left untreated, infections can occur – some severe enough to cause permanent and irreversible 
organ damage,” said Dr. John Sleasman, Chief of the Division of Pediatric Allergy, Immunology and 
Rheumatology at the University of South Florida. “While the condition is not curable, immunoglobulin 
treatments can help supplement the immune system to allow patients to lead active lives.”  

Carl is just one of approximately 250,000 individuals (or one in 1,200) diagnosed with PI in the United 
States. Race fans watching Carl perform high flying jumps and difficult maneuvers would never know 
that he requires a weekly subcutaneous infusion (i.e., under the skin) of immunoglobulin to manage 
his condition, which helps him stay healthy to compete at the professional level.  

“Growing up I didn’t know anyone else affected by primary immunodeficiency,” said Carl, who was 
diagnosed with PI at a year old. “For this reason, I am encouraging everyone affected by PI to visit 
www.IamaChamPIon.com and post their ‘ChamPIon’ story. Collectively, we can support and inspire 
each other to pursue our dreams.”  

In addition to providing an outlet for people with PI to share their stories, the I Am a ChamPIon 
website offers information about the condition and identifying the warning signs for diagnosis. At 
www.IamaChamPIon.com you can also watch a video of Carl on the race track and discussing his 
journey to becoming a professional Supercross racer despite PI.  

About Primary Immunodeficiencies 

Nearly 150 types of PIs exist. For individuals with PI, many of them children, infections may not 
improve as expected with usual treatments and may even keep returning. As a result, patients may 
face repeated rounds of antibiotics or hospitalization for treatment. Repeated infections can lead to 
organ damage, which over time can become life-threatening. Some infections, such as meningitis, 
may even result in death.  

Collectively, PIs affect an estimated 10 million people worldwide. Due to the X-linked inheritance in 
many PI syndromes, more males are affected than females. For more information on PI, please visit 
www.IamaChamPIon.comor contact the leading PI patient advocate groups in the U.S., the Immune 
Deficiency Foundationand the Jeffrey Modell Foundation.  

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including hemophilia and von Willebrand disease, 
primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 

http://www.cslbehring.com/
https://www.iamachampion.com/
https://www.iamachampion.com/
https://www.iamachampion.com/
https://www.iamachampion.com/
https://www.iamachampion.com/
https://www.iamachampion.com/
http://primaryimmune.org/
http://primaryimmune.org/
http://www.info4pi.org/
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collection networks, www.cslplasma.com. CSL Behring is a subsidiary of CSL Limited (ASX: CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com. 

### 
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Phase II Study Indicates that Fibrinogen Concentrate Given as a First-Line 

Therapy Safely Reduces Need for Transfusion after Aortic Surgery 

Marburg, Germany — 19 December 2012 

 Hannover Medical School collaborates with CSL Behring to demonstrate a significant reduction in 
need for transfusion of blood products following aortic replacement surgery 

 This is the world’s largest randomized, double-blind, placebo-controlled study of fibrinogen 
concentrate therapy 

 Results suggest proactive, targeted treatment with fibrinogen concentrate may safely reduce the 
need for transfusions, restore clotting ability, and protect patients undergoing aortic surgery from 
the adverse events associated with donor blood transfusion 

Clinical study results published today in the journal Anesthesiology showed that human fibrinogen 
concentrate can significantly reduce the need for blood transfusion when given as an intra-operative, 
targeted first-line hemostatic therapy in bleeding patients undergoing aortic replacement surgery.  

The Phase II prospective study, performed by CSL Behring and collaborators at the Hannover Medical 
School, Germany, enrolled 61 patients to assess the ability of fibrinogen concentrate to improve 
clotting and reduce the need for transfusion following elective aortic replacement surgery with 
cardiopulmonary bypass (CPB). Patients who received fibrinogen concentrate required fewer 
allogeneic blood product transfusions than patients receiving placebo (a median of 2 units in the 
fibrinogen concentrate group compared with 13 units in the placebo (p<0.001)). In the fibrinogen 
concentrate group, 45 percent (13 out of 29 patients) avoided transfusion entirely, whereas all 32 
placebo patients required transfusion (p<0.001).  

A novel approach to dosing was used in the study. The group in Hannover has developed and 
validated a model for individualized dosing of fibrinogen concentrate, based on measuring the 
firmness of the fibrin-based clot, which is mainly dependent on plasma fibrinogen levels.

 
Maximum 

clot firmness (MCF) of the fibrin-based clot can be monitored using FIBTEM, a commercially available 
thromboelastometry point-of-care test.  

"Aortic replacement surgery puts patients at risk for potentially life-threatening bleeding events 
because the surgery depletes fibrinogen levels and delays clotting, which may require extensive blood 
transfusion to restore a patient’s clotting ability," said Niels Rahe-Meyer, M.D. Ph.D., of the Clinic for 
Anesthesiology and Intensive Care Medicine, Hannover Medical School and lead author of the study. 
"This is the largest study of its kind in patients undergoing aortic replacement surgery and strongly 
indicates that proactive treatment with fibrinogen concentrate may safely reduce the need for 
transfusions, restore clotting ability, and consequently protect aortic surgery patients from possible 
adverse events associated with donor blood transfusion."  

In the study, reported treatment-emergent adverse events were similar in both groups and typical for 
patients undergoing cardiac surgery, with the most common being fluid buildup around the lungs 
(pleural effusion) and abnormal heart rhythm (atrial fibrillation). None of the treatment-emergent 
adverse events were ascribed to study medication or led to discontinuation from the study. The study 
was not powered to compare mortality or morbidity between groups.  

"Fibrinogen concentrate has been well-characterized for the treatment of specific inherited blood 
clotting disorders," said Andrew Cuthbertson, CSL Limited Chief Scientist. "CSL Behring is committed 
to exploring the use of fibrinogen concentrate in patients at high risk of bleeding, particularly those in 
the hospital setting where fibrinogen has been shown to be depleted by surgical procedures and 
where a quick intervention is needed to improve clotting and prevent serious bleeding events."  

About the Study 

The Phase II prospective, randomized, double-blind, placebo-controlled, parallel-group, stratified 
clinical study was conducted at the Hannover Medical School, Hannover, Germany. The study 

http://www.cslbehring.com/
http://www.cslbehring.com/
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enrolled patients 18 years or older who were undergoing elective aortic replacement surgery with 
cardiopulmonary bypass. Patients were excluded from the study if they had undergone previous 
surgery at the same aortic site, had a congenital or acquired coagulation disorder, had a myocardial 
infarction or stroke in the previous two months, or if they used aspirin, clopidogrel or vitamin K 
antagonists before the surgery.  

Before surgery, patients were randomized to receive either fibrinogen concentrate or placebo. Study 
medication was administered if clinically relevant bleeding occurred. Each 50 mL syringe contained 
either 1 g fibrinogen concentrate (Haemocomplettan

®
 P, RiaSTAP

®
, CSL Behring, Marburg, Germany) 

diluted in 50 mL sterile water, or an equivalent volume of 0.9 percent saline as placebo. Doses were 
determined from the MCF value of the FIBTEM test, using a model developed in previous studies for 
individualizing fibrinogen concentrate dosing. The FIBTEM test was performed by point-of-care 
thromboelastometry (ROTEM

®
 device, TEM International, Munich, Germany), using blood samples 

taken 20 min before the end of cardiopulmonary bypass. The time taken to obtain the MCF value was 
15 min. The medications were administered intravenously within five minutes after bleeding 
measurement.  

The primary endpoint was the total number of units of allogeneic blood components (red blood cells 
plus fresh frozen plasma plus platelet concentrate) given to patients between administration of study 
medication and 24 hours thereafter. Safety was evaluated by treatment-emergent adverse events 
occurring within 10 days of treatment, with follow-up for serious adverse events extended to 45 days.  

About Acquired Bleeding and Fibrinogen 

In addition to bleeding caused by injury or a surgical intervention itself (surgical bleeding), critical 
reduction in the level of coagulation factors can lead to additional non-surgical bleeding complications 
that can be difficult to control (e.g., coagulopathic bleeding). Such patients can have critically low 
concentrations of many coagulation factors. In general, it is necessary to replace the missing 
coagulation factors in order to reverse the critical condition. The first factor to be depleted is fibrinogen 
(also called Factor I), a protein needed to form blood clots. Fibrinogen levels in plasma determine the 
potential clotting ability and activity in the body. Diminished concentrations of fibrinogen limit the 
body's ability to form a clot. A simple blood test can detect the level of fibrinogen; the normal range is 
150–450 milligrams per deciliter. CPB-induced coagulopathy is complex. Fibrinogen is one of the 
coagulation factors to be significantly depleted during CPB; decreases in plasma level of 34 to 42 
percent have been reported, and can increase the risk of post-operative bleeding.  

For nearly a hundred years the approach to managing bleeding has been simplistic; replacing loss of 
blood with blood. This currently standard approach is empirical and not based on rigorous scientific 
evidence. There is growing evidence that this may not be the most effective or appropriate approach.  

As a leader in the field of bleeding management for anaesthetists, haematologists and other 
managers of coagulopathy, CSL Behring is pioneering an evidence-based approach to management 
of bleeding. The aim is to allow the anaesthetist and haematologist to tailor the treatment to the 
precise needs of the patient. This efficient method allows timely, adaptive and cost-effective 
interventions that improve patient outcomes, by helping provide the right factor at the right time to the 
right patient.  

About fibrinogen concentrate [human] 

CSL Behring manufactures a purified fibrinogen concentrate marketed under the name 
Haemocomplettan

®
 P which is licensed for an acquired bleeding indication in the following countries: 

Austria, Brazil, Bulgaria, Czech Republic, Germany, Hungary, Iran, Israel, Kuwait, Netherlands, 
Portugal, Romania, Switzerland, Taiwan, and Turkey.  

CSL Behring is conducting a Phase III study to further investigate the utility of fibrinogen concentrate 
in complex cardiovascular surgery. Its utility is also being investigated in a range of other clinical 
indications, including liver disease, postpartum haemorrhage and trauma, in which a critical reduction 
in the level of coagulation factors can lead to additional non-surgical bleeding complications.  
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In the United States, fibrinogen concentrate is indicated for the treatment of acute bleeding episodes 
in patients with congenital fibrinogen deficiency, including afibrinogenaemia and hypofibrinogenaemia. 
Afibrinogenaemia, or congenital fibrinogen deficiency, is a rare and life-threatening disorder that 
results from a deficiency in fibrinogen that prevents blood from clotting normally. This disease is 
inherited and can occur in men and women. Approximately one in one million people in Western 
countries have this disorder.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide. CSL Behring therapies are 
indicated for the treatment of coagulation disorders including haemophilia and von Willebrand 
disease, primary immune deficiencies, hereditary angioedema and inherited respiratory disease. The 
company's products are also used in cardiac surgery, organ transplantation, burn treatment and to 
prevent hemolytic diseases in newborns. CSL Behring operates one of the world's largest plasma 
collection networks, CSL Plasma. CSL Behring is a subsidiary of CSL Limited (ASX: CSL), a 
biopharmaceutical company headquartered in Melbourne, Australia. For more information, visit 
www.cslbehring.com. 

 

http://www.cslplasma.com/
http://www.csl.com.au/
http://www.cslbehring.com/
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CSL Behring Parent Company, CSL Limited, Issues Fourth Corporate 

Responsibility Report 

The report provides a comprehensive account of CSL’s economic, social and 
environmental performance for 2011/2012. 

King of Prussia, PA — 03 December 2012 

CSL Behring’s parent company, CSL Limited (ASX:CSL), reaffirms the company’s commitment to 
responsible business practice and sustainable development in its fourth Corporate Responsibility 
Report – Our Corporate Responsibility 2012. The report details CSL’s performance across key 
corporate responsibility priority areas for the period July 1, 2011 through June 30, 2012.  

The priority areas include the Company’s research into new and improved medicines, ensuring the 
safety and quality of its broad portfolio of therapies, providing a positive and healthy work environment 
for employees, behaving responsibly in the global marketplace, providing charitable support for 
communities in need around the world and minimizing the environmental impacts of its operations. 
Highlights of CSL’s performance in these areas include:  

• Recognition of sustainable development and leadership by the FTSE4Good Index Series in 2011 
and 2012 (FTSE4Good Index objectively measures the performance of companies that meet globally 
recognized corporate responsibility standards); 

• Research and Development investment of A$355 million dollars, with more than 30 clinical studies in 
operation across our portfolio of specialty and hemophilia products, breakthrough medicines and 
immunoglobulin-based products;  

• Economic contribution direct to local economies of more than A$4.2 billion, including global 
community (stakeholders and local communities) investment of A$35.4 million;  

• 2% growth in the total workforce with year-on-year reductions in recorded rates of lost time injury 
frequency and medical treatment injury frequency, including an 8% and 26% reduction from 2011, 
respectively;  

• 4% reduction in energy and water consumption and greenhouse gas emissions per unit of plasma 
production.  

“CSL’s reputation as one of the most innovative biopharmaceutical companies in the world and our 
continued growth are underscored by our commitment to conducting our business responsibly, and 
actively contributing to the well-being of our communities,” said Dr. Brian McNamee, CEO and 
Managing Director of CSL Limited. “Our Corporate Responsibility Report for 2012 demonstrates this 
ongoing commitment.”  

About CSL Limited 

Headquartered in Melbourne, Australia, CSL Limited (AUX:CSL) is a global biopharmaceutical 
company that develops, manufactures and markets biotherapies to prevent and treat rare and serious 
human diseases. CSL owns major facilities in Australia, Germany, Switzerland and the US, and 
employs over 11,000 people in more than 25 countries. For more information visit www.csl.com.au.  

About CSL Behring  

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
improving the quality of life for people with rare and serious diseases, the company manufactures and 
markets a range of plasma-derived and recombinant therapies worldwide.  

http://www.csl.com.au/
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CSL Behring therapies are used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease. The company’s products are also used in cardiac surgery, organ transplantation, 
burn treatment and to prevent hemolytic diseases in the newborn. For more information, visit 
www.cslbehring.com. CSL Behring operates one of the world’s largest plasma collection networks, 
CSL Plasma.  

View Our Corporate Responsibility 2012 at http://corporateresponsibility.csl.com.au/. 

### 

  

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