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2 January: CSL Behring Launches Its First Co-Pay Assistance Program to Ease 

Financial Burden of Treating Hereditary Angioedema  

4 January: CSL Behring and its Employees Give Back to their Communities by 

Supporting a Range of Charities Year-Round 

14 January: CSL Behring Seeks Proposals for the Third Annual Interlaken 

Leadership Awards 

21 January: CSL Behring Enrolls First Patient in Global Pediatric Phase III Pivotal 

Study of Recombinant Fusion Protein Linking Coagulation Factor IX with Albumin 

(rIX-FP) to Treat Hemophilia B 

21 January: New Analysis Confirms Albumin Preserves Kidney Function and 

Improves Survival in Common Abdominal Infection of Liver Disease 

30 January: CSL Behring's Grassroots Advocacy Grants Promote Early Diagnosis 

and Access to Care for Patients with Rare Diseases 

5 February: Pursuing Your Dreams Despite a Lifelong Medical Condition (PI) 

21 February: CSL Behring Announces New Vial Size of Privigen® for Treatment of 

Primary Immunodeficiency and Chronic Immune Thrombocytopenic Purpura 

23 February: CSL Behring Analysis Shows Berinert® Provides Significant Relief 

from Cutaneous Attacks of Hereditary Angioedema 

23 February: CSL Behring Study Shows Berinert® Is Least Costly On-demand 

28 February: CSL Behring Receives FDA Approval to Expand the Indication for 

Corifact® 

3 April: CSL Behring Donates Medicine Used in Treating Bleeding Disorders to 

World Federation of Hemophilia 

4 April: European Commission Grants Marketing Authorization to CSL Behring’s 

Privigen® in Chronic Inflammatory Demyelinating Polyneuropathy (CIDP) 

16 April: CSL Behring Receives European Health Authorities’ Approval of 

Berinert® for Short-Term Prophylaxis in Adults and Children 



30 April: CSL Behring Receives FDA Approval of Kcentra™ for Urgent Warfarin 

Reversal in Patients with Acute Major Bleeding 

4 June: CSL Behring Doses First Patient in Part 3 of Global Phase I/III Pivotal 

Study of rVIII-SingleChain (Recombinant Single-Chain Factor VIII) for Treatment 

of Hemophilia A 

27 June: CSL Behring to Premier Data from Broad Recombinant Clinical 

Development Program in Hemophilia at the International Society of Thrombosis 

and Haemostasis (ISTH) Congress 

2 July: CSL Behring Announces Results from Study of Recombinant Single-Chain 

Factor VIII (rVIII-SingleChain) for Treatment of Hemophilia A 

3 July: International Trial Shows Clinical Efficacy of Recombinant Fusion Protein 

Linking Coagulation Factor IX with Albumin (rIX-FP) for Once Weekly Prophylaxis 

in Patients with Severe Hemophilia B 

3 July: CSL Behring Presents Population Pharmacokinetic Model for Novel 

Recombinant Factor IX Hemophilia B Treatment That Supports Less Frequent 

Administration 

3 July: CSL Behring Presents Phase I Results From Study of Recombinant Fusion 

Protein Linking Coagulation Factor VIIa with Albumin (rVIIa-FP) in Healthy 

Volunteers 

13 August: CMS Approves New Technology Add-On Payment for CSL Behring’s 

Kcentra™ 

3 September: CSL Behring Announces FDA Approval of a 10 g (50 mL) Vial Size 

for Hizentra® 

27 September: CSL Behring Gains Approval to License Hizentra® in Japan for the 

Treatment of Primary Immunodeficiency and Secondary Immunodeficiency 

27 September: FDA Approves New Dosing Option for CSL Behring’s Hizentra® 

3 October: CSL Behring Launches MySource™ at the National Hemophilia 

Foundation’s 65th Annual Meeting 

15 October: Plasma Donors Recognized For Their Lifesaving Contributions to the 

Treatment Of Rare Diseases 

8 November: International Survey Finds Self-Administered Treatment on the Rise 

Among Hereditary Angioedema Patients 



20 November: Phase 2a Findings Demonstrate that CSL112, A Novel 

Apolipoprotein A-I Infusion Therapy, Has a Favorable Safety Profile, is Well 

Tolerated and Increases Cholesterol Efflux Capacity in Stable Atherothrombotic 

Patients 

25 November: CSL Behring Launches Innovative Test Kit Designed to Improve 

Diagnosis of Alpha-1 

3 December: Sustainable Development and Responsible Business Practice Aren't 

Just Words at the CSL Group of Companies 

9 December: CSL Behring Study Shows Kcentra® Superior to Plasma for Warfarin 

Reversal in Patients Requiring an Urgent Surgical Procedure 

13 December: Kcentra®, from CSL Behring, Receives FDA Approval for Use in 

Warfarin Reversal in Patients Undergoing Surgery 
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CSL Behring Launches Its First Co-Pay Assistance Program to Ease 

Financial Burden of Treating Hereditary Angioedema 

Berinert® Co-Pay BENefit covers up to $12,000 of patient’s yearly out-of-pocket 
expenses  

King of Prussia, PA — 02 January 2013 

CSL Behring announced today the launch of a financial assistance program designed to cover 
patients’ out-of-pocket expenses for Berinert®, C1 Esterase Inhibitor (Human), a pasteurized, 

nanofiltered therapy indicated for the treatment of acute laryngeal, facial and abdominal attacks of 
hereditary angioedema (HAE). HAE is a rare and potentially fatal genetic disorder. Berinert Co-Pay 
BENefit is the most recent addition to the Berinert Expert Network (B.E.N.®), a full-service support 
program for healthcare providers and HAE patients and their caregivers. Berinert is available through 

specialty pharmacies and distributors in the United States.  

Berinert Co-Pay BENefit assists with co-pay costs related to a patient’s prescription for Berinert. On 

behalf of program participants, CSL Behring will coordinate with the patient’s specialty pharmacy to 
cover the patient’s out-of-pocket co-pay costs up to $12,000 in eligible expenses per year. The 
program is available to new or existing Berinert patients, age 12 or older, who are U.S. residents 

insured in the U.S. and who receive product through a specialty pharmacy. Patients covered by state- 
or federally- funded programs, such as Medicare, Medicaid and Veterans Health Insurance, are not 
eligible.  

“Berinert Co-Pay BENefit is the most recent example of CSL Behring’s commitment to provide HAE 

patients and healthcare providers with quality products and comprehensive service and support 
programs,” said Lynne Powell, Sr. VP of North American Commercial Operations. “For many 
hereditary angioedema patients, enrollment in this program will increase their access to Berinert and 
result in no out-of-pocket expenses related to treatment.”  

In addition to Berinert Co-Pay BENefit, CSL Behring through B.E.N. provides information and 
assistance designed to help healthcare providers and HAE patients, including: 

 Comprehensive service and support on insurance and reimbursement – B.E.N. will help 

patients address such issues and questions as prior authorizations, coverage appeals, and letters 
of medical necessity 

 Patient Advocates for Learning and Support (PALS) – Through a peer-to-peer type program, 
HAE patient advocates share their experiences with new Berinert patients to help ease their 

transition onto therapy 

 Assurance and Assistance – The CSL Behring Assurance and Assistance Programs, 
working through B.E.N., ensure that: 

 
o Patients who experience a lapse in third-party, private health insurance can access Berinert 

o Qualified patients who are uninsured, underinsured or unable to afford their prescribed therapy 
can obtain Berinert  

“As a person with HAE, I understand first-hand the difficulties patients experience dealing with 
confusing insurance reimbursement issues,” said Janet Long, HAE patient and executive vice 
president of the Hereditary Angioedema Association. “As an organization, we are extremely 
grateful for programs that help ease the financial burden faced by HAE patients."  

To enroll in the Berinert Co-Pay BENefit program, or for more information on B.E.N. 24 hours a 

day, seven days a week, call toll-free 1-877-BEN-4HAE (1-877-236-4423) or visit 
www.berinert.com.  

http://www.berinert.com/
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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 
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 

the 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 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, and neurological disorders in certain markets. 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.  

### 

  

http://www.berinert.com/patient/
http://www.cslbehring.com/
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CSL Behring and its Employees Give Back to their Communities by 

Supporting a Range of Charities Year-Round 

King of Prussia, PA — 04 January 2013 

CSL Behring and its employees helped numerous organizations throughout the United States in 2012, 
from local United Way chapters to patient advocacy groups, food banks and other agencies that 
provide vital services to people in need. With operations in King of Prussia, Pa., Kankakee, Ill. and 
Boca Raton, Fla., and CSL Plasma centers throughout the United States and sites in Knoxville, Tenn. 
and Indianapolis, Ind., the company and its employees impacted many people.  

United Way campaign sets new record 

The annual United Way campaign is the company’s largest charitable initiative. Together, CSL 
Behring, CSL Plasma and their employees raised $684,308 for United Way in 2012, making it the 
company’s most successful campaign to date.  

 King of Prussia: $185,160 to United Way of Greater Philadelphia and Southern New Jersey  

 Kankakee: $162,146 to United Way of Kankakee County 

 CSL Plasma: $337,002 to various United Way chapters 

“Our employees are very generous and they enjoy giving back to their own communities,” said Paul 
Perreault, President of CSL Behring. “Employee involvement in determining the organizations we help 
is important. We seek their input in identifying local organizations needing support. It builds a stronger 
sense of community and increases our giving efforts. We’re proud of all the ways in which our 
employees get involved and show they care.”  

Support for a variety of charities 

Throughout the year, employees in many of CSL Behring’s locations participated in “Denim Days.” By 
contributing to a designated charity, employees can wear jeans to work on Fridays. The program 
benefitted organizations such as Ronald McDonald House and Philadelphia Veterans Medical Center.  

In Kankakee, employees contributed to the Intrepid Fallen Heroes Fund, and in King of Prussia, 
employees helped the hungry by donating food items and packing over 8,500 pounds of food for the 
local food bank, Philabundance. Kankakee and CSL Plasma center employees supported the 
Salvation Army by donating coats and other clothing items. They helped other local charities including 
an orphanage and an assisted living facility.  

Helping patient advocacy groups 

Employees raised monies for rare disease patient advocacy groups: Immune Deficiency Foundation, 
Hemophilia Federation of America, Alpha-1 Foundation, Hereditary Angioedema Association and 
Hemophilia Foundation of Illinois. The CSL Plasma sites also contributed to the Leukemia and 
Lymphoma Foundation, the Arthritis Foundation and local Hemophilia foundations. For information 
about CSL’s global performance in priority areas of its Corporate Responsibility program visit 
www.csl.com.au.  

At CSL Behring, we have the opportunity - and the responsibility - to improve the health of our 
communities. Communities where we live and work, and communities with which we have the shared 
goal to enhance science and health. This is a commitment we all share at CSL Behring and our 
employees demonstrate it year after year.  

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, and neurological disorders in certain markets. 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.  

### 

  

http://www.cslbehring.com/
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CSL Behring Seeks Proposals for the Third Annual Interlaken Leadership 

Awards 

Global Awards Program Funds Innovative Research in Neuroimmunology 

King of Prussia, PA — 14 January 2013 

Committed to improving the quality of life for people with rare and serious diseases, CSL Behring is 
calling for proposals for the 2013 Interlaken Leadership Awards. Established in 2010, this annual 
global awards program provides monetary grants and/or product supply to advance medical research 
and knowledge about the potential role of immunoglobulin (Ig) therapy in the treatment of neurological 
disorders.  

“Performing daily activities can be extremely difficult for those living with a neurological disorder, and 
at times, the condition can even be debilitating,” said Jeffrey Baggish, M.D., Director of Medical 
Affairs, Immunology & Pulmonary at CSL Behring. “We established the Interlaken Leadership Awards 
to fund innovative research that may improve the quality of life for those diagnosed with a neurological 
condition.”  

To date, the Interlaken Leadership Awards has provided $2 million in grants to research studying Ig 
therapy in areas such as neuromyelitis optica (NMO), Duchenne muscular dystrophy (DMD), complex 
regional pain syndrome (CRPS), acute ischemic stroke, paraneoplastic syndromes, and autoimmune 
peripheral neuropathies.  

Proposal Submission Process and Eligibility 

Any individual actively engaged in clinical or basic research of polyvalent immunoglobulins for 
neurological conditions is eligible for the Interlaken Leadership Awards.  

For more information or to submit a proposal, please visit: www.interlakenleadershipawards.com.  

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.  

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 used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease, and neurological disorders in certain markets. 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.  

### 

http://www.interlakenleadershipawards.com/
http://www.interlakenleadershipawards.com/symposium.aspx
http://www.cslbehring.com/
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CSL Behring Enrolls First Patient in Global Pediatric Phase III Pivotal Study 

of Recombinant Fusion Protein Linking Coagulation Factor IX with Albumin 

(rIX-FP) to Treat Hemophilia B 

King of Prussia, PA — 21 January 2013 

 CSL Behring achieves key milestone in PROLONG-9FP program 

 CSL Behring is currently recruiting patients for its Phase III adult and pediatric trials, the final 
phase of the PROLONG-9FP clinical trial program 

 CSL Behring presents results of innovative biodistribution study at 54th American Society of 
Hematology (ASH) Annual Meeting, supportive of rIX-FP long half-life data 

CSL Behring has announced that the first patient has been enrolled in the pivotal pediatric phase III 
study to evaluate the safety, efficacy and pharmacokinetics of recombinant fusion protein linking 
coagulation factor IX with recombinant albumin (rIX-FP) in previously treated children (up to age 11 
years). The study site for this first enrollment is the Czech Republic. 

“CSL continues to advance at a very encouraging rate with our recombinant coagulation factor 
development program,” said Dr. Andrew Cutherbertson, Chief Scientist CSL Limited. “The long history 
of profound expertise and commitment CSL brings to developing safe and effective therapies to 
improve the lives of those affected by rare and serious bleeding disorders remains the key to our 
ongoing success in this therapeutic area. With each clinical milestone we meet, we draw closer to our 
goal of bringing another truly innovative new treatment option to patients.”  

CSL Behring, in collaboration with its parent company, CSL Limited (ASX:CSL), is developing rIX-FP 
through the PROLONG-9FP clinical trial program for the prophylaxis and treatment of bleeding 
episodes, including control and prevention of bleeding in surgical settings in patients with factor IX 
deficiency.  

Results of a Phase I study evaluating recombinant fusion protein linking coagulation Factor IX with 
albumin (rIX-FP) in patients with severe hemophilia B were publicly presented earlier this year and 
published in BLOOD 2012 showing that rIX-FP achieved a 91.57 hours terminal half-life, incremental 
recovery of 1.376 (IU/dL) / (IU/kg), and clearance of 0.75 mL/h/kg. This was an extension in half-life of 
5.3 times that of the current recombinant FIX therapy.  

Innovative Look at Tissue Distribution of rIX-FP Produce Early Results Presented at ASH  

CSL Behring presented data at the American Society of Hematology on the tissue distribution of rIX-
FP that demonstrated that rIX-FP was detectable five times longer in the tissues, including the bone. 
The extent and speed of onset of tissue penetration were similar for both rIX-FP and the study 
comparator product.  

“These results demonstrate that rIX-FP was detectable significantly longer than the study comparator 
product, though they both behave in essentially the same way in terms of speed of onset and tissue 
penetration,” said Dr. Stefan Schulte, Vice President of Research and Development at CSL Behring. 
“These results provide further evidence that rIX-FP is an extended half-life recombinant factor IX with 
the potential to reduce the number of injections needed in patients receiving prophylaxis from two or 
three injections per week with the study comparator product,to once weekly or significantly less 
frequently with rIX-FP. Further, they show that rIX-FP may have the potential to improve compliance 
and ease prophylaxis. This may, in turn, improve the quality of life for people with hemophilia B.”  

CSL Behring is currently recruiting patients for its adult phase II/III and pediatric phase III trials, the 
final phase of the PROLONG-9FP clinical trial program. More information can be found at 
www.clinicaltrials.gov. 

http://www.cslbehring.com/
http://www.csl.com.au/
http://www.cslbehring.com/s1/cs/enco/1255923338532/news/1255928151846/prdetail.htm
http://www.clinicaltrials.gov/ct2/show/NCT01662531?term=CSL+Behring&rank=21
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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 people with hemophilia deficiency 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 used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease, and neurological disorders in certain markets. 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.  

### 

  

http://www.cslbehring.com/
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New Analysis Confirms Albumin Preserves Kidney Function and Improves 

Survival in Common Abdominal Infection of Liver Disease 

King of Prussia, PA — 21 January 2013 

Treatment with albumin reduces renal impairment and mortality in cirrhotic patients with spontaneous 
bacterial peritonitis (SBP), one of the most common bacterial infections in this patient population, 
according to a new meta-analysis supported by CSL Behring and published today in Clinical 
Gastroenterology and Hepatology, the official clinical practice journal of the American 
Gastroenterological Association Institute. Albumin, a natural plasma-derived protein that expands 
blood plasma volume, is widely used in conjunction with large-volume paracentesis to treat tense 
ascites, with vasoconstrictors for type 1 hepatorenal syndrome and with antibiotics for SBP.  

“While current clinical guidelines indicate the benefits of albumin for patients with SBP, questions 
regarding patient selection and albumin dosing in the management of the condition still linger,” said 
Francesco Salerno, M.D., Professor of Internal Medicine at the University of Milan in Italy, and lead 
author of the meta-analysis. “Based on our quantitative findings and the clear benefits demonstrated, 
it seems prudent to treat all SBP patients with albumin, regardless of whether they are high-risk or 
low-risk for poor outcome.”  

SBP occurs without any obvious source of intra-abdominal infection. Several factors are believed to 
contribute to SPB including bacterial overgrowth in the intestine, passage of the bacteria across an 
impaired intestinal barrier into the blood stream and abdominal cavity, and a deficient local immune 
response to the invasion. Renal impairment, a frequent complication of SBP, is associated with high 
risk of mortality, which may reach 30% despite prompt treatment.  

The meta-analysis, which included results from four randomized controlled trials with 288 total 
patients, found that SBP patients treated with albumin were less likely to develop renal impairment 
(8.3 percent in the albumin-treated groups versus 30.6 percent in the control groups). The odds ratios 
for renal impairment in the four trials were highly consistent, ranging from 0.19 to 0.30. The analysis 
also found that mortality was decreased with albumin administration (16 percent in the albumin-
treated groups versus 35.4 percent in the control groups). Odds ratios for mortality were also similar, 
ranging from 0.16 to 0.55.  

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, and neurological disorders in certain markets. 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.  

### 

  

http://www.cslbehring.com/
http://www.cslbehring.com/
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CSL Behring's Grassroots Advocacy Grants Promote Early Diagnosis and 

Access to Care for Patients with Rare Diseases 

CSL Behring has awarded 45 LEAD grants totaling more than $600,000 to patient 
advocacy organizations since the program was established in 2008. 

King of Prussia, PA — 30 January 2013 

CSL Behring announced today that it has awarded $78,750 in Local Empowerment for Advocacy 
Development (LEAD) grants to patient advocacy organizations in New York and Ohio, and to the 
American Plasma Users Coalition (APLUS). LEAD grants are intended to help local patient 
organizations achieve their advocacy objectives by further developing an existing initiative or creating 
a new one.  

American Plasma Users Coalition 

American Plasma Users Coalition (APLUS) is an umbrella group of patient advocacy organizations 
representing individuals reliant on plasma therapies. The coalition includes the National Hemophilia 
Foundation (New York, NY), Alpha 1 Association (Miami, FL), Alpha 1 Foundation (Miami, FL), 
Guillain‐Barré Syndrome/Chronic Inflammatory Demyelinating Polyneuropathy Foundation 

International (Narberth, PA), Committee of Ten Thousand (Washington, DC), Hemophilia Federation 
of America (Washington, DC), Jeffrey Modell Foundation (New York, NY), Platelet Disorder Support 
Association (Rockville, MD) and Patient Services Incorporated (Midlothian, VA).  

The LEAD grant will provide second-year funding for the APLUS state insurance exchange project. 
The project is designed to educate state advocates for all APLUS members on the development of 
state insurance exchanges and related insurance reforms stemming from the Affordable Care Act. 
The project will assist and educate state advocates about engaging in the process and rollout of a 
state health insurance exchange, as well as impacting the design of essential health benefits for those 
state exchanges. 

Larry LaMotte, Vice President of Public Policy at the Immune Deficiency Foundation, had this to say 
about the LEAD grant to APLUS. “We are so pleased that CSL Behring is continuing to enable the 
members of the coalition to educate our patients about how to navigate issues surrounding the health 
care reforms of the Affordable Care Act. This will allow our patients to be better consumers and our 
member organizations to be better advocates for patients with rare and chronic diseases who use 
plasma protein products.” 

Hemophilia Association of New York 

The Hemophilia Association of New York (HANY) will use its LEAD grant to support the ongoing effort 
to pass legislation extending the State’s Child Health Plus Insurance (CHiP) coverage for blood 
clotting factor to the outpatient setting. Currently, the CHiP program in New York only covers clotting 
factor administered in an inpatient setting, which can be a barrier to patient access. Last year the 
State Assembly passed legislation allowing for coverage in the outpatient setting, but the bill did not 
make it through the Senate before the end of the legislative session.  

HANY Executive Director Linda Mugford said the Association, which is a member of the New York 
State Bleeding Disorders Coalition, is very pleased that CSL Behring awarded this LEAD grant to aid 
the organization in its statewide advocacy efforts. “Our focus this year will be on the current CHiP 
legislation introduced in the Senate during the last legislative session. The CHiP program currently 
does not cover out-patient factor for enrollees. This has caused many families who are eligible for the 
program to not utilize it, and can lead to financial hardship and difficulty in accessing factor.”  

New York City Hemophilia Chapter 

The New York City Hemophilia Chapter (NYCHC) of the National Hemophilia Federation plans to use 
its LEAD grant to develop a von Willebrand disease awareness program for school nurses in 
collaboration with the New York City Board of Education. This program is based on a pilot that CSL 
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Behring currently supports in the Los Angeles public schools. The 126 school-based health centers in 
New York City often serve as the first line of healthcare for children. Educating school nurses about 
von Willebrand disease is important, especially for teenage girls in whom the disease can be 
overlooked. In cases of teenage menorrhagia, school nurses may serve as the first line of referral to a 
hemophilia treatment center.  

NYCHC Executive Director Glenn Mones said, “We're gratified to have received this LEAD grant 
which will allow us, working with the Hemophilia Association of New York, to reach out to school 
nurses in New York City with important information about bleeding disorders. We applaud CSL 
Behring for helping provide chapters and associations with critical funds to advocate for the needs of 
the community."  

Neuropathy Association 

The Neuropathy Association (New York, NY) will use its LEAD grant to extend the Convio advocacy 
module, an online constituent engagement solution, for their website for 2013. This is part of a larger 
effort to make the Association website more interactive, allowing their constituents to take a greater 
role in public policy and advocacy. The tool will allow the Association to enhance their grassroots 
capabilities on important public policy issues that impact those with neuropathies.  

Ohio Bleeding Disorders Council 

The Ohio Bleeding Disorders Council (OBDC) is an umbrella organization that represents five Ohio-
based patient advocacy organizations for bleeding disorders. They are the Southwestern Ohio 
Hemophilia Foundation (Moraine), Northern Ohio Hemophilia Foundation (Independence), Central 
Ohio Chapter of NHF (Columbus), Northwest Ohio Bleeding Disorders Foundation (Toledo) and 
TriState Bleeding Disorders Foundation (Cincinnati).  

The OBDC members will use the LEAD grant to conduct their annual legislative advocacy day. The 
focus this year is on maintaining the budget line items for both the Bureau of Children with Medical 
Handicaps under the Ohio Department of Health, and the Adult Hemophilia Insurance Premium 
Program. In addition, the OBDC will work with the State Medicaid Department to ensure that any 
transition of children with bleeding disorders into Medicaid Managed care is done smoothly. 

“Today’s ever-changing health care landscape is demanding that the bleeding disorder community 
engage in advocacy in ways that it hasn't seen in years,” said Randi Clites of OBDC. “The Ohio 
Bleeding Disorder Council is stepping up its advocacy strategies in the coming year, and it 
appreciates the generosity and support from CSL Behring through its Local Empowerment for 
Advocacy Development grant.” 

CSL Behring’s Senior Vice President, Public Affairs Dennis Jackman said the difficult economy has 
impacted patient advocacy groups and put pressure on patient access to critical therapies. “We 
recognize the challenges these organizations face in generating funding for the many worthwhile 
projects they conduct to raise awareness of rare and serious medical disorders, and to advocate for 
access to care,” Jackman said. “CSL Behring remains committed to helping patient groups affect 
positive change for people with rare diseases regardless of the economic climate.” 

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 April 
30, 2013. Applications, specific criteria for applying and more information are available on the LEAD 
Grants page at www.cslbehring.com.  

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.cslbehring.com/patient-commitment/lead-program/lead-grant-application.htm
http://www.cslbehring.com/patient-commitment/lead-program/lead-grant-application.htm
http://www.cslbehring.com/
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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, and neurological disorders in certain markets. 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.  

### 
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Pursuing Your Dreams Despite a Lifelong Medical Condition 

A mother’s determination to not let primary immunodeficiency stop her child from 
achieving his dream 

King of Prussia, PA — 05 February 2013 

(Family Features) When Donna Schlacht’s son, Carl, was diagnosed with primary immunodeficiency 
(PI) at age 1, she resolved to not let Carl see his disorder as a barrier to pursuing his dreams. Today, 
Carl is a professional Supercross racer, and is helping to launch the I Am a ChamPIon campaign to 
inspire others to achieve their goals despite the challenges of living with PI.  

PI is a condition 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 susceptible to common infections and 
germs, and consequently, secondary complications that can be severe. And for parents of children 
diagnosed with PI, one of the biggest challenges can be showing their children that they can lead 
active lives despite having this serious medical condition.  

"Carl took an interest in Supercross racing at a very young age," Donna said. "He got his first four-
wheeler when he was 3 years old, and his first dirt bike when he was 6. Although it terrified me when 
he began doing jumps and flying through the air, I didn’t want to limit him. I still continue to worry 
about Carl getting sick or hurt while on the road, but I would never discourage him from doing what he 
loves and competing in Supercross."  

Besides making sure Carl had an active childhood, Donna also:  

 Learned as much about the condition as possible so that she could be an active and 
informed participant in Carl’s treatment plan. Information on PI can be found from the leading 

PI patient advocate groups in the U.S., the Immune Deficiency Foundation 
(www.primaryimmune.org) and the Jeffrey Modell Foundation (www.info4pi.org). 

 Asked Carl’s healthcare team questions so that she could be confident in the diagnosis 
and treatment options recommended. You can find a list of common questions to guide your 

conversation with your healthcare provider at www.treatingpi.com. 

 Followed her instincts. If something didn’t seem right she took Carl to get checked out. With PI it 

is important to identify any sickness or infection early to get the proper treatment.  

Recognize the Signs and Symptoms 

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 

To learn more about Carl, PI or to post your success story to inspire others who may be living with the 
condition, visit www.IamaChamPIon.com. The I am a ChamPIon campaign is sponsored by CSL 
Behring. 

https://www.iamachampion.com/
http://primaryimmune.org/
http://primaryimmune.org/
http://www.info4pi.org/
http://www.treatingpi.com/
https://www.iamachampion.com/
http://www.cslbehring.com/
http://www.cslbehring.com/
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CSL Behring Announces New Vial Size of Privigen® for Treatment of 

Primary Immunodeficiency and Chronic Immune Thrombocytopenic Purpura 

New 40 gram (400 mL) size provides a convenient option that reduces complexity 
of administration for pharmacists and infusion nurses 

King of Prussia, PA — 21 February 2013 

CSL Behring today announced that the United States Food and Drug Administration has approved a 
40 g (400 mL) vial size for Privigen®, immune globulin intravenous [human]. The new vial size will 

simplify preparation and administration of the product when high volumes of it are required. Privigen is 
approved for the treatment of patients with primary immunodeficiency (PID), a group of rare and 
serious diseases of the immune system, and provides effective protection against infection by 
assisting the body in maintaining a normal level of immunoglobulin. Privigen is also approved in the 

United States for chronic immune thrombocytopenic purpura (ITP) to raise platelet counts. With the 
addition of the 40 g vial, Privigen will be available in four sizes in the United States, including 5 g (50 

mL), 10 g (100 mL) and 20 g (200 mL). The first supply of Privigen in this new vial size will be 
introduced in June. 

“CSL Behring strives to bring new innovations to the healthcare marketplace and deliver products that 
enhance the patient experience,” said Val Romberg, Senior Vice President, Research and 
Development. “The 40 gram vial size for Privigen continues that commitment by reducing the 
complexity of administration and increasing time savings for healthcare providers.”  

Privigen can be administered through pooled infusion using intravenous (IV) bags or through 

individual vial infusion – hung separately from the IV line. Patients who are administered Privigen are 
dosed based on body weight. For patients who require high doses of Privigen, the 40 g vial size of 
Privigen will reduce the required number of individual vial infusions or the need to pool multiple vials 
for an IV bag infusion.  

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

acid. In the US, Privigen is indicated as replacement therapy for patients with primary 
immunodeficiency (PI) associated with defects in humoralimmunity. Privigen is also indicated to raise 
platelet counts in patients with chronic immune thrombocytopenic purpura (ITP).  

WARNING: Use of Immune Globulin Intravenous (IVIg) products, particularly those containing 
sucrose, have been associated with renal dysfunction, acute renal failure, osmotic nephropathy, and 
death. Privigen does not contain sucrose. Administer Privigen at minimum rate practicable in 

patients at risk of renal dysfunction or acute renal failure. At-risk patients include those with 
preexisting renal insufficiency, diabetes mellitus, volume depletion, sepsis, or paraproteinemia; over 
65 years of age; or receiving known nephrotoxic drugs. See full prescribing information for complete 
boxed warning.  

Privigen is contraindicated in patients with history of anaphylactic or severe systemic reaction to 

human immune globulin, in patients with hyperprolinemia, and in IgA-deficient patients with antibodies 
to IgA and history of hypersensitivity.  

Privigen is derived from human plasma. The risk of virus transmission cannot be completely 

eliminated.  

In clinical studies of patients being treated with Privigen for PI, the most serious adverse reaction was 
hypersensitivity (one subject) Adverse reactions observed in >5% of subjects with PI were headache, 
pain, nausea, fatigue, chills, vomiting, joint swelling/effusion, pyrexia, and urticaria.  

http://www.cslbehring.com/


  

  

 

Page:14 

For more information about Privigen, including full prescribing information, visit 
http://www.Privigen.com/Privigen-pi-Privigen-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 used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease, and neurological disorders in certain markets. 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.  

### 
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CSL Behring Analysis Shows Berinert® Provides Significant Relief from 

Cutaneous Attacks of Hereditary Angioedema 

MARBURG, GERMANY — 23 February 2013 

New data from a CSL Behring analysis show that treatment with Berinert®, C1 Esterase Inhibitor 

(Human), provides significant resolution of cutaneous attacks of hereditary angioedema (HAE). The 
data were presented at the 2013 annual meeting of the American Academy of Allergy, Asthma & 
Immunology (AAAAI). HAE is a rare, potentially fatal swelling disorder caused by a deficiency of C1 
Esterase Inhibitor. (C1-INH) Cutaneous HAE attacks are characterized as skin edema or swelling, and 
often disable and disfigure the face and extremities at the time of the attack. 

“While the efficacy of C1 Esterase Inhibitor concentrate in resolving acute laryngeal and abdominal 
HAE attacks has been well established in the scientific community, data on its effectiveness in treating 
cutaneous edema is limited ” said Konrad Bork, M.D., Professor of Dermatology, University Hospital, 
Mainz, Germany. “In this first-ever analysis, we found a highly significant difference in total attack 
resolution time (TRT) between treatment of peripheral cutaneous attacks of HAE with C1-INH therapy 
and no treatment. C1-INH provided dramatically faster relief for patients experiencing swelling of the 
extremities, a painful and frightening condition where a rapid resolution is an important therapeutic 
goal." 

Study Design 

Data from 36 HAE patients treated with 20 IU/kg of C1-INH in the International Multicenter 
Prospective Angioedema C1-INH Trials (I.M.P.A.C.T. 2), who experienced 284 edema (peripheral and 
facial) attacks, were compared with historical control data from 45 patients, with 8,404 untreated 
attacks of cutaneous edema from a hospital data base of HAE patients. The study endpoint was the 
difference in TRT between patient populations, which were demographically comparable according to 
baseline characteristics, including age, sex and HAE type. The endpoint was assessed using a 
Wilcoxon test and a log-rank test. 

The historical control group had a mean TRT of 3.80 days (90% CI [3.36; 4.24]; median: 3.00 days), in 
comparison to the patients treated with C1-INH who showed a mean TRT of 1.39 days (90% CI [1.24; 
1.55]; median: 1.3 days). Study results showed a significant (p<0.001) difference between treated and 
untreated cutaneous attacks, which was confirmed by Kaplan-Meier graphs.  

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 or 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 upper airway obstruction and death by 
asphyxiation. Diagnosis of HAE requires a blood test to confirm low levels of C1-INH activity.  

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 may 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-INH 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.  

Berinert is contraindicated in individuals with a history of life-threatening systemic reactions, including 

anaphylaxis, to C1 esterase inhibitor preparations. 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 

http://www.cslbehring.com/
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reported in over 4 percent of subjects who received Berinert and more frequently than in the 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 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, and 
neurological disorders in certain markets. The company’s products are also used in cardiac surgery, 
organ transplantation, burn treatment and to prevent hemolytic diseases in the newborn. CSL Behring 
is a subsidiary of CSL Limited, a biopharmaceutical company with headquarters in Melbourne, 
Australia. For more information, visit www.cslbehring.com. CSL Behring operates one of the world’s 
largest plasma collection networks, CSL Plasma.  

### 
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CSL Behring Study Shows Berinert® Is Least Costly On-demand  

Analysis reveals greater cost savings to payer versus U.S. competitors 

MARBURG, GERMANY — 23 February 2013 

CSL Behring announced the results of a cost-effectiveness analysis showing that on-demand 
treatment of hereditary angioedema (HAE) attacks with Berinert®, C1 Esterase Inhibitor (Human), 

provides cost savings to payers when compared with the use of two other therapies approved in the 
U.S. for the acute treatment of HAE. The data were presented at the 2013 American Academy of 
Allergy, Asthma & Immunology (AAAAI) Annual Meeting. The cost study, which compared Berinert to 

Firazyr® and Kalbitor™, analyzed differential dosing and administration costs indirectly using current, 
publically available prices. Results were weighted by typical re-dosing frequencies. The study included 
no head-to-head comparison of product efficacy or safety.  

“On-demand treatment options for acute swelling attacks of HAE differ widely in the doses 
administered per patient and price per administration, weighted partially by the need for re-dosing,” 
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. “These factors significantly impact the overall cost 
of therapy. Our first-ever analysis of the differential costs to resolve HAE attacks found Berinert to be 

the least costly of these treatments, reflecting its minimal re-dosing frequency as the therapy is 
prescribed based on each individual’s weight.”  

Estimates for re-dosing frequencies for the HAE treatments were based on clinical trial data for all 
three Food and Drug Administration-approved products. The re-dosing frequency for Berinert 

(studied in the I.M.P.A.C.T. 1 and I.M.P.A.C.T. 2 trials) was 1 percent, while Firazyr® (FAST-1, FAST-
2 and FAST-3) was 7 percent and Kalbitor™ (EDEMA1, EDEMA3 and EDEMA4) was 20 percent. 
Berinert is dosed based on weight, ranging from two to five vials (500 IU each) for patients weighing 
50 to 150 kg. Berinert was the least costly on-demand treatment option for HAE in a typical patient 
with 75 kg per body weight needing three vials per treatment episode. Per attack, Berinert was 

estimated to save patients $79.29 to $4,659 compared to Firazyr® and $2,628 to $7,208 compared to 
Kalbitor™.  

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

in adults and adolescents, and is approved for patient self-administration after proper training by a 
healthcare professional.  

About Hereditary Angioedema HAE is a rare genetic disorder caused by a deficiency of C1 Esterase 
Inhibitor. 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 Esterase Inhibitor.  

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 Esterase Inhibitor deficient adult and adolescent patients with the missing human 
protein. Without C1 Esterase Inhibitor, 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. 

Berinert is contraindicated in individuals with a history of life-threatening systemic reactions to C1 

Esterase Inhibitoro preparations, including anaphylaxis. The most serious adverse reaction reported in 

http://www.cslbehring.com/
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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 the 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 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, and neurological disorders in certain markets. 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.  

### 
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CSL Behring Receives FDA Approval to Expand the Indication for Corifact®  

Label broadened to include the peri-operative management of surgical bleeding in 
adult and pediatric patients with congenital factor XIII deficiency 

KING OF PRUSSIA, PA — 28 February 2013 

CSL Behring announced today that the U.S. Food and Drug Administration (FDA) has approved an 
expansion of the indication for Corifact®, Factor XIII Concentrate (Human), to include the peri-
operative management of surgical bleeding in adult and pediatric patients with congenital factor XIII 
(FXIII) deficiency. In 2011, Corifact became the first and only FXIII concentrate approved in the U.S. 
for the routine prophylactic treatment of congenital factor XIII deficiency.  

Congenital FXIII deficiency is a rare and potentially life-threatening bleeding disorder in which blood 
clots normally, but the clots formed are unstable, leading to recurrent bleeding. It is estimated that the 
condition affects one person in two million, with prevalence in the U.S. of approximately 150 people.  

The expanded indication is based on use of Corifact in peri-operative situations as part of both a 12-

month, prospective, open-label, multicenter efficacy and safety study as well as a nine-year 
investigator-initiated clinical study. In total, 20 patients received peri-operative management with FXIII. 
Neither treatment-related adverse events nor investigator-assessed serious adverse events were 
reported.  

The post-marketing commitment trial further supports the safe and effective use of Corifact in the 

clinical setting and fulfills CSL Behring’s post-marketing commitment, under the FDA's accelerated 
approval regulations, for Corifact.  

“FDA’s decision to approve Corifact for management of peri-operative bleeding in people with 

congenital factor XIII deficiency is an important advance that illustrates CSL Behring’s ongoing 
commitment to those with rare and serious medical conditions who rely on our lifesaving therapies,” 
said Lynne Powell, Senior Vice President, North America Commercial Operations, CSL Behring.  

About Corifact® 
Corifact, an intravenous (IV) infusion given approximately every 28 days, is indicated for routine 

prophylactic treatment and peri-operative management of surgical bleeding in adult and pediatric 
patients with congenital FXIII deficiency. Corifact is a fibrin-stabilizing factor concentrate that provides 
both A- and B-subunits to protect against FXIII deficiency. Clinical studies have shown that Corifact 
immediately increases FXIII levels in the blood. Corifact is dosed, depending on the patient’s weight, 
to maintain trough FXIII levels between 5 and 20 percent of normal.  

Corifact is packaged as lyophilized powder in a single-use vial with high stability and a long shelf life. 

The concentrate is stable for up to six months at room temperature (25°C) and 24 months when 
refrigerated (2-8°C). Corifact also has a low infusion volume, which could help reduce administration 

time.  

In more than ten countries outside of the U.S., Corifact is available under the trade name 

Fibrogammin® P.  

Corifact should not be used in individuals who experience symptoms of hypersensitivity with known 

anaphylactic or severe systemic reactions to human plasma-derived products. Thromboembolic 
complications have been reported; patients with known risk factors for thrombosis should be 
monitored.  

In clinical studies, the most common adverse reactions reported following treatment with Corifact 

include joint inflammation, hypersensitivity, rash, pruritus, erythema, hematoma, arthralgia, headache, 
elevated thrombin-antithrombin levels and increased blood lactate dehydrogenase. Physicians should 

http://www.cslbehring.com/
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monitor a patient’s trough FXIII activity level during treatment. If expected FXIII level is not attained, or 
breakthrough bleeding occurs, an investigation to determine the presence of FXIII inhibitor antibodies 
should be performed.  

Corifact undergoes virus inactivation and removal for safety assurance. Corifact 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 at www.corifact.com.  

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, and neurological disorders in certain markets. 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.  

### 
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CSL Behring Donates Medicine Used in Treating Bleeding Disorders to 

World Federation of Hemophilia 

CSL Behring initiates first “installment” of renewed 3-year commitment to WFH to 
donate coagulation factor to the WFH Global Alliance for Progress program 

King of Prussia, PA — 03 April 2013 

As part of its ongoing commitment to the global coagulation disorders community, CSL Behring will 
again donate factor product to the World Federation of Hemophilia (WFH) in connection with World 
Hemophilia Day this month. The medicine will be used in treating patients in developing countries and 
who have certain types of bleeding disorders. The donation supports WFH’s progress in improving the 
diagnosis and treatment of bleeding disorders through its Global Alliance for Progress (GAP) program. 
CSL Behring’s current donation includes product used in treating von Willebrand Disease (VWD) and 
hemophilia. The total volume of product being donated in this installment is approximately 1,000,000 
international units.  

In 2009, CSL Behring was the first manufacturer in the world to commit to a three-year contract with 
WFH to aid the GAP program with coagulation factor donations. The donations were made in 
installments of 2 million international units three times during the life of the contract, for a total volume 
of 6 million international units (IUs). CSL Behring has since renewed its product donation contract with 
WFH, for the period 2013 through 2016.  

CSL Behring, as a member of the CSL Group, is committed to contributing to the economic, social 
and environmental well-being of its communities. In prior years, product making up the CSL Behring 
donation has been manufactured at CSL’s Broadmeadows plant in Australia, and will continue to 
originate from that plant in the future.  

"CSL Behring is pleased and proud to support the World Federation of Hemophilia as a long-standing 
contributor to GAP," said Paul Perreault, President of CSL Behring. "WFH is committed to improving 
the lives of patients with bleeding disorders in areas of the world where the needs are greatest. Their 
mission aligns closely with that of CSL Behring, as we also focus on the unmet needs of patients with 
rare and serious bleeding disorders and constantly seek to make meaningful differences in their lives 
and their communities."  

"Generous donations like these made by CSL Behring serve as a catalyst for improving the overall 
care of people with bleeding disorders. The WFH relies on these donations to help fulfill our 
commitment to introduce clotting factor concentrates in developing countries where it might not 
otherwise be available," said Alain Weill, President of the WFH. "We are grateful to all our industry 
partners who provide, among other resources, valuable and life-saving medicine such as CSL 
Behring’s donation for the treatment of serious bleeding disorders."  

About Hemophilia and von Willebrand Disease 

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 people with hemophilia deficiency is to 
treat by replacement factor therapy.  

Von Willebrand disease, the most common hereditary bleeding disorder in the United States, affects 
approximately 1 to 2 percent of the U.S. population.1 It is caused by a deficiency or abnormality of the 
von Willebrand factor, a protein in the blood that is necessary for normal blood clotting. Men and 
women are equally likely to be affected by VWD. VWD is classified by type of defect, ranging from 
Type I (the most common and mildest) to Type III (the least common and most severe).  
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VWD is caused by a deficiency or abnormality of VWF, a protein in the blood that is necessary for 
normal blood clotting. Factor VIII replacement therapy, which is also part of the CSL Behring donation, 
works by replacing the VWF/FVIII complex that is deficient or defective in patients with VWD. The 
concentrate is purified from pooled human plasma from many carefully screened plasma donors and 
contains the clotting proteins VWF and FVIII.  

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 program 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 
bleeding disorders, and the gap between the volume of treatment product needed versus what is 
available. GAP partners include CSL Behring, Baxter, Bayer, Biotest, Biogen Idec, Grifols, Pfizer, the 
Jan Willem André de la Porte Family Foundation, and the World Health Organization (WHO). Twenty 
countries have participated in GAP: Algeria, Armenia, Azerbaijan, Belarus, China, Ecuador, Egypt, 
Georgia, Jordan, Lebanon, Mexico, Moldova, Morocco, Peru, Philippines, Russia, Syria, Thailand, 
Tunisia, and South Africa. A GAP project in Colombia is currently being launched.  

About the World Federation of Hemophilia 

For 50 years, the World Federation of Hemophilia (WFH), 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 122 countries and has official 
recognition from the World Health Organization. Visit WFH online at www.wfh.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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European Commission Grants Marketing Authorization to CSL Behring’s 

Privigen® in Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)  

Frankfurt, Germany — 04 April 2013 

CSL Behring announced today that the European Commission has granted marketing authorization 
for the use of Privigen® (immune globulin intravenous [human], 10 percent liquid, for intravenous 
administration) in the treatment of patients with chronic inflammatory demyelinating polyneuropathy 
(CIDP). CIDP is a rare neurological disorder of the peripheral nerves characterized by 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.  

“CIDP is a progressive disease that may cause permanent nerve damage and impair functional ability, 
and finding new therapies to slow the advance of this illness is critical,” said Val Romberg, Senior Vice 
President, Research and Development for CSL Behring. “CSL Behring is pleased to continue its 
leadership in the development of innovative Ig therapies by providing Privigen to address the 
treatment needs of patients with this rare disorder.”  

The European approval 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 28 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 (Inflammatory Neuropathy 
Cause and Treatment) 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 the functional assessments of grip strength in both hands and motor 
impairment 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 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 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 the EU 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, 
allogeneic haematopoietic stem cell transplantation (HSCT) in patients with secondary 
hypogammaglobulinemia, and chronic inflammatory demyelinating polyneuropathy. For more 
information about Privigen, including full prescribing information for the USA, 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.  

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
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
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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 used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease, and neurological disorders in certain markets. 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 CSL Behring.  

### 

  

http://www.csl.com.au/
http://www.cslbehring.com/
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CSL Behring Receives European Health Authorities’ Approval of Berinert® 

for Short-Term Prophylaxis in Adults and Children 

Expanded label approved in 23 European countries for treatment and pre-
procedure prevention of acute episodes of hereditary angioedema 

Marburg, Germany — 16 April 2013 

CSL Behring today announced that European health authorities have approved an extended use of 
Berinert®, a C1-esterase inhibitor (C1-INH) concentrate, for pre-procedure prevention (short-term 

prophylaxis) of acute episodes of hereditary angioedema (HAE), in adult and pediatric patients 
undergoing medical, dental or surgical procedures. HAE is a rare, serious and sometimes life-
threatening genetic disorder.  

“This important approval supports the established treatment recommendations for the use of C1-INH 
concentrate as first-line therapy for the prevention of potentially life-threatening HAE attacks triggered 
by surgical or dental procedures,” said Professor Konrad Bork, M.D., Department of Dermatology, 
Johannes Gutenberg University, Mainz, Germany. “I am very pleased, as with this expanded 
indication of Berinert, we now have the first approved preventive therapy to protect children with this 

hereditary condition who are undergoing surgery,” commented Inmaculada Martinez-Saguer, M.D., 
Hämophilie Zentrum Rhein Main, Mörfelden–Walldorf, Germany.  

In addition to short-term prophylaxis, Berinert is indicated in Europe for the treatment of acute attacks 

of HAE at all body sites in adults and children. The therapy is also approved for self-administration by 
intravenous infusion for eligible and trained patients. Clinical studies have shown that intervention with 
Berinert at the onset of an HAE attack brings significantly faster relief to a patient and reduces the 
severity of the attack compared to placebo.  

“CSL Behring is pleased to provide Berinert to HAE patients in Europe as treatment for acute attacks 

and now as preventive therapy for those undergoing procedures like tooth extractions,” said Val 
Romberg, Senior Vice President, Research and Development for CSL Behring. “As part of our 
ongoing commitment to advance the care and improve the lives of people with rare and serious 
disorders, we are continuously enhancing our product portfolio with new therapies and approved new 
uses for established products such as Berinert.”  

CSL Behring has marketed C1-INH concentrate in Germany for more than 30 years. In the United 
States, Berinert is approved for the treatment of acute abdominal, facial or laryngeal attacks of HAE 

in adolescent and adult patients, and for self-administration by trained patients. CSL Behring also 
markets Berinert in Argentina, Australia, Canada, Israel, Japan and Russia and is seeking marketing 
authorization in several additional countries in Asia, Central America and South America.  

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 hands, the feet, 
the face, the abdomen, and/or the 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.  

For further information about HAE, please visit the website of the International Patient Organization for 
C1-Inhibitor Deficiencies, www.HAEI.org and the disease information website www.allabouthae.com.  

About Berinert® 
Berinert is a highly purified, human, plasma-derived C1-esterase inhibitor (C1-INH) concentrate that 

rapidly treats the fundamental cause of hereditary angioedema (HAE) symptoms by providing C1-INH 
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deficient patients with the missing human protein. Berinert is a unique HAE therapy because of its 

reliable record of proven efficacy and safety in over 30 years of international clinical use in more than 
half a million treatments.  

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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CSL Behring Receives FDA Approval of Kcentra™ for Urgent Warfarin 

Reversal in Patients with Acute Major Bleeding  

Kcentra™ Is the First FDA-Approved 4-Factor Prothrombin Complex Concentrate 
for Warfarin Reversal in the U.S. 

King of Prussia, PA — 30 April 2013 

CSL Behring announced today that the U.S. Food and Drug Administration (FDA) approved Kcentra™ 
(Prothrombin Complex Concentrate [Human]), the first non-activated 4-factor prothrombin complex 
concentrate (PCC) for the urgent reversal of acquired coagulation factor deficiency induced by vitamin 
K antagonist (e.g., warfarin) therapy in adult patients with acute major bleeding. The pivotal clinical 
trial showed that Kcentra met all efficacy and safety endpoints, including the endpoints of hemostatic 

efficacy and International Normalized Ratio (INR) reduction compared with plasma, the most widely 
used agent for warfarin reversal in the United States. 

"Kcentra has been shown to restore the decreased vitamin K-dependent clotting factors significantly 

faster than plasma in patients on warfarin," said Ravi Sarode, M.D., Professor of Pathology and 
Director of Transfusion Medicine and Hemostasis Reference Laboratory at the University of Texas 
Southwestern Medical Center, and coordinating investigator for the Kcentra trial.  

Each year, approximately three to four million people in the U.S. are treated with the oral 
anticoagulant warfarin to prevent blood clots from forming

 
following a stroke, heart attack, heart valve 

surgery, deep vein thrombosis/pulmonary embolism, or certain types of irregular heartbeat, such as 
atrial fibrillation.

 
However, because of the deficiency in blood clotting factors induced by warfarin 

treatment, patients may experience severe bleeding. It is estimated that emergency departments in 
the U.S. see approximately 29,000 cases annually for warfarin-associated bleeding.

 
 

"FDA approval of Kcentra is an important advancement in warfarin reversal, as it provides medical 

professionals with a new tool that can efficiently stop major bleeding in patients for whom plasma may 
not be optimal," said Lynne Powell, Senior Vice President, North America Commercial Operations, 
CSL Behring. "Kcentra is CSL Behring’s fifth FDA product approval since 2009. This record of 

success further underscores our commitment to innovation and bringing therapies to market that 
effectively treat and manage serious medical conditions." 

About the Pivotal Clinical Trial 
The randomized, controlled Phase IIIb study used as the basis for the FDA approval of Kcentra 

enrolled 212 evaluable patients and was the first prospective analysis to compare a 4-factor PCC and 
vitamin K with plasma and vitamin K for urgent warfarin reversal in patients with acute major bleeding. 
Kcentra achieved the endpoints of hemostatic efficacy with respect to the adequacy of stopping a 

major bleed assessed at 24 hours from the start of infusion (72.4 percent of patients receiving 
Kcentra versus 65.4 percent receiving plasma) and INR reduction (≤1.3) at 30 minutes post treatment 
(62.2 percent of patients receiving Kcentra versus 9.6 percent receiving plasma). 

The secondary endpoints included plasma levels of major clotting factors (Factors II, VII, IX, X, 
proteins C and S); time to INR correction; and safety and tolerability (including all-cause mortality). A 
single Kcentra infusion produced a rapid and sustained increase in plasma levels of clotting factors II, 

VII, IX, and X within 30 minutes post-treatment (p values<0.0001) with 87 percent less volume (105 
mL +/-37 mL versus 865 mL +/- 269 mL) than plasma. Additionally, infusion time with Kcentra was 
seven times faster than with plasma (24 minutes versus nearly 3 hours for plasma). 

The most common adverse reactions (frequency ≥2.8%) observed in subjects receiving Kcentra were 

headache, nausea/vomiting, arthralgia, and hypotension. The most serious adverse reactions were 
thromboembolic events including stroke, pulmonary embolism and deep vein thrombosis. 

http://www.cslbehring.com/
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About Kcentra™ 
Kcentra contains four vitamin K-dependent factors: Factor II (prothrombin), Factor VII, Factor IX and 

Factor X, as well as antithrombotic Proteins C and S. In more than 25 countries, CSL Behring markets 
Kcentra as Beriplex

®
 or Confidex

®
. 

CSL Behring’s Integrated Safety System helps ensure Kcentra meets high quality and safety 

standards for virus inactivation and reduction. The processes involved in the manufacture of CSL 
plasma-derived products meet the highest regulatory standards for purity, safety and quality. CSL 
applies effective and robust pathogen inactivation and removal processes, including heat treatment 
and virus filtration, to the manufacture of products, resulting in final products with a high margin of 
safety. 

In December 2012, the FDA granted Orphan Drug Designation for Kcentra for the treatment of 

patients needing urgent reversal of Vitamin K antagonist therapy due to major bleeding and/or surgical 
procedures. 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. 

Important Safety Information 

Kcentra™, Prothrombin Complex Concentrate (Human) is indicated for the urgent reversal of acquired 
coagulation factor deficiency induced by Vitamin K antagonist (VKA—e.g., warfarin) therapy in adult 
patients with acute major bleeding. Kcentra is not indicated for urgent reversal of VKA anticoagulation 
in patients without acute major bleeding. Kcentra is for intravenous use only.  

Warning: Patients being treated with Vitamin K antagonist therapy have underlying disease 
states that predispose them to thromboembolic events. Potential benefits of reversing VKA 
should be weighed against the risk of thromboembolic events, especially in patients with 
history of such events. Resumption of anticoagulation therapy should be carefully considered 
once the risk of thromboembolic events outweighs the risk of acute bleeding. Both fatal and 
nonfatal arterial and venous thromboembolic complications have been reported in clinical 
trials and postmarketing surveillance. Monitor patients receiving Kcentra, and inform them of 
signs and symptoms of thromboembolic events. Kcentra was not studied in subjects who had 
a thromboembolic event, myocardial infarction, disseminated intravascular coagulation (DIC), 
cerebral vascular accident, transient ischemic attack, unstable angina pectoris, or severe 
peripheral vascular disease within the prior three months. Kcentra might not be suitable in 
patients with thromboembolic events in the prior three months. 

Kcentra is contraindicated in patients with known anaphylactic or severe systemic reactions to 
Kcentra or any of its components (including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). Kcentra is also contraindicated in patients with DIC. Because 
Kcentra contains heparin, it is contraindicated in patients with heparin-induced thrombocytopenia 
(HIT). 

Hypersensitivity reactions to Kcentra may occur. If patient experiences severe allergic or anaphylactic 

type reactions, discontinue administration and institute appropriate treatment. In clinical trials, the 
most frequent (≥2.8%) adverse reactions observed in subjects receiving Kcentra were headache, 

nausea/vomiting, arthralgia, and hypotension. The most serious adverse reactions were 
thromboembolic events, including stroke, pulmonary embolism and deep vein thrombosis. 

Kcentra 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.  

The safety and efficacy of Kcentra in pediatric use have not been studied, and Kcentra should be 
used in women who are pregnant or nursing only if clearly needed. 

http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
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For more information about Kcentra, including full prescribing information, please visit 
www.kcentra.com/prescribing-information.aspx or call toll-free 1-855-4KCENTRA (1-855-452-
3687). 

Disclosures 

Dr. Sarode received compensation as coordinating principal investigator of the study. UT 
Southwestern Medical Center was not involved as a study site. 

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, and neurological disorders in certain markets. 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. 

### 
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CSL Behring Doses First Patient in Part 3 of Global Phase I/III Pivotal Study 

of rVIII-SingleChain (Recombinant Single-Chain Factor VIII) for Treatment of 

Hemophilia A  

Results of Part 1 of the study will be presented at the 2013 International Society on 
Thrombosis and Haemostasis in Amsterdam, Netherlands on 2 July, 2013 

King of Prussia, PA — 04 June 2013 

CSL Behring has dosed the first patient in Part 3 of its AFFINITY clinical trial program, which is now in 
phase III. AFFINITY is an open-label, non-randomized multi-center study evaluating the efficacy, 
safety and pharmacokinetics of its novel investigational recombinant coagulation single-chain factor 
VIII (rVIII-SingleChain) for the treatment of hemophilia A. The patient was dosed in Vienna, Austria 
and had a successful major surgery.  

The CSL Behring rVIII-SingleChain is a novel recombinant single-chain Factor VIII design that uses a 
strong, covalent bond that has been shown to improve the stability and half-life of factor VIII (FVIII). A 
recombinant factor therapy option with a longer half-life that could provide a longer dosing interval, 
leading to less frequent injections. This may have the potential to improve compliance and ease 
prophylaxis, improving the quality of life for people with hemophilia A.  

“We are proud and excited that this recombinant coagulation factor development program is 
progressing into Phase III clinical studies and look forward to sharing the clinical trial results for our 
novel rVIII-SingleChain molecule with the hemophilia community in the future,” said Russell Basser, 
M.D., CSL Senior Vice President, Global Clinical Research & Development. “As part of our ongoing 
commitment to the hemophilia community, we are developing and investigating innovative 
recombinant factor therapies for the treatment of both hemophilia A and B that have the potential to 
offer patients and caregivers significant advances in treatment and convenience of factor infusion.” 
CSL Behring, in collaboration with its parent company, CSL Limited (ASX: CSL), is developing rVIII-
SingleChain through the AFFINITY clinical trial program.  

About the AFFINITY Phase I/III Study  

The Phase I/III study is an open-label, multi-center 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, 27 subjects received a single infusion of 50 IU/kg body weight (b.w.) of octocog 
alfa followed by a single infusion of 50 IU/kg b.w. rVIII-SingleChain. Results of Part 1 of the study will 
be presented at the 2013 International Society on Thrombosis and Haemostasis in Amsterdam, 
Netherlands on 2 July. 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 FVIII molecules so far available consist of a heavy and a light chain. Under certain 
conditions, these chains can dissociate, resulting in the formation of separated, or "dissociated," rFVIII 
chains that are not hemostatically active. The CSL Behring rVIII-SingleChain uses a strong, covalent 
bond that connects the light and heavy chains, thereby creating a stable 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 
strong affinity for von Willebrand factor (VWF), 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.  

http://www.cslbehring.com/
http://www.csl.com.au/
http://www.clinicaltrials.gov/ct2/show/NCT01486927?term=CSL+Behring&rank=17
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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 (FIX). 
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.  

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, and neurological disorders in certain markets. 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.  

### 
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CSL Behring to Premier Data from Broad Recombinant Clinical 

Development Program in Hemophilia at the International Society of 

Thrombosis and Haemostasis (ISTH) Congress 

Studies will feature research on novel investigational recombinant factor VIIa, VIII 
and IX therapies for hemophilia A and B 

King of Prussia, PA — 27 June 2013 

CSL Behring today announced it will present study data from three ongoing clinical trial programs 
evaluating the Company’s novel recombinant factor VIIa (rVIIa-FP), VIII (rVIII-SingleChain) and IX 
(rIX-FP) agents for people with hemophilia A and B with and without inhibitors. The data will be 
presented at the International Society on Thrombosis and Haemostasis (ISTH) congress in 
Amsterdam. CSL Behring is the only company pursuing longer-acting rVIIa-FP and rIX-FP candidates 
based on recombinant albumin, and a rVIII-SingleChain compound that has been shown to improve 
the stability and half-life of factor VIII (FVIII).  

CSL Behring will also sponsor the following two satellite symposia at ISTH:  

 Spotlight on the future: New Options for our Patients on Sunday, June 30, 2013 from 4:15-

6:15 p.m. in the Mondriaan IV conference room  

 Bleeding Emergencies: Strategies for the Reversal of Old and New-Generation Oral 
Anticoagulants on Monday, July 1, 2013 from 6:45-8:15 p.m. in the Forum conference room 

"We are steadily advancing an exciting clinical development program to evaluate novel longer-acting 
recombinant factor therapies to progress the care of people with hemophilia A and B," said Russell 
Basser, M.D., CSL Senior Vice President, Global Clinical Research & Development. "CSL Behring 
has a long history and proven expertise developing and delivering valuable therapies for the 
hemophilia community. Now, we look forward to providing updates on our promising recombinant 
pipeline, which includes innovative candidates for rVIIa-FP, rVIII-SingleChain and rIX-FP, at this 
meeting." CSL Behring is advancing its recombinant factor development program in collaboration with 
its parent company, CSL Limited (ASX: CSL).  

Information on the studies to be presented is as follows:  

Monday, July 1, 2013 

 The Coagulation Factor XIIa Inhibitor rHA-Infestin-4 Potently Improves Outcome After Cerebral 
Ischemia/Reperfusion Injury in Rats (J. Krupka, et al.) 
E-Poster #PA 1.10-2: 5:00 p.m. – 6:30 p.m. 

 Inhibiting Coagulation Factor XIIa Potently Prevents Thrombosis in a Rabbit Arteriovenous Shunt 
Model (M. Fries, et al.) 
E-Poster #PA 1.10-4: 5:00 p.m. – 6:30 p.m. 

 The FXIIa Inhibitor rHA-Infestin-4 Safely Protects from Arterial and Venous Thrombosis in Rodent 
and Non-Rodent Species (F. May, et al.) 
E-Poster #PA 1.10-6: 5:00 p.m. – 6:30 p.m. 

 Quantitative Whole Body Autoradiography (QWBA) Study on the Effect of Albumin Fusion on the 
Biodistribution of Recombinant Factor rFIX (E. Herzog, et al.) 
E-Poster #PA 1.12-1: 5:00 p.m. – 6:30 p.m. 

 Functional Characterization of rVIII-SingleChain and Comparison with Commercially Available 
Recombinant FVIII Products (C. Horn, et al.) 
E-Poster #PB 1.55-6: 5:00 p.m. – 6:30 p.m. 

 Quantitative Whole Body Autoradiography (QWBA) Study on the Biodistribution of a Recombinant 
Factor rVIIa Linked to Human Albumin (E. Herzog, et al.) 
E-Poster #PB 1.58-3: 5:00 p.m. – 6:30 p.m. 
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Tuesday, July 2, 2013 

 Inhibition of Coagulation Factor XII Provides Thromboprotection in Extracorporeal Circulation 
Without Increasing Bleeding Risk (M. Larsson, et al.) 
Abstract Symposium #AS 20.3: 2:00 p.m. – 2:15 p.m. 

 Non-Clinical Safety and Efficacy of Prothrombin Complex Concentrates (PCC) for the Reversal of 
Dabigatran Mediated Anticoagulation (E. Herzog, et al.) 
E-Poster # PB 2.48-3: 5:00 p.m. – 6:30 p.m. 

 Pharmacokinetic Results From a Phase I/III Study of a Novel Recombinant Single-Chain Factor 
VIII (rVIII-SingleChain) Compared to Octocog Alfa in Severe Haemophilia A Patients (I. Pabinger, 
et al.) 
E-Poster #PB 2.55-4: 5:00 p.m. – 6:30 p.m. 

 N-Glycosylation of rVIII-SingleChain, a Novel Recombinant Single-Chain Factor VIII (S. 
Schmidbauer, et al.) 
E-Poster #PB 2.55-6: 5:00 p.m. – 6:30 p.m. 

Wednesday, July 3, 2013 

 Efficacy, PK and Safety Results of a Phase I/II Clinical Trial of Recombinant Fusion Protein 
Linking Coagulation Factor IX with Albumin (rIX-FP) in Previously Treated Patients with 
Hemophilia B (PROLONG - 9FP) (U. Martinowitz, et al.) 
Oral Communications #OC 70.2: 2:45 p.m. – 3:00 p.m. 

 Safety and Pharmacokinetics of a Recombinant Fusion Protein-Linking Coagulation Factor VIIa 
with Albumin (rVIIa-FP) in Healthy Volunteers (D. Bensen-Kennedy, et al.) 
E-Poster #PB 3.37-5: 5:00 p.m. – 6:30 p.m. 

 Population Pharmacokinetic Model for a Novel Recombinant Fusion Protein Linking Coagulation 
Factor IX with Albumin (rIX-FP) in Hemophilia B Patients (R. Parasrampuria et al.) 
E-Poster #PB 3.49-5: 5:00 p.m. – 6:30 p.m. 

Thursday, July 4, 2013 

 Thrombosis and Hemostasis in Mice Lacking Factor VII Activating Protease (FSAP) (S. 
Subramaniam, et al.) 
Oral Communication #OC 84.4: 8:45 a.m. – 9:00 a.m. 

 Pre-Clinical Safety and Prolonged Pharmacokinetic/Pharmacodynamic (PK/PD) Properties of a 
Recombinant Fusion Protein Linking Activated Coagulation Factor VII with Albumin (rVIIa-FP) (S. 
Zollner, et al.) 
E-Poster #PA 4.15-4: 1:30 p.m. – 3:00 p.m. 

 Pre-Clinical Pharmacokinetic/Pharmacodynamic (PK/PD) Characteristics of rVIII-SingleChain, a 
Novel Recombinant Single-Chain FVIII (S. Zollner, et al.) 
E-Poster #PB 4.55-6: 1:30 p.m. – 3:00 p.m. 

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, and 
neurological disorders in certain markets. 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.  
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CSL Behring Announces Results from Study of Recombinant Single-Chain 

Factor VIII (rVIII-SingleChain) for Treatment of Hemophilia A  

Pharmacokinetic results indicate rVIII-SingleChain may have advantages over 
multi-chain rFVIII 

Amsterdam, Netherlands — 02 July 2013 

CSL Behring today announced that pharmacokinetic results for its novel investigational recombinant 
coagulation single-chain factor VIII (rVIII-SingleChain) showed improved half-life over octocog alfa 
(the comparator). It also demonstrated a safety and efficacy profile that supports advancement to late-
stage clinical development. The data were presented at the International Society on Thrombosis and 
Haemostasis (ISTH) congress in Amsterdam.  

CSL Behring, in collaboration with its parent company, CSL Limited (ASX:CSL), is developing rVIII-
SingleChain for the treatment of hemophilia A as part of the AFFINITY clinical trial program.  

"These data are promising and suggest that the recombinant single-chain design for Factor VIII may 
help address the need for a hemophilia A treatment with a longer half-life," said Professor Ingrid 
Pabinger-Fasching, M.D., of the Medical University of Vienna, Austria. "A treatment with an improved 
half-life has the potential to increase the quality of life for those with severe hemophilia A by reducing 
the number of factor VIII protein infusions required to restore normal blood clotting."  

The CSL Behring rVIII-SingleChain design uses a strong, covalent bond shown to improve the stability 
and half-life of factor VIII (FVIII). The investigational treatment is currently being studied in a Phase III 
trial.  

"As part of our commitment to developing effective therapies to treat hemophilia, we sought to 
develop a novel recombinant single-chain Factor VIII design that improves the stability and half-life of 
factor VIII," said Russell Basser, M.D., CSL Senior Vice President, Global Clinical Research & 
Development. "We are encouraged by these clinical results and very pleased that our investigation of 
rVIII-SingleChain molecule has progressed to Phase III."  

About the Pharmacokinetic Study 

The study enrolled 27 participants ≥18 years old with severe hemophilia A. Study participants had 
pharmacokinetic (PK) measurements performed over 72 hours for both octocog alfa and rVIII-
SingleChain after they had received a single infusion of 50 IU/kg body weight of each of the 
compounds, respectively. In between study drug administration there was a 4-day minimum washout 
phase. Study objectives comprised the characterization of the PK profile of rVIII-SingleChain, the PK 
comparison of rVIII-SingleChain to octocog alfa and the characterization of the safety profile of rVIII-
SingleChain.  

The pharmacokinetics of rVIII-SingleChain and octocog alfa were assessed on the basis of FVIII 
activity. The following PK parameters were calculated for baseline-corrected FVIII activity using a non-
compartmental model analysis with WinNonlin Phoenix (Version 6.3): The area under the plasma 
activity-time curve from time zero to the last quantifiable concentration (AUClast); the area under the 
plasma activity-time curve from time zero to infinity (AUCinf); the observed maximum plasma activity 
after drug administration (Cmax); incremental Recovery (IU/mL/IU/kg) defined as FVIII activity (IU/mL) 
obtained 30 minutes following infusion; clearance (CL), and terminal elimination half-life (t½).  

About the AFFINITY Phase I/III Study  

The AFFINITY Phase I/III study is an open-label, multi-center trial that examines the crossover safety, 
efficacy and pharmacokinetics of recombinant coagulation single-chain factor VIII compared with 
recombinant human antihemophilic factor VIII (octocog alfa).  
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In Part 1 of the study, 27 subjects received a single infusion of 50 IU/kg body weight (b.w.) of octocog 
alfa followed by a single infusion of 50 IU/kg b.w. rVIII-SingleChain. 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.  

About rVIII-SingleChain 

Recombinant FVIII molecules so far available consist of a heavy and a light chain. Under certain 
conditions, these chains can dissociate, resulting in the formation of separated, or "dissociated," rFVIII 
chains that are not hemostatically active. The CSL Behring rVIII-SingleChain uses a strong, covalent 
bond that connects the light and heavy chains, thereby creating a stable single chain rFVIII.  

In-house CSL Behring 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 strong affinity for von Willebrand factor (VWF), 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 an inherited bleeding disorder characterized by prolonged or spontaneous bleeding, 
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 A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B is 
characterized by deficient or defective factor IX. 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 used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease, and neurological disorders in certain markets. 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.  
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International Trial Shows Clinical Efficacy of Recombinant Fusion Protein 

Linking Coagulation Factor IX with Albumin (rIX-FP) for Once Weekly 

Prophylaxis in Patients with Severe Hemophilia B 

Results of Phase I/II PROLONG-9FP trial program also demonstrate efficacy in 
treatment of bleeding episodes and improved pharmacokinetics of rIX-FP 
compared to current treatment options; recombinant albumin fusion platform forms 
basis of innovation 

Amsterdam, Netherlands — 03 July 2013 

Data presented by CSL Behring today showed clinical efficacy of a once-weekly dosing regimen of 
recombinant fusion protein linking coagulation Factor IX with albumin (rIX-FP). Results of the study 
were presented during an oral session at the International Society on Thrombosis and Haemostasis 
(ISTH) congress in Amsterdam.  

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 hemophilia B as part of the 
PROLONG-9FP clinical study program.  

"Hemophilia B is characterized by factor IX deficiency, which prevents normal blood clotting. People 
with this condition require factor IX infusions two to three times a week to achieve a significant 
reduction in bleeding," said Professor Uri Martinowitz, Director of the Institute of Thrombosis and 
Hemostasis and the Israeli National Hemophilia Center at Chaim Sheba Medical Center in Tel 
Hashomer, Israel. "This trial showed that less frequent infusions were needed with CSL Behring’s 
investigational rIX-FP compared to currently available FIX products used on-demand or 
prophylactically to prevent or treat bleeding episodes."  

The trial enrolled 17 hemophilia B patients, 13 of whom received weekly prophylactic treatment for 
approximately 11 months, and four of whom received on-demand treatment only when bleeding 
occurred. All prophylaxis patients maintained weekly treatment for the entire study, with mean and 
median annualized spontaneous bleeding rates of 1.26 and 1.13, respectively. All bleeding was 
treated successfully with two or fewer infusions of rIX-FP, with 95.3 percent of events treated with a 
single infusion. 

Following a single infusion of 25 IU/kg rIX-FP, the mean FIX activity level was 3.8 percent and 2.7 
percent above baseline at day 7 and 14, respectively, and the half-life (time taken for half of the 
treatment to be eliminated or metabolized) of rIX-FP was 94 hours.  

"We are very encouraged by these results demonstrating efficacy of a once-weekly infusion of our 
investigational rIX-FP, as we selected albumin as the ideal genetic fusion partner for our recombinant 
Factor IX due to its inherently long half-life and good tolerability profile," said Dr. Stefan Schulte, Vice 
President of Research and Development, CSL Behring. "We look forward to advancing rIX-FP in 
clinical trials as we are committed to developing recombinant factor therapies that have the potential 
to improve compliance and ease prophylaxis. This may, in turn, improve the quality of life for people 
with hemophilia B."  

About the Phase I/II Study 

The Phase I/II study was an open-label, multicenter, clinical study of rIX-FP in previously treated 
patients with severe hemophilia B (FIX ≤ 2%), and part of CSL Behring’s PROLONG - 9FP clinical 
developmental program.  

The objectives of the study were to evaluate the prevention of bleeding episodes during once weekly 
prophylaxis and to assess the hemostatic efficacy of rIX-FP for the treatment of bleeding, in addition 
to safety and pharmacokinetic (PK) assessments. The study consisted of a 10 to 14 day PK 
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evaluation period, and a three to 12 month safety and efficacy evaluation period, during which patients 
received either on-demand or prophylaxis treatment. More information about the study design can be 
found at www.clinicaltrials.gov.  

About rIX-FP 

CSL Behring engineered rIX-FP to extend the half-life of factor IX through genetic fusion with 
recombinant albumin. CSL Behring selected albumin as the ideal recombinant genetic fusion partner 
for its 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.  

About Hemophilia 

Hemophilia is an inherited bleeding disorder characterized by prolonged or spontaneous bleeding, 
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 A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B is 
characterized by deficient or defective factor IX. 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 used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease, and neurological disorders in certain markets. 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.  
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CSL Behring Presents Population Pharmacokinetic Model for Novel 

Recombinant Factor IX Hemophilia B Treatment That Supports Less 

Frequent Administration  

Recombinant albumin fusion platform forms basis of innovation 

Amsterdam, Netherlands — 03 July 2013 

CSL Behring today presented a population pharmacokinetic model for recombinant fusion protein 
linking coagulation factor IX with albumin (rIX-FP) at the International Society on Thrombosis and 
Haemostasis (ISTH) congress in Amsterdam. The model confirms earlier results from the first-in-
human dose escalation trial, which demonstrated improved pharmacokinetics of rIX-FP, with 
prolonged half-life compared to currently available factor IX.  

CSL Behring utilized a population PK approach to predict factor IX activity levels after less frequent 
administration of rIX-FP to instruct future clinical trials in which extended dosing regimens will be 
evaluated. 

"The information gleaned from this PK model will be useful as we continue our clinical research aimed 
at developing longer-acting recombinant products for hemophilia," said Russell Basser, M.D., CSL 
Senior Vice President, Global Clinical Research & Development Senior Vice President. "Developing 
novel recombinant factor therapies with a longer half-life may result in less frequent dosing for 
hemophilia patients."  

CSL Behring, in collaboration with its parent company, CSL Limited (ASX: CSL), is developing rIX-FP 
through its PROLONG-9 clinical trial program.  

About the Population Pharmacokinetic Model 

The population pharmacokinetic model was built using factor IX activity levels from 37 patients with 
hemophilia B. The factor IX activity level for each patient was measured using a validated one-stage 
clotting method after administration of three dose levels (25, 50 and 75 IU/kg) of rIX-FP. Additionally, 
the effects of age, body weight and baseline factor IX activity on the PK of rIX-FP were evaluated. 
Model robustness was assessed using nonparametric bootstrap and visual predictive check 
approaches. 

About Hemophilia 

Hemophilia is an inherited bleeding disorder characterized by prolonged or spontaneous bleeding, 
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 A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B is 
characterized by deficient or defective factor IX. 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 rIX-FP 

CSL Behring engineered rIX-FP to extend the half-life of factor IX through genetic fusion with 
recombinant albumin. CSL Behring selected albumin as the ideal recombinant genetic fusion partner 
for its 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.  
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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 used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease, and neurological disorders in certain markets. 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.  

### 

  

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


  

  

 

Page:40 

CSL Behring Presents Phase I Results From Study of Recombinant Fusion 

Protein Linking Coagulation Factor VIIa with Albumin (rVIIa-FP) in Healthy 

Volunteers 

Recombinant albumin fusion platform forms basis of innovation 

Amsterdam, Netherlands — 03 July 2013 

CSL Behring today presented Phase I data of their recombinant fusion protein linking coagulation 
factor VIIa with albumin (rVIIa-FP) in healthy volunteers at the International Society on Thrombosis 
and Haemostasis (ISTH) congress in Amsterdam.  

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 (antibodies 
that develop in response to treatment with other clotting factors that prevents those treatments from 
working) as part of the PROLONG 7- FP clinical study program. The objective of the clinical program 
is 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.  

"Our goal is to pioneer therapeutic solutions that address real unmet needs in the hemophilia 
community," said Dr. Debra Bensen-Kennedy, Global Therapeutic Head of Clinical Research and 
Development at CSL Behring. "With our recombinant albumin fusion technology, we believe we have 
an innovative and promising approach that may yield long-acting therapies with the potential to truly 
advance hemophilia treatment."  

About the Phase I study  

The study enrolled a total of 40 healthy male volunteers between 18 and 35 years of age, who were 
dosed in five consecutive dose cohorts (140, 300, 500, 750 and 1000 µg /kg). In each cohort, six 
participants were randomized to a single dose of rVIIa-FP and two to placebo. All participants 
received anticoagulation with oral vitamin K antagonist to reach an international normalized ratio (INR) 
between 2 and 3 prior to dosing with rVIIa-FP or placebo.  

About rVIIa-FP  

rFVIIa is an activated form of factor VII and can bypass the need for factor VIII or IX in people with 
hemophilia who have developed inhibitors to clotting factor concentrates to restore factor VIII or IX. 
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 with CSL Behring’s rVIIa-FP 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.  

About Hemophilia 

Hemophilia is an inherited bleeding disorder characterized by prolonged or spontaneous bleeding, 
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 A affects approximately 1 in 5,000 to 10,000 people. Hemophilia B is 
characterized by deficient or defective factor IX. 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. The incidence of inhibitors in individuals with hemophilia A is estimated to 
be 33 percent and 1 to 6 percent in patients with hemophilia B.  

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 
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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, and neurological disorders in certain markets. 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.  
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CMS Approves New Technology Add-On Payment for CSL Behring’s 

Kcentra™ 

Designation Recognizes Kcentra as an Important New Advance for Urgent 
Reversal of Warfarin in Adult Patients with Acute Major Bleeding while Improving 
Patient Access 

King of Prussia, PA — 13 August 2013 

CSL Behring today announced that the Centers for Medicare and Medicaid Services (CMS) has 
approved a new technology add-on payment (NTAP) for Kcentra™ (Prothrombin Complex 

Concentrate [Human]) for use in the inpatient hospital setting for the urgent reversal of warfarin 
therapy in adult patients with acute major bleeding. Kcentra, the first non-activated 4-factor 

prothrombin complex concentrate (4F-PCC), was approved by the U.S. Food and Drug Administration 
(FDA) in April 2013 for this use.  

"The CMS NTAP approval recognizes that Kcentra is a significant clinical advancement for reversing 

the effects of warfarin in patients who experience acute major bleeding,” said Lynne Powell, Senior 
Vice President, North America Commercial Operations, CSL Behring. “This approval will help facilitate 
adoption of Kcentra among healthcare professionals who treat Medicare patients on warfarin therapy 
by providing broader access to Kcentra."  

About the New Technology Add-On Payment Policy 

The CMS NTAP policy was implemented in 2001 to support timely access to innovative therapies for 
Medicare beneficiaries in the inpatient hospital setting that are not adequately paid for under the 
Medicare Severity Diagnosis-Related Groups (MS-DRGs). To be eligible for an NTAP, the new 
product must provide a substantial clinical improvement over existing therapies. Beginning October 1, 
2013, CMS will reimburse hospitals an additional amount, up to $1,587.50, for cases involving 
Kcentra that exceed the MS-DRG payment amount. This add-on payment for Kcentra will continue 
for at least two years.  

For more information on the CMS NTAP approval for Kcentra, please visit 
https://s3.amazonaws.com/public-inspection.federalregister.gov/2013-18956.pdf.  

Prevalence of Warfarin Therapy 

Each year, approximately three to four million people in the U.S. are treated with the oral 
anticoagulant warfarin to prevent blood clots from forming following a stroke, heart attack, heart valve 
surgery, deep vein thrombosis/pulmonary embolism, or certain types of irregular heartbeat, such as 
atrial fibrillation. However, because of the deficiency in blood clotting factors induced by warfarin 
treatment, patients may experience severe bleeding. It is estimated that emergency departments in 
the U.S. see approximately 29,000 cases annually for warfarin-associated bleeding.

3
 

About the Kcentra Pivotal Clinical Trial 
The randomized, controlled Phase IIIb study used as the basis for the FDA approval of Kcentra was 

the first prospective analysis to compare a 4-factor PCC and vitamin K with plasma and vitamin K for 
urgent warfarin reversal in patients with acute major bleeding. Kcentra achieved the endpoints of 

hemostatic efficacy with respect to the adequacy of stopping a major bleed assessed over 24 hours 
from the start of infusion (72.4 percent of patients receiving Kcentra versus 65.4 percent receiving 

plasma) and INR reduction (≤1.3) at 30 minutes post treatment (62.2 percent of patients receiving 
Kcentra versus 9.6 percent receiving plasma). 

The secondary endpoints included plasma levels of major clotting factors (Factors II, VII, IX, X, 
proteins C and S); time to INR correction; and safety and tolerability (including all-cause mortality). A 
single Kcentra infusion produced a rapid and sustained increase in plasma levels of clotting factors II, 

VII, IX, and X within 30 minutes post-treatment (p values<0.0001) with 87 percent less volume (105 
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mL +/-37 mL versus 865 mL +/- 269 mL) than plasma. Additionally, infusion time with Kcentra was 
seven times faster than with plasma (24 minutes versus nearly 3 hours for plasma). 

The most common adverse reactions (frequency ≥2.8%) observed in subjects receiving Kcentra were 

headache, nausea/vomiting, arthralgia, and hypotension. The most serious adverse reactions were 
thromboembolic events including stroke, pulmonary embolism and deep vein thrombosis.  

About Kcentra™ 
Kcentra contains four vitamin K-dependent factors: Factor II (prothrombin), Factor VII, Factor IX and 

Factor X, as well as antithrombotic Proteins C and S. In more than 25 countries, CSL Behring markets 
Kcentra as Beriplex

®
 or Confidex

®
.  

In December 2012, the FDA granted Orphan Drug Designation for Kcentra for the treatment of 

patients needing urgent reversal of Vitamin K antagonist therapy due to major bleeding and/or surgical 
procedures. The FDA’s Orphan Drug Designation program 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.  

Important Safety Information  
Warning: Patients being treated with Vitamin K antagonist therapy have underlying disease 
states that predispose them to thromboembolic events. Potential benefits of reversing VKA 
should be weighed against the risk of thromboembolic events, especially in patients with 
history of such events. Resumption of anticoagulation therapy should be carefully considered 
once the risk of thromboembolic events outweighs the risk of acute bleeding. Both fatal and 
nonfatal arterial and venous thromboembolic complications have been reported in clinical 
trials and postmarketing surveillance. Monitor patients receiving Kcentra, and inform them of 
signs and symptoms of thromboembolic events. Kcentra was not studied in subjects who had 
a thromboembolic event, myocardial infarction, disseminated intravascular coagulation (DIC), 
cerebral vascular accident, transient ischemic attack, unstable angina pectoris, or severe 
peripheral vascular disease within the prior three months. Kcentra might not be suitable in 
patients with thromboembolic events in the prior three months.  

Kcentra™, Prothrombin Complex Concentrate (Human), is indicated for the urgent reversal of 

acquired coagulation factor deficiency induced by Vitamin K antagonist (VKA—e.g., warfarin) therapy 
in adult patients with acute major bleeding. Kcentra is not indicated for urgent reversal of VKA 
anticoagulation in patients without acute major bleeding. Kcentra is for intravenous use only.  

Kcentra is contraindicated in patients with known anaphylactic or severe systemic reactions to 
Kcentra or any of its components (including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). Kcentra is also contraindicated in patients with DIC. Because 
Kcentra contains heparin, it is contraindicated in patients with heparin-induced thrombocytopenia 
(HIT).  

Hypersensitivity reactions to Kcentra may occur. If patient experiences severe allergic or anaphylactic 

type reactions, discontinue administration and institute appropriate treatment. In clinical trials, the 
most frequent (≥2.8%) adverse reactions observed in subjects receiving Kcentra were headache, 

nausea/vomiting, arthralgia, and hypotension. The most serious adverse reactions were 
thromboembolic events, including stroke, pulmonary embolism and deep vein thrombosis.  

Kcentra 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.  

The safety and efficacy of Kcentra in pediatric use have not been studied, and Kcentra should be 
used in women who are pregnant or nursing only if clearly needed.  

http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
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For more information about Kcentra, including full prescribing information, please visit 
www.kcentra.com/prescribing-information.aspx or call toll-free 1-855-4KCENTRA (1-855-452-
3687).  

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, and neurological disorders in certain markets. 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.  

### 
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CSL Behring Announces FDA Approval of a 10 g (50 mL) Vial Size for 

Hizentra® 

Larger Vial Size Is Another Convenience Offering for People Managing Primary 
Immunodeficiency with Hizentra 

King of Prussia, PA — 03 September 2013 

CSL Behring today announced that the U.S. Food and Drug Administration (FDA) has approved a 10 
g (50 mL) vial size for Hizentra

®
, Immune Globulin Subcutaneous (Human). Hizentra, the first and 

only 20 percent subcutaneous immunoglobulin therapy, keeps serum immunoglobulin G (IgG) levels 
consistent week to week to help protect people with primary immunodeficiency (PI) against infections. 
The new vial size, 10 g (50 mL), will be available in the U.S. in October. 

PI is a group of rare and serious diseases of the immune system. Approximately 250,000 individuals 
(or one person per 1,200) in the U.S. are diagnosed with PI. The 10 g vial size of Hizentra will reduce 

the number of vials that patients must use when higher doses are required, thus increasing 
administration efficiency and reducing complexity of care.  

“CSL Behring remains dedicated to providing every patient with options that will enhance his or her 
treatment experience,” said Lynne Powell, Senior Vice President, North America Commercial 
Operations, CSL Behring. “The availability of Hizentra in a 10 g vial will reduce vial preparation for 
infusion, therefore saving time for both patients and their caregivers.”  

In addition to the new 10 g (50 mL) vial, Hizentra is also available in 1 g (5 mL), 2 g (10 mL) and 4 g 

(20 mL) vials.  

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.  

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.  

http://www.cslbehring.com/
http://www.hizentra.com/
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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 http://www.hizentra.com/consumer/prescribing-information.aspx.  

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

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, and neurological disorders in certain markets. 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. 

### 
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CSL Behring Gains Approval to License Hizentra® in Japan for the 

Treatment of Primary Immunodeficiency and Secondary Immunodeficiency 

Tokyo, Japan — 27 September 2013 

CSL Behring announced today that the Japanese Ministry of Health, Labour and Welfare (MHLW) has 
approved Hizentra® (Immune Globulin Subcutaneous [Human]) for the treatment of primary 
immunodeficiency (PID) and for the treatment of secondary immunodeficiency (SID). Hizentra is now 

the first and only 20 percent subcutaneous immunoglobulin (SCIg) therapy in the world for the 
treatment of these conditions, both of which belong to group of rare and serious diseases of the 
immune system. The Japanese MHLW approval marks the first time any SCIg therapy has been 
approved for use in Japan.  

The approval was based on a Phase III study of 25 Japanese patients that found when patients 
converted from intravenous immunoglobulin (IVIg) treatment to dose-equivalent Hizentra therapy, 

serum IgG (immunoglobulin), trough concentrations increased to levels higher than those seen with 
their previous IVIG therapy. Results showed that Hizentra provided effective passive immunity in 

adults and children, which controlled most recurrent infections and improved patients’ overall quality of 
life.  

“We are extremely pleased to have secured this important regulatory approval for Hizentra in Japan,” 

said Christopher Church, Vice President and General Manager, CSL Behring Asia Pacific Ltd. “For 
some years, Hizentra has been available in several areas of the world, making a positive difference 

for patients and healthcare professionals who seek innovative options for treating PID and SID. 
Today, it is gratifying to bring such an option to Japan, where Hizentra can address a clear, unmet 
medical need.”  

Study Design and Key Findings 
In a prospective multicenter, open-label, single-arm Phase III study of Hizentra, 25 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 experienced at least one AE; most common AEs were local reactions of mild 
intensity. No related serious AEs were reported.  

About Primary and Secondary 

Immunodeficiencies constitute a group of more than 150 diseases that affect the cells, tissues and 
proteins of the immune system. In people with PID or SID, the immune system is either absent or 
functioning inadequately, leaving them more susceptible to infection. In children, especially, 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, immunodeficiencies affect an 
estimated 10 million people worldwide; the incidence is estimated to be 1 in 10,000.  

For patients with PID or SID, 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 or SID, 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 

http://www.cslbehring.com/
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become standard immune replacement therapy for 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 or 
SID 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). For more 
information on PID, please visit www.cslbehring.com.  

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

subcutaneous use, is already approved in North America and Europe. It is stable at 25 degrees 
Celcius for at least 30 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 

immunodeficiencies. 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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FDA Approves New Dosing Option for CSL Behring’s Hizentra® 

New Hizentra Label Provides Primary Immunodeficiency Patients With the 
Flexibility to Self-Administer Their Treatment Less Frequently 

King of Prussia, PA — 27 September 2013 

CSL Behring announced today that the U.S. Food and Drug Administration (FDA) has expanded the 
administration options for Hizentra®, Immune Globulin Subcutaneous (Human), 20% Liquid, to 

include dosing once every two weeks (biweekly) for people diagnosed with primary immunodeficiency 
(PI). Hizentra, the first and only 20 percent subcutaneous immunoglobulin, received FDA approval in 

March 2010 as a once weekly immunoglobulin G (IgG) replacement therapy. Self-administered weekly 
or biweekly, Hizentra delivers consistent levels of IgG to help protect those with PI against infections.  

PI is a group of serious diseases of the immune system. Approximately 250,000 individuals (or one 
person per 1,200) in the U.S. are diagnosed with PI. Biweekly (every two weeks) dosing with Hizentra 

offers patients the same level of protection as weekly infusions, while providing users with the option 
of infusing less frequently. Moreover, because Hizentra can be stored at room temperature, it’s ready 
to use.  

“To provide the best care to PI patients, therapy needs to be individualized to meet particular needs. 
Fortunately, today we have options on treatment administration, dose and dosing interval,” said 
Richard L. Wasserman, M.D., Ph.D., Clinical Professor of Pediatrics, University of Texas 
Southwestern Medical School. “With the approval of biweekly dosing, Hizentra provides PI patients 
with an additional option to be in greater control of their lives.”  

FDA approval of biweekly (every two weeks) dosing for Hizentra is based on the principles of 
pharmacometrics and pharmacokinetic modeling.  

“CSL Behring has long been at the forefront of developing Ig replacement therapy advances that 
provide healthcare professionals with the ability to individualize treatments to meet their patients’ 
lifestyle needs and preferences,” said Lynne Powell, Senior Vice President, North America 
Commercial Operations, CSL Behring. “We are extremely pleased to now offer PI patients the option 
of dosing Hizentra weekly or biweekly. This new dosing option underscores CSL Behring’s 
commitment to meeting the individual needs of patients who rely on our lifesaving therapies.”  

About Primary Immunodeficiencies 

More than 200 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, can 
even result in death.  

For more information on PI, please visit www.Hizentra.com or contact the leading PI patient advocate 
groups in the U.S., the Immune Deficiency Foundation and the Jeffrey Modell Foundation.  

Important Safety Information 

Immune Globulin Subcutaneous (Human), Hizentra®, treats various forms of primary 
immunodeficiency (PI) in patients age 2 and over.  

WARNING: Thrombosis (blood clotting) can occur with immune globulin products, including 
Hizentra. Risk factors can include: advanced age, prolonged immobilization, a history of blood 
clotting or hyperviscosity (blood thickness), use of estrogens, installed vascular catheters, 
and cardiovascular risk factors.  

http://www.cslbehring.com/
http://www.hizentra.com/
http://www.hizentra.com/
http://primaryimmune.org/
http://www.info4pi.org/
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If you are at high risk of thrombosis, your doctor will prescribe Hizentra at the minimum dose 
and infusion rate practicable and will monitor you for signs of thrombosis and hyperviscosity. 
Always drink sufficient fluids before administration. 

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. Immediately report symptoms that could 
indicate a blood clot, including pain and/or swelling of an arm or leg, with warmth over affected area; 
discoloration in arm or leg; unexplained shortness of breath; chest pain or discomfort that worsens 
with deep breathing; unexplained rapid pulse; and numbness or weakness on one side of the body. 
Your doctor will also monitor symptoms that could indicate hemolysis (depletion of blood red cells), 
and other potentially serious reactions that have been seen with Ig treatment, including aseptic 
meningitis syndrome (brain swelling); kidney problems; and transfusion-related acute lung injury.  

The most common drug-related adverse reactions in the clinical trial for Hizentra were swelling, pain, 

redness, heat or itching at the site of injection; headache; back pain; diarrhea; tiredness; cough; rash; 
itching; nausea and vomiting.  

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.  

Before being treated with Hizentra, inform your doctor if you are pregnant, nursing or plan to become 

pregnant. Vaccines (such as measles, mumps and rubella) might not work well if you are using 
Hizentra. Before receiving any vaccine, tell the healthcare professional you are being treated with 
Hizentra.  

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

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

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, and neurological disorders in certain markets. 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. 

### 

http://www.hizentra.com/consumer/prescribing-information.aspx
http://www.fda.gov/medwatch
http://www.csl.com.au/
http://www.cslbehring.com/
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CSL Behring Launches MySource™ at the National Hemophilia 

Foundation’s 65th Annual Meeting 

MySource Offers One-Stop Access to Information About CSL Behring’s Innovative 
Patient-Support Offerings 

Anaheim, California — 03 October 2013 

People who are living with a rare and serious bleeding disorder will now have one-stop access to 
educational resources, financial support, and community connection programs through CSL Behring’s 
MySource™ program. Launched during the National Hemophilia Foundation’s (NHF) 65th Annual 
Meeting, MySource allows patients, caregivers and healthcare professionals to quickly and easily 
access CSL Behring’s patient-support resources at one online location www.MySourceCSL.com or 
with a one-on-one care coordinator (at 1-800-676-4266).  

“CSL Behring has a broad portfolio of coagulation products, a long history of advancing coagulation 
therapy, and a thorough understanding of the challenges facing the bleeding disorders community,” 
said Lynne Powell, Senior Vice President, North America Commercial Operations, CSL Behring. “We 
are committed to providing treatments and supportive services, like MySource, that make a 
meaningful difference in the lives of people with bleeding disorders and those who care for them. We 
are proud to launch the program during NHF’s annual meeting.”  

CSL Behring created MySource to provide members of the bleeding disorders community with a 
single source of information that will enhance their treatment experience. MySource is also designed 
to meet the specific needs and preferences of each patient by providing customized information each 
time they visit. MySource offers:  

 Education opportunities that provide members of the bleeding disorders community with 

information about hemophilia and von Willebrand disease (VWD) 

 Financial support programs to help ensure individuals are able to access their treatment 

 Community connections that allow members of the bleeding disorders community to share 
experiences with one another, both online and in person 

 
“For those living with a bleeding disorder, it can be difficult to find a central location for information 
about their condition. It can also be difficult to connect with a community for help in navigating the 
challenges associated with a bleeding disorder,” said Timothy Grams, who lives with severe 
hemophilia A. “The new MySource resource is a welcome addition to address this need. The site 
provides a wealth of information for patients and caregivers alike who are looking to learn more about 
the condition that affects them or to connect with others who share similar experiences and 
challenges.”  

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, and neurological disorders in certain markets. 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.  

### 
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Plasma Donors Recognized For Their Lifesaving Contributions to the 

Treatment Of Rare Diseases 

CSL Plasma and CSL Behring celebrate International Plasma Awareness Week 
with week-long activities and plasma collection center openings in the U.S. 

King of Prussia, Pa. — 15 October 2013 

CSL Plasma, operator of one of the largest plasma collection networks in the world and parent 
company CSL Behring celebrate the contributions of donor-heroes during International Plasma 

Awareness Week (IPAW), October 13–20. The week-long observance, which is sponsored by the 
Plasma Protein Therapeutics Association and its member-companies, raises global awareness of 
source plasma collection and increases understanding of plasma protein therapies and rare diseases. 

Plasma center openings in Texas, Washington, and Alabama are the latest in the expansion of CSL 
Plasma's collection network. The new centers reflect CSL Plasma and CSL Behring's commitment to 
meeting the increasing global demand for plasma, and to providing quality therapies to the rare 
disease community. CSL Plasma operates 82 plasma centers in the United States and 8 in Germany. 

CSL Plasma Senior Vice President and General Manager, Randy Furby, says, "Plasma that is 
donated in the collection centers is used to make therapies that replace missing or deficient proteins 
that cause rare diseases such as hemophilia, primary immune deficiencies, hereditary angioedema 
and inherited respiratory disease. We view our donors as heroes because without their contributions, 
CSL Behring would not be able to provide the lifesaving and quality of life-enhancing products that our 
patients rely on." 

Pete Dyson coaches basketball at Pocono Mountain East High School in Pennsylvania. He fell in love 
with the sport at an early age when his grandfather took him to high school games. Pete is a 
hemophiliac who is treated with one of CSL Behring's products. He is also a CSL Behring consumer 
advocate. Pete says that donors are special people, and that they are literally his "lifeblood."  

"People tend to try to limit what you're able to do when you have a bleeding disorder because they 
want to protect you. They don't always understand that what you want most is to live a normal life. 
Because of plasma donors, I'm able to live a normal life. It's incredibly liberating. Without the plasma 
they're willing to give, my life would be very different, like living in a bubble. I can't thank plasma 
donors enough." 

Lois Lange, a great-grandmother from Idaho, has been on augmentation therapy for alpha-1 
antitrypsin deficiency for the past four years. She is treated with a CSL Behring product, and is a CSL 
Behring consumer advocate. Lois says she's one of the lucky ones because she doesn't have to rely 
on an oxygen tank, or be in and out of the hospital with bronchitis and pneumonia. 

"Thank God for plasma donors! Without them it would be a lost cause. My condition is stabilized and I 
can live life to the fullest, which includes not only getting to see my grandchildren and great-
grandchildren grow up, but being able to stay active and do things with them. Life is good, and donors 
have a lot to do with improving quality of life and life expectancy for people like me." 

CSL Plasma is holding a variety of activities in its centers nationwide during IPAW to promote greater 
understanding and appreciation among patients, employees and donors. CSL Plasma staff is 
personally thanking donors in the centers for their time, and emphasizing the impact their donations 
have on patients' lives. Other activities focus on educating community and civic leaders about donors 
and the economic impact of a plasma center on the community. CSL Plasma centers on average 
infuse between $5 and $6 million directly into the local economy in wages and donor compensation. 

About CSL Behring 

CSL Behring is a leader in the plasma protein therapeutics industry. Committed to saving lives and 

http://www.pptaglobal.org/meetings-events/international-plasma-awareness-week/overview
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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, and neurological disorders in certain markets. 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 global biopharmaceutical company and a member of the CSL Group of companies. The 
parent company, CSL Limited (ASX:CSL), is headquartered in Melbourne, Australia. For more 
information, visit www.cslbehring.com. 

### 
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International Survey Finds Self-Administered Treatment on the Rise Among 

Hereditary Angioedema Patients 

Responding HAE specialists agree that self-administration is advantageous to 
patients’ time, independence and convenience 

BALTIMORE, MD — 08 November 2013 

More patients with hereditary angioedema (HAE), a rare and potentially fatal genetic disorder, are 
being offered and opting for self-administration therapy, according to data from a new survey being 
presented at the 2013 American College of Allergy, Asthma & Immunology (ACAAI) Annual Meeting. 
Of the HAE treatment centers surveyed in Europe, Canada and the United States, the majority (70 
percent) reported that at least 50 percent of patients were now self-administering their therapy, and 
the HAE specialists who responded agreed that this treatment option is advantageous to patients, 
citing key benefits as time saved, independence and convenience.  

"HAE attacks can be serious, painful and frightening, and until recently they required most patients to 
travel to a clinic or emergency department for treatment, a time-consuming process that can increase 
the patient’s anxiety," 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. "Fortunately, three HAE 
therapies are now indicated for self-administration, which our survey confirmed has the potential to 
minimize the burden of disease for these patients because when faced with an attack, they can 
intervene earlier."  

According to results of the 16-question, online survey, physicians agreed that all patients should be 
considered for self treatment if certain characteristics are met, including motivation, mental ability and 
clinical need. While all HAE centers included in the survey offer self-administration, centers in Europe 
and Canada provide self-administration training. Centers in the United States offer training through a 
home-nursing agency. Survey respondents also agreed that barriers to self-administration still exist, 
specifically citing a patient’s infusion skill set. Instituting a 24-hour hotline was one solution offered by 
physicians as way to overcome this barrier.  

The survey was sponsored by CSL Behring, which markets Berinert
®
 (C1 inhibitor [C1-INH]), one of 

the three HAE therapies currently indicated for self-administration.  

About Berinert
®
 

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

therapy, treats acute attacks of facial, abdominal and laryngeal hereditary angioedema (HAE) 
symptoms by providing C1 Esterase Inhibitor deficient adult and adolescent patients with the missing 
human protein. The safety and efficacy of Berinert in preventing HAE attacks have not been 

established.  

Without C1 Esterase Inhibitor, 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.  

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 the 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.  
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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 HAE 

HAE is a genetic disorder caused by a deficiency of C1-INH and 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 severe pain, 
diarrhea, nausea and vomiting caused by swelling of the intestinal wall. HAE attacks that involve the 
face can cause painful distortion and painful swelling. Diagnosis of HAE requires a blood test to 
confirm low or abnormal levels of C1-INH.  

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. 

### 

  

http://www.berinert.com/patient/
http://www.csl.com.au/
http://www.cslbehring.com/
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Phase 2a Findings Demonstrate that CSL112, A Novel Apolipoprotein A-I 

Infusion Therapy, Has a Favorable Safety Profile, is Well Tolerated and 

Increases Cholesterol Efflux Capacity in Stable Atherothrombotic Patients 

Multiple presentations of study results at the American Heart Association 2013 
Scientific Sessions 

Dallas, TX — 20 November 2013 

Results of a Phase 2a trial of CSL112, sponsored by CSL Limited, demonstrated favorable safety and 
tolerability when administered to patients with stable atherothrombotic disease. The trial data for 
CSL112 also showed a dramatic and rapid increase in key biomarkers of reverse cholesterol 
transport, a process by which cholesterol is removed from arteries and transported to the liver for 
clearance.  

“We are encouraged by the positive safety profile observed in the trial which supports progression of 
the CSL112 clinical development program,” said Pierluigi Tricoci, MD, PhD, MHS, Duke Clinical 
Research Institute, and lead study author. “We know there is a need for novel approaches to reduce 
the high risk of early recurrent ischemic events after acute coronary syndrome. CSL112 is a promising 
treatment targeting coronary atherosclerotic plaques causing these events and deserves further 
investigation.”  

Three separate analyses of data from the CSL112 Phase 2a study were presented at the American 
Heart Association 2013 Scientific Sessions. The presentations examined the safety and tolerability, 
pharmacokinetics and lipid biomarker profile, and potential antiplatelet effects of CSL112 on top of 
dual antiplatelet therapy.  

Study Design and Key Findings  
The CSL112 Phase 2a study was a randomized, multicenter, double-blind, placebo-controlled trial 
(n=44) that evaluated the safety and pharmacokinetics/pharmacodynamics (PK/PD) of a single-dose 
administration of CSL112 in patients with stable atherothrombotic disease. Patients were randomized 
to a single infusion of either CSL112 at 1.7, 3.4 or 6.8g doses or masked placebo. PK and PD were 
assessed up to 7 days after the infusion during the active treatment period. Safety was assessed for 
up to 90 days after the infusion.  

No treatment-emergent serious adverse events (AE) were reported during the active treatment period 
except for one case of atrial fibrillation which occurred in the placebo group. Assessments of liver 
function and other key biochemical, hematologic and immunogenic measurements over time were 
similar across all CSL112 and placebo groups.  

PK and PD analyses showed that CSL112 caused immediate and robust increases in apoA-I, the 
active component of high density lipoprotein (HDL). Blood levels of apoA-I rose in a dose-proportional 
fashion with elevations approaching three-fold baseline levels at the top dose. The highly anti-
atherosclerotic form of HDL known as PreBeta1 showed an even greater elevation, with increases up 
to 17-fold. CSL112 also enhanced key biomarkers of the early steps of reverse cholesterol transport 
with strong elevations in cholesterol efflux capacity observed across all CSL112 regimens. Changes 
were maintained for up to 72 hours after infusion of CSL112 at the higher doses.  

Potential antiplatelet effects of CSL112 were also evaluated in this population of patients who were 
receiving chronic dual antiplatelet therapy. CSL112 did not significantly influence platelet aggregation 
in response to AA, ADP and collagen. Based on these data, it is anticipated that CSL112 will not 
affect hemostasis when administered with concomitant antiplatelet therapies.  

“Patients who experience an ACS event have a great unmet need to reduce the risk of suffering 
another heart attack, stroke or other cardiovascular event, particularly within the first 30 days,” said 
Chuck Shear, CSL Cardiovascular Therapeutic Area Head. “The results of this third clinical study of 
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CSL112 support our continued enthusiasm for its development as a novel approach to address this 
important therapeutic void.”  

About CSL112 
CSL112 is a novel formulation of apolipoprotein A-I (apoA-I), the active component of high-density 

lipoprotein (HDL). It is purified from human plasma and reconstituted to form HDL particles suitable for 
intravenous infusion. Studies have shown the infusion of CSL112 rapidly elevates markers of reverse 
cholesterol efflux, a process by which cholesterol is removed from arteries and transported to the liver 
for clearance. CSL112 may offer a novel option for rapidly stabilizing atherosclerotic lesions and is 
being studied for reduction in the risk of early atherothrombotic events in acute coronary syndrome 
(ACS) patients.  

About CSL  

Headquartered in Melbourne, Australia, CSL Limited 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 United States, and 
employs over 11,000 people in more than 25 countries. Visit www.csl.com.au for more information.  

### 

  

http://www.csl.com.au/
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CSL Behring Launches Innovative Test Kit Designed to Improve Diagnosis 

of Alpha-1 

Alpha-1 is a Serious Medical Condition That Is Often Misdiagnosed as COPD or 
Asthma 

King of Prussia, PA — 25 November 2013 

CSL Behring today announced the availability of DNA1 Advanced Alpha-1 Screening
TM

 (DNA1), a 

new test that aims to improve diagnosis of Alpha-1 Antitrypsin Deficiency (Alpha-1). Launched during 
Alpha-1 Awareness Month, DNA1 is the only comprehensive Alpha-1 test available that identifies 

known and unknown clinically relevant genetic variants to help physicians achieve an accurate 
diagnosis.  

Alpha-1 is a serious hereditary condition that can cause lung disease and/or liver disease. It is often 
misdiagnosed as COPD, asthma or emphysema because the symptoms are similar: shortness of 
breath, chronic cough, difficulty breathing, and wheezing.

1
 On average, people with Alpha-1 will see 

three doctors over seven years before they are accurately diagnosed.
2
 During that time, lung damage 

progresses. The American Thoracic Society and European Respiratory Society recommend screening 
adults with COPD, emphysema, or irreversible asthma for Alpha-1–associated emphysema.  

“Early diagnosis and treatment of Alpha-1 is important to help prevent irreversible lung and/or liver 
damage,” said Friedrich Kueppers, M.D., Professor of Medicine at Temple University School of 
Medicine. “CSL Behring’s DNA1 test allows physicians to quickly and efficiently diagnose those with 

Alpha-1. The test also identifies other genetic mutations that may lead to Alpha-1 related emphysema 
that current testing technology might be missing.”  

DNA1 Advanced Alpha-1 Screening was developed by Biocerna LLC and laboratory testing of the kits 
is provided by the company. DNA1 offers test results for the following:  

 Clinical chemistry – Blood spot assay to test patient alpha-1 antitrypsin (AAT) levels, as well as a 
C-reactive protein (CRP) test to provide full clinical analysis 

 Targeted genotyping – Identifies all known, clinically relevant variants, including S, Z, and F 

 Next generation sequencing – Sequencing of the SERPINA1 gene to identify unknown variants 

 Isoelectric focus – Results compared to genetic results as a confirmatory step 

“For the 100,000 Americans who are estimated to be living with Alpha-1, a healthy and fulfilling 
lifestyle can be maintained with the proper treatment,” said John Walsh, President and CEO of the 
Alpha-1 Foundation. “The first step is taking a simple test, such as DNA1, to ensure an accurate 

diagnosis for all Alpha-1 deficient patients. Once diagnosed, an appropriate treatment plan can be 
developed.”  

“CSL Behring is dedicated to the healthcare communities that we serve,” said Lynne Powell, Senior 
Vice President, North America Commercial Operations, CSL Behring. “This dedication includes 
improving the ways in which rare and/or serious diseases, such as Alpha-1, are tested and diagnosed. 
We are proud to offer an advanced Alpha-1 screening test for the estimated 90 percent of patients 
who are living with Alpha-1 but have not been properly diagnosed."  

To order a DNA1 Advanced Alpha-1 Screening test kit, please call toll-free 1-888-508-6978. The 
test must be administered by a healthcare professional.  

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.cslbehring.com/
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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, and neurological disorders in certain markets. 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. 

### 
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Sustainable Development and Responsible Business Practice Aren't Just 

Words at the CSL Group of Companies 

The global biopharmaceutical’s latest corporate responsibility report offers a bird’s- 
eye view of the company’s economic, social and environmental performance. 

King of Prussia, PA — 03 December 2013 

CSL Behring’s parent company CSL Limited (ASX:CSL) reaffirms the companies’ commitment to 
responsible business practice and sustainable development in its new corporate responsibility report – 
Our Corporate Responsibility 2013. The report details CSL’s performance across key corporate 
responsibility priority areas for the period July 1, 2012 through June 30, 2013.  

The priority areas reflect CSL Behring and CSL Limited’s core values, including research into new and 
improved medicines, ensuring the safety and quality of a broad portfolio of therapies, providing a 
positive and healthy work environment for employees, behaving responsibly in the global marketplace, 
and providing charitable support for communities in need around the world and minimizing the 
environmental impacts of its operations.  

“At CSL we are passionate about innovation and providing a safe and consistent supply of life-
enhancing and lifesaving therapies around the world,” said Paul Perreault, CEO and Managing 
Director of CSL Limited. “We are equally diligent about conducting our business responsibly and to 
actively contributing to the well-being of our communities. I am pleased to introduce Our Corporate 
Responsibility 2013 report, which illustrates our ongoing commitment with tangible examples.”  

Highlights of CSL’s economic, social and environmental performance include:  

 Research and Development investment of US$427 million, with more than 35 clinical studies in 
operation across our pipeline. We also achieved 17 product registrations or indications for serious 
diseases.  

 Economic contribution direct to local economies of US$4.7 billion, including global community 
investment of US$36 million to patient, biomedical and local communities. 

 More than 180 regulatory audits of our manufacturing facilities with no impact on our product 
marketing licenses. Efforts to harmonize safety and quality processes across the organization 
continue. 

 Growth of 7% in the total workforce. Incidents involving medical treatment rose by 41%, but 
recorded rates of lost time injury frequency and days lost frequency reduced by 8% and 74% 
respectively. 

 Minor increases in absolute measures across our environmental impacts, in part due to capacity 
expansion initiatives, however we achieved modest reductions in the amount of energy, 
greenhouse gas and water used to process each unit of plasma.  

 Release of an updated edition of our Code of Responsible Business Practice in 15 languages. 

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://corporateresponsibility.csl.com.au/
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, and neurological disorders in certain markets. 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 global biopharmaceutical company and a member of the CSL Group of companies. The 
parent company, CSL Limited (ASX:CSL), is headquartered in Melbourne, Australia. For more 
information, visit www.cslbehring.com. 

### 
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CSL Behring Study Shows Kcentra® Superior to Plasma for Warfarin 

Reversal in Patients Requiring an Urgent Surgical Procedure 

Data Presented at the American Society of Hematology (ASH) Annual Meeting 

New Orleans, LA — 09 December 2013 

Data presented today by CSL Behring at the 55th Annual Meeting of the American Society of 
Hematology (ASH) showed Kcentra® (Prothrombin Complex Concentrate [Human]) was superior to 

plasma, the current standard of care in the U.S., in adult patients taking vitamin K antagonist therapy 
(VKA; e.g., warfarin) who required warfarin reversal prior to an urgent surgery or invasive procedure. 
Kcentra, the first non-activated 4-factor prothrombin complex concentrate (4F-PCC), was approved 

by the FDA in April 2013 for the urgent reversal of warfarin therapy in adult patients with acute major 
bleeding. Kcentra is not indicated for urgent reversal of VKA anticoagulation in patients without acute 

major bleeding and is not indicated for use in patients on VKA therapy requiring an urgent surgery or 
invasive procedure as evaluated in this study. 

The Phase IIIb study showed that Kcentra was superior to plasma in achieving effective hemostasis 
(89.7 percent of patients on Kcentra versus 75.3 percent of patients treated with plasma) and early 

International Normalized Ratio (INR) reduction to ≤1.3 at 30 minutes after the end of infusion (55.2 
percent of patients treated with Kcentra versus 9.9 percent of patients treated with plasma). 

“The data demonstrated a strong benefit for Kcentra over plasma for patients on VKAs requiring an 

urgent surgery or invasive procedure,” said Majed Refaai, M.D., Associate Professor, Department of 
Pathology and Laboratory Medicine, University of Rochester Medical Center. “These data suggest 
that Kcentra may offer a valuable advance to help physicians and other healthcare professionals 

rapidly restore coagulation factors and help prevent excessive bleeding in patients on warfarin who 
require an urgent surgery or intervention, a population highly susceptible to serious and life-
threatening bleeds.”  

The study also found that Kcentra was well-tolerated and that the incidences of adverse events, 
serious adverse events, thromboembolic events, and deaths were similar between the Kcentra and 

plasma groups. Additionally, there were no treatment-related fluid overload events in patients 
receiving Kcentra; fluid overload events occurred significantly more frequently in the plasma group 
than in the Kcentra group. 

Warfarin is used each year by approximately three to four million people in the U.S. to prevent blood 
clots from forming following a stroke, heart attack, heart valve surgery, deep vein 

thrombosis/pulmonary embolism, or certain types of irregular heartbeat, such as atrial fibrillation.
1,2

 

Due to the deficiency in blood clotting factors induced by warfarin treatment, patients are at increased 
risk of bleeding, especially if undergoing an urgent surgery or invasive procedure.  

“The results of this study demonstrate the efficacy and safety profiles of Kcentra in helping physicians 

treat their patients on warfarin therapy when faced with an urgent bleeding threat,” said Russell 
Basser, M.D., Senior Vice President, Global Clinical R&D, CSL Behring. “As a global leader in 
coagulation therapies, CSL Behring has a long history of developing innovative treatments that 
address the unmet needs of people with hereditary and acquired bleeding disorders. We are proud to 
be at the forefront of clinical research that may offer a step forward in treating patients on warfarin 
therapy who need to undergo an urgent surgery or invasive procedure.”  

About the Urgent Surgery/Invasive Procedures Clinical Trial 

The prospective, randomized, Phase IIIb study included 168 evaluable patients on Vitamin K 
antagonist therapy who required urgent replacement of their Vitamin K-dependent clotting factors prior 
to undergoing an urgent surgery or invasive procedure. The doses of Kcentra (25 units/kg, 35 

units/kg, or 50 units/kg) based on nominal Factor IX content and plasma (10 mL/kg, 12 mL/kg, or 15 
mL/kg) were calculated according to the patient’s baseline INR (2-<4, 4-6, >6, respectively) and body 
weight.  

http://www.cslbehring.com/
http://www.cslbehring.com/newsroom/Kcentra-FDA-Approval-Urgent-Warfarin-Reversal
http://www.cslbehring.com/newsroom/Kcentra-FDA-Approval-Urgent-Warfarin-Reversal
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The primary endpoints included hemostatic efficacy for the time period from the start of infusion of 
Kcentra or plasma until the end of the urgent surgery/invasive procedure and the proportion of 
patients that achieved INR of ≤1.3 at 30 minutes after the end of infusion of Kcentra or plasma.  

About Kcentra®  
Kcentra contains four vitamin K-dependent factors: Factor II (prothrombin), Factor VII, Factor IX and 

Factor X, as well as antithrombotic Proteins C and S. In more than 25 countries, CSL Behring markets 
Kcentra as Beriplex® or Confidex®.  

In December 2012, the FDA granted Orphan Drug Designation for Kcentra for the treatment of 

patients needing urgent reversal of Vitamin K antagonist therapy due to major bleeding and/or surgical 
procedures. 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.  

Important Safety Information 
Kcentra®, Prothrombin Complex Concentrate (Human), is indicated for the urgent reversal of 

acquired coagulation factor deficiency induced by Vitamin K antagonist (VKA—e.g., warfarin) therapy 
in adult patients with acute major bleeding. Kcentra is not indicated for urgent reversal of VKA 
anticoagulation in patients without acute major bleeding. Kcentra is for intravenous use only.  

WARNING: ARTERIAL AND VENOUS THROMBOEMBOLIC COMPLICATIONS  

Patients being treated with Vitamin K antagonist therapy have underlying disease states that 
predispose them to thromboembolic events. Potential benefits of reversing VKA should be 
weighed against the risk of thromboembolic events, especially in patients with history of such 
events. Resumption of anticoagulation therapy should be carefully considered once the risk of 
thromboembolic events outweighs the risk of acute bleeding. Both fatal and nonfatal arterial 
and venous thromboembolic complications have been reported in clinical trials and 
postmarketing surveillance. Monitor patients receiving Kcentra, and inform them of signs and 
symptoms of thromboembolic events. Kcentra was not studied in subjects who had a 
thromboembolic event, myocardial infarction, disseminated intravascular coagulation, cerebral 
vascular accident, transient ischemic attack, unstable angina pectoris, or severe peripheral 
vascular disease within the prior 3 months. Kcentra might not be suitable for patients with 
thromboembolic events in the prior 3 months. 

Kcentra is contraindicated in patients with known anaphylactic or severe systemic reactions to 
Kcentra or any of its components (including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). Kcentra is also contraindicated in patients with DIC. Because 
Kcentra contains heparin, it is contraindicated in patients with heparin-induced thrombocytopenia 
(HIT).  

Hypersensitivity reactions to Kcentra may occur. If patient experiences severe allergic or anaphylactic 
type reactions, discontinue administration and institute appropriate treatment. 

In clinical trials, the most frequent (≥2.8%) adverse reactions observed in subjects receiving Kcentra 

were headache, nausea/vomiting, arthralgia, and hypotension. The most serious adverse reactions 
were thromboembolic events, including stroke, pulmonary embolism and deep vein thrombosis. 

Kcentra 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.  

The safety and efficacy of Kcentra in pediatric use have not been studied, and Kcentra should be 
used in women who are pregnant or nursing only if clearly needed.  

http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
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For more information about Kcentra, including full prescribing information, please visit 
www.kcentra.com/prescribing-information.aspx or call toll-free 1-855-4KCENTRA (1-855-452-
3687). 

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, and neurological disorders in certain markets. 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. 

### 
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Kcentra®, from CSL Behring, Receives FDA Approval for Use in Warfarin 

Reversal in Patients Undergoing Surgery 

New Kcentra Label Includes Urgent Reversal of Warfarin in an Emergency Surgery 
Setting 

King of Prussia, PA — 13 December 2013 

CSL Behring today announced that Kcentra® (Prothrombin Complex Concentrate [Human]) has 

received U.S. Food and Drug Administration (FDA) approval for an expanded indication -- urgent 
reversal of acquired coagulation factor deficiency induced by vitamin K antagonist (VKA, e.g., 
warfarin) therapy in adult patients needing an urgent surgery or other invasive procedure. Kcentra, 

approved by the FDA in April 2013 for the urgent reversal of warfarin therapy in adult patients with 
acute major bleeding, is the only non-activated 4-factor prothrombin complex concentrate (4F-PCC) 
indicated in the U.S. for these uses. 

“When patients who are taking warfarin require an urgent surgical or invasive procedure, it is critical to 
quickly restore their coagulation status,” said Joshua N. Goldstein, M.D., Ph.D., Department of 
Emergency Medicine, Massachusetts General Hospital. “Kcentra is an important new option for such 

cases; it does not require blood-type matching or thawing, and restores clotting factors more quickly 
than plasma. We anticipate that emergency physicians, surgeons and other hospital clinicians will 
welcome the expanded indication.” 

Kcentra helps restore blood coagulation by replenishing the levels of clotting factors that were 
depleted by warfarin therapy. Kcentra contains four vitamin K-dependent factors: Factor II 
(prothrombin), Factor VII, Factor IX and Factor X, as well as antithrombotic Proteins C and S. 

Warfarin is used each year by approximately three to four million people in the U.S. to prevent blood 
clots from forming following a stroke, heart attack, heart valve surgery, deep vein 

thrombosis/pulmonary embolism, or certain types of irregular heartbeat, such as atrial fibrillation.
1,2

 

Due to the deficiency in blood clotting factors induced by warfarin treatment, patients are at increased 
risk of bleeding, especially if undergoing an urgent surgery or invasive procedure. 

“At CSL Behring, we are committed to improving the lives of people with serious health conditions by 
continuously working to address unmet medical needs with novel therapies,” said Lynne Powell, 
Senior Vice President, North America Commercial Operations, CSL Behring. “The expanded 
indication for Kcentra in patients on warfarin therapy needing an urgent surgery or invasive procedure 

is another example of this commitment.” 

About the Urgent Surgery/Invasive Procedure Clinical Trial 

The prospective, randomized, Phase IIIb study used as the basis for the FDA approval of the 
expanded indication for Kcentra included 168 evaluable patients on Vitamin K antagonist therapy, 

e.g., warfarin, who required urgent replacement of their Vitamin K-dependent clotting factors due to 
the need for an urgent surgery/invasive procedure. Kcentra was superior to plasma in achieving the 
endpoints of hemostatic efficacy for the time period from the start of infusion of Kcentra or plasma 

until the end of the urgent surgery or other invasive procedure (89.7 percent of patients treated with 
Kcentra versus 75.3 percent treated with plasma) and INR reduction (to ≤1.3) at 30 minutes after the 
end of infusion (55.2 percent of patients treated with Kcentra versus 9.9 percent of patients treated 

with plasma).  

The secondary endpoints included plasma levels of major clotting factors (Factors II, VII, IX, X, 
antithrombotic proteins C and S) and safety and tolerability (including all-cause mortality). A single 
Kcentra infusion produced a rapid and sustained increase in plasma levels of clotting Factors II, VII, 

IX, and X within 30 minutes after the end of infusion with 89 percent less volume (90 mL +/-32 mL 
versus 819 mL +/- 231 mL) than plasma. Additionally, infusion time with Kcentra was nearly seven 
times faster than with plasma (21 minutes versus 141 minutes for plasma). 

http://www.cslbehring.com/
http://www.cslbehring.com/newsroom/Kcentra-FDA-Approval-Urgent-Warfarin-Reversal
http://www.kcentra.com/
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Kcentra had a safety profile comparable to plasma. The most common adverse reactions (frequency 
≥2.8%) observed in patients receiving Kcentra in both the Acute Major Bleeding Study and the Urgent 

Surgery/Invasive Procedure study were headache, nausea/vomiting, hypotension and anemia. The 
most serious adverse reactions were thromboembolic events including stroke, pulmonary embolism 
and deep vein thrombosis. 

About Kcentra® 
In more than 25 countries, CSL Behring markets Kcentra as Beriplex® or Confidex®.  

In December 2012, the FDA granted Orphan Drug Designation for Kcentra for the treatment of 

patients needing urgent reversal of Vitamin K antagonist therapy due to major bleeding and/or surgical 
procedures. 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.  

Important Safety Information 
Kcentra®, Prothrombin Complex Concentrate (Human), is a blood coagulation factor replacement 

product indicated for the urgent reversal of acquired coagulation factor deficiency induced by Vitamin 
K antagonist (VKA—e.g., warfarin) therapy in adult patients with acute major bleeding or the need for 
urgent surgery or other invasive procedure. Kcentra is for intravenous use only.  

WARNING: ARTERIAL AND VENOUS THROMBOEMBOLIC COMPLICATIONS 

Patients being treated with Vitamin K antagonist therapy have underlying disease states that 
predispose them to thromboembolic events. Potential benefits of reversing VKA should be 
weighed against the risk of thromboembolic events, especially in patients with history of such 
events. Resumption of anticoagulation therapy should be carefully considered once the risk of 
thromboembolic events outweighs the risk of acute bleeding. Both fatal and nonfatal arterial 
and venous thromboembolic complications have been reported in clinical trials and 
postmarketing surveillance. Monitor patients receiving Kcentra, and inform them of signs and 
symptoms of thromboembolic events. Kcentra was not studied in subjects who had a 
thromboembolic event, myocardial infarction, disseminated intravascular coagulation, cerebral 
vascular accident, transient ischemic attack, unstable angina pectoris, or severe peripheral 
vascular disease within the prior 3 months. Kcentra might not be suitable for patients with 
thromboembolic events in the prior 3 months. 

Kcentra is contraindicated in patients with known anaphylactic or severe systemic reactions to 
Kcentra or any of its components (including heparin, Factors II, VII, IX, X, Proteins C and S, 
Antithrombin III and human albumin). Kcentra is also contraindicated in patients with disseminated 
intravascular coagulation. Because Kcentra contains heparin, it is contraindicated in patients with 
heparin-induced thrombocytopenia (HIT). 

Hypersensitivity reactions to Kcentra may occur. If patient experiences severe allergic or anaphylactic 

type reactions, discontinue administration and institute appropriate treatment. In clinical trials, the 
most frequent (≥2.8%) adverse reactions observed in subjects receiving Kcentra were headache, 

nausea/vomiting, hypotension, and anemia. The most serious adverse reactions were 
thromboembolic events, including stroke, pulmonary embolism and deep vein thrombosis.  

Kcentra 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.  

The safety and efficacy of Kcentra in pediatric use have not been studied, and Kcentra should be 

used in women who are pregnant or nursing only if clearly needed.  

http://www.kcentra.com/
http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/HowtoapplyforOrphanProductDesignation/default.htm
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For more information about Kcentra, please visit www.kcentra.com or call toll-free 1-855-
4KCENTRA. For full prescribing information, please visit www.kcentra.com/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 used around the world to treat coagulation disorders including hemophilia 
and von Willebrand disease, primary immune deficiencies, hereditary angioedema and inherited 
respiratory disease, and neurological disorders in certain markets. 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. 

### 

http://www.kcentra.com/
http://www.kcentra.com/prescribing-information.aspx
http://www.kcentra.com/prescribing-information.aspx
http://www.csl.com.au/
http://www.cslbehring.com/
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