
 
New Higher Concentrate
20% liquid SCIg therapy 

Introducing Hizentra— 
The first and only FDA-approved 
20% liquid SCIg therapy
Manufactured by CSL Behring,  
maker of the first FDA-approved SCIg

Give your PIDD patients more freedom with a 



A 20% liquid SCIg* therapy now FDA-approved for the  
treatment of primary immunodeficiency disease (PIDD)

A high-concentration 20% solution
 Use a maximum of 4 injection sites simultaneously, with at least 2 inches between sites

 Hizentra is for subcutaneous infusion only; do not inject into a blood vessel

*Subcutaneous Ig.

Median duration of a weekly infusion  
ranged from 1.6 to 2.0 hours

1.6 hours
2 hours

Infusion rate

15 mL/hr per site

25 mL/hr per site, as tolerated

15 mL per site

20 mL per site after the fourth 
infusion and to a maximum of 
25 mL per site, as tolerated

First infusion

Subsequent 
infusions

Infusion flow rate Volume

  Can be stored at 25°C (77°F)  
over the entire 24-month shelf life 

  Stabilized with proline,  
a nonessential amino acid

 Ready for immediate infusion

Room temperature storage

In the clinical study, no serious drug-related adverse events 
were observed. The most common drug-related adverse  
events observed in 5% or more of subjects in the clinical  
study were local injection-site reactions, headache, vomiting, 
pain, and fatigue.

Monitor patients for reactions associated with IVIg treatment 
that might occur with Hizentra, including renal dysfunction/
failure, thrombotic events, aseptic meningitis syndrome (AMS), 
and transfusion-related acute lung injury (TRALI).

Ig administration can transiently impair the efficacy of live 
attenuated virus vaccines, such as measles, mumps and 
rubella. It can also lead to misinterpretation of serologic testing.

No overall differences in safety or efficacy were observed in 
patients over 65 or in pediatric patients. In the clinical study, 
desired serum IgG levels were achieved in pediatric patients 
without pediatric-specific dose requirements. 

Please see enclosed full Prescribing Information.

Important Safety Information
Immune Globulin Subcutaneous (Human), Hizentra, is indicated 
for the treatment of patients with primary immunodeficiency 
(PI). This includes but is not limited to congenital 
agammaglobulinemia, common variable immunodeficiency, 
X-linked agammaglobulinemia, Wiskott-Aldrich syndrome,  
and severe combined immunodeficiencies.

Hizentra is contraindicated in individuals with a history of 
anaphylactic or severe systemic response to immune globulin 

preparations and in persons with selective immunoglobulin A 
deficiency who have known antibody against IgA and a history 
of hypersensitivity. If anaphylactic or anaphylactoid reactions 
are suspected, discontinue administration immediately  
and treat as medically appropriate. Because it contains  
the stabilizer L-proline, Hizentra is also contraindicated in 
patients with hyperprolinemia. 

Hizentra is derived from human plasma. The risk of 
transmission of infectious agents, including viruses and, 
theoretically, the Creutzfeldt-Jakob disease (CJD) agent,  
cannot be completely eliminated. 

 

Another Leap Forward



Important Safety Information

Hizentra is contraindicated in individuals with a history of anaphylactic or severe systemic response 
to immune globulin preparations and in persons with selective immunoglobulin A deficiency who have 
known antibody against IgA and a history of hypersensitivity. If anaphylactic or anaphylactoid reactions 
are suspected, discontinue administration immediately and treat as medically appropriate. Because it 
contains the stabilizer L-proline, Hizentra is also contraindicated in patients with hyperprolinemia. 

Please see enclosed full Prescribing Information.

Hizentra undergoes a 3-step virus  
inactivation/removal process and is  
the first and only SCIg to undergo  
nanofiltration to approximately  
20 nanometers

Important Safety Information
Hizentra is derived from human plasma. The risk of transmission of infectious agents, 
including viruses and, theoretically, the Creutzfeldt-Jakob disease (CJD) agent, cannot  
be completely eliminated. 

In the clinical study, no serious drug-related adverse events were observed. The most 
common drug-related adverse events observed in 5% or more of subjects in the clinical 
study were local injection-site reactions, headache, vomiting, pain, and fatigue.

Please see enclosed full Prescribing Information.

Proven safety 
  In the clinical trial, no serious drug-related adverse events (AEs) were reported

  The most common drug-related AEs, observed in 5% of study subjects,  
were local reactions (ie, swelling, redness, heat, pain, and itching at the injection site),  
headache, vomiting, pain, and fatigue

 Sucrose-free

 IgA content 50 mcg/mL

Proven efficacy
  In the clinical trial, there were no serious bacterial infections (SBIs)* 

  Stable, steady-state serum Ig levels were maintained when dosed on a weekly basis

a As evaluated in an open-label, 
multicenter, single-arm clinical 
study (N=38) in which subjects were 
switched from monthly IVIg treatment 
to weekly SCIg treatment. Subjects 
received a weekly dose of 185.1 mg  
of Hizentra/kg body weight for  
3 months followed by a weekly  
dose of 213.2 mg of Hizentra/kg  
body weight for 12 months.

b Subjects in the modified intent-to-
treat population who completed the 
3-month wash-in/wash-out period and 
received at least 1 infusion of Hizentra 
during the 12-month efficacy period.

cUpper 99% confidence limit: 0.132.
d95% confidence limits: 2.235; 3.370.
eBased on 1 subject.

* Defined as bacterial pneumonia, bacteremia/septicemia, osteomyelitis/septic arthritis, bacterial 
meningitis, and visceral abscess.

Number of subjects 38b

Total number of subject days 12,697

Infections
                                   Annual rate of SBIs
                     Annual rate of any infections

0 SBIs/subject year c

2.76 infections/subject year d

Antibiotic use for infection  
(prophylaxis or treatment)
                             Number of subjects (%)
                                               Annual rate 

27 (71.1)
48.5 days/subject year

Total number of subject days 12,605

Days out of work/school/kindergarten/ 
day care or unable to perform normal  
activities due to infections
                                  Number of days (%)
                                               Annual rate

71 (0.56)
2.06 days/subject year

Hospitalizations due to infections
                                  Number of days (%)
                                               Annual rate

7 (0.06)e   

0.2 days/subject year

Summary of Efficacy Resultsa



Hizentra Now FDA-approved for the treatment of PIDD

 The first and only 20% liquid SCIg therapy 

 Room temperature storage (25°C [77°F]) over entire 24-month shelf life 

No SBIs in the clinical trial

No serious drug-related AEs in the clinical trial

 Manufactured by CSL Behring, maker of the first FDA-approved SCIg

How to Prescribe
  Fill out the referral form, available from your CSL Behring representative

  Fax the form to IgIQ, CSL Behring’s single source  
for Ig solutions, at 1-XXX-XXX-XXXX

For more information about Hizentra, visit www.Hizentra.com.

Hizentra is manufactured by CSL Behring AG  
and distributed by CSL Behring LLC. 
Hizentra is a trademark of CSL Behring AG.

©2010 CSL Behring LLC  
1020 First Avenue, PO Box 61501
King of Prussia, PA 19406-0901 USA 
www.CSLBehring-us.com   www.Hizentra.com 
09-HIZ-003   1/2010

Important Safety Information

Immune Globulin Subcutaneous (Human), Hizentra, is indicated 
for the treatment of patients with primary immunodeficiency (PI). 
This includes but is not limited to congenital agammaglobulinemia, 
common variable immunodeficiency, X-linked agammaglobulinemia, 
Wiskott-Aldrich syndrome, and severe combined immunodeficiencies.

Hizentra is contraindicated in individuals with a history of 
anaphylactic or severe systemic response to immune globulin 
preparations and in persons with selective immunoglobulin A 
deficiency who have known antibody against IgA and a history 
of hypersensitivity. If anaphylactic or anaphylactoid reactions are 
suspected, discontinue administration immediately and treat as 
medically appropriate. Because it contains the stabilizer L-proline, 
Hizentra is also contraindicated in patients with hyperprolinemia.

Hizentra is derived from human plasma. The risk of transmission of 
infectious agents, including viruses and, theoretically, the Creutzfeldt-
Jakob disease (CJD) agent, cannot be completely eliminated. 

In the clinical study, no serious drug-related adverse events  
were observed. The most common drug-related adverse events 
observed in 5% or more of subjects in the clinical study were local 
injection-site reactions, headache, vomiting, pain, and fatigue.

Monitor patients for reactions associated with IVIg treatment  
that might occur with Hizentra, including renal dysfunction/failure, 
thrombotic events, aseptic meningitis syndrome (AMS), and 
transfusion-related acute lung injury (TRALI).

Ig administration can transiently impair the efficacy of live  
attenuated virus vaccines, such as measles, mumps and rubella.  
It can also lead to misinterpretation of serologic testing.

No overall differences in safety or efficacy were observed in  
patients over 65 or in pediatric patients. In the clinical study,  
desired serum IgG levels were achieved in pediatric patients  
without pediatric-specific dose requirements. 

Please see enclosed full Prescribing Information.




