
I am unique. 

Please treat me that way.

INDICATION
CUVITRU is indicated as replacement therapy for primary humoral immunodeficiency (PI) in adult and pediatric patients ≥2 years. 
CUVITRU is for subcutaneous use only. 

IMPORTANT SAFETY INFORMATION

WARNING: THROMBOSIS

•  Thrombosis may occur with immune globulin (IG) products, including CUVITRU. Risk factors may include advanced 
age, prolonged immobilization, hypercoagulable conditions, history of venous or arterial thrombosis, use of estrogens, 
indwelling vascular catheters, hyperviscosity and cardiovascular risk factors.

•  For patients at risk of thrombosis, administer CUVITRU at the minimum dose and infusion rate practicable. Ensure 
adequate hydration in patients before administration. Monitor for signs and symptoms of thrombosis and assess 
blood viscosity in patients at risk of hyperviscosity

Please see additional Important Safety Information throughout and click here for Full Prescribing Information.

Customize their administration without compromise1 
Learn more about CUVITRU® [Immune Globulin Subcutaneous (Human)] 20% Solution:  
an SCIG with a unique administration profile that allows for a tailored treatment experience. 

SCIG=subcutaneous immune globulin.

http://www.shirecontent.com/PI/PDFS/Cuvitru_USA_ENG.PDF


* A prospective, open-label, non-controlled, multi-center clinical study to determine the efficacy, safety, tolerability, and pharmacokinetics of CUVITRU in 77 adult and 
pediatric patients ≥2 years of age with PI. The primary outcome measure was the annualized rate of ASBIs, which was evaluated in 74 patients for a median treatment 
duration of 380.5 days (range: 30-629 days).

†One episode of pneumonia was reported in a 78-year-old patient who had specific antibody deficiency and allergic bronchopulmonary aspergillosis. 
‡TSQM=Treatment Satisfaction Questionnaire for Medication.
§LQI=Life Quality Index.

IMPORTANT SAFETY INFORMATION (continued)
Warnings and Precautions (continued)

Renal Dysfunction/Failure: Acute renal dysfunction/failure, acute tubular necrosis, proximal tubular nephropathy, osmotic nephrosis 
and death may occur with intravenous (IV) use of IG products, especially those containing sucrose. Ensure patients are not volume 
depleted prior to starting infusion. In patients at risk due to pre-existing renal insufficiency or predisposition to acute renal failure, assess 
renal function before initiation and throughout treatment, and consider lower, more frequent dosing. If renal function deteriorates, 
consider discontinuation.

Please see additional Important Safety Information throughout and click here for Full Prescribing Information,  
including Boxed Warning regarding Thrombosis.

Rate of infections1

• Primary endpoint: annual rate of acute serious bacterial infections (ASBIs) 
was 0.012 per patient-year,† significantly lower than the threshold  
of <1.0 per patient-year (upper limit of 99% CI: 0.024; P<0.0001)

• Annual rate of any infections: 2.41 per patient-year (95% CI: 1.89-3.03)
• Weekly administration of CUVITRU resulted in consistent Ig levels at steady 

state compared to 3- to 4-week dosing of intravenous immune globulin (IVIG) 

Hospitalization due to infection1

• Rate of hospitalizations due to infections: 0.012 per patient-year  
(95% CI: 0.006-0.022)

• Number of days spent in hospital due to infections: 0.06 days  
per patient-year (95% CI: 0.03-0.11)

Impact on daily activities1

• Patients experienced 1.16 days per patient-year during which they were 
unable to attend work/school or perform normal daily activities—due to 
illness or infection (95% CI: 0.70-1.79)

• CUVITRU was shown to significantly improve patient quality of life vs IVIG  
in terms of convenience (TSQM-9‡; P<0.001) and treatment interference 
(LQI§; P=0.008) 

98.2% of infusions (N=4327) had no local ARs1

• 100% of local ARs were mild (92.5%) or moderate (7.5%) in severity*
• The most common local ARs in ≥5% of patients were pain,  

erythema, and pruritus

2 of every 3 patients (N=51/74) had no local ARs1 

• No patients discontinued due to local ARs
• Overall rate of local ARs (excluding infections) was  

0.022 ARs per infusion (0.021 mild and 0.002 moderate)

99.8% of infusions were completed without  
a reduction, interruption, or discontinuation  
due to tolerability reasons1

• The rate of systemic ARs was ~7x lower with CUVITRU than IVIG  
(0.042 vs 0.302 per infusion)

• 0 serious ARs† related to CUVITRU were reported
• Of the 278 non-serious ARs that occurred (excluding infections),  

83% (n=231) were mild, 16% (n=45) were moderate, and 1% (n=2)  
were severe (hemoptysis and abdominal pain), though not deemed to be 
causally related to CUVITRU*1,2

• The most common systemic ARs in ≥5% of patients were headache, 
nausea, fatigue, diarrhea, and vomiting

* Mild ARs: transient discomfort that resolves spontaneously or with minimal intervention. Moderate ARs: cause limited impairment of function, may require therapeutic 
intervention, and produce no sequelae. Severe ARs: result in marked impairment of function that may lead to temporary inability to resume usual life pattern and/or 
produces sequelae which require (prolonged) therapeutic intervention.3

† Serious ARs: result in death, are life-threatening, require or prolong hospitalization, result in persistent or significant disability/incapacity, or result in a congenital 
anomaly/birth defect.2

Reliable protection Demonstrated tolerability 

Deliver reliable infection protection and provide  
steady-state Ig levels, regardless of dosing frequency1

The unique administration profile of CUVITRU makes daily to biweekly (every 2 weeks) dosing  
a reality for your patients. In the North American (NA) clinical study*:

Customize your patients’ treatment experience without 
compromising on tolerability1,2

CUVITRU demonstrated no increase in local adverse reactions (ARs)—even at higher rates and volumes— 
in the NA clinical study.

IMPORTANT SAFETY INFORMATION (continued)
Contraindications
•  History of anaphylactic or severe systemic hypersensitivity reactions to subcutaneous administration of human IG.

•  IgA-deficient patients with antibodies against IgA and a history of hypersensitivity to human IG.

Warnings and Precautions

Hypersensitivity: Severe hypersensitivity reactions may occur, even in patients who have tolerated previous treatment with human IG. If a 
hypersensitivity reaction occurs, discontinue infusion immediately and institute appropriate treatment. IgA-deficient patients with antibodies to 
IgA are at greater risk of developing potentially severe hypersensitivity reactions, including anaphylaxis.
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Fastest SCIG infusion rates1

• With the fastest infusion rates* of 60 mL/h/site (as tolerated), CUVITRU  
may take less time to infuse than any other conventional SCIG

• In the NA clinical study, the median duration of once-weekly infusions  
was <1 h (0.95 h; range, 0.2-6.4 h)

Flexible frequency1

• With the highest infusion volume† of 60 mL/site (as tolerated)  
compared with any other conventional SCIG, a weekly or biweekly  
infusion schedule is possible for your patients

• For example, on an average biweekly dose of 24 g (120 mL),  
patients can infuse 60 mL in 2 sites simultaneously

Fewest needlesticks1 
• Because CUVITRU offers the highest infusion volume per site of any other 

conventional SCIG (60 mL/site, as tolerated), fewer needlesticks are a possibility
• In the NA clinical study, the majority of infusions (84.9%) used 1 to 2 sites‡

• For example, on an average weekly dose of 12 g (60 mL), patients are able  
to use only 1 infusion site

*Recommended to infuse first 2 infusions at 10 to 20 mL/h/site. 
†Recommended maximum volume for the first 2 infusions is 20 mL/site for patients <40 kg. 
‡Total number of infusions=4314. 18.5%=1 site; 66.4%=2 sites. 

IMPORTANT SAFETY INFORMATION (continued)
Warnings and Precautions (continued)
Thrombosis: May occur following treatment with IG products and in the absence of known risk factors. In patients at risk, 
administer at the minimum dose and infusion rate practicable. Ensure adequate hydration before administration. Monitor for signs 
and symptoms of thrombosis and assess blood viscosity in patients at risk for hyperviscosity.

Aseptic Meningitis Syndrome: Has been reported with use of IG and may occur more frequently in females. Conduct a thorough 
neurological exam on patients exhibiting signs and symptoms to rule out other causes of meningitis. Discontinuing IG treatment has resulted 
in remission within several days without sequelae.

Customizable administration

Tailor administration to meet your patients’ individual 
treatment needs and preferences1

Whether your patients prefer infusions that take less than an hour or fewer needlesticks, CUVITRU  
is the SCIG of choice with administration that can be tailored to their lifestyle.

Real-life CUVITRU patient stories* 

Walter 

Julie

I like that it’s every other week instead  

of every week. So, I can play or dance  

or whatever I want to do.
““ CUVITRU has been very life-friendly, including the 

set-up and frequency. After my infusion, I don’t 

have to think about it again for 2 more weeks.

Hadlie Jo

Wanted reliable protection 
and fewer needlesticks 

Wanted more time between 
treatments and protection  
from infections 

Wanted shorter treatments 
and fewer systemic adverse 
reactions vs IVIG

Now I’m back to living my life.  

My CUVITRU administration schedule 

helped give me that freedom.

““

12 grams

Dose

1 hour

Time

Once 
a week

Frequency

CUVITRU TREATMENT PLAN:

1

Sites

12 grams

Dose

2

Sites

<1 hour

TimeFrequency

CUVITRU TREATMENT PLAN:

Every  
2 weeks

14

Every  
2 weeks14 grams

Dose

2

Sites

~35 min

TimeFrequency

CUVITRU TREATMENT PLAN:

*Results represent 3 patients’ experiences. Individual results may vary. 

†Takeda does not prefer, recommend, or attest to using any specific infusion flow rate tubing or other ancillary device. 

Actual patient with PI.

Actual patient with PI.

Actual patient with PI.

Flow rate tubing†

F1200 or 
Infuset™ 

930

Flow rate tubing†

F1200 or 
Infuset™ 

930

Flow rate tubing†

F2400 or 
Infuset™ 

1850

““

IMPORTANT SAFETY INFORMATION (continued)
Warnings and Precautions (continued)
Hemolysis: CUVITRU contains blood group antibodies which may cause a positive direct antiglobulin reaction and hemolysis.  
Monitor patients for signs and symptoms of hemolysis and delayed hemolytic anemia and, if present, perform appropriate 
confirmatory lab testing.

Transfusion-Related Acute Lung Injury: Non-cardiogenic pulmonary edema may occur with IV administered IG. Monitor patients 
for pulmonary adverse reactions. If suspected, perform appropriate tests for presence of anti-neutrophil and anti-HLA antibodies in 
both product and patient serum. May be managed using oxygen therapy with adequate ventilatory support.

Please see additional Important Safety Information throughout and click here for Full Prescribing Information,  
including Boxed Warning regarding Thrombosis. 

12
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* Eligible patients must have an ICD-10 code verifying diagnosis of PI and be a new patient not currently using CUVITRU and who has not previously enrolled  
in the HelloCUVITRU Program. Additional terms apply.

Takeda has a 30-year legacy of offering Ig resources for patients and their caregivers—from  
diagnosis through treatment. 

 

HelloCUVITRU Free Trial Program* 
A free trial program to help you and your patients with PI determine if CUVITRU is right for them. 
With the HelloCUVITRU Free Trial Program, eligible patients with PI ≥2 years of age can receive  
their first 4 infusions of CUVITRU—along with ancillary supplies and pump—at no charge, regardless  
of insurance. 

• There is no obligation to continue use of CUVITRU after the free trial has been completed

• For future use, patients must obtain a new prescription for CUVITRU

Download and complete  
the HelloCUVITRU Free Trial Request Form from cuvitru.com  

 and fax to 833-388-5467 

Your patient will receive 3 calls 

 from program administrators

Your patient will receive the first 4 infusions  
of CUVITRU either at home or in the office,   

depending on what you choose. After completion of the program,   

you will receive communication   
documenting infusion rate and patient training 

MyIgSource is an educational resource where your patients can learn more about PI 
and connect with an individual who is living with PI or has a loved one with PI. 

Have your patients connect at MyIgSource.com or call 1-855-250-5111. 

Gain comprehensive resources for CUVITRU,  

right from the start

Help your patients take control of their PI with CUVITRU. 

kristin.pfingston
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INDICATION
CUVITRU is indicated as replacement therapy for primary humoral immunodeficiency (PI) in adult and pediatric patients ≥2 years.  
CUVITRU is for subcutaneous use only.  
 
IMPORTANT SAFETY INFORMATION

WARNING: THROMBOSIS

•  Thrombosis may occur with immune globulin (IG) products, including CUVITRU. Risk factors may include advanced age, 
prolonged immobilization, hypercoagulable conditions, history of venous or arterial thrombosis, use of estrogens, indwelling 
vascular catheters, hyperviscosity and cardiovascular risk factors.

•  For patients at risk of thrombosis, administer CUVITRU at the minimum dose and infusion rate practicable. Ensure 
adequate hydration in patients before administration. Monitor for signs and symptoms of thrombosis and assess blood 
viscosity in patients at risk of hyperviscosity

Contraindications

•  History of anaphylactic or severe systemic hypersensitivity reactions to subcutaneous administration of human IG.

•  IgA-deficient patients with antibodies against IgA and a history of hypersensitivity to human IG.

Warnings and Precautions

Hypersensitivity: Severe hypersensitivity reactions may occur, even in patients who have tolerated previous treatment with human IG. If a 
hypersensitivity reaction occurs, discontinue infusion immediately and institute appropriate treatment. IgA-deficient patients with antibodies to IgA are 
at greater risk of developing potentially severe hypersensitivity reactions, including anaphylaxis.

Renal Dysfunction/Failure: Acute renal dysfunction/failure, acute tubular necrosis, proximal tubular nephropathy, osmotic nephrosis and 
death may occur with intravenous (IV) use of IG products, especially those containing sucrose. Ensure patients are not volume depleted prior 
to starting infusion. In patients at risk due to pre-existing renal insufficiency or predisposition to acute renal failure, assess renal function 
before initiation and throughout treatment, and consider lower, more frequent dosing. If renal function deteriorates, consider discontinuation.

Thrombosis: May occur following treatment with IG products and in the absence of known risk factors. In patients at risk, administer 
at the minimum dose and infusion rate practicable. Ensure adequate hydration before administration. Monitor for signs and symptoms of 
thrombosis and assess blood viscosity in patients at risk for hyperviscosity.

Aseptic Meningitis Syndrome: Has been reported with use of IG and may occur more frequently in females. Conduct a thorough 
neurological exam on patients exhibiting signs and symptoms to rule out other causes of meningitis. Discontinuing IG treatment has resulted in 
remission within several days without sequelae.

Hemolysis: CUVITRU contains blood group antibodies which may cause a positive direct antiglobulin reaction and hemolysis. Monitor 
patients for signs and symptoms of hemolysis and delayed hemolytic anemia and, if present, perform appropriate confirmatory lab testing.

Transfusion-Related Acute Lung Injury: Non-cardiogenic pulmonary edema may occur with IV administered IG. Monitor patients 
for pulmonary adverse reactions. If suspected, perform appropriate tests for presence of anti-neutrophil and anti-HLA antibodies in both 
product and patient serum. May be managed using oxygen therapy with adequate ventilatory support.

Transmittable Infectious Agents: Because CUVITRU is made from human plasma, it may carry a risk of transmitting infectious 
agents (e.g., viruses, other pathogens). No confirmed cases of viral transmission or variant Creutzfeldt-Jakob disease (vCJD) have been 
associated with CUVITRU.

Interference with Lab Tests: False positive serological test results and certain assay readings, with the potential for misleading 
interpretation, may occur as the result of passively transferred antibodies.

Adverse Reactions

The most common adverse reactions observed in clinical trials in ≥5% of patients were: local adverse reactions including mild or moderate pain, 
erythema, and pruritus, and systemic adverse reactions including headache, nausea, fatigue, diarrhea, and vomiting.

Drug Interactions

Passive transfer of antibodies may transiently interfere with the immune responses to live attenuated virus vaccines (e.g., measles, mumps, 
rubella and varicella).

Please click here for Full Prescribing Information.

OnePath product support  
for your patients 

Takeda’s OnePath program offers product support 
for your patients prescribed CUVITRU

Through OnePath, eligible patients are connected with a Patient Support Manager  
who can assist them by: 

OnePath Co-Pay Assistance Program

The OnePath Co-Pay Assistance Program helps eligible patients cover certain  
out-of-pocket treatment costs.†

Facilitating an insurance benefits 
investigation

Working with specialty pharmacies  
to coordinate treatment access

Enrolling eligible* patients in the 
OnePath Co-Pay Assistance Program 
or providing information about other 
financial assistance options

Getting patients and caregivers started 
with in-home self-administration  
training, led by a specially trained  
nurse (if applicable)

Informing patients and caregivers  
about educational resources available  
to them

* At a minimum to be eligible, patients must be enrolled in OnePath and have commercial insurance. Other terms and conditions 
apply. Contact OnePath for more information. 

† IMPORTANT NOTICE: The OnePath Co-Pay Assistance Program (the Program) is not valid for prescriptions eligible to be 
reimbursed, in whole or in part, by Medicaid, Medicare (including Medicare Part D), Tricare, Medigap, VA, DoD, or other federal  
or state programs (including any medical or state prescription drug assistance programs). No claim for reimbursement of the  
out-of-pocket expense amount covered by the Program shall be submitted to any third party payer, whether public or private.  
The Program cannot be combined with any other rebate/coupon, free trial, or similar offer. Copayment assistance under the 
Program is not transferable. The Program only applies in the United States, including Puerto Rico and other U.S. territories, and 
does not apply where prohibited by law, taxed, or restricted. This does not constitute health insurance. Void where use is prohibited 
by your insurance provider. If your insurance situation changes you must notify the Program immediately at 1-866-888-0660. 
Coverage of certain administration charges does not apply for patients residing in Massachusetts, Michigan, Minnesota, Rhode 
Island, and Vermont. Takeda reserves the right to rescind, revoke, or amend the Program at any time without notice.

To enroll a patient in OnePath, complete a CUVITRU  
Start Form with your patient and fax it to 1-833-388-5467.
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Reliable infection protection and steady-state Ig levels1 

CUVITRU delivers reliable protection against infection and provides 
steady-state Ig levels, regardless of dosing frequency—and its unique 
administration profile makes daily to biweekly (every 2 weeks) dosing  
a reality for your patients. 

Well tolerated, even at higher volumes and rates1 
98.2% (4247/4327) of CUVITRU infusions were completed with no local 
ARs such as pain, erythema, and pruritus—even at higher infusion rates and 
increased volume per site—in the NA clinical study. The most common ARs  
(in ≥5% of patients) were local ARs and systemic ARs including headache, 
nausea, fatigue, diarrhea, and vomiting. 

Fastest SCIG infusion rates and fewest needlesticks1  
Whether your patients prefer infusions that take less than an hour or fewer 
needlesticks, CUVITRU is the SCIG of choice with administration that can be 
customized to meet their individual needs. 

IMPORTANT SAFETY INFORMATION

WARNING: THROMBOSIS

•  Thrombosis may occur with immune globulin (IG) products, including CUVITRU. Risk factors may include advanced 
age, prolonged immobilization, hypercoagulable conditions, history of venous or arterial thrombosis, use of estrogens, 
indwelling vascular catheters, hyperviscosity and cardiovascular risk factors.

•  For patients at risk of thrombosis, administer CUVITRU at the minimum dose and infusion rate practicable. Ensure 
adequate hydration in patients before administration. Monitor for signs and symptoms of thrombosis and assess 
blood viscosity in patients at risk of hyperviscosity

Please see additional Important Safety Information throughout and click here for Full Prescribing Information.
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With CUVITRU,  

you can customize with confidence1
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