
Highlights of the HelloCUVITRU Free Trial Program

It’s about making the first step toward weekly to every-other-week 
infusions. With the HelloCUVITRU Free Trial Program, you can  
try CUVITRU for free to determine, along with your doctor, if it’s right 
for you.*

*To be eligible, you must be a patient with an ICD-10–verified diagnosis, be a new patient not  
  currently using CUVITRU, and have not been previously enrolled in the HelloCUVITRU program.

ICD-10=International Statistical Classification of Diseases, Tenth Revision. 

Learn what it can mean for you

The entire cost of your first 4 CUVITRU infusions are free, including the pump, supplies, and administration 
training. Everything you need will be shipped directly to your home.

A nurse will help administer your CUVITRU therapy and can work with you to optimize your therapy 
administration parameters.

Together, you can customize the number of infusion sites, the volume infused per site, and how fast and 
how often you infuse.

The 
Free Trial Program 
was designed with 
you in mind

HelloCUVITRU

Please see additional safety information throughout and click for Information For Patients and discuss with your HCP.

What is CUVITRU? 
CUVITRU is a ready-to-use liquid medicine that is given under the skin (subcutaneously) to treat primary immunodeficiency (PI) in people 2 years and older.

What is the most important information I need to know about CUVITRU?
CUVITRU can cause the following serious reactions:
• Severe allergic reactions causing difficulty in breathing or skin rashes
• Decreased kidney function or kidney failure
• Blood clots in the heart, brain, lungs, or elsewhere in the body
• Severe headache, drowsiness, fever, painful eye movements, or nausea and vomiting
• Dark colored urine, swelling, fatigue, or difficulty breathing

IMPORTANT SAFETY INFORMATION

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


* To be eligible, you must be a patient with an ICD-10–verified diagnosis, be a new patient not currently using CUVITRU, and  have not been previously enrolled in the 
HelloCUVITRU program. 
HCP=healthcare professional; SP=specialty pharmacy. 

The  
process

Take the first step 
Once you and your HCP decide to enroll you  
in the HelloCUVITRU Free Trial Program,  
your HCP will verify your eligibility* and start  
the enrollment process.

What you need to do

If you do not have epinephrine or antihistamines  
at home, you will need to ask your HCP whether  
you should have rescue medications, such as  
antihistamines or epinephrine. As a safety measure,  
epinephrine or antihistamines need to be on hand 
for your first free trial CUVITRU infusion.

Meet your Case Manager
Before your first infusion, you’ll receive a welcome 
call from a HelloCUVITRU Case Manager who  
will help you with the following:
 •   Completing your HelloCUVITRU Free Trial Form if needed.

 •    Connecting with RxCrossroads, the SP that will coordinate  
the shipment of your medication.

 •    Connecting with a nurse who will help schedule your 
in-home administration training.

What you need to do

Keep an eye out for a call or voicemail from 
your Case Manager (this call may come from 
a number you do not recognize).

Treat at home with support
A nurse will come to your home to administer your 
CUVITRU infusions and provide initial administration 
training. This will include: 
 •   How to set up the supplies for infusion of CUVITRU.

 •    Detailed instructions for administration.

What you need to do

Have your HelloCUVITRU Checklist ready 
and make sure your nurse fills in the 
appropriate information.

HelloCUVITRU

Please see safety information, including Warning about Blood Clots, throughout and click for Information For Patients and 
discuss with your HCP.

https://cuvitruhcp.com/content/dam/takeda/imported/cuvitru/pdfs/free-trial.pdf
https://www.shirecontent.com/PI/PDFS/Cuvitru_USA_ENG.PDF


Fewer needlesticks
In one study, most participants (84.9%) 
experienced 1 to 2 needlesticks.

Flexible schedule
CUVITRU gives you and your HCP the freedom to tailor your PI treatment to your lifestyle with weekly or 
every-other-week infusions.

Faster infusions
CUVITRU can be infused at the fastest rates 
and highest volumes with the fewest infusions 
of any subcutaneous immune globulin.‡

Infusions tailored to you†‡

Who should not use CUVITRU?
Do not use CUVITRU if you: 
• Have had a severe allergic reaction to immune globulin or other blood products.
• Have a condition called selective (or severe) immunoglobulin A (IgA) deficiency.

What should I avoid while taking CUVITRU?
•  CUVITRU can make vaccines (like measles/mumps/rubella or chickenpox vaccines) not work as well for you. Before you get any vaccines, tell your 

healthcare provider (HCP) that you take CUVITRU.
• Tell your HCP if you are pregnant, or plan to become pregnant, or if you are nursing. 

What are the possible or reasonably likely side effects of CUVITRU?
CUVITRU can cause serious side effects. If any of the following problems occur after starting CUVITRU, stop the infusion immediately and 
contact your HCP or call emergency services:
•  Hives, swelling in the mouth or throat, itching, trouble breathing, wheezing, fainting or dizziness. These could be signs of a serious allergic reaction.
•  Bad headache with nausea, vomiting, stiff neck, fever, and sensitivity to light. These could be signs of irritation and swelling of the lining around your brain.
• Reduced urination, sudden weight gain, or swelling in your legs. These could be signs of a kidney problem.
• Pain, swelling, warmth, redness, or a lump in your legs or arms. These could be signs of a blood clot.
• Brown or red urine, fast heart rate, yellow skin or eyes. These could be signs of a liver or blood problem.
• Chest pain or trouble breathing, or blue lips or extremities. These could be signs of a serious heart or lung problem.
• Fever over 100ºF. This could be sign of an infection.

IMPORTANT SAFETY INFORMATION (Continued)

Please see additional safety information, including Warning about Blood Clots, throughout and click for  
Information For Patients and discuss with your HCP.

† CUVITRU was studied in 77 people with PI ≥2 years of age. The average infusion time was 0.95 hours (range, 0.2-6.4 hours).
‡You’ll infuse your first 2 infusions at 10 to 20 mL/hour/site. After that, you’ll be able to increase your rate up to 60 mL/hour/site, as tolerated.
  Infuse at up to 4 sites simultaneously.
PI=primary immunodeficiency.

This checklist can be used by you and your nurse to help monitor your infusions during 
the free trial program.

HelloCUVITRU Checklist

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 safety information on back cover and accompanying Full Prescribing Information attached on page 3.

Administration of CUVITRU 
This form should be completed by the infusion nurse after each of the 4 infusions of the HelloCUVITRU Free Trial Program.  
Upon completion of the form, it will be faxed to the healthcare provider (HCP) to be included in the patient’s chart. The purpose  
of the form is to capture the infusion rate and duration of each of the 4 infusions of CUVITRU administered during the program,  
as well as any relevant information that may be important to the treating HCP. The form is not a certification of the patient’s ability  
to self-administer CUVITRU, nor is it a recommendation of the rate of infusion.

Infusion 
Number

Infusion 
Date

Number  
of Infusion 

Sites

Rotation 
of Infusion 

Sites

Infusion 
Rate (mL/h)

Total Infusion 
Time (min) Patient Involvement Name of Infusion Nurse

1
Limited
Partial
Active

Highly active
Full

2
Limited
Partial
Active

Highly active
Full

3
Limited
Partial
Active

Highly active
Full

4
Limited
Partial
Active

Highly active
Full

After each infusion, the nurse may make any recommendations to the infusion parameters, and advise if the patient should speak to 
their physician about any reactions to the medicine prior to their next infusion.

Limited: Participation in 0%-25% of the infusion process
Partial: Participation in >25%-50% of the infusion process

Fill Out for Initial Infusions During Ramp-Up Period
Date of Birth  Infusion Schedule:  Daily       /Week       /Month Type of Infusion Pump      Premedication Directed  

to Be Given YES NO

Medical Record Number

Patient Name

Active: Participation in >50%-75% of the infusion process
Highly active: Participation in >75%-99% of the infusion process

Full:  Participation in 100% of 
the infusion process

1
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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.
Renal Dysfunction/Failure: Acute renal dysfunction/failure, acute tubular 
necrosis, proximal tubula 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 Laboratory 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 see accompanying Full Prescribing Information, including  
Boxed Warning regarding Thrombosis, attached on page 3.

You can infuse in the abdomen, thigh, upper arm, or lateral hip. Use up to 4 sites simultaneously. Infusion sites should 
be at least 4 inches apart, avoiding bony prominences, visible blood vessels, scars, and any areas of inflammation 
(irritation) or infection. Rotate sites with each administration.1
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Visit 1 _________________________________________________________________

Visit 2 _________________________________________________________________

Visit 3 _________________________________________________________________

Visit 4 _________________________________________________________________

Here are the sites that you used in the HelloCUVITRU Free Trial Program:

IMPORTANT SAFETY INFORMATION (continued)

What should I avoid while taking CUVITRU?

• CUVITRU can make vaccines (like measles/mumps/rubella or 
chickenpox vaccines) not work as well for you. Before you get any 
vaccines, tell your healthcare provider (HCP) that you take CUVITRU.

• Tell your HCP if you are pregnant, or plan to become pregnant, or if 
you are nursing.

What are the possible or reasonably likely side effects of CUVITRU?

CUVITRU can cause serious side effects. If any of the following problems 
occur after starting CUVITRU, stop the infusion immediately and contact 
your HCP or call emergency services:
• Hives, swelling in the mouth or throat, itching, trouble breathing, 

wheezing, fainting or dizziness. These could be signs of a serious 
allergic reaction.

•  Bad headache with nausea, vomiting, stiff neck, fever, and sensitivity 
to light. These could be signs of irritation and swelling of the lining 
around your brain.

•  Reduced urination, sudden weight gain, or swelling in your legs. These 
could be signs of a kidney problem.

•  Pain, swelling, warmth, redness, or a lump in your legs or arms. These 
could be signs of a blood clot.

• Brown or red urine, fast heart rate, yellow skin or eyes. These could be 
signs of a liver or blood problem.

• Chest pain or trouble breathing, blue lips or extremities. These could 
be signs of a serious heart or lung problem.

• Fever over 100°F. This could be a sign of an infection.

The following one or more possible side effects may occur at the site 
of infusion. These generally go away within a few hours, and are less 
likely after the first few infusions.
• Mild or moderate pain •   Redness •   Itching

The most common side effects that may occur are:
• Headache  •   Nausea  •   Fatigue  
• Diarrhea •   Vomiting

These are not all the possible side effects. Talk to your HCP about any side 
effect that bothers you or that does not go away.

For additional safety information, including Warning about Blood Clots, 
see accompanying Information For Patients attached on page 3 and 
discuss with your HCP.

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

Reference: 1. Cuvitru. Prescribing information. Baxalta US, Inc.; 2023. 

VISIT
ROTATION OF INFUSION SITES PER

You last infused at   grams

You finished the HelloCUVITRU Free Trial Program! If you and your doctor decide to continue infusing CUVITRU, a new prescription 
will need to be written. You and your infusion nurse can share the information below with your doctor.

What is CUVITRU?
CUVITRU is a ready-to-use liquid medicine that is given under the skin 
(subcutaneously) to treat primary immunodeficiency (PI) in people 
 2 years and older.

IMPORTANT SAFETY INFORMATION

What is the most important information I need to know  
about CUVITRU?

CUVITRU can cause the following serious reactions:
• Severe allergic reactions causing difficulty in breathing or skin rashes
• Decreased kidney function or kidney failure
• Blood clots in the heart, brain, lungs, or elsewhere in the body
•  Severe headache, drowsiness, fever, painful eye movements, or 

nausea and vomiting
• Dark colored urine, swelling, fatigue, or difficulty breathing

Who should not use CUVITRU?

Do not use CUVITRU if you:
• Have had a severe allergic reaction to immune globulin or other 

blood products.
• Have a condition called selective (or severe) immunoglobulin A (IgA) 

deficiency.

Please see additional safety information throughout and 
accompanying Information For Patients attached on page 3 
and discuss with your HCP. 

Pump  

Flow rate tubing  

Needle gauge and length  

Your number of infusion sites  

Your volume per site  

Your CUVITRU infusion rate  

Number of infusion sites
From 1 to 4 sites

How much you infused
Up to 60 mL/site

How fast you infused CUVITRU
From 10 to 20 mL/hr/site for the first 2 infusions to a subsequent 
infusion rate of ≤60 mL/hr/site, as tolerated

EXPERIENCE
OPTIMIZING YOUR INFUSION

Please reach out to 
your HCP to determine 
if CUVITRU is right  
for YOU. You will need  
a prescription to 
continue treatment.

HelloCUVITRU

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


IMPORTANT SAFETY INFORMATION (Continued)

What are the possible or reasonably likely side effects of CUVITRU? (Continued)
The following one or more possible side effects may occur at the site of infusion. These generally go away within a few hours, and are less 
likely after the first few infusions.
• Mild or moderate pain          • Redness          • Itching

The most common side effects that may occur are:
• Headache          • Nausea           • Fatigue          • Diarrhea          • Vomiting 

These are not all the possible side effects. Talk to your HCP about any side effect that bothers you or that does not go away.

For additional safety information, including Warning about Blood Clots, click for Information For Patients and discuss with your HCP.

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

If you’re eligible, the HelloCUVITRU program lets you try CUVITRU 
for free to see if it’s right for you*
For additional information or to learn how to enroll in the HelloCUVITRU Free Trial Program, contact 
your HCP, visit CUVITRU.com, or call 1-866-861-1750.
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After your free trial, if you and your HCP decide CUVITRU is right for you, you will need a 
prescription. The insurance approval process can be lengthy. Reach out to your HCP’s office 
prior to your last infusion to allow enough time for this process. 

You will also work with a different SP to manage your new prescription. As part of that 
onboarding process, your SP may provide you with a new nurse to help you formally onboard 
onto CUVITRU as ongoing therapy.

Click here to learn more about patient experiences with CUVITRU.

To be eligible, you must be a patient with an ICD-10–verified diagnosis, be a new patient not currently using CUVITRU, and have not been previously enrolled in the 
HelloCUVITRU program. 

*

https://www.shirecontent.com/PI/PDFS/Cuvitru_USA_ENG.PDF#page=25
www.fda.gov/medwatch
http://CUVITRU.com
http://Cuvitru.com/what-to-expect

