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provide billing or coding instruction for a specific

The following presentations of CUVITRU [Immune Globulin Subcutaneous (Human)] 20% are available.*
claim. Every reasonable effort has been made to

verify the accuracy of the information, which is Grams Protein J1555-Billing Units
current as of December 2017. [Immune Globulin Subcutaneous [Injection, immune globulin
NDC Number Volume (Human) 20%] (CUVITRU), 100mg]?
Itis the responsibility of healthcare providers
to submit true, accurate, and complete claims 0944-2850-01 SmlL 1.0 10 units
for products and servi'ces rendered: Heglthcare 0944-2850-03 10mL 20 20 units
providers make the ultimate determination as to
when to use a specific product based on clinical 0944-2850-05 20mL 4.0 40 units
appropriateness for a particular patient. Third-
party payment for medical products and services is 0944-2850-07 40mL 8.0 80 units
affected by numerous factors, and Takeda cannot
guarantee success in obtaining insurance payments. CPT Code Description®
96369 Subcut_aneou_s infusion for therapy or pr(_)phylaxis (specify substan_ce or drug): initial, up to
1hour, including pump set-up and establishment of subcutaneous infusion site(s)
96370 Sub_cytaneous infusion for therapy orlprophylaxis (specify substance or drug); each
additional hour (list separately in addition to code for primary procedure)
Indication

CUVITRU is an Immune Globulin Subcutaneous (Human), 20% Solution indicated as replacement therapy for primary humoral immunodeficiency (PI) in adult and pediatric patients
two years of age and older.

CUVITRU is for subcutaneous infusion only.
Important Safety Information
BOXED WARNING: THROMBOSIS

Thrombosis may occur with immune globulin 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 scroll for additional Important Safety Information and click here for Full Prescribing Information.


www.shirecontent.com/PI/PDFs/Cuvitru_USA_ENG.PDF

~/
Cuvitru

[Immune Globulin Subcutaneous (Human)] 20%

Important Safety Information (continued)

CONTRAINDICATIONS

CUVITRU is contraindicated in patients who have had an anaphylactic or severe systemic hypersensitivity reaction to the subcutaneous
administration of human immune globulin and in IgA-deficient patients with antibodies against IgA and a history of hypersensitivity to
human immune globulin treatment.

WARNINGS and PRECAUTIONS

Hypersensitivity: Severe hypersensitivity reactions may occur, even in patients who have tolerated previous treatment with human
immune globulin. IgA-deficient patients with antibodies to IgA are at greater risk of developing potentially severe hypersensitivity and
anaphylactic reactions.

Renal Dysfunction/Failure: Monitor renal function and urine output and consider lower, more frequent dosing in patients who are at risk of
developing renal dysfunction because of pre-existing renal insufficiency or predisposition to acute renal failure.

Thrombosis: Monitor for signs and symptoms of thrombosis and assess blood viscosity for those at risk for hyperviscosity.
Aseptic Meningitis Syndrome (AMS): Monitor for clinical signs and symptoms of AMS.

Hemolysis: Monitor for clinical signs and symptoms of hemolysis and delayed hemolytic anemia.

Transfusion-Related Acute Lung Injury (TRALI): Monitor for pulmonary adverse reactions associated with TRALI.

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

Interference with Laboratory Tests: False positive serological test results, 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, systemic adverse
reactions including headache, nausea, fatigue, diarrhea, and vomiting.

Please click here for Full Prescribing Information, including Boxed Warning regarding Thrombosis.
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