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| CIDP Dosing and Administration

Think 2°1-3 for GAMUNEX-C

The proven dosing regimen established in the ICE study’

1 19/kg Maintenance dose

S every 3 weeks

GAMUNEX-C requires only 1 site, infused over 2.7 hours (on average).?

> 87 In the ICE study, GAMUNEX-C displayed a clear benefit:
% preventing relapse in >87% of responders through 48 weeks'

Avoid underdosing—it may lead to

a false assumption of treatment failure3

Important Safety Information

GAMUNEX-C is indicated for the treatment of CIDP in adults to improve neuromuscular disability and impairment
and for maintenance therapy to prevent relapse.

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

CIDP, chronic inflammatory demyelinating polyneuropathy; ICE, Intravenous immune globulin (10% caprylate-chromatography
purified) for the treatment of chronic inflammatory demyelinating polyradiculoneuropathy; IVIG, intravenous immunoglobulin.

Please see additional Important Safety Information and full Prescribing Information for GAMUNEX-C.



https://www.gamunex-c.com/documents/648456/5516391/Gamunex-C+Prescribing+Information.pdf/28391fe7-086f-b112-0bd4-9738108cd159?t=1688982731791
https://www.gamunex-c.com/en/hcp/cidp
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GAMUNEX-C continues to deliver the power of
proven neuroprotection from inflammation in CIDP

* When dosed per the ICE study protocol, >87% of responders were
relapse-free at 48 weeks'
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Adapted from Hughes et al, 2008.
*Albumin was used as the placebo.!
Data shows for first-period responders receiving GAMUNEX-C every 3 weeks (hazard ratio=0.19, 95% Cl 0.05-0.70).!

* 100% of responders achieved the maximum response by 24 weeks®

« Zero patients discontinued treatment due to adverse events in the extension
phase of the ICE study!

ADVERSE REACTIONS IN CIDP STUDY

In CIDP, the most common adverse reactions with

GAMUNEX-C were headache, pyrexia, hypertension,

chills, rash, nausea, arthralgia, and asthenia. The

most serious adverse reaction was pulmonary CLICK HERE
. . . . . to learn more about GAMUNEX-C

embolism (PE) in 1 subject with a history of PE. dosing in the ICE study

Please see additional Important Safety Information
and full Prescribing Information for GAMUNEX-C.



https://www.gamunex-c.com/documents/648456/5516391/Gamunex-C+Prescribing+Information.pdf/28391fe7-086f-b112-0bd4-9738108cd159?t=1688982731791
https://www.gamunex-c.com/en/hcp/cidp/dosing-administration?utm_source=flashcard&utm_medium=digital&utm_campaign=2024_think_flashcard&utm_content=cta
https://www.gamunex-c.com/en/hcp/cidp

Important Safety Information

GAMUNEX®-C (immune globulin injection [human], 10% caprylate/chromatography purified) is indicated for the
treatment of primary humoral immunodeficiency disease (PIDD) in patients 2 years of age and older, idiopathic
thrombocytopenic purpura (ITP) in adults and children, and chronic inflammatory demyelinating polyneuropathy
(CIDP) in adults.

Thrombosis may occur with immune globulin products, including GAMUNEX-C. Risk factors may include:
advanced age, prolonged immobilization, hypercoagulable conditions, history of venous or arterial thrombosis,
use of estrogens, indwelling central vascular catheters, hyperviscosity, and cardiovascular risk factors.
Thrombosis may occur in the absence of known risk factors. For patients at risk of thrombosis, administer
GAMUNEX-C 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
for hyperviscosity.

Renal dysfunction, acute renal failure, osmotic nephrosis, and death may occur with immune globulin
intravenous (IVIG) products in predisposed patients. Patients predisposed to renal dysfunction include those
with any degree of preexisting renal insufficiency, diabetes mellitus, age greater than 65, volume depletion,
sepsis, paraproteinemia, or patients receiving known nephrotoxic drugs. Renal dysfunction and acute renal
failure occur more commonly in patients receiving IVIG products containing sucrose. GAMUNEX-C does not
contain sucrose. For patients at risk of renal dysfunction or failure, administer GAMUNEX-C at the minimum
concentration available and the minimum infusion rate practicable.

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

Severe hypersensitivity reactions may occur with IVIG products, including GAMUNEX-C. In case of
hypersensitivity, discontinue GAMUNEX-C infusion immediately and institute appropriate treatment.

Monitor renal function, including blood urea nitrogen (BUN), serum creatinine, and urine output in patients at
risk of developing acute renal failure.

Hyperproteinemia, increased serum viscosity, and hyponatremia may occur in patients receiving IVIG treatment,
including GAMUNEX-C.

There have been reports of aseptic meningitis, hemolytic anemia, and noncardiogenic pulmonary edema
(transfusion-related acute lung injury [TRALI]) in patients administered with IVIG, including GAMUNEX-C.

The high-dose regimen (1g/kg x 1-2 days) is not recommended for individuals with expanded fluid volumes or
where fluid volume may be a concern.

Because GAMUNEX-C is made from human blood, it may
carry a risk of transmitting infectious agents, eg, viruses,
the variant Creutzfeldt-Jakob disease (vCJD) agent, and,
theoretically, the Creutzfeldt-Jakob disease (CJD) agent. rex c

\i/ immune globulin injection (human), 10%
Please see accompanying full Prescribing Information caprylate/chromatography purified

for GAMUNEX-C.



https://www.gamunex-c.com/en/hcp/cidp
https://www.gamunex-c.com/documents/648456/5516391/Gamunex-C+Prescribing+Information.pdf/28391fe7-086f-b112-0bd4-9738108cd159?t=1688982731791

Important Safety Information (cont.)
Do not administer GAMUNEX-C subcutaneously in patients with ITP because of the risk of hematoma formation.

Periodic monitoring of renal function and urine output is particularly important in patients judged to be at
increased risk of developing acute renal failure. Assess renal function, including measurement of BUN and serum
creatinine, before the initial infusion of GAMUNEX-C and at appropriate intervals thereafter.

Consider baseline assessment of blood viscosity in patients at risk for hyperviscosity, including those
with cryoglobulins, fasting chylomicronemia/markedly high triacylglycerols (triglycerides), or monoclonal
gammopathies, because of the potentially increased risk of thrombosis.

If signs and/or symptoms of hemolysis are present after an infusion of GAMUNEX-C, perform appropriate
laboratory testing for confirmation.

If TRALI is suspected, perform appropriate tests for the presence of antineutrophil antibodies and anti-HLA
antibodies in both the product and patient’s serum.

After infusion of IgG, the transitory rise of the various passively transferred antibodies in the patient’s blood may
yield positive serological testing results, with the potential for misleading interpretation.

In clinical studies, the most common adverse reactions with GAMUNEX-C were headache, pyrexia, hypertension,
chills, rash, nausea, arthralgia, and asthenia (in CIDP); cough, rhinitis, pharyngitis, headache, asthma, nausea,
fever, diarrhea, and sinusitis with intravenous use (in PIDD) and local infusion-site reactions, fatigue, headache,
upper respiratory tract infection, arthralgia, diarrhea, nausea, sinusitis, bronchitis, depression, allergic dermatitis,
migraine, myalgia, viral infection, and pyrexia with subcutaneous use (in PIDD); and headache, ecchymosis,
vomiting, fever, nausea, rash, abdominal pain, back pain, and dyspepsia (in ITP).

The most serious adverse reactions in clinical studies were pulmonary embolism (PE) in 1 subject with a history

of PE (in CIDP), an exacerbation of autoimmune pure red cell aplasia in 1 subject (in PIDD), and myocarditis in
1 subject that occurred 50 days post-study drug infusion and was not considered drug related (in ITP).

Please see accompanying full Prescribing Information for GAMUNEX-C.
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