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WARNING: SEVERE HYPERSENSITIVITY REACTIONS, INFUSION-ASSOCIATED REACTIONS, and RISK OF ACUTE 
CARDIORESPIRATORY FAILURE IN SUSCEPTIBLE PATIENTS

Hypersensitivity Reactions Including Anaphylaxis

If you are taking NEXVIAZYME, you should know that severe and potentially life-threatening allergic-type 
reactions known as anaphylaxis and severe hypersensitivity reactions may occur during and a�er 
NEXVIAZYME treatment. You should seek immediate medical care if signs and symptoms of anaphylaxis or 
hypersensitivity reactions occur. If such a reaction is severe enough, your doctor may decide to immediately 
discontinue the infusion and provide immediate medical care. Appropriate medical support measures may be 
administered during your infusion, and you may require close observation during and a�er NEXVIAZYME 
administration. 

Infusion-Associated Reactions (IARs)

If you are taking NEXVIAZYME, you should know that severe IARs may occur during and a�er NEXVIAZYME 
treatment. If severe IARs occur during your NEXVIAZYME infusion, your doctor may decide to immediately 
discontinue the infusion and provide appropriate medical care.  If you have  an acute underlying illness at the 
time of NEXVIAZYME infusion you may be at greater risk for IARs. If you have advanced Pompe disease you may 
have compromised heart and breathing function, which may put you at a higher risk of severe complications 
from IARs. 

Risk of Acute Cardiorespiratory Failure in Susceptible Patients

If you are likely to develop fluid volume overload, or have acute underlying breathing problems or compromised 
heart or breathing function that may require fluid restriction, there may be a risk of worsening of your heart or 
breathing status during NEXVIAZYME infusion. Your doctor may decide that close observation during 
NEXVIAZYME administration may be necessary.

WARNINGS AND PRECAUTIONS

Hypersensitivity Reactions Including Anaphylaxis: Life-threatening hypersensitivity reactions, including 
anaphylaxis, were observed in NEXVIAZYME-treated patients. Some of the hypersensitivity reactions were related to 
the immune system. Symptoms of anaphylaxsis may include difficulty breathing, chest discomfort, flushing/feeling 
hot, cough, redness of the skin, lip swelling, itching, swollen tongue, difficulty swallowing, and rash. Symptoms of 
severe hypersensitivity reactions may include difficulty breathing, redness of the skin, hives, swollen tongue, and rash. 
Your doctor may decide to give you antihistamine, anti-fever and/or steroid medications before your infusions. 

Infusion-Associated Reactions (IARs): In clinical studies, IARs were observed during and/or within a few hours a�er 
the NEXVIAZYME infusion. Symptoms of IARs that required stopping the infusion included chest discomfort, cough, 
dizziness, redness of the skin, flushing/feeling hot, nausea, redness of the eye, and difficulty breathing.  Your doctor 
may decide to give you antihistamine, anti-fever and/or steroid medications before your infusions to decrease the risk 
of IARs; however, IARs may still occur a�er receiving these medications. 

Risk of Acute Cardiorespiratory Failure in Susceptible Patients: If you are likely to develop fluid volume overload, 
or have acute underlying breathing problems or compromised heart or breathing function that may require fluid 
restriction, there may be a risk of worsening of your heart or breathing status during NEXVIAZYME infusion, and your 
doctor may decide that close observation during and a�er NEXVIAZYME administration may be necessary.

ADVERSE REACTIONS

The most common adverse reactions (>5%) were headache, fatigue, diarrhea, nausea, joint pain, dizziness, muscle 
pain, itching, vomiting, shortness of breath, rash, “pins-and-needles” sensation, and hives.

Please see full Prescribing Information for complete details, including Boxed WARNING.

IMPORTANT SAFETY INFORMATION

At Week 49

The safety profile of Nexviazyme

SAFETY RESULTS

The 6MWT evaluates how far a person can walk in six minutes,
a measure of functional exercise level required to undertake daily
physical activities and allows the patient to rest when needed.

improvement in the 6MWT compared to treatment with
alglucosidase alfa (LS mean change from baseline to week 49 for
alglucosidase alfa treated patients = 2.2 meters, pretreatment
baseline = 378.1 meters)

improvement in the six-minute walk test (6MWT) compared to
baseline (pretreatment baseline for Nexviazyme treated
patients = 399.3 meters)

+32.2
METERS

+30.0
METERS

Key Secondary Endpoint at Week 49 

FVC measures the amount of air a person can forcibly exhale
from their lungs after taking a deep breath.

The primary endpoint demonstrated non-inferiority in improving respiratory function (95% CI,
-0.1/5.0). Statistical superiority of Nexviazyme over alglucosidase alfa was not achieved (p=0.06). Per the
study design, formal statistical testing for all secondary endpoints was not conducted.

+2.9
PERCENTAGE POINTS

greater improvement in percent-predicted FVC compared to
treatment with alglucosidase alfa (LS mean change from baseline to
week 49 for alglucosidase alfa treated patients = 0.5%, pretreatment
baseline = 61.5)

+2.4
PERCENTAGE POINTS

improvement in percent-predicted forced vital capacity (FVC)
compared to baseline (pretreatment baseline for Nexviazyme
treated patients = 62.5)

EFFICACY RESULTS
Primary Endpoint at Week 49

R†

1:1

STUDY DESIGN

Baseline

Primary Analysis Period (PAP)‡

49 weeks

Extended Treatment Period (ETP)§

Up to 238 weeks
Screening* and 
randomization†

20 mg/kg alglucosidase alfa IV qow
(25 doses, n=49)

20 mg/kg Nexviazyme IV qow
(25 doses, n=51)

20 mg/kg Nexviazyme IV qowEnrollment 
n=100

IV, intravenous; qow, every 2 weeks; R, randomization. *Screening phase (up to 14 days), may be extended to up to 8 weeks in pre-specified situations; 
†Randomization 1:1 ratio with stratification factors based on baseline forced vital capacity, sex, age, and country (Japan or ex-Japan); ‡Study drug 
infusion, safety assessments, and efficacy evaluations. §All patients regardless of prior randomization.

(120 doses) 

C   MET
study

NEXVIAZYME (avalglucosidase alfa-ngpt) is used for the treatment of patients 1 year of age and 
older with late-onset Pompe disease [lysosomal acid alpha-glucosidase (GAA) deficiency].

See Important Safety Information, including Boxed WARNING below.

PIVOTAL PHASE 3 STUDY
A Phase 3 randomized, double-blind, head-to-head trial compared the safety
and efficacy of Nexviazyme to alglucosidase alfa in treatment-naive people
living with late-onset Pompe disease (LOPD)
The trial included an open-label, long-term, follow-up phase of up to 4.5 years, in which patients in
the alglucosidase alfa arm were switched to Nexviazyme treatment.
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• In the clinical trial, serious adverse reactions were reported in 1 patient treated with 
Nexviazyme and in 3 patients treated with alglucosidase alfa.

• The most common side effects reported by people receiving Nexviazyme were 
headache, fatigue, diarrhea, nausea, joint pain, dizziness, muscle pain, itching, 
vomiting, shortness of breath, rash, “pins-and-needles” sensation, and hives.

• In addition, 13 (25%) of people receiving Nexviazyme experienced mild-to-moderate 
Infusion-Associated Reactions (IARs). These reactions included headache, diarrhea, 
itching, hives, and rash. No one experienced a severe infusion-associated reaction.

https://products.sanofi.us/nexviazyme/nexviazyme.pdf

