UPLIZNA® is the first and only FDA-approved anti-CD19 B-cell depleter for the
treatment of neuromyelitis optica spectrum disorder (NMOSD) in adults
who are anti-aquaporin-4 (AQP4) antibody positive.1

What Is NMOSD?

NMOSD is a rare, severe autoimmune disease of the central nervous system that causes damage to the optic
nerve, spinal cord and brain stem. Approximately 80 percent of all patients with NMOSD test positive for anti-AQP4
antibodies.4 Relapses are unpredictable and can lead to permanent disability. NMOSD affects approximately
10-15,000 people in the U.S. and median age of onset is 40 years (ranges from 2 to 85).2,3 The incidence rate may
be up to 9 times as high for women as it is for men, and prevalence is approximately 2- to 3-fold higher in Black and
Asian populations.4,5

About UPLIZNA

UPLIZNA is a highly specific B-cell depleter that targets
a wide spectrum of B cells that play a role in NMOSD.6,7
UPLIZNA binds specifically to CD19, targeting an extended
range of the B-cell lineage that contributes to the multimechanistic
disease activity of NMOSD, including plasmablasts.8
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Phase 3 N-MOmentum Clinical Trial and Open-Label Extension Results

The approval of UPLIZNA was supported by the pivotal Phase 2/3 N-MOmentum clinical trial, the largest prospective,
randomized study in patients with NMOSD with 230 enrolled patients, 213 of which were AQP4+.1 Of the 230 enrolled
patients, 216 opted in for the open-label period (OLP) of at least 2 years and all were treated with UPLIZNA.9

Findings showed:
Significant reduction in the risk of NMOSD relapses:
•

89% of patients on UPLIZNA were relapse free through 28 weeks vs 58% for placebo in AQP4+ patients.1

•

Low rate of NMOSD attacks was observed for at least 4 years throughout the OLP.9

•

No new safety signals were identified with prolonged UPLIZNA treatment and UPLIZNA-mediated B-cell
depletion.9

•

Rates of infection or serious infection did not increase with prolonged UPLIZNA treatment.9

Reduction in NMOSD-related
hospitalizations: 78% relative

reduction in the annualized rate of
hospitalization for UPLIZNA versus
placebo.1 Hospitalization rates were
maintained throughout the OLP.9

Twice-yearly maintenance
infusions: UPLIZNA is given twice a

year after the initial 2 start-up doses.1

Please see Important Safety Information on following page and see Medication Guide at UPLIZNA.com

IMPORTANT SAFETY INFORMATION
What is UPLIZNA?
UPLIZNA is a prescription medicine used to treat adults with
neuromyelitis optica spectrum disorder (NMOSD) who are antiaquaporin-4 (AQP4) antibody positive.
It is not known if UPLIZNA is safe or effective in children.
Who should not receive UPLIZNA?
You should not receive UPLIZNA if you have:
– had a life-threatening infusion reaction to UPLIZNA.
– an active hepatitis B virus infection.
– active or untreated inactive (latent) tuberculosis.
Before receiving UPLIZNA, tell your healthcare provider about all of
your medical conditions, including if you:
– have or think you have an infection.
– have ever taken, currently take, or plan to take medicines that
affect your immune system, or other treatments for NMOSD. These
medicines may increase your risk of getting an infection.
– have or have ever had hepatitis B or are a carrier of the
hepatitis B virus.
– have or have ever had tuberculosis.
– have had a recent vaccination or are scheduled to receive any
vaccinations. You should receive any required vaccines at least 4
weeks before you start treatment with UPLIZNA.
– are pregnant or plan to become pregnant. It is not known if UPLIZNA
will harm your unborn baby.
– Females should use birth control (contraception) during treatment
with UPLIZNA and for 6 months after your last infusion of UPLIZNA.
– are breastfeeding or plan to breastfeed. It is not known if UPLIZNA
passes into your breast milk.
– Talk to your healthcare provider about the best way to feed your baby
if you receive UPLIZNA.
Tell your healthcare provider about all the medicines you take,
including prescription and over-the-counter medicines, vitamins, and
herbal supplements.
What is the most important information I should know about
UPLIZNA?
UPLIZNA may cause serious side effects, including:
Infusion reactions. UPLIZNA can cause infusion reactions that can
be serious or may cause you to be hospitalized. You will be monitored
during your infusion and for at least 1 hour after each infusion of
UPLIZNA for signs and symptoms of an infusion reaction. Tell your
healthcare provider right away if you get any
of these symptoms:
• headache
• sleepiness
• fever	
• rash
• nausea		
• shortness of breath
• muscle aches
If you develop an infusion reaction, your healthcare provider may need
to stop or slow down the rate of your infusion and treat your symptoms.
Infections. Infections can happen during treatment with UPLIZNA. Tell
your healthcare provider right away if you have an infection or get any
of these symptoms:
• painful and frequent urination
• nasal congestion, runny nose,
				
sore throat, fever, chills, 		
				
cough, body aches 

• UPLIZNA taken before or after other medicines that weaken the
immune system may increase your risk of getting infections.
• Hepatitis B virus (HBV) reactivation. Before starting treatment
with UPLIZNA, your healthcare provider will do blood tests to check
for hepatitis B viral infection. If you have ever had hepatitis B virus
infection, the hepatitis B virus may become active again during or
after treatment with UPLIZNA. Hepatitis B virus becoming active
again (called reactivation) may cause serious liver problems, including
liver failure or death. Your healthcare provider will monitor you if you
are at risk for hepatitis B virus reactivation during treatment and after
you stop receiving UPLIZNA.
• Progressive Multifocal Leukoencephalopathy (PML). PML may
happen with UPLIZNA. PML is a rare brain infection that leads to
death or severe disability. Symptoms of PML may get worse over days
to weeks. Call your healthcare provider right away if you get any of
these symptoms:
- weakness on one side of the body - changes in your vision
- confusion			
				

- loss of coordination in your 		
arms and legs

- changes in thinking or memory

- changes in your personality

• Tuberculosis (TB). TB is caused by an infection in the lungs. Before
starting treatment with UPLIZNA, your healthcare provider will check
to see if you are at risk for getting TB or have ever had TB.
• Vaccinations. Certain vaccines, called “live” or “live attenuated”
vaccines, are not recommended in people receiving UPLIZNA. Talk
to your healthcare provider before receiving any vaccinations. If you
have a baby and you were receiving UPLIZNA during pregnancy, it is
important to tell your baby’s healthcare provider about your UPLIZNA
use so they can decide when your baby should receive any vaccine.
See “What are the possible side effects of UPLIZNA?” for more
information about side effects.
How will I receive UPLIZNA?
• UPLIZNA is given through a needle placed in a vein (IV or intravenous
infusion) in your arm.
• Before treatment with UPLIZNA, your healthcare provider will give you
a corticosteroid medicine, an antihistamine, and a fever prevention
medicine to help infusion reactions become less frequent and less
severe. See “What is the most important information I should know
about UPLIZNA?”
• Your first dose of UPLIZNA will be given as 2 separate infusions, 2
weeks apart.
• Your next doses of UPLIZNA will be given as one infusion every
6 months.
• Each infusion will last about 1 hour and 30 minutes. After each
infusion, you will be monitored by a healthcare provider for at least
1 hour.
What are the possible side effects of UPLIZNA?
UPLIZNA may cause serious side effects, including:
• See “What is the most important information I should know about
UPLIZNA?”
• low blood cell counts. UPLIZNA may cause a decrease in some types
of blood cells. Your healthcare provider will do blood tests to check
your blood cell counts.
The most common side effects include urinary tract infection and
joint pain.
These are not all the possible side effects of UPLIZNA.
Call your doctor for medical advice about side effects. You may report
side effects to FDA at 1-800-FDA-1088.
Please see Medication Guide, and for more information visit:
www.UPLIZNA.com.
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