
What is UPLIZNA® (inebilizumab-cdon)?
UPLIZNA is a prescription medicine used to treat adults with: Neuromyelitis optica spectrum disorder (NMOSD) who are anti-aquaporin-4 (AQP4) antibody positive; Immunoglobulin G4-related disease (IgG4-RD); Generalized myasthenia gravis (gMG) who are anti-acetylcholine receptor (AChR) or anti-muscle specific tyrosine kinase (MuSK) antibody positive. It is not known if UPLIZNA is safe or effective in children.



IMPORTANT SAFETY INFORMATION
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.

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, including anaphylaxis, 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 palpitations

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.


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 babyˇs healthcare provider about your UPLIZNA use so they can decide when your baby should receive any vaccine.

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, IgG4-RD, or gMG. 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 are the possible side effects of UPLIZNA?
UPLIZNA may cause serious side effects, including:

The most common side effects include: urinary tract infection and joint pain in patients with NMOSD; urinary tract infection and low white blood cell count in patients with IgG4-RD; headache and infusion-related reaction in patients with gMG. These are not all the possible side effects of UPLIZNA.
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UPLIZNA is a prescription medicine used to treat adults with: Neuromyelitis optica spectrum disorder (NMOSD) who are anti-aquaporin-4 (AQP4) antibody positive; Immunoglobulin G4-related disease (IgG4-RD); Generalized myasthenia gravis (gMG) who are anti-acetylcholine receptor (AChR) or anti-muscle specific tyrosine kinase (MuSK) antibody positive. It is not known if UPLIZNA is safe or effective in children.




Please see UPLIZNA® full Prescribing Information, including Medication Guide.

Please see additional Important Safety Information on the following page.
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NMOSD Symptom Tracker 
Keeping track of your symptoms can help you and your doctor evaluate your treatment progress. Download and complete this tool and discuss your responses at your next appointment.




Put a check next to new or worsening symptoms that you or your loved one have had since your last appointment. Make a special note of things you want to discuss at your next doctor visit.


Date of Occurrence
New€ Worsening€ Notes€Symptoms€

LIMBS/MOBILITY

Difficulty walking

Paralysis€

Pain in the back or limbs


Weakness in the legs or arms


EYES/VISION

Blindness

Eye pain€

Vision impairment€




IMPORTANT SAFETY INFORMATION

IMPORTANT SAFETY INFORMATION
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.

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, including anaphylaxis, 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 palpitations

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.


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 babyˇs healthcare provider about your UPLIZNA use so they can decide when your baby should receive any vaccine.




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, IgG4-RD, or gMG. 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 are the possible side effects of UPLIZNA?
UPLIZNA may cause serious side effects, including:

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.
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Put a check next to new or worsening symptoms that you or your loved one have had since your last appointment. Make a special note of things you want to discuss at your next doctor visit.€


NMOSD Symptom Tracker 

Date of Occurrence
Symptoms€

NERVOUS SYSTEM

Headache

Neuropathy (burning, shooting, and/or tingling nerve pain)€



Numbness, burning, and/or tingling


Uncontrollable hiccups


MUSCLES

Banding�tightness in the abdomen (painful muscle contraction and stiffness)€




Muscle cramps or spasms€


DYSFUNCTION€

Bladder dysfunction€

Bowel dysfunction€

New€ Worsening€ Notes€
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Date of Occurrence
Symptoms€

Difficulty sleeping

Excessive daytime fatigue


Sexual dysfunction€

GASTROINTESTINAL€

Nausea€

Vomiting€

New€ Worsening€ Notes€

Put a check next to new or worsening symptoms that you or your loved one have had since your last appointment. Make a special note of things you want to discuss at your next doctor visit.€


NMOSD Symptom Tracker 

Use the space below to note other concerns or changes youˇd like to discuss with your doctor.€
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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 babyˇs healthcare provider about your UPLIZNA use so they can decide when your baby should receive any vaccine.




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, IgG4-RD, or gMG. 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 are the possible side effects of UPLIZNA?
UPLIZNA may cause serious side effects, including:

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.
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