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INFORMED CONSENT FOR TREATMENT WITH GAZYVA 
(OBINUTUZUMAB) 

Gazyva (obinutuzumab) is a prescription medication approved by the Food and Drug 
Administration (FDA) for use in combination with other therapies to treat certain types of blood 
cancers, such as chronic lymphocytic leukemia (CLL) and follicular lymphoma (FL). Off-label, it 
may be considered in autoimmune diseases such as lupus nephritis or vasculitis when other 
treatments have failed. 

Gazyva is a monoclonal antibody that targets CD20, a protein found on the surface of certain 
white blood cells (B-cells). By binding to CD20, Gazyva helps destroy these cells, which may 
contribute to reducing disease activity. However, it may also weaken the immune system and 
increase your risk for infections. 

WARNINGS: 

Gazyva affects the immune system and can cause serious, life-threatening side effects. These may 
include severe infusion reactions, infections, and tumor lysis syndrome (TLS). You will be 
monitored closely during and after treatment. 

• Infusion Reactions: These are common and may occur during or within 24 hours of an
infusion. Reactions may include fever, chills, rash, low blood pressure, nausea, and difficulty
breathing. Severe reactions may be life-threatening. Medications may be given before
infusions to reduce this risk.

• Infections: Gazyva may increase your risk of bacterial, viral, and fungal infections, including
reactivation of hepatitis B. You will be screened for hepatitis B virus (HBV) prior to starting
therapy. If you have ever had hepatitis B, treatment may not be started or may require
close monitoring.

• Progressive Multifocal Leukoencephalopathy (PML): This is a rare but serious brain
infection that can result in severe disability or death. Symptoms include vision problems,
loss of coordination, confusion, and memory loss. Report any neurological symptoms
immediately.

• Cytopenias (low blood counts): Gazyva can cause low levels of red blood cells, white blood
cells, and/or platelets. Your doctor will monitor your blood counts regularly.

Tell your doctor immediately if you have any symptoms of infection including, but not limited to, 
fever, chills, cough, shortness of breath, sore throat, sinus drainage, burning with urination, 
diarrhea, or wounds that are red or draining. 

Do not receive treatment with Gazyva if you currently have an active infection. 
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PRECAUTIONS: 
 

• Vaccinations: You should not receive live vaccines while being treated with Gazyva or 
until your immune system has recovered. Non-live vaccines, such as the injectable flu or 
pneumonia vaccine, are allowed. Talk to your doctor before receiving any vaccines. 

• Pregnancy and Breastfeeding: Gazyva may cause harm to an unborn baby. Use effective 
contraception during treatment and for 6 months after your last dose. Do not breastfeed 
during treatment and for 6 months afterward. 

• Surgery: Inform your doctor if you have any planned surgeries, as Gazyva may need to be 
paused before and after the procedure. 

• Prior Therapies: Let your doctor know about any previous cancer treatments or 
immunosuppressive medications, as these may affect your risk profile. 

 
 
SIDE EFFECTS: 
Common side effects of Gazyva may include: 

• Infusion-related reactions (chills, fever, rash, shortness of breath, dizziness, low blood 
pressure) 

• Fatigue 

• Low white blood cell count (neutropenia) 

• Nausea 

• Diarrhea 

• Cough or upper respiratory infections 

• Muscle or joint pain 

Severe side effects may include: 

• Serious infections 

• Anemia or low platelets 

• Allergic reactions 

• Liver function abnormalities 

• PML (rare but serious brain infection) 

Report any side effects to your doctor, especially those that are persistent, severe, or worsening. 
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MEDICATION ADMINISTRATION: 
 
Gazyva is given by intravenous (IV) infusion in a healthcare setting. The infusion schedule 
depends on your condition and other medications you may be receiving. Typical regimens 
include: 

• Induction Phase: Given once weekly for 3–4 weeks during the first treatment cycle 

• Maintenance Phase (for certain patients): Every 2 months for up to 2 years 

Each infusion may last several hours, especially the first dose. You will be monitored during and 
after the infusion for any reactions. 

 
 
EMERGENCY CONTACTS: 
 
In case of emergency, you can contact our office at (503) 297-3384 from 8:00 am to 5:00 pm 
Monday – Friday, or after hours dial the above number to page your physician. You may also call 
911 or go to the nearest emergency room. 

I certify that my rheumatologist has discussed the use of these drugs with me. I certify that I have 
read and understand this consent form and agree to receive the medication. I have had an 
opportunity to discuss this treatment with my doctor and ask questions regarding treatment. I 
will be given a signed copy of this form for my records.  

Our office will contact your insurance company, and the necessary arrangements will be made for 
approval of the medication and administration. Our office does not provide a guarantee of 
coverage for services. If coverage is not provided, you will be responsible for any charges incurred 
for treatment and/or follow-up care. 

 
 
____________________________  __________________ 
Patient Name    Patient DOB 
 
 
____________________________  __________________ 
Patient Signature    Date 
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