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Treatment Tracker

Important Safety Information
What is COLUMVI™?

COLUMVI (glofitamab-gxbm) is a prescription medicine to treat adults with certain types of diffuse large B-cell lymphoma (DLBCL) 
or large B-cell lymphoma (LBCL) that has come back (relapsed) or that did not respond to previous treatment (refractory), and who 
have received 2 or more prior treatments for their cancer.

It is not known if COLUMVI is safe and effective in children.

The conditional approval of COLUMVI is based on response rate and durability of response. There are ongoing studies to establish 
how well the drug works.

What is the most important information I should know about COLUMVI?

COLUMVI can cause Cytokine Release Syndrome (CRS), a serious side effect that is common during treatment with COLUMVI, and 
can also be serious and lead to death.

Call your healthcare provider or get emergency medical help right away if you develop any signs or symptoms of CRS, including:

• fever of 100.4°F (38°C) or higher	 • dizziness or light-headedness

• chills or shaking 	 • trouble breathing

• fast or irregular heartbeat	 • shortness of breath

Due to the risk of CRS, you will receive COLUMVI on a “step-up dosing schedule”.

• �A single dose of a medicine called obinutuzumab will be given to you on the first day of your first treatment cycle (Day 1 of Cycle 1). 

• �You will start the COLUMVI step-up dosing schedule a week after the obinutuzumab dose. The step-up dosing schedule is when 
you receive smaller “step-up” doses of COLUMVI on Day 8 and Day 15 of Cycle 1. This is to help reduce your risk of CRS. You should 
be hospitalized during your infusion and for 24 hours after receiving the first step-up dose on Day 8. You should be hospitalized 
during your infusion and for 24 hours after receiving the second step-up dose on Day 15 if you experienced CRS during the first 
step-up dose.

• �You will receive your first full dose of COLUMVI a week after the second step-up dose (this will be Day 1 of Cycle 2).  

• �If your dose of COLUMVI is delayed for any reason, you may need to repeat the “step-up dosing schedule”. 

• �If you had more than mild CRS with your previous dose of COLUMVI, you should be hospitalized during and for  
24 hours after receiving your next dose of COLUMVI.

• ��Before each dose of COLUMVI, you will receive medicines to help reduce your risk of CRS and infusion-related reactions.

Your healthcare provider will monitor you for CRS during treatment with COLUMVI and may treat you in a hospital if you develop 
signs and symptoms of CRS. Your healthcare provider may temporarily stop or completely stop your treatment with COLUMVI if you 
have severe side effects.

Carry the COLUMVI Patient Wallet Card with you at all times and show it to all of your healthcare providers.  
The COLUMVI Patient Wallet Card lists the signs and symptoms of CRS you should get emergency medical help for right away. 

Please see Important Safety Information, including Serious Side E�ects, 
as well as the COLUMVI full Prescribing Information and Medication Guide. 

https://www.gene.com/download/pdf/columvi_prescribing.pdf
https://www.gene.com/download/pdf/columvi_medguide.pdf


Important dates and details for your treatment journey

COLUMVI™ Treatment Tracker

COLUMVI can be completed in about 8.5 months (maximum 12 cycles). Each cycle is 21 days. 
Your healthcare provider will decide how many treatment cycles of COLUMVI you will receive. Your 
healthcare provider may stop COLUMVI treatment if it cannot be tolerated or if your disease worsens.

In Cycle 1

On Day 1, you’ll be treated with a single intravenous infusion, or an infusion delivered through a 
needle placed in a vein, of a medicine called obinutuzumab. This is the pretreatment.

On Day 8, you’ll receive a low step-up dose of COLUMVI. “Step-up” doses are smaller doses 
of COLUMVI and are meant to help reduce your risk of a side effect called cytokine release 
syndrome, or CRS. You will be hospitalized during and for 24 hours after this dose to monitor 
for symptoms of CRS.  

On Day 15, you’ll receive a higher step-up dose of COLUMVI. If you experienced CRS during 
step-up dose 1, you will also be hospitalized during and for 24 hours after this dose.

Each infusion of COLUMVI in Cycle 1 will take at least 4 hours.

Your treatment schedule1 

In Cycles 2-12

Starting on Day 1 of Cycle 2 (7 days after your last treatment of Cycle 1), you’ll receive  
a full dose of COLUMVI once every 21 days for a maximum of 11 full doses.

The infusion for Cycle 2 will take at least 4 hours, and the infusions for Cycles 3-12 will take at least 2 hours.

Treatment considerations

•	 If you had more than mild CRS with your previous dose of COLUMVI, your healthcare provider may need 
to hospitalize you during and for 24 hours after receiving your next dose of COLUMVI

•	 Your healthcare provider may temporarily stop or completely stop your treatment with COLUMVI if you 
have severe side effects. You may also require treatment, including other medications, or a hospital visit 

•	 If your dose of COLUMVI is delayed for any reason, you may need to repeat the “step-up dosing schedule”

Learn more 
about your 
treatment 
schedule

• COLUMVI is given as an intravenous (IV) 
infusion—or an infusion delivered through a 
needle placed in a vein

• Drink plenty of fluids as it is important to be 
well-hydrated before receiving treatment

• Your healthcare provider may have you take 
medicines before each dose of COLUMVI to 
reduce possible side effects. These are called 
premedications and include: acetaminophen, 
antihistamines, and steroid medications 

Preparing for your appointment1

Learn how 
to prepare 
for your 

treatment

• Fever of 100.4°F (38°C) or higher
• Chills or shaking
• Fast or irregular heartbeat

• Dizziness or light-headedness
• Trouble breathing
• Shortness of breath

Monitor for side effects
COLUMVI may cause Cytokine Release Syndrome (CRS), a serious side effect that is common during 
treatment with COLUMVI, and can also be serious or lead to death.
Call your healthcare provider or get emergency medical help right away if you develop any signs or 
symptoms of CRS, including: 

After your infusion1

Watch for signs and symptoms of side effects listed above and on pages 1 and 6. Side effects may be 
serious, so let your healthcare provider know of any signs or symptoms you may experience.

Find out more 
about how 
you might 

feel after your 
treatment 

Please see Important Safety Information, including Serious Side E�ects, 
as well as the COLUMVI full Prescribing Information and Medication Guide. 2

https://www.columvi.com/starting-columvi/how-columvi-is-given.html
https://www.columvi.com/starting-columvi/starting-treatment-with-columvi.html#before-your-treatment
https://www.columvi.com/starting-columvi/starting-treatment-with-columvi.html?c=cvi-191bf5e3ae2#after-your-treatment
https://www.gene.com/download/pdf/columvi_prescribing.pdf
https://www.gene.com/download/pdf/columvi_medguide.pdf


Date Arrive by: Location/Notes

Cycle 1

Cycle 1, Day 1
(Pretreatment) 

Cycle 1, Day 8

Cycle 1, Day 15

Cycles 2-12

Cycle 2

Cycle 3

Cycle 4

Cycle 5

Cycle 6

Cycle 7

Cycle 8

Cycle 9

Cycle 10

Cycle 11

Cycle 12

Your COLUMVI™ infusion schedule (each cycle is 21 days)

Fill out the section below with your healthcare provider.

Important contact information
Infusion center contact information

Name of healthcare provider: 

Contact during business hours: 

Contact after business hours: 

Emergency department (ED) contact information

Name: 

Address:

Phone: 

Please see Important Safety Information, including Serious Side E�ects, 
as well as the COLUMVI full Prescribing Information and Medication Guide. 3

https://www.gene.com/download/pdf/columvi_prescribing.pdf
https://www.gene.com/download/pdf/columvi_medguide.pdf


The goal of this resource is to help keep track of side effects after infusions. Your healthcare provider may fill in the 
top section. Then, you can fill in the dates, times, and measurements. The chart below may not include all of the 
information you may need. Please visit page 5 for additional space for you and your healthcare provider to fill in 
any other observations you record after your infusion. Call your healthcare provider or get emergency medical 
help right away if you develop any signs or symptoms of CRS at any time.

To be completed by your healthcare provider

Monitoring notes:

Measure (eg, temperature):

Frequency:

Call healthcare provider if:

Go to emergency department (ED) if:

Measure:

Frequency:

Call healthcare provider if:

Go to ED if:

Measure:

Frequency:

Call healthcare provider if:

Go to ED if:

To be completed by you

Date Time Measurement Date Time Measurement Date Time Measurement

Download the Patient Wallet Card.
Download the Wallet Card, and carry it with you to help your healthcare 
providers understand what treatments you are on.

It is important that you tell all your healthcare providers that you are receiving COLUMVI™

Monitoring tracker

Please see Important Safety Information, including Serious Side E�ects, 
as well as the COLUMVI full Prescribing Information and Medication Guide. 4

https://www.gene.com/download/pdf/columvi_prescribing.pdf
https://www.gene.com/download/pdf/columvi_medguide.pdf
https://www.columvi.com/content/dam/gene/columvi/pdfs/columvi-wallet-card.pdf


For information on financial assistance, visit COLUMVI.com

Additional monitoring notes
Use this space to record any side effects, symptoms, changes, or important notes to share about 
your treatment experience.

Please see Important Safety Information, including Serious Side E�ects, 
as well as the COLUMVI™ full Prescribing Information and Medication Guide. 5

http://COLUMVI.com
https://www.gene.com/download/pdf/columvi_prescribing.pdf
https://www.gene.com/download/pdf/columvi_medguide.pdf


http://www.fda.gov/medwatch
https://www.gene.com/download/pdf/columvi_prescribing.pdf
https://www.gene.com/download/pdf/columvi_prescribing.pdf
https://www.gene.com/download/pdf/columvi_medguide.pdf


http://www.fda.gov/medwatch
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2.3  Recommended Premedication and Prophylactic Medications  

Premedication  

Administer the following premedications to reduce the risk of CRS and infusion-related reactions [see 
Warnings and Precautions (5.1)]. 

Table 3: Premedications to be Administered for COLUMVI Infusion  

Day of Treatment 
Cycle 

Patients requiring 
premedication Premedication Administration 

Cycle 1, Day 8 and 
Day 15; 
Cycle 2;  
Cycle 3  

All patients 

Dexamethasone 20 mg 
intravenously* 

Completed at least 1 hour 
prior to COLUMVI 
infusion.  

Acetaminophen 500 mg to 1,000 
mg orally  

At least 30 minutes before 
COLUMVI infusion.  

Antihistamine (diphenhydramine 50 
mg orally or intravenously or 
equivalent) 

Completed at least 30 
minutes before COLUMVI 
infusion. 

All subsequent 
infusions 

All patients  

Acetaminophen 500 mg to 1,000 
mg orally 

At least 30 minutes before 
COLUMVI infusion. 

Antihistamine (diphenhydramine 50 
mg orally or intravenously or 
equivalent) 

Completed at least 30 
minutes before COLUMVI 
infusion. 

Patients who 
experienced any grade 
CRS with the previous 
dose  

Dexamethasone 20 mg 
intravenously* 

Completed at least 1 hour 
prior to COLUMVI 
infusion.  

* If dexamethasone is not available, administer prednisone 100 mg, prednisolone 100 mg, or methylprednisolone 80 mg 
intravenously.  

 
Tumor Lysis Syndrome Prophylaxis 

Before starting COLUMVI, administer anti-hyperuricemics to patients at risk of tumor lysis syndrome, ensure 
adequate hydration status, and monitor as appropriate [see Adverse Reactions (6.1)].  

Infection Prophylaxis 

Before starting COLUMVI, consider initiation of antiviral prophylaxis to prevent herpes virus reactivation. 
Consider prophylaxis for cytomegalovirus infection, pneumocystis jirovecii pneumonia (PJP), and other 
opportunistic infections in patients at increased risk [see Warnings and Precautions (5.3)].  

2.4 Dosage Modifications for Adverse Reactions 

No dosage reduction for COLUMVI is recommended. 

Cytokine Release Syndrome 

Identify CRS based on clinical presentation [see Warnings and Precautions (5.1)]. Evaluate for and treat other 
causes of fever, hypoxia, and hypotension.  



























 

  

Table 12: IRC-Assessed Efficacy in Patients with Relapsed or Refractory DLBCL, NOS or LBCL Arising 
from Follicular Lymphoma 

Outcome per IRC 
COLUMVI 

N=132 
Overall Response Rate, n (%) 74 (56) 
(95% CI) (47, 65) 

Complete Response, n (%) 57 (43) 
(95% CI) (35, 52) 
Partial Response, n (%) 17 (13) 
(95% CI) (8, 20) 

Duration of Responsea N = 74 
Median DOR, months (95% CI)b 18.4 (11.4, NE) 
9-month estimate, % (95% CI)b 68.5 (56.7, 80.3) 

CI = confidence interval; NE = not estimable 
a From date of first response (PR or CR) until disease progression or death due to any cause. 
b Kaplan-Meier estimate. 

16 HOW SUPPLIED/STORAGE AND HANDLING  
COLUMVI (glofitamab-gxbm) injection is a sterile, preservative-free, colorless, clear solution for intravenous 
infusion.  

COLUMVI is supplied as: 

Carton Contents NDC 
One 2.5 mg/2.5 mL (1 mg/mL) single-dose vial NDC 50242-125-01 
One 10 mg/10 mL (1 mg/mL) single-dose vial NDC 50242-127-01 

Store refrigerated at 2°C to 8°C (36°F to 46°F) in original carton to protect from light. Do not freeze. Do not 
shake. 

17 PATIENT COUNSELING INFORMATION 
Advise the patient to read the FDA-approved patient labeling (Medication Guide). 

Cytokine Release Syndrome 

Inform patients of the risk of CRS. Advise patients to seek immediate medical attention if they experience signs 
and symptoms of CRS (fever, hypoxia, hypotension, chills and tachycardia) [see Warnings and Precautions 
(5.1)]. 

Provide patients with the Patient Wallet Card that they should carry with them at all times. This card describes 
symptoms of CRS which, if experienced, should prompt the patient to seek immediate medical attention. 

Neurologic Toxicity 

Discuss the signs and symptoms associated with neurologic toxicity, including ICANS, headache, peripheral 
neuropathy, dizziness, or mental status changes. Advise patients to immediately contact their healthcare 
provider if they experience any signs or symptoms of neurologic toxicity. Advise patients who experience 
neurologic toxicity that impairs consciousness to refrain from driving or operating heavy or potentially 
dangerous machinery until neurologic toxicity resolves [see Warnings and Precautions (5.2)]. 

Serious Infections 



 

  

Advise patients that COLUMVI can cause serious infections. Advise patients to notify their healthcare provider 
immediately if they develop any signs of infection (e.g., fever, chills, weakness) [see Warnings and Precautions 
(5.3)]. 

Tumor Flare 

Inform patients of the potential risk of tumor flare reaction and to report any signs and symptoms associated 
with this event (e.g., localized pain and swelling) to their healthcare provider for evaluation [see Warnings and 
Precautions (5.4)]. 

Embryo-Fetal Toxicity 

Advise pregnant women of the potential risk to a fetus. Advise females of reproductive potential to inform their 
healthcare provider if they are pregnant or become pregnant. Advise females of reproductive potential to use 
effective contraception during treatment with COLUMVI and for 1 month after the last dose [see Warnings and 
Precautions (5.5) and Use in Specific Populations (8.1, 8.3)]. 

Advise women not to breastfeed while receiving treatment with COLUMVI and for 1 month after the last dose 
[see Use in Specific Populations (8.2)]. 

 

COLUMVI® [glofitamab-gxbm] 

Manufactured by:  
Genentech, Inc.  
A Member of the Roche Group COLUMVI® is a registered trademark of  
1 DNA Way   Genentech, Inc. 
South San Francisco, CA 94080-4990 

U.S. License No.: 1048 ©2025 Genentech, Inc. All rights reserved. 
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