
Use this guide to prepare for your next doctor’s visit

QUESTIONS 
TO ASK YOUR 
DOCTOR

What does POLIVY® treat?
POLIVY is a prescription medicine used with other medicines (a rituximab product, cyclophosphamide, doxorubicin, and prednisone) as a first 

treatment for adults who have moderate to high risk diffuse large B-cell lymphoma (DLBCL), not otherwise specified (NOS) or high-grade B-cell 

lymphoma (HGBL).

Important Safety Information
The serious to fatal side effects of POLIVY treatment include nerve problems in your arms and legs, infusion-related reactions, low blood cell 

counts, infections, rare and serious brain infections, tumor lysis syndrome, liver problems, and potential harm to your unborn baby.

Please see the full Prescribing Information for additional Important Safety Information.

If you’ve just been diagnosed with Diffuse Large B-Cell Lymphoma (DLBCL), you may  
have questions. Inside this guide you’ll find a list of questions you can use when you 
talk to your doctor. This support can aid in understanding the journey ahead, including 
selecting a treatment plan and determining if POLIVY® can help.

For additional information and downloadable resources for POLIVY and DLBCL, please visit POLIVY.com.

https://www.gene.com/download/pdf/polivy_prescribing.pdf
https://www.polivy.com/
http://www.polivy.com
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NOTESUNDERSTANDING MY DIAGNOSIS

	F How advanced is the DLBCL, or what risk category 	

am I in, and what does it mean?

	F Will I need other tests before we can make  

a treatment decision?

UNDERSTANDING MY TREATMENT OPTIONS

	F What should the goal of my treatment plan be, and why?

	F What are my treatment options and their risks  

and benefits?

	F What are my options if a treatment stops working?

	F How quickly do we need to make a treatment decision?

	F Is POLIVY plus R-CHP* the right choice for me?

	F How is POLIVY plus R-CHP different from traditional 

chemoimmunotherapy†?

	F What can I expect during/after treatment with 

POLIVY plus R-CHP?

	F What side effects might I experience while on 

POLIVY plus R-CHP?

PREPARING FOR MY POLIVY PLUS  
R-CHP TREATMENT

	F How long will a treatment visit be? Where will it  

take place? What will it be like?

	F What can or should I bring with me to treatment?

	F Will I need someone to come along with me?

	F Should I change my eating habits or exercise routine 

during treatment? 

	F How will you monitor my response to treatment?

	F How can I tell if the treatment is working?

	F What can I do to improve my overall treatment 

experience and reduce side effects?

POLIVY® (polatuzumab vedotin-piiq) Doctor Discussion Guide

*POLIVY is part of an FDA-approved treatment regimen for adults with certain types of newly diagnosed DLBCL. In addition to POLIVY, this regimen 
contains 4 other medicines: a rituximab product (R); cyclophosphamide (C); doxorubicin, also known as Adriamycin (H); and prednisone (P). The full 
treatment regimen is usually referred to as POLIVY plus R-CHP.
†Traditional chemoimmunotherapy refers to R-CHOP, which is an acronym for the following medicines: a rituximab product (R); cyclophosphamide 
(C); doxorubicin, also known as Adriamycin (H); vincristine, also known as Oncovin (O); and prednisone (P).

https://www.gene.com/download/pdf/polivy_prescribing.pdf


3Please see the full Prescribing Information for additional Important Safety Information.

PREPARING FOR MY POLIVY PLUS  
R-CHP TREATMENT (cont’d) 

	F Can I stop POLIVY plus R-CHP at any time?  

Are there any side effects that may require you to  

stop my treatment? What will happen then?

	F How long will I stay on treatment?

	F How long will my treatment visit be?

	F Will I need to take any special precautions while I’m 

getting treated? 

AFTER TREATMENT WITH POLIVY

	F What type of follow-up will I need after treatment, 

and when? 

	F What can I expect after treatment?

	F How will I know if the cancer has come back?  

What should I watch for?

GETTING THE RIGHT SUPPORT

Who can I call on my healthcare team to help me with  

the following topics? (check all that apply)

	F Paying for treatment or access to financial 

support programs

	F Staying healthy (nutrition and movement)

	F Access to a mental health professional 

	F Getting a ride to and from my treatment center 

	F Finding a community/local support group 

	F Other (eg, about DLBCL, about POLIVY, side effects)

We understand you may be facing many challenges during this difficult time. We believe 

getting your Genentech medicines shouldn’t be one of those challenges. To learn how we may 

be able to help, please visit Genentech-Access.com/patient or call for patient support at 

(877) 436-3683, 6 AM-5 PM PT, Monday through Friday.

NOTES

POLIVY® (polatuzumab vedotin-piiq) Doctor Discussion Guide

https://www.gene.com/download/pdf/polivy_prescribing.pdf
https://www.genentech-access.com/patient.html
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Indication and Important Safety Information

What does POLIVY® treat? 

POLIVY is a prescription medicine used with other medicines (a rituximab product, cyclophosphamide, doxorubicin, and prednisone) as a first 
treatment for adults who have moderate to high risk diffuse large B-cell lymphoma (DLBCL), not otherwise specified (NOS) or high-grade B-cell 
lymphoma (HGBL).

Possible serious side effects

Everyone reacts differently to POLIVY therapy, so it’s important to know what the side effects are. Some people who have been treated with 

POLIVY have experienced serious to fatal side effects. Your doctor may stop or adjust your treatment if any serious side effects occur.  
Be sure to contact your healthcare team if there are any signs of these side effects.

•	 Nerve problems in your arms and legs: This may happen as early as after your first dose and may worsen with every dose. Your doctor will 
monitor for signs and symptoms, such as changes in your sense of touch, numbness or tingling in your hands or feet, nerve pain, burning 
sensation, any muscle weakness, or changes to your walking pattern

•	 Infusion-related reactions: You may experience fever, chills, rash, breathing problems, low blood pressure, or hives within 24 hours of 
your infusion

•	 Low blood cell counts: Treatment with POLIVY can cause severe low blood cell counts. Your doctor will monitor your blood counts throughout 
treatment with POLIVY

•	 Infections: If you have a fever of 100.4°F (38°C) or higher, chills, cough, or pain during urination, contact your healthcare team. Your doctor may 
also give you medication before giving you POLIVY, which may prevent some infections

•	 Rare and serious brain infections: Your doctor will monitor closely for signs and symptoms of these types of infections. Contact your doctor if 
you experience confusion, dizziness or loss of balance, trouble talking or walking, or vision changes

•	 Tumor lysis syndrome: Caused by the fast breakdown of cancer cells. Signs include nausea, vomiting, diarrhea, and lack of energy
•	 Potential harm to liver: Some signs include tiredness, weight loss, pain in the abdomen, dark urine, and yellowing of your skin or the white part 

of your eyes. You may be at higher risk if you already had liver problems or you are taking other medication

Side effects seen most often

The most common side effects during treatment were
•	 Nerve problems in arms and legs
•	 Nausea
•	 Tiredness or lack of energy

•	 Diarrhea 
•	 Constipation
•	 Hair loss

•	 Redness and sores of the lining of the mouth, lips, 
throat, and digestive tract

POLIVY may lower your red or white blood cell counts and increase uric acid levels. 

POLIVY may not be for everyone. Talk to your doctor if you are

•	 Pregnant or think you are pregnant: Data have shown that POLIVY may harm your unborn baby
•	 Planning to become pregnant: Women should avoid getting pregnant while taking POLIVY. Women should use effective contraception during 

treatment and for 3 months after their last POLIVY treatment. Men taking POLIVY should use effective contraception during treatment and for 
5 months after their last POLIVY treatment

•	 Breastfeeding: Women should not breastfeed while taking POLIVY and for 2 months after the last dose

These may not be all the side effects. Talk to your healthcare provider for more information about the benefits and risks of POLIVY treatment. 

You may report side effects to the FDA at (800) FDA-1088 or www.fda.gov/medwatch. You may also report side effects to Genentech  

at (888) 835-2555.

Please see the full Prescribing Information for additional Important Safety Information.

https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
https://www.gene.com/download/pdf/polivy_prescribing.pdf








































Polatuzumab vedotin-piiq has an approximate molecular weight of 150 kDa. An average of 
3.5 molecules of MMAE are attached to each antibody molecule. Polatuzumab vedotin-piiq is 
produced by chemical conjugation of the antibody and small molecule components. The 
antibody is produced by mammalian (Chinese hamster ovary) cells, and the small molecule 
components are produced by chemical synthesis. 

POLIVY (polatuzumab vedotin-piiq) for injection is supplied as a sterile, white to grayish-white, 
preservative-free, lyophilized powder, which has a cake-like appearance, for intravenous 
infusion after reconstitution and dilution.  

Each single-dose 30 mg POLIVY vial delivers 30 mg of polatuzumab vedotin-piiq, 
polysorbate-20 (1.8 mg), sodium hydroxide (0.82 mg), succinic acid (1.77 mg), and sucrose 
(62 mg). After reconstitution with 1.8 mL of Sterile Water for Injection, USP, the final 
concentration is 20 mg/mL with a pH of approximately 5.3. 

Each single-dose 140 mg POLIVY vial delivers 140 mg of polatuzumab vedotin-piiq, 
polysorbate-20 (8.4 mg), sodium hydroxide (3.80 mg), succinic acid (8.27 mg), and sucrose 
(288 mg). After reconstitution with 7.2 mL of Sterile Water for Injection, USP, the final 
concentration is 20 mg/mL with a pH of approximately 5.3. 

The POLIVY vial stoppers are not made with natural rubber latex. 

 
12 CLINICAL PHARMACOLOGY 
12.1 Mechanism of Action 
Polatuzumab vedotin-piiq is a CD79b-directed antibody-drug conjugate with activity against 
dividing B cells. The small molecule, MMAE, is an anti-mitotic agent covalently attached to the 
antibody via a cleavable linker. The monoclonal antibody binds to CD79b, a B-cell specific 
surface protein, which is a component of the B-cell receptor. Upon binding CD79b, polatuzumab 
vedotin-piiq is internalized, and the linker is cleaved by lysosomal proteases to enable 
intracellular delivery of MMAE. MMAE binds to microtubules and kills dividing cells by 
inhibiting cell division and inducing apoptosis. 





Specific Populations 
No clinically significant differences in the pharmacokinetics of acMMAE or unconjugated 
MMAE were observed based on age (19 to 89 years), sex (males versus females), race (White 
69%, Asian 11%), or mild to moderate renal impairment (CLcr 30 to 89 mL/min).  

The effect of severe renal impairment (CLcr 15 to 29 mL/min) or end-stage renal disease with or 
without dialysis on the pharmacokinetics of acMMAE or unconjugated MMAE is unknown. 

Patients with Hepatic Impairment 
Compared to patients with normal hepatic function, geometric mean MMAE exposure was 11% 
higher in patients with previously untreated DLBCL and mild hepatic impairment (total bilirubin 
1 to 1.5 × ULN or any AST greater than ULN) and 40% higher in patients with relapsed or 
refractory DLBCL and mild hepatic impairment. The effect of mild hepatic impairment on 
MMAE exposure is not expected to have a clinically significant impact.  

Mild hepatic impairment was not associated with a significant difference in acMMAE exposure.  

The effect of moderate to severe hepatic impairment (total bilirubin greater than 1.5 × ULN and 
any AST) or liver transplantation on the pharmacokinetics of acMMAE or unconjugated MMAE 
is unknown. 

Drug Interaction Studies 
No dedicated clinical drug-drug interaction studies with POLIVY in humans have been 
conducted. 

Physiologically-Based Pharmacokinetic (PBPK) Modeling Predictions:  

Strong CYP3A Inhibitor: Concomitant use of polatuzumab vedotin-piiq with ketoconazole 
(strong CYP3A inhibitor) is predicted to increase unconjugated MMAE AUC by 45%.  

Strong CYP3A Inducer: Concomitant use of polatuzumab vedotin-piiq with rifampin (strong 
CYP3A inducer) is predicted to decrease unconjugated MMAE AUC by 63%. 

Sensitive CYP3A Substrate: Concomitant use of polatuzumab vedotin-piiq is predicted not to 
affect exposure to midazolam (sensitive CYP3A substrate). 

Population Pharmacokinetic (popPK) Modeling Predictions: 

Bendamustine or Rituximab: No clinically significant differences in the pharmacokinetics of 
acMMAE or unconjugated MMAE are predicted when polatuzumab vedotin-piiq is used 
concomitantly with bendamustine or rituximab.  

Rituximab, Cyclophosphamide, Doxorubicin, or Prednisone (R-CHP): No clinically significant 
differences in the pharmacokinetics of acMMAE or unconjugated MMAE are predicted when 
polatuzumab vedotin-piiq is used concomitantly with R-CHP.  

In Vitro Studies Where Drug Interaction Potential Was Not Further Evaluated Clinically: 

Cytochrome P450 (CYP) Enzymes: MMAE does not inhibit CYP1A2, CYP2B6, CYP2C8, 
CYP2C9, CYP2C19, or CYP2D6. MMAE does not induce major CYP enzymes. 

Transporter Systems: MMAE does not inhibit P-gp. MMAE is a P-gp substrate. 

12.6  Immunogenicity 
The observed incidence of anti-drug antibodies is highly dependent on the sensitivity and 
specificity of the assay. Differences in assay methods preclude meaningful comparisons of the 
incidence of anti-drug antibodies in the studies described below with the incidence of anti-drug 
antibodies in other studies, including those of POLIVY or of other polatuzumab products. 











Storage and Handling 
Store refrigerated at 2°C to 8°C (36°F to 46°F) in original carton to protect from light. Do not 
use beyond the expiration date shown on the carton. Do not freeze. Do not shake. 

POLIVY is a hazardous drug. Follow applicable special handling and disposal procedures.1 

 
17 PATIENT COUNSELING INFORMATION 
Peripheral Neuropathy 
Advise patients that POLIVY can cause peripheral neuropathy. Advise patients to report to their 
healthcare provider any numbness or tingling of the hands or feet or any muscle weakness [see 
Warnings and Precautions (5.1)]. 

Infusion-Related Reactions 
Advise patients to contact their healthcare provider if they experience signs and symptoms of 
infusion reactions, including fever, chills, rash, or breathing problems, within 24 hours of 
infusion [see Warnings and Precautions (5.2)]. 

Myelosuppression 

Advise patients to report signs or symptoms of bleeding or infection immediately. Advise 
patients of the need for periodic monitoring of blood counts [see Warnings and Precautions 
(5.3)]. 

Infections 
Advise patients to contact their healthcare provider if a fever of 38°C (100.4°F) or greater or 
other evidence of potential infection such as chills, cough, or pain on urination develops. Advise 
patients of the need for periodic monitoring of blood counts [see Warnings and Precautions 
(5.4)]. 

Progressive Multifocal Leukoencephalopathy 
Advise patients to seek immediate medical attention for new or changes in neurological 
symptoms such as confusion, dizziness, or loss of balance; difficulty talking or walking; or 
changes in vision [see Warnings and Precautions (5.5)]. 

Tumor Lysis Syndrome 
Advise patients to seek immediate medical attention for symptoms of tumor lysis syndrome such 
as nausea, vomiting, diarrhea, and lethargy [see Warnings and Precautions (5.6)]. 
Hepatotoxicity 
Advise patients to report symptoms that may indicate liver injury, including fatigue, anorexia, 
right upper abdominal discomfort, dark urine, or jaundice [see Warnings and Precautions (5.7)]. 

Embryo-Fetal Toxicity 
Advise females of reproductive potential of the potential risk to a fetus. Advise females to 
contact their healthcare provider if they become pregnant, or if pregnancy is suspected, during 
treatment with POLIVY [see Warnings and Precautions (5.8) and Use in Specific Populations 
(8.1)]. 

Females and Males of Reproductive Potential 
Advise females of reproductive potential, and males with female partners of reproductive 
potential, to use effective contraception during treatment with POLIVY and for 3 months and 
5 months after the last dose, respectively [see Use in Specific Populations (8.3)]. 



Lactation 
Advise women not to breastfeed while receiving POLIVY and for 2 months after the last dose 
[see Use in Specific Populations (8.2)]. 

POLIVY® [polatuzumab vedotin-piiq] 

Manufactured by: 
Genentech, Inc. 
A Member of the Roche Group 
1 DNA Way 
South San Francisco, CA 94080-4990 

U.S. License No. 1048 

POLIVY is a registered trademark of Genentech, Inc. 
© 2023 Genentech, Inc. 

 


