For Bladder Cancer (Urothelial Carcinoma)

All individuals depicted are models used for illustrative purposes only.

OPDIVO will not work for everyone. Individual results may vary. Please see information about
the clinical trial, including serious side effects, on page 2.

What is OPDIVO®?

OPDIVO is a prescription medicine used to treat adults who have cancer of the lining of the urinary tract (including the
bladder, ureters, or renal pelvis) (urothelial carcinoma) and who have:
Urinary tract cancer that has spread or grown (locally advanced or metastatic) AND
Tried chemotherapy that contains platinum, and it did not work or is no longer working OR
Cancer that worsened within 12 months of treatment with chemotherapy that contains platinum, either before or
after surgery to remove the cancer.
OPDIVO was approved based on response rate and how long patients’ responses lasted. There is ongoing
evaluation of clinical benefit of OPDIVO for this use.
It is not known if OPDIVO is safe and effective in children younger than 18 years of age.
OPDIVO is a medicine that may treat certain cancers by working with your immune system. It can cause your
immune system to attack normal organs and tissues in any area of your body and can affect the way those organs work.
Information provided in this brochure is not a substitute for talking with your healthcare professional.
Your healthcare professional is the best source of information about your disease.
Please see Important Facts about OPDIVO, including serious side effects, on pages 6–7 and U.S. Full Prescribing Information and Medication Guide.
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For Bladder Cancer (Urothelial Carcinoma)

Adults with previously treated advanced bladder cancer
(urothelial carcinoma) can turn to OPDIVO®.
OPDIVO is FDA approved to treat adults with bladder cancer (urothelial carcinoma) that has spread or grown and who have tried platinum-based
chemotherapy that did not work or is no longer working. It can be overwhelming to learn that cancer has come back or spread after treatments
like chemotherapy or radiation. So even when those options have been unsuccessful, there may still be hope. Talk to your doctor about OPDIVO.

IN A CLINICAL TRIAL:
270 adults with previously treated advanced bladder cancer
All of them were given OPDIVO

19.6
AT 6 MONTHS:

%

*

of people saw their tumors disappear or shrink.
In this group, 2.6% (7/270) saw their tumors disappear completely (called a complete
response) and 17.0% (46/270) saw their tumors shrink (partial response).
Of those who responded, half of them saw a response in about 2 months; response
times ranged from 1.6 to 7.2 months.

*Of the 270 people in the trial, 53 had a response.
OPDIVO will not work for everyone. Individual results may vary.

What are the serious side effects of OPDIVO?

How is OPDIVO different from chemotherapy?

A serious side effect is a side effect that can sometimes become severe
or life-threatening and can lead to death. They may happen anytime
during treatment or even after your treatment has ended. You may have
more than one of these problems at the same time.
• Lung problems
• Problems in the other organs and tissues
• Intestinal problems
• Severe infusion reaction
• Liver problems
• Complications of bone marrow (stem cell)
• Hormone gland problems
transplant that uses donor stem cells
• Kidney problems
(allogeneic)
• Skin problems

OPDIVO is an immunotherapy treatment. It’s a type of medicine that works
with your immune system. To learn more about how OPDIVO works, please
see page 4.

Ask your doctor if OPDIVO may be right for you.

Please see additional Important Facts about OPDIVO, including these serious side effects, on pages 6–7
and U.S. Full Prescribing Information and Medication Guide.
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Studied across a diverse population
OPDIVO was studied in a patient population
whose treatments did not work or stopped
working. In fact, nearly a third of the people
had already been treated with multiple
therapies for advanced bladder cancer.
The ages of people in the clinical trial ranged
from 38 to 90 years old.

Renal Pelvis

What are the most common side
effects of OPDIVO?

What are
urothelial cancers?
Urothelial cancers include cancers
of certain parts of the urinary tract,
including the bladder, ureters,
and renal pelvis. Bladder cancer
is the sixth most common type of
cancer in the United States.

The most common side effects of OPDIVO when used
alone include:
• feeling tired
• shortness of breath
• rash
• constipation
• pain in muscles, bones,
• decreased appetite
and joints
• back pain
• itchy skin
• upper respiratory
• diarrhea
tract infection
• nausea
• fever
• weakness
• headache
• cough
• stomach-area (abdominal) pain
• vomiting
• urinary tract infection

Ureter

OPDIVO® is for adults with bladder
cancer (urothelial carcinoma)
that has spread or grown and
who have tried platinum-based
chemotherapy that did not work
or is no longer working.
Urothelium
Bladder

These are not all the possible side effects. Talk to your
healthcare team or pharmacist for more information.
You are encouraged to report side effects of prescription
drugs to the FDA. Call 1-800-FDA-1088.

Is OPDIVO right for me?
Illustration not to scale

Urethra

Please see additional Important Facts about OPDIVO, including serious side effects, on pages 6–7
and U.S. Full Prescribing Information and Medication Guide.

That’s a conversation you need to have with your
oncologist. But you should know that OPDIVO is a
treatment option that may be right for you. OPDIVO
is approved for adults whose bladder cancer (urothelial
carcinoma) has spread or grown and who have tried
platinum-based chemotherapy that did not work or is
no longer working.
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Help Seek and Attack:

How OPDIVO works with your immune system

Help Seek and Attack:

How OPDIVO works with your immune system
CANCER CELL

T CELL
Your immune system activates
T cells to protect you from
foreign threats, including cancer.
But cancer cells can hide from
T cells and make them inactive.

OPDIVO

Helps active T cells
identify cancer cells
that are hiding.

With OPDIVO, more active T cells
may be able to help seek and attack
cancer cells.

ACTIVE T CELLS

OPDIVO can cause your T cells to attack healthy cells contained within organs and tissues in any area of your body and can affect the way they work. These
problems can sometimes become serious or life-threatening and can lead to death, and may happen anytime during treatment or even after treatment
has ended. You may have more than one of these problems at the same time. Your doctor will check you for these problems during treatment. Your doctor
may treat you with corticosteroid or hormone replacement medicines. Your healthcare provider may also need to delay or completely stop treatment if you
have severe side effects. Please see pages 6–7 for a list of possible side effects and what to look out for.

Visit OPDIVO.com for more information.
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The OPDIVO option: Offering a balance between treatment schedules
and regular visits with your healthcare team
Talk to your doctor
about which option
is right for you

240 mg

every 2 weeks
The opportunity for more
regularly scheduled visits with
your healthcare team

Infusion time

480 mg

or

1st scan at about Week 9

every 4 weeks

Continue treatment every 2 or 4 weeks
as long as it is working and side effects
are tolerable

The confidence of regular visits
with your healthcare team, but with
more time between appointments

30 minutes

Your doctor can help answer questions about any
differences between dosing options.

OPDIVO is given through intravenous (IV) infusion. The medicine is given directly into the bloodstream through
a needle placed in a vein by a healthcare professional—usually in the arm or hand.
Talk to your doctor about which treatment schedule may be right for you. Your doctor will decide how many
treatments you need. Your healthcare provider will do blood tests to check you for side effects, and may treat
you with corticosteroid or hormone replacement medicines, and delay or completely stop treatment if you
have side effects that are severe. Be sure to talk to your healthcare team about side effects.
Frequent communication with your healthcare team is an important part of treatment. Use your
appointments to let them know how you’re feeling and ask any questions you may have. You may also be
able to talk with others going through a similar situation.

If you miss an appointment,
call a healthcare provider
right away. Try to schedule
your appointments for the
same day of the week and
the same time of day to make
them easier to remember. It
is important for you to keep
all appointments with your
healthcare provider.

See page 7 for information about pregnancy, nursing, health problems, and other medicines
that you should discuss with your healthcare team before starting treatment.

Please see Important Facts about OPDIVO, including serious side effects, on pages 6–7
and U.S. Full Prescribing Information and Medication Guide.
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Important Facts about
OPDIVO® (nivolumab)

This is a summary of important information that you need to know about OPDIVO. Your healthcare team can work with
you to help answer any questions you may have about OPDIVO. Keep this information in a safe place, so you can refer to
it before and during your treatment.

Look out for the following icons
as you read:

Talk to your
healthcare team

What is OPDIVO?
OPDIVO is a prescription medicine used to treat adults who have cancer of the lining of
the urinary tract (including the bladder, ureters, or renal pelvis) (urothelial carcinoma)
and who have:
Urinary tract cancer that has spread or grown (locally advanced or
metastatic) AND
Tried chemotherapy that contains platinum, and it did not work or is no
longer working OR
Cancer that worsened within 12 months of treatment with chemotherapy
that contains platinum, either before or after surgery to remove the cancer.
It is not known if OPDIVO is safe and effective in children younger than 18 years of age.

What is the most important information I should know
about OPDIVO?
OPDIVO is a medicine that may treat certain cancers by working with your
immune system. OPDIVO can cause your immune system to attack normal
organs and tissues in any area of your body and can affect the way they work.
Get medical help immediately if you develop any of these signs or
symptoms or they get worse. It may keep these problems from becoming
more serious. Your healthcare team will check you for these problems
during treatment and may treat you with corticosteroid or hormone
replacement medicines. If you have severe side effects, your healthcare
team may also need to delay or completely stop your treatment.
What are the serious side effects of OPDIVO?
A serious side effect is a side effect that can sometimes become severe or lifethreatening and can lead to death. They may happen anytime during treatment
or even after your treatment has ended. You may have more than one of these
problems at the same time.

Call a healthcare provider
right away

Helpful information
to remember

Call or see your healthcare provider right away if you develop any new or worse
signs or symptoms, including:
Lung problems — Things to look out for may include:
• new or worsening cough

• shortness of breath

• chest pain

Intestinal problems — Things to look out for may include:
• diarrhea (loose stools) or
more frequent bowel
movements than usual

• stools that are black,
tarry, sticky, or have
blood or mucus

Liver problems — Things to look out for may include:
• yellowing of your skin or
• pain on the right side
the whites of your eyes
of your stomach area
• severe nausea or vomiting
(abdomen)
• dark urine (tea
colored)

• severe stomach-area
(abdominal) pain or
tenderness

• bleeding or bruising
more easily than
normal

Hormone gland problems — Things to look out for may include:
• headaches that will
not go away or
unusual headaches
• eye sensitivity to light
• eye problems
• rapid heartbeat
• increased sweating
• extreme tiredness

• weight gain or weight loss
• feeling more hungry or
thirsty than usual
• urinating more often
than usual
• hair loss
• feeling cold
• constipation

• your voice gets
deeper
• dizziness or fainting
• changes in mood
or behavior, such
as decreased sex
drive, irritability, or
forgetfulness

Kidney problems — Things to look out for may include:
• decrease in your amount
of urine
• blood in your urine

• swelling of your ankles

• loss of appetite

Skin problems — Things to look out for may include:
• rash
• itching

• skin blistering or peeling

• painful sores or ulcers
in the mouth or nose,
throat, or genital area
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Problems can also happen in other organs and tissues. These are not all
the signs and symptoms of immune system problems that can happen
with OPDIVO. Call or see your healthcare provider right away for any new or
worsening signs or symptoms, which may include:
• Double vision, blurry vision,
• Chest pain, irregular heartbeat,
sensitivity to light, eye pain,
shortness of breath, swelling of ankles
changes in eyesight
• Confusion, sleepiness, memory
problems, changes in mood or behavior, • Persistent or severe muscle pain
or weakness, muscle cramps
stiff neck, balance problems, tingling or
•
Low red blood cells, bruising
numbness of the arms or legs

What are the possible side effects of OPDIVO?
OPDIVO can cause serious side effects, including:
See the previous section, “What is the most important information I should
know about OPDIVO?”
Severe infusion reactions — Things to look out for may include:
• shortness of breath or
wheezing
• dizziness

• chills or shaking
• itching or rash
• flushing

• feel like passing out
• fever
• back or neck pain

Tell your healthcare team right away if you get these symptoms during an
infusion of OPDIVO.
Complications of bone marrow (stem cell) transplant that uses donor stem cells
(allogeneic). These complications can be severe and can lead to death. These
complications may happen if you underwent transplantation either before or
after being treated with OPDIVO. Your healthcare provider will monitor you for
these complications.

What are the most common side effects of OPDIVO?
The most common side effects of OPDIVO when used alone include:
• feeling tired
• rash
• pain in muscles,
bones, and joints
• itchy skin
• diarrhea

•
•
•
•
•

nausea
weakness
cough
vomiting
shortness of
breath
• constipation
• decreased appetite

• back pain
• upper respiratory
tract infection
• fever
• headache
• stomach-area
(abdominal) pain
• urinary tract infection

These are not all of the possible side effects. Talk to your healthcare team or
pharmacist for more information. You are encouraged to report side effects of
prescription drugs to the FDA. Call 1-800-FDA-1088.

What should I discuss with my healthcare team before
receiving OPDIVO?
Tell your healthcare provider about all your medical conditions,
including if you:
• have immune system problems such as Crohn’s disease, ulcerative
colitis, or lupus
• have received an organ transplant
• have received or plan to receive a stem cell transplant that uses
donor stem cells (allogeneic)
• have received radiation treatment to your chest area in the past and
have received other medicines that are like OPDIVO
• have a condition that affects your nervous system, such as
myasthenia gravis or Guillain-Barré syndrome
• are pregnant or plan to become pregnant. OPDIVO can harm your
unborn baby.
• are breastfeeding or plan to breastfeed. It is not known if OPDIVO
passes into your breast milk. Do not breastfeed during treatment
with OPDIVO and for 5 months after the last dose of OPDIVO.
Females who are able to become pregnant:
Your healthcare provider should do a pregnancy test before you start
receiving OPDIVO.
• You should use an effective method of birth control during your
treatment and for at least 5 months after the last dose of OPDIVO. Talk
to your healthcare provider about birth control methods that you can
use during this time.
• Tell your healthcare provider right away if you become pregnant or
think you may be pregnant during treatment with OPDIVO.
Tell your healthcare provider about all the medicines you take,
including:
• prescription
• over-the-counter
• vitamins
• herbal
medicines
medicines
supplements

For more information, please see U.S. Full Prescribing Information
and Medication Guide for OPDIVO, or talk to your healthcare team.
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Financial Resources
Patient Access, Reimbursement,
and Co-Pay Support
Available through
Bristol Myers Squibb Access Support
Bristol Myers Squibb is committed to
helping patients gain access to their
prescribed BMS medications. That’s why
we offer the BMS Access Support® program,
which provides resources to help patients
understand their insurance coverage and
find information on sources of financial
support, including co-pay assistance for
eligible commercially insured patients.
For more information, ask your doctor,
visit BMS Access Support, or call
BMS Access Support at 1-800-861-0048,
8 AM to 8 PM ET, Monday–Friday.

Support Organizations*
Bladder Cancer Advocacy Network bcan.org

The first national patient advocacy group for the bladder cancer community
promotes and funds cutting-edge research programs and critical patient support
and education services.

American Bladder Cancer Society bladdercancersupport.org

The society provides free services such as a forum for sharing tips and stories,
detailed information on the condition, and a treatment center finder.

Cancer.Net for Bladder Cancer cancer.net/cancer-types/bladder-cancer

This general resource has a robust section on bladder cancer that features
statistics, medical illustrations, diagnosis and risk-factor information, and
highlights on the latest research in the field.†

CancerCare cancercare.org

CancerCare is the leading national organization providing free, professional
support services and information to help people manage the emotional,
practical, and financial challenges of cancer. These comprehensive services
include counseling, support groups, educational workshops, publications, and
financial and co-payment assistance.

Cancer Support Community cancersupportcommunity.org

This organization provides emotional and educational services for all people
affected by cancer.
*Bristol Myers Squibb does not endorse these organizations. The information provided by Bristol Myers Squibb
is meant for informational purposes only and is not meant to replace a physician’s medical advice.
†Cancer.Net

is a patient support resource and is a registered trademark of the American Society of Clinical
Oncology, Inc. Used with permission. ASCO® does not endorse any company, product, service, or therapy.

Please see Important Facts about OPDIVO, including serious side effects, on pages 6–7
and U.S. Full Prescribing Information and Medication Guide.
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Questions and Answers
Q

What is the difference between urothelial
carcinoma and bladder cancer?

Q

A You and your doctor should discuss the best place to get your infusions,
whether it’s your doctor’s office, an infusion center, or a local hospital.

A Urothelial carcinoma is a type of bladder cancer and accounts for
90% of cases.

Q

Do I need to take a treatment in addition to
OPDIVO® (nivolumab) for it to work?

A OPDIVO is a monotherapy; that is a medication that is taken alone

rather than in combination with other treatments, such as radiation or
chemotherapy.

Q

How long should I expect to remain on OPDIVO?

Where can I go to get my OPDIVO treatments?

Q

Do people have to be tested for PD-L1*
biomarker when considering OPDIVO?

A While OPDIVO does not require PD-L1 biomarker testing, your physician

may still choose to do so to help inform medical decisions regarding
treatment. People were included in the OPDIVO clinical trial regardless of
their PD-L1 biomarker status.
*Programmed death-ligand 1.

A Your healthcare provider will decide how many treatments you need. Your

healthcare provider will do blood tests to check you for side effects. If you
miss any appointments, call your healthcare provider as soon as possible to
reschedule your appointment.
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SIGN UP for OPDIVO with You.
OPDIVO with You means just that: we’re here to help you better understand OPDIVO,
whether you or a loved one are just considering OPDIVO or already have an
OPDIVO prescription. This complimentary program includes the following resources.
Sign up and you’ll receive:

Helpful Information

Get useful tips, tools, and educational materials that can help you learn
more about OPDIVO and may help support your care.

Support and Advocacy Groups

We can direct you to organizations that may be helpful for the challenges
you may face.

A Care Counselor as Close as Your Phone

If you are prescribed OPDIVO and sign up for this additional resource, you’ll
be able to speak with a registered nurse. This personal Care Counselor can
answer questions about treatment and help you to be a more informed
partner with your doctor. Care Counselors cannot provide medical advice. Your
healthcare professional is the best source of information about your health.

If you’d like to sign up for the OPDIVO with You program, or if you have
general questions about OPDIVO, call 1-855-OPDIVO-1 (1-855-673-4861)
8 AM to 8 PM ET, Monday to Friday, or visit www.OPDIVOwithYou.com
For more information, call 1-855-OPDIVO-1
or visit www.OPDIVO.com
Support/Assistance

Website Call to Action

Website Call to Action

Support/Assistance

Please see Important Facts about OPDIVO, including serious side effects,
on pages 6–7 and U.S. Full Prescribing Information and Medication Guide.

Bristol Myers Squibb is committed to helping patients throughout their treatment.

© 2022 Bristol-Myers Squibb Company.
OPDIVO®, Access Support®, and the related logos are trademarks of Bristol-Myers Squibb Company.
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