Treatment with TURALIO

A guide for people with TGCT

Person depicted is
not an actual patient.

What is TURALIO?
TURALIO® (pexidartinib) is a prescription medicine used to treat certain adults who have tenosynovial giant
cell tumor (TGCT) that is not likely to improve with surgery. TGCT is also known as pigmented villonodular
synovitis (PVNS) or giant cell tumor of the tendon sheath (GCT-TS).
It is not known if TURALIO is safe and effective in children.

Important Safety Information
What is the most important information I should know about TURALIO®?
TURALIO can cause serious side effects, including serious
liver problems, which may be severe and can lead to death.
Please see the additional information about liver problems
on the following pages.
Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Learning about TURALIO
Why TURALIO? How might it help?
• TURALIO is an oral treatment for TGCT (tenosynovial
giant cell tumor), sometimes also called PVNS (pigmented
villonodular synovitis) or GCT-TS (giant cell tumor of the
tendon sheath)
—TURALIO works by blocking some signals that can
cause TGCT
• The effectiveness and safety of TURALIO were studied in a
controlled trial of 120 people with TGCT who were not good
candidates for surgery
• The study found that TURALIO reduced tumor size in
many patients. Based on the results of the study, the FDA
approved TURALIO specifically for people with TGCT
• There is important information about safety and how to
take TURALIO that you should understand before you begin
taking it

Important Safety Information
What is the most important information I should know about TURALIO®?
TURALIO can cause serious side effects, including serious liver problems, which may be severe and can
lead to death.
Your healthcare provider will do blood tests to check for liver problems:
• before starting treatment with TURALIO
• every week for the first 8 weeks during treatment
• every 2 weeks for the next month
• then every 3 months after that
If you develop liver problems during treatment with TURALIO, your healthcare provider may do blood tests
more often to monitor you. It is important to stay under the care of your healthcare provider during
treatment with TURALIO.

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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How was TURALIO studied?
TURALIO was studied in a large clinical trial
• TURALIO was studied in the largest clinical trial of an oral treatment for TGCT
• The trial included 120 people who had advanced TGCT for which surgery was not recommended because
it wasn’t expected to improve symptoms
• For 24 weeks, half of the people in the trial took TURALIO and half took a placebo. After 24 weeks,
people in both groups were offered TURALIO as longer-term treatment
• The study also collected information on the safety of TURALIO
• Although tested, TURALIO has not been shown to improve physical functioning or the ability to perform
daily activities

The study tested whether TURALIO was able to:
Eliminate or
reduce tumor
size

Increase joint
movement

Of patients in the trial:

88%

(105 of 120 patients) had

DIFFUSE TGCT

47%

(56 of 120 patients) had

NO PRIOR SURGERY FOR TGCT

Important Safety Information (continued)
What is the most important information I should know about TURALIO®?
Stop taking TURALIO and call your healthcare provider right away if you develop yellowing of your skin
and whites of your eyes or dark urine.
Tell your healthcare provider right away if you have any of these symptoms of liver problems while
taking TURALIO: lack or loss of appetite, right upper stomach-area (abdomen) pain or tenderness,
feeling overly tired, nausea, vomiting, fever, rash, or itching.

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Clinical trial results
TURALIO helped reduce tumor size at 25 weeks
Tumor size was measured in 2 ways.
The first measurement was the LENGTH of the tumor.

38

at 25 weeks

% TURALIO
of patients (23 out
of 61) receiving

HAD A RESPONSE IN TUMOR

LENGTH

Of the people taking
TURALIO:
• 23% (14 of 61) had their
tumors reduce in length
by 30% or more
• 15% (9 of 61) had their
tumors disappear
completelya

The second measurement was the VOLUME of the tumor.

56

at 25 weeks

% TURALIO
of patients (34 out
of 61) receiving

HAD A RESPONSE IN TUMOR

VOLUME

Of the people taking
TURALIO:
• 51% (31 out of 61) had
their tumors reduce in
volume by 50% or more
• 5% (3 out of 61) had their
tumors disappear
completelya

None of the people taking placebo experienced a reduction in tumor length or volume.
a

Complete response was defined as 100% reduction in tumor length or volume.

Important Safety Information (continued)
TURALIO Risk Evaluation and Mitigation Strategy (REMS): Because of the risk of serious liver problems,
TURALIO is available only through a restricted program called the TURALIO REMS Program. Your
healthcare provider must be enrolled in the program in order for you to be prescribed TURALIO.
There is a registry that collects information about the effects of taking
TURALIO over time. You must complete and sign an enrollment
form for the TURALIO REMS Program and the registry. Ask your
healthcare provider for more information.
Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Clinical trial results (continued)
More patients responded with time
During a longer follow up (a median of 38 months), more than half of the people taking TURALIO had
reductions in tumor size that were considered responses:

62%
100%
66%

66

%
of patients (38 out of 61) had at least a 30% reduction
in tumor LENGTH

of people had at least some reduction in the LENGTH of their tumor

of patients (40 out of 61) had at least a 50% reduction in tumor VOLUME

Because the clinical study did not originally plan to measure how many people responded past
25 weeks, the longer follow-up assessment was considered exploratory. This means that it was
not possible to tell if TURALIO had caused the responses to last as long as they did or if these long
responses were due to chance.

100%

Important Safety Information (continued)
What is TURALIO?
TURALIO is a prescription medicine used to treat certain adults who have tenosynovial giant cell tumor
(TGCT) that is not likely to improve with surgery. TGCT is also known as giant cell tumor of the tendon
sheath (GCT-TS) or pigmented villonodular synovitis (PVNS).
It is not known if TURALIO is safe and effective in children.

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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More clinical trial results
TURALIO improved range of motion
• Range of motion (ROM) is a measure of the amount of movement possible in a specific joint
• In the TURALIO clinical study, results showed that ROM improved in patients taking TURALIO compared
with people taking placebo

Mean ROM in patients taking TURALIO at the start of the study was 62.5%. With
TURALIO treatment, ROM had improved 15.1% to about 77% of possible movement
for the joint. Patients taking placebo had a 62.9% mean ROM at the start of the
study and experienced an increase of 6.2% in ROM.
WHAT IS RANGE
OF MOTION?
Range of motion is a
measure of the amount
of movement possible
in a specific joint.

Information on range of motion
was not available for 16 of 61
patients taking TURALIO and for
16 of 59 patients taking placebo.
It was not possible to know if the
people with data missing were
experiencing worse range of
motion than people with data
available.

Individual responses may vary.

Important Safety Information (continued)
Before you take TURALIO, tell your healthcare provider about all of your medical conditions,
including if you:
• have or had liver problems.
• are breastfeeding or plan to breastfeed. Do not breastfeed during treatment with TURALIO and for at
least 1 week after the final dose.
• are pregnant or plan to become pregnant. TURALIO may harm your unborn baby.

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.

6

Safety information about TURALIO
Some people may have side effects when taking TURALIO
TURALIO can cause serious side effects, including serious liver problems, which may be severe
and can lead to death.
In the TURALIO clinical study, symptoms of serious liver injury occurred in 5% of patients (3 of 61
patients) on TURALIO. All cases took place within the first 2 months of taking TURALIO. Liver injury was
reversible; once TURALIO was stopped patients’ liver function returned to normal within 1 to 7 months.
We will do blood tests to check for liver problems:
• before starting treatment with TURALIO
• every week for the first 8 weeks of treatment

• every 2 weeks for the next month
• every 3 months after that

If you develop liver problems during treatment with TURALIO, your doctor may order blood
tests more often to monitor you. It is important to stay under the care of your doctor’s office
during treatment with TURALIO. Stop taking TURALIO and call your healthcare provider
right away if you develop yellowing of your skin and whites of your eyes or dark urine.

TURALIO Risk Evaluation and Mitigation Strategy (REMS)
• Because of the risk of serious liver problems,
TURALIO is available only through a restricted
program called the TURALIO REMS Program.
• Your healthcare provider must be enrolled in
the program in order for you to be prescribed
TURALIO.

• There is a registry that collects information
about the effects of taking TURALIO over time.
• You must complete and sign an enrollment
form for the TURALIO REMS Program and
the registry.

WHY REMS IS IMPORTANT
Regular visits and testing under the REMS program are in place to help reduce the chance that a
problem will become serious. Two-way communication is an important part of your care!

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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More safety information about TURALIO
The most common side effects of TURALIO include:
Changes in liver test results
• In studies, most patients had some
increase in levels on liver tests
• Most of the increases were low
• Greater increases were managed with
dose reductions or by temporarily or
permanently stopping the medicine
Hair color changes
• About 67% (41 of 61) of patients treated
with TURALIO in the clinical trial had hair
color changes. Once the patients stopped
taking TURALIO, their hair returned to its
natural color
• Hair dye may be used during treatment
with TURALIO to achieve your preferred
shade

!

Tiredness
Increased cholesterol level in the blood
Decreased white blood cells and red
blood cells
Swelling in and around your eyes
Rash
Loss of taste or changes in the way
things taste
TURALIO may affect fertility in females and
males, which may affect your ability to have
children. Make sure to bring up any concerns
that you might have about fertility during
your appointments

These are not all of the possible side effects of TURALIO. Call your doctor for medical advice
about side effects.

Call your doctor’s office with any concerns, new symptoms, or problems.

Important Safety Information (continued)
Before you take TURALIO, tell your healthcare provider about all of your medical conditions,
including if you:
If you are a female who is able to become pregnant:
• Your healthcare provider will do a pregnancy test before you start treatment with TURALIO.
• Females who are able to become pregnant should use an effective nonhormonal method of birth control
(contraception) during treatment with TURALIO and for 1 month after your final dose of TURALIO.
• Birth control pills (oral contraceptives) and other hormonal forms of
birth control may not be effective if used during treatment with
TURALIO. Talk with your healthcare provider about birth control
methods you can use during this time.
• Tell your healthcare provider right away if you become pregnant
or think you are pregnant during treatment with TURALIO.
Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Dosing and dosing schedule
Taking TURALIO
• TURALIO must be taken on an empty stomach
• Taking TURALIO with food increases the level of drug and may affect how TURALIO works and increase
the risk of side effects

NO FOOD
FOR AT LEAST
2 HOURS

NO FOOD
FOR AT LEAST
1 HOUR

taking your medication

taking your medication

BEFORE

AFTER

When taking TURALIO:
• It’s important to swallow the capsules whole. Do not open, break, or chew them
• If you vomit or miss a dose of TURALIO, take the next dose at its scheduled time
Call your doctor if you have questions about dosing, side effects, or how long to continue treatment.
When your prescription is filled you’ll get a DOSING WHEEL (see picture)
to help you remember to take TURALIO on schedule and to help ensure
food doesn’t interfere with the medicine.

Dosing example:
Take morning dose upon waking, wait at least 1 hour to eat breakfast;
finish evening meal by 7:00 pm; no food until 9:00 pm, then take second
dose. No food for at least 1 hour after that.

Important Safety Information (continued)
Before you take TURALIO, tell your healthcare provider about all of your medical conditions,
including if you:
If you are a male with a female partner who is able to become pregnant:
• Use effective birth control (contraception) during treatment and for 1 week after your final dose of TURALIO.
• Tell your healthcare provider right away if your female partner becomes pregnant or thinks she is pregnant
during your treatment with TURALIO.

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Dosing and dosing schedule (continued)
TURALIO may interact with specific foods and medicines
• Avoid eating grapefruit or drinking grapefruit juice while taking TURALIO
• Tell your doctor’s office about all the medicines you take, including prescription and over-thecounter medicines, vitamins, and herbal supplements
• Certain medicines may affect the way TURALIO works and TURALIO may affect how other
medicines work
• Taking TURALIO with certain medicines can increase the amount of TURALIO in your blood. This
may make it more likely for you to have side effects and may cause more severe side effects.
• Do not start taking any new medicines, supplements, etc, without talking to your doctor

Important Safety Information (continued)
What are the possible side effects of TURALIO?
TURALIO can cause serious side effects. See “What is the most important information I should
know about TURALIO?”
The most common side effects of TURALIO include: changes in blood liver tests; hair color changes;
tiredness; increased cholesterol level in the blood; decreased white blood cells and red blood cells;
swelling in and around your eyes; rash; and loss of taste or changes in the way things taste.
• TURALIO may affect fertility in females and males, which may affect your ability to have children.
Talk to your healthcare provider if you have concerns about fertility.
These are not all of the possible side effects of TURALIO. Call your doctor for medical advice about
side effects. You may report side effects to the FDA at 1-800-FDA-1088.

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Talking with your healthcare provider about TURALIO
Before starting TURALIO, make sure you understand how to use it safely and when you need to call
the healthcare provider’s office. This list of questions may be helpful as you discuss TURALIO with your
healthcare provider.

Have I provided my healthcare team with a list all of the medicines I take,
including over-the-counter medicines and nutritional supplements?
What do I need to know about the interaction between food and TURALIO?
How does that affect when I should take my medicine?
When should I call the healthcare provider’s office?
How will my progress be measured?
What side effects might I have with TURALIO?
What happens if I have side effects?
What else do I need to know about the safety of TURALIO?
How often do I need to have lab work done?
When do I need to see the healthcare provider again?

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Talking with your healthcare provider about
TURALIO (continued)
Special instructions from my healthcare provider

Questions for my next healthcare provider visit

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Taking TURALIO quick reference
Please work with your doctor to fill in your personal dosing information

Dosing instructions
• Your dose is

mg (

200-mg capsules) taken

times a day

• TURALIO must be taken on an empty stomach—no food for at least 2 hours before or
1 hour after taking the medicine
• It’s important to swallow the capsules whole. Do not open, break, or chew them
• If you vomit or miss a dose of TURALIO, take the next dose at its scheduled time

Foods and other medicines
• Avoid eating grapefruit or drinking grapefruit juice while taking TURALIO
• Make sure your healthcare provider knows if you take any other medicines, including
over-the-counter medicines, or dietary supplements
• Do not start any new medicines without talking to your healthcare provider

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Treatment with TURALIO quick reference
When to call the office
• Call the office at
if you think you may be experiencing a side effect, or
are considering taking any medicines (including over-the-counter medicines) or nutritional
supplements
• Stop taking TURALIO and call the office right away if you develop yellowing of your skin and whites
of your eyes or dark urine

Tracking appointments
You will have regular office visits and blood testing under the Risk Evaluation and Mitigation
Strategy (REMS) program.
Keep track of your appointments by writing down the dates for your required blood testsa:

Week 1

Week 2

Week 3

Week 4

Week 5

Week 6

Week 7

Week 8

Week 10

Week 12

6 Months

9 Months

After 8 weeks, testing is done every 2 weeks. After you’ve been treated with TURALIO for 12 weeks, you’ll have blood tests every 3 months. If a
problem is noted, your healthcare provider may decide to test more frequently.

a

Keep track of any other follow-up appointments with your doctor:

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.
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Important Safety Information
What is the most important information I should
know about TURALIO® (pexidartinib)?

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

TURALIO can cause serious side effects, including
serious liver problems, which may be severe and
can lead to death.
Your healthcare provider will do blood tests to
check for liver problems:
• before starting treatment with TURALIO
• every week for the first 8 weeks during treatment
• every 2 weeks for the next month
• then every 3 months after that
If you develop liver problems during treatment with
TURALIO, your healthcare provider may do blood
tests more often to monitor you. It is important to
stay under the care of your healthcare provider
during treatment with TURALIO.
Stop taking TURALIO and call your healthcare
provider right away if you develop yellowing of
your skin and whites of your eyes or dark urine.
Tell your healthcare provider right away if you have
any of these symptoms of liver problems while
taking TURALIO: lack or loss of appetite, right
upper stomach-area (abdomen) pain or tenderness,
feeling overly tired, nausea, vomiting, fever, rash,
or itching.
TURALIO Risk Evaluation and Mitigation Strategy
(REMS): Because of the risk of serious liver
problems, TURALIO is available only through a
restricted program called the TURALIO REMS
Program. Your healthcare provider must be
enrolled in the program in order for you to be
prescribed TURALIO. There is a registry that
collects information about the effects of taking
TURALIO over time. You must complete and sign an
enrollment form for the TURALIO REMS Program
and the registry. Ask your healthcare provider for
more information.

Before you take TURALIO, tell your healthcare
provider about all of your medical conditions,
including if you:
• have or had liver problems.
• are breastfeeding or plan to breastfeed. Do not
breastfeed during treatment with TURALIO and
for at least 1 week after the final dose.
• are pregnant or plan to become pregnant.
TURALIO may harm your unborn baby.
If you are a female who is able to
become pregnant:
• Your healthcare provider will do a pregnancy test
before you start treatment with TURALIO.
• Females who are able to become pregnant
should use an effective nonhormonal method of
birth control (contraception) during treatment with
TURALIO and for 1 month after your final dose
of TURALIO
• Birth control pills (oral contraceptives) and other
hormonal forms of birth control may not be
effective if used during treatment with TURALIO.
Talk with your healthcare provider about birth
control methods you can use during this time.
• Tell your healthcare provider right away if you
become pregnant or think you are pregnant
during treatment with TURALIO.
If you are a male with a female partner who is able
to become pregnant:
• Use effective birth control (contraception) during
treatment and for 1 week after your final dose
of TURALIO.
• Tell your healthcare provider right away if your
female partner becomes pregnant or thinks she
is pregnant during your treatment with TURALIO.

What is TURALIO?
TURALIO is a prescription medicine used to treat
certain adults who have tenosynovial giant cell
tumor (TGCT) that is not likely to improve with
surgery. TGCT is also known as giant cell tumor
of the tendon sheath (GCT-TS) or pigmented
villonodular synovitis (PVNS).

Continued on next page.
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Important Safety Information (continued)
Tell your healthcare provider about all the
medicines you take, including prescription and
over-the-counter medicines, vitamins, and herbal
supplements. Certain medicines may affect the way
TURALIO works and TURALIO may affect how other
medicines work. Taking TURALIO with certain
medicines can increase the amount of TURALIO in
your blood. This may make it more likely for you to
have side effects and may cause more severe side
effects.
• Avoid taking the following medicines during
treatment with TURALIO because they can affect
how TURALIO works: proton pump inhibitor
medicines (PPIs); St. John’s wort.
How should I take TURALIO?
• Your healthcare provider will explain to you how
you will receive your TURALIO.
• Take TURALIO exactly as your healthcare provider
tells you to.
• TURALIO is usually taken 2 times a day. Your
healthcare provider will tell you how much
TURALIO to take and when to take it.
• TURALIO must be taken on an empty stomach,
at least 1 hour before or 2 hours after a meal
or snack.
• Swallow TURALIO capsules whole.
• Do not open, break, or chew TURALIO capsules.
• If you need to take an acid-reducing medicine,
follow your healthcare provider’s instructions for
which medicine to take and when to take it. See
“What should I avoid while taking TURALIO?”
– Antacid medicines: Take TURALIO either
2 hours before or 2 hours after taking an
antacid medicine.
– H2 receptor blocker medicines. Take TURALIO
at least 2 hours before or 10 hours after taking
an H2 receptor blocker medicine.
• If you vomit after taking a dose, or if you miss a
dose of TURALIO, take your next dose at your
regular time.

What should I avoid while taking TURALIO?
• Avoid grapefruit or drinking grapefruit juice during
treatment with TURALIO. Grapefruit or grapefruit
juice can cause you to have too much TURALIO in
your blood and may lead to increased side effects
and more severe side effects.
What are the possible side effects of TURALIO?
TURALIO can cause serious side effects. See
“What is the most important information I should
know about TURALIO?”
The most common side effects of TURALIO include:
changes in blood liver tests; hair color changes;
tiredness; increased cholesterol level in the blood;
decreased white blood cells and red blood cells;
swelling in and around your eyes; rash; and loss of
taste or changes in the way things taste.
• TURALIO may affect fertility in females and
males, which may affect your ability to have
children. Talk to your healthcare provider if you
have concerns about fertility.
These are not all of the possible side effects of
TURALIO. Call your doctor for medical advice about
side effects. You may report side effects to the FDA
at 1-800-FDA-1088..
General information about the safe and effective
use of TURALIO
Do not give TURALIO to other people, even if they
have the same symptoms that you have. It may
harm them. You can ask your healthcare provider
for more information.
Please see accompanying full Prescribing
Information, including Medication Guide.
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A single source for support
While other people may be on the same medication as you, every patient who receives a TURALIO
prescription has different and unique circumstances. Daiichi Sankyo Access Central™ Coordinators
can help you individualize your treatment journey. They can also provide support to help meet your
personal treatment needs. That starts with giving you confidence in getting your prescription and
beginning treatment promptly.
Learn how to get and afford your medication and find additional support by calling Biologics
at 1-800-850-4306.

$

TURALIO Copay Programa
Commercially insured patients may pay as little as $0 per prescription.
a

Terms and conditions apply. Terms, conditions, and eligibility requirements can be found online
at DSIAccessCentral.com/patient/TURALIO

TURALIO Patient Assistance Program
This program may provide your medication at no cost for financially eligible patients who are
uninsured or underinsured

TURALIO QuickStart Program
14-day prescription at no cost for eligible patients

Learn more about TURALIO (pexidartinib) at TURALIO.com.

Important Safety Information (continued)
General information about the safe and effective use of TURALIO
Do not give TURALIO to other people, even if they have the same symptoms that you have. It may harm
them. You can ask your healthcare provider for more information.

Please see full Prescribing Information, including Boxed WARNING,
and Medication guide at the end of this brochure, and see Important
Safety information throughout and on pages 15 and 16.

TURALIO® is a registered trademark of Daiichi Sankyo Company, Limited.
Access Central™ is a trademark of Daiichi Sankyo, Inc.
© 2020 Daiichi Sankyo, Inc. PP-US-TU-0579 10/20
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