TREATMENT INFORMATION
For the treatment of tardive dyskinesia (TD) in adults

Do you have unintentional,
uncontrollable movements in
your face, hands, feet, or torso?
It could be tardive dyskinesia (TD).

Learn more inside ›

AUSTEDO (deutetrabenazine) tablets is a prescription medicine that is used to treat adults
with movements in the face, tongue, or other body parts that cannot be controlled (tardive
dyskinesia).
IMPORTANT SAFETY INFORMATION
AUSTEDO can cause serious side effects in people with Huntington’s disease, including:
depression, suicidal thoughts, or suicidal actions. Do not start taking AUSTEDO if you
are depressed (have untreated depression or depression that is not well controlled
by medicine) or have suicidal thoughts. Pay close attention to any changes, especially
sudden changes, in mood, behaviors, thoughts or feelings. This is especially important
when AUSTEDO is started and when the dose is changed. Call your healthcare provider
right away if you become depressed, have unusual changes in mood or behavior, or have
thoughts of suicide.
Please read Important Safety Information on pages 19-20 and the accompanying Medication Guide.

I ignored TD until the
unintentional movements
started affecting my
day to day. I finally had
to say, ‘ it ’s not ok.’ It
was time to talk to my
doctor about AUSTEDO®
(deutetrabenazine) tablets.

IMPORTANT SAFETY INFORMATION
Other possible serious side effects include:
• Neuroleptic Malignant Syndrome. Call your healthcare provider right away and
go to the nearest emergency room if you develop these signs and symptoms
that do not have another obvious cause: high fever, stiff muscles, problems
thinking, very fast or uneven heartbeat, or increased sweating.
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Please read Important Safety Information on pages 19-20
and the accompanying Medication Guide.

What is
Tardive Dyskinesia (TD)?

3

Please read Important Safety Information on pages 19-20
and the accompanying Medication Guide.

WHAT IS TARDIVE DYSKINESIA (TD)?

What causes TD, and what are
the symptoms?
TD appears as mild to severe twitching, shaking, or jerking in the
hands, feet, face, or torso. Long-term use of some medications to treat
schizophrenia, bipolar disorder, depression, and some other conditions
can lead to TD.

Have you experienced any of the following:

Do strangers mistake your uncontrollable
movements for something else, like
being drunk or on drugs?

When you’re out running
errands, do your movements
attract unwanted attention?

Have others ever found it hard to
understand what you’re saying because
you have trouble speaking?

Is it difficult to read or write
like you used to?

If you answered “yes” to any of these
questions, you may want to ask your
doctor to evaluate you for TD.
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Please read Important Safety Information on pages 19-20
and the accompanying Medication Guide.

Do you avoid eating out
because it’s hard to cut your
food or hold your drink?

WHAT IS TARDIVE DYSKINESIA (TD)?

TD is not your fault
Tardive dyskinesia (TD) is associated with
certain prescription medications used to treat
mental health or gastrointestinal conditions.

Medications with the potential to cause TD include:
•
•
•
•
•
•
•
•
•
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Benzisothiazole
Benzisoxazole
Calcium channel blockers
Dibenzazepine
Dibenzodazepine
Diphenylbutylpiperidine
Indolones
Lithium
Phenothiazines

•
•
•
•

•
•
•

Pyrimidinone
Quinolinone
Substitute benzamides
Serotonin reuptake or
serotonin norepinephrine
reuptake inhibitors
Thienobenzodiazepine
Thioxanthenes
Tricyclic antidepressants

Please read Important Safety Information on pages 19-20
and the accompanying Medication Guide.

The Impact
of TD
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THE IMPACT OF TD

Living with TD—on top of everything else you’re dealing
with—can be overwhelming.
TD can make activities like walking, writing, eating, speaking, or swallowing
difficult. But it can also affect you in ways others may not see, like
increased anxiety about social situations. Having unintentional body
movements is embarrassing.

If you’re working with your doctor to stabilize your
mental health, it’s understandable that you don’t want
the uncontrollable movements of TD to put that at risk.
Sharing your experience with uncontrollable movements
is the first step in finding help to manage them.

I couldn't stop moving my mouth. That's when my
new doctor confirmed that I had TD.
- Carol, TD patient
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Please read Important Safety Information on pages 19-20
and the accompanying Medication Guide.

About
Treatment
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ABOUT TREATMENT

How AUSTEDO may help
AUSTEDO is approved to treat TD in adults.
71% of people taking AUSTEDO (deutetrabenazine)
36 mg/day experienced a reduction in their
unintentional movements. Some people taking
AUSTEDO began to see results as early as 2 weeks.
Only AUSTEDO provides proven long-term symptom relief
for people with TD.

I’m able to continue with both my antipsychotic and
my mood stabilizer while taking AUSTEDO.* - Carol, TD patient
*Individual results may vary

With AUSTEDO, you don’t have to choose between maintaining your
mental health or treating TD because AUSTEDO can be taken with
most mental health medications.
IMPORTANT SAFETY INFORMATION
Do not take AUSTEDO if you:
• have Huntington’s disease and are depressed or have thoughts of suicide.
• have liver problems.
• are taking a monoamine oxidase inhibitor (MAOI) medicine. Do not take an
MAOI within 14 days after you stop taking AUSTEDO. Do not start AUSTEDO if
you stopped taking an MAOI in the last 14 days. Ask your healthcare provider or
pharmacist if you are not sure.
• are taking reserpine. Do not take medicines that contain reserpine (such as
Serpalan® and Renese®-R) with AUSTEDO. If your healthcare provider plans to
switch you from taking reserpine to AUSTEDO, you must wait at least 20 days
after your last dose of reserpine before you start taking AUSTEDO.
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ABOUT TREATMENT

Clinical study details
In 2 clinical studies, a total of 335 participants with
tardive dyskinesia (TD) were studied for 12 weeks.
A total of 220 participants took AUSTEDO (deutetrabenazine) tablets and
a total of 115 participants took placebo (inactive tablets).

Primary goal
The primary goal of both studies was to identify the change in
involuntary movements — as measured by the Abnormal Involuntary
Movement Scale (AIMS) total score — from the beginning to the end
of the 12-week studies. The AIMS total score was used to measure the
uncontrollable movements of TD.

Understanding the AIMS score
The AIMS score is calculated by adding scores from all of the following
individual areas of the body : the face including mouth, jaw, and tongue;
arms including wrists, hands, and fingers; trunk including hips, neck,
and shoulders; and legs including knees, feet, and toes.
•

•

AIMS uses a checklist to assess the severity of involuntary
movements and can also be used to track changes in the movements
over time.
The test rates movements over 7 areas of the body, scoring severity
of involuntary movements in each area from 0–4; with 0 = no
movements and 4 = severe movements.

IMPORTANT SAFETY INFORMATION
Do not take AUSTEDO if you:
• are taking tetrabenazine (Xenazine®). If your healthcare provider plans to
switch you from tetrabenazine (Xenazine®) to AUSTEDO, take your first dose of
AUSTEDO on the day after your last dose of tetrabenazine (Xenazine®).
• are taking valbenazine (Ingrezza®).
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ABOUT TREATMENT

Areas of the body used to calculate the AIMS score
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ABOUT TREATMENT

Clinical study results
AUSTEDO (deutetrabenazine) tablets reduced the
involuntary, repetitive movements of TD in clinical studies.

Study 1
Involuntary Movement Reduction at Week 12

AUSTEDO
placebo

33 %
TAKING AUSTEDO

vs

12%

TAKING PLACEBO

In Study 1, AUSTEDO reduced the AIMS
total score by 3.3 points vs 1.4 points
with placebo from the start of the study
• For participants taking AUSTEDO,
this represents a 33% reduction in
AIMS total score vs a 12% reduction
for those taking placebo
• Improvement in uncontrolled
movements began to be seen
at 2 weeks

A reduction in AIMS total score means
fewer involuntary movements.

IMPORTANT SAFETY INFORMATION
Other possible serious side effects include:
• Irregular heartbeat (QT prolongation). AUSTEDO increases your chance of
having certain changes in the electrical activity in your heart. These changes
can lead to a dangerous abnormal heartbeat. Taking AUSTEDO with certain
medicines may increase this chance.
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ABOUT TREATMENT

Study 2
Involuntary Movement Reduction at Week 12

AUSTEDO
placebo

27%
TAKING AUSTEDO

vs

16%

TAKING PLACEBO

In Study 2, AUSTEDO (deutetrabenazine)
tablets reduced the AIMS total score by
3.0 points vs 1.6 points with placebo from
the start of the study
• For participants taking AUSTEDO, this
represents an approximately 27% reduction in AIMS* total score from the
start of the study vs a 16% reduction
for those taking placebo

A reduction in AIMS total score means
fewer involuntary movements.

IMPORTANT SAFETY INFORMATION
Other possible serious side effects include:
• Neuroleptic Malignant Syndrome. Call your healthcare provider right away and
go to the nearest emergency room if you develop these signs and symptoms
that do not have another obvious cause: high fever, stiff muscles, problems
thinking, very fast or uneven heartbeat, or increased sweating.
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ABOUT TREATMENT

Side effects
In 2 clinical trials for TD, the most common side effects
of AUSTEDO (deutetrabenazine) tablets included:
•

Inflammation of the nose and throat (nasopharyngitis).

•

Problems sleeping (insomnia).

4%

of people taking AUSTEDO had to have
their dose lowered due to side effects

vs

2%

taking placebo

Other side effects of AUSTEDO in the clinical studies included:
depression, restlessness, agitation, and a strong urge to move (akathisia).

IMPORTANT SAFETY INFORMATION
Other possible serious side effects include:
• Restlessness. You may get a condition where you feel a strong urge to move.
This is called akathisia.
• Parkinsonism. Symptoms include: slight shaking, body stiffness, trouble
moving, or keeping your balance.
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ABOUT TREATMENT
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Starting
Treatment
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STARTING TREATMENT

Personalized dosing
AUSTEDO (deutetrabenazine) offers personalized
dosing options so your doctor can fine-tune your
treatment to fit your individual needs.
AUSTEDO allows your doctor to adjust your dose up or down to maximize
symptom control and minimize side effects.

AUSTEDO tablets are available in 3 strengths: Your daily
dose may require a combination of tablet strengths.

6 mg
•
•

9 mg

12 mg

It’s important to take AUSTEDO exactly as your doctor tells you to take it.
Take AUSTEDO with food. Swallow AUSTEDO tablets whole with water. Do
not chew, crush, or break AUSTEDO tablets before swallowing. If you cannot
swallow AUSTEDO tablets whole, tell your healthcare provider, you may need
a different medicine.

IMPORTANT SAFETY INFORMATION
Other possible serious side effects include:
• Sleepiness (sedation) is a common side effect of AUSTEDO. While taking
AUSTEDO, do not drive a car or operate dangerous machinery until you know
how AUSTEDO affects you. Drinking alcohol and taking other drugs that
may also cause sleepiness while you are taking AUSTEDO may increase any
sleepiness caused by AUSTEDO.
• The most common side effects of AUSTEDO in people with Huntington’s
disease include sleepiness (sedation), diarrhea, tiredness, and dry mouth.
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STARTING TREATMENT

My doctor said that AUSTEDO
can be taken with most

mental health medications.

IMPORTANT SAFETY INFORMATION
Do not take AUSTEDO if you:
• are taking a monoamine oxidase inhibitor (MAOI) medicine. Do not take an
MAOI within 14 days after you stop taking AUSTEDO. Do not start AUSTEDO if
you stopped taking an MAOI in the last 14 days. Ask your healthcare provider
or pharmacist if you are not sure.
• are taking reserpine. Do not take medicines that contain reserpine (such as
Serpalan® and Renese®-R) with AUSTEDO. If your healthcare provider plans to
switch you from taking reserpine to AUSTEDO, you must wait at least 20 days
after your last dose of reserpine before you start taking AUSTEDO.
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IMPORTANT SAFETY INFORMATION

APPROVED USES
AUSTEDO (deutetrabenazine) tablets is a prescription medicine that is used
to treat:
•

•

the involuntary movements (chorea) of Huntington’s disease. AUSTEDO does
not cure the cause of the involuntary movements, and it does not
treat other symptoms of Huntington’s disease, such as problems with
thinking or emotions.
movements in the face, tongue, or other body parts that cannot be
controlled (tardive dyskinesia).

It is not known if AUSTEDO is safe and effective in children.
IMPORTANT SAFETY INFORMATION
AUSTEDO can cause serious side effects in people with Huntington’s disease,
including: depression, suicidal thoughts, or suicidal actions. Do not start taking
AUSTEDO if you are depressed (have untreated depression or depression
that is not well controlled by medicine) or have suicidal thoughts. Pay close
attention to any changes, especially sudden changes, in mood, behaviors,
thoughts or feelings. This is especially important when AUSTEDO is started
and when the dose is changed. Call your healthcare provider right away if
you become depressed, have unusual changes in mood or behavior, or have
thoughts of suicide.
Do not take AUSTEDO if you:
• have Huntington’s disease and are depressed or have thoughts of suicide.
• have liver problems.
• are taking a monoamine oxidase inhibitor (MAOI) medicine. Do not take an
MAOI within 14 days after you stop taking AUSTEDO. Do not start AUSTEDO if
you stopped taking an MAOI in the last 14 days. Ask your healthcare provider
or pharmacist if you are not sure.
• are taking reserpine. Do not take medicines that contain reserpine (such as
Serpalan® and Renese®-R) with AUSTEDO. If your healthcare provider plans to
switch you from taking reserpine to AUSTEDO, you must wait at least 20 days
after your last dose of reserpine before you start taking AUSTEDO.
• are taking tetrabenazine (Xenazine®). If your healthcare provider plans to
switch you from tetrabenazine (Xenazine®) to AUSTEDO, take your first dose
of AUSTEDO on the day after your last dose of tetrabenazine (Xenazine®).
• are taking valbenazine (Ingrezza®).
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IMPORTANT SAFETY INFORMATION

IMPORTANT SAFETY INFORMATION (CONTINUED)
Other possible serious side effects include:
• Irregular heartbeat (QT prolongation). AUSTEDO (deutetrabenazine) tablets
increases your chance of having certain changes in the electrical activity
in your heart. These changes can lead to a dangerous abnormal heartbeat.
Taking AUSTEDO with certain medicines may increase this chance.
• Neuroleptic Malignant Syndrome. Call your healthcare provider right away
and go to the nearest emergency room if you develop these signs and
symptoms that do not have another obvious cause: high fever, stiff muscles,
problems thinking, very fast or uneven heartbeat, or increased sweating.
• Restlessness. You may get a condition where you feel a strong urge to move.
This is called akathisia.
• Parkinsonism. Symptoms include: slight shaking, body stiffness, trouble
moving, trouble keeping your balance, or falls.
Sleepiness (sedation) is a common side effect of AUSTEDO. While taking
AUSTEDO, do not drive a car or operate dangerous machinery until you know
how AUSTEDO affects you. Drinking alcohol and taking other drugs that
may also cause sleepiness while you are taking AUSTEDO may increase any
sleepiness caused by AUSTEDO.
The most common side effects of AUSTEDO in people with Huntington’s disease
include sleepiness (sedation), diarrhea, tiredness, and dry mouth.
The most common side effects of AUSTEDO in people with tardive dyskinesia
include inflammation of the nose and throat (nasopharyngitis) and problems
sleeping (insomnia).
These are not all the possible side effects of AUSTEDO. Call your doctor for
medical advice about side effects. You are encouraged to report side effects
of prescription drugs to the FDA. Visit www.fda.gov/medwatch or call
1-800-FDA-1088.
Please read the accompanying Medication Guide.
The brands listed are registered trademarks of their respective owners.
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and Resources
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SUPPORT AND RESOURCES

Reach out to us,
we’ll reach solutions together

Shared Solutions is your partner from the very beginning of treatment,
from starting your prescription to financial assistance. Let the broad reach
of our services guide you toward a plan for starting and reaching your
treatment goals with AUSTEDO (deutetrabenazine) tablets.

It can be overwhelming to figure out how a new
treatment works; that’s why we have a program to
support you every step of the way, especially

with cost savings options.

22

- Shared Solutions Nurse

Please read Important Safety Information on pages 19-20
and the accompanying Medication Guide.

SUPPORT AND RESOURCES

Financial Assistance
Shared Solutions®—the go-to resource for
coverage and financial questions about AUSTEDO
(deutetrabenazine) tablets.
Shared Solutions helps with financial,
insurance, and prescription assistance so
you can stay on track and stay on treatment.
Whether you’re insured, underinsured, or not
insured at all, we’ll verify coverage and work
through financial assistance options to help
make treatment affordable. Plus, we’ll help
you navigate the paperwork so nothing falls
through the cracks. Close to 90% of existing
patients on AUSTEDO pay $10 or less per
month for their prescription. We’ll help you
explore your financial options.

•

Take advantage of your first 30 days free with
our Free Trial Offer

•

Then you may be able to reduce your monthly
out-of-pocket costs for TD treatment to as little
as $0 with the AUSTEDO Copay Program.

Treat your TD

0

FOR AS LITTLE AS

$

*Terms and Conditions for the AUSTEDO Copay Program: The AUSTEDO Copay Program is available to eligible patients who
have been prescribed AUSTEDO and have commercial insurance. Eligible patients may pay as little as $0 on each fill. Maximum
annual benefits apply and out-of-pocket expenses may vary. Patient is responsible for costs above maximum benefit amounts.
This Program is restricted to residents of the United States and United States territories. Uninsured and cash-paying patients are
NOT eligible for this Program, nor are patients with commercial insurance that does not provide coverage for AUSTEDO (except
in certain limited situations while a prior authorization is pending). Patients enrolled in any state or federally funded healthcare
program, including but not limited to, Medicare, Medigap, Medicaid, VA, DOD, TRICARE, Puerto Rico Government Health Insurance
Plan, Medicare-eligible patients enrolled in an employer-sponsored health plan or prescription drug benefit program for retirees,
are NOT eligible for this Program. Teva Pharmaceuticals USA, Inc. and its affiliates reserve the right to change, rescind, revoke, or
discontinue this Program at any time without notice. Please see complete Terms and Conditions at www.AUSTEDO.com.
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SUPPORT AND RESOURCES

Nurse Support
Shared Solutions® Nurses provide ongoing support to
help you reach your treatment goals with AUSTEDO
(deutetrabenazine) tablets.
While taking AUSTEDO with support from Shared Solutions, you will receive calls
throughout treatment from our Nurses, to see how best we can support you in
reaching your goals. They can help you with things like:
• Learning about TD and AUSTEDO
• Starting a treatment plan, dosing, and
even managing your refills, to keep
you on track and on treatment
• How to take and how to remember to
take your AUSTEDO
• Providing tools and resources to help
you stay on track

I’m proud to be a Shared Solutions Nurse; I can go into
work knowing I’m taking a potentially stressful situation
and making it as smooth of a transition as possible.
- Shared Solutions Nurse

IMPORTANT SAFETY INFORMATION
The most common side effects of AUSTEDO in people with tardive dyskinesia
include inflammation of the nose and throat (nasopharyngitis) and problems
sleeping (insomnia).
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SUPPORT AND RESOURCES

You’re not alone,
we’re here to support
you at every step.
Sign up for Shared Solutions®
by phone Monday-Friday
from 8am to 8pm CT at
1-800-887-8100
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or

through our
website anytime at
MySharedSolutions.com
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Treats the unintentional, uncontrollable movements of tardive dyskinesia (TD)
Can be taken with most mental health medications so you don’t have to
choose between maintaining your mental health or treating TD
Offers personalized dosing options so your doctor can fine-tune your
treatment to fit your individual needs
Cost shouldn’t stand in the way of starting treatment for TD. Whether you have
insurance or not, AUSTEDO (deutetrabenazine) has a financial program that
can help.
Read the Medication Guide on the following
pages for more information about AUSTEDO,
including possible side effects.

Visit AUSTEDO.com
to learn more.

IMPORTANT SAFETY INFORMATION
Do not take AUSTEDO if you:
• are taking a monoamine oxidase inhibitor (MAOI) medicine. Do not take an
MAOI within 14 days after you stop taking AUSTEDO. Do not start AUSTEDO if
you stopped taking an MAOI in the last 14 days. Ask your healthcare provider or
pharmacist if you are not sure.
• are taking reserpine. Do not take medicines that contain reserpine (such as
Serpalan® and Renese®-R) with AUSTEDO. If your healthcare provider plans to
switch you from taking reserpine to AUSTEDO, you must wait at least 20 days
after your last dose of reserpine before you start taking AUSTEDO.
Please read Important Safety Information on pages 19-20.
The brands listed are registered trademarks of their respective owners.
© 2022 Teva Neuroscience, Inc. AUS-44556 June 2022

MEDICATION GUIDE
AUSTEDO® (aw-STED-oh)
(deutetrabenazine)
tablets, for oral use
What is the most important information I should know about AUSTEDO?
• AUSTEDO can cause serious side effects in people with Huntington’s disease, including:
◦ depression
◦ suicidal thoughts
◦ suicidal actions
• Do not start taking AUSTEDO if you have Huntington’s disease and are depressed (have untreated depression or depression that is not well controlled by
medicine) or have suicidal thoughts.
• Pay close attention to any changes, especially sudden changes, in mood, behaviors, thoughts, or feelings. This is especially important when AUSTEDO is
started and when the dose is changed.
Call your healthcare provider right away if you become depressed or have any of the following symptoms, especially if they are new, worse, or worry you:
• feel sad or have crying spells
• lose interest in seeing your friends or doing things you used to enjoy
• sleep a lot more or a lot less than usual
• feel unimportant
• feel guilty
• feel hopeless or helpless
• feel more irritable, angry, or aggressive than usual
• feel more or less hungry than usual or notice a big change in your body weight
• have trouble paying attention
• feel tired or sleepy all the time
• have thoughts about hurting yourself or ending your life
What is AUSTEDO?
AUSTEDO is a prescription medicine that is used to treat:
• the involuntary movements (chorea) of Huntington’s disease. AUSTEDO does not cure the cause of the involuntary movements, and it does not treat other
symptoms of Huntington’s disease, such as problems with thinking or emotions.
• movements in the face, tongue, or other body parts that cannot be controlled (tardive dyskinesia).
It is not known if AUSTEDO is safe and effective in children.
Who should not take AUSTEDO?
Do not take AUSTEDO if you:
• have Huntington’s disease and are depressed or have thoughts of suicide. See “What is the most important information I should know about AUSTEDO?”
• have liver problems.
• are taking a monoamine oxidase inhibitor (MAOI) medicine. Do not take an MAOI within 14 days after you stop taking AUSTEDO. Do not start AUSTEDO if you
stopped taking an MAOI in the last 14 days. Ask your healthcare provider or pharmacist if you are not sure.
• are taking reserpine. Do not take medicines that contain reserpine (such as Serpalan and Renese-R) with AUSTEDO. If your healthcare provider plans to
switch you from taking reserpine to AUSTEDO, you must wait at least 20 days after your last dose of reserpine before you start taking AUSTEDO.
• are taking tetrabenazine (Xenazine). If your healthcare provider plans to switch you from tetrabenazine (Xenazine) to AUSTEDO, take your first dose of
AUSTEDO on the day after your last dose of tetrabenazine (Xenazine).
• are taking valbenazine (Ingrezza).
Before taking AUSTEDO, tell your healthcare provider about all of your medical conditions, including if you:
• have emotional or mental problems (for example, depression, nervousness, anxiety, anger, agitation, psychosis, previous suicidal thoughts or suicide attempts).
• have liver disease.
• have an irregular heart rhythm or heartbeat (QT prolongation, cardiac arrhythmia) or a heart problem called congenital long QT syndrome.
• have low levels of potassium or magnesium in your blood (hypokalemia or hypomagnesemia).
• have breast cancer or a history of breast cancer.
• are pregnant or plan to become pregnant. It is not known if AUSTEDO can harm your unborn baby.
• are breastfeeding or plan to breastfeed. It is not known if AUSTEDO passes into breast milk.
Tell your healthcare provider about all of the medicines you take, including prescription and over-the-counter medicines, vitamins, and herbal supplements.
Taking AUSTEDO with certain other medicines may cause side effects. Do not start any new medicines while taking AUSTEDO without talking to your healthcare
provider first.
How should I take AUSTEDO?
• Take AUSTEDO exactly as your healthcare provider tells you to take it.
• Take AUSTEDO by mouth and with food.
• Swallow AUSTEDO tablets whole with water. Do not chew, crush, or break AUSTEDO tablets before swallowing. If you cannot swallow AUSTEDO tablets
whole, tell your healthcare provider. You may need a different medicine.
• If your dose of AUSTEDO is 12 mg or more each day, take AUSTEDO tablets 2 times a day in equal doses with food.
• Your healthcare provider will increase your dose of AUSTEDO each week for several weeks, until you and your healthcare provider find the right dose for you.
• Tell your healthcare provider if you stop taking AUSTEDO for more than 1 week. Do not take another dose until you talk to your healthcare provider.
What should I avoid while taking AUSTEDO?
Sleepiness (sedation) is a common side effect of AUSTEDO. While taking AUSTEDO, do not drive a car or operate dangerous machinery until you know how
AUSTEDO affects you. Drinking alcohol and taking other drugs that may also cause sleepiness while you are taking AUSTEDO may increase any sleepiness
caused by AUSTEDO.

What are the possible side effects of AUSTEDO?
AUSTEDO can cause serious side effects, including:
• Depression and suicidal thoughts or actions in people with Huntington’s disease. See “What is the most important information I should know about
AUSTEDO?”
• Irregular heartbeat (QT prolongation). AUSTEDO increases your chance of having certain changes in the electrical activity in your heart. These changes
can lead to a dangerous abnormal heartbeat. Taking AUSTEDO with certain medicines may increase this chance.
• Neuroleptic Malignant Syndrome (NMS). Call your healthcare provider right away and go to the nearest emergency room if you develop these signs and
symptoms that do not have another obvious cause:
◦ high fever
◦ stiff muscles
◦ problems thinking
◦ very fast or uneven heartbeat
◦ increased sweating
• Restlessness. You may get a condition where you feel a strong urge to move. This is called akathisia.
• Parkinsonism. Symptoms of parkinsonism include: slight shaking, body stiffness, trouble moving, trouble keeping your balance, or falls.
The most common side effects of AUSTEDO in people with Huntington’s disease include:
• sleepiness (sedation)
• tiredness
• diarrhea
• dry mouth
The most common side effects of AUSTEDO in people with tardive dyskinesia include:
• inflammation of the nose and throat (nasopharyngitis)
• problems sleeping (insomnia)
These are not all the possible side effects of AUSTEDO. Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088.
How should I store AUSTEDO?
• Store AUSTEDO tablets at room temperature, between 68°F to 77°F (20°C to 25°C).
• Keep the bottle tightly closed to protect AUSTEDO from light and moisture.
Keep AUSTEDO tablets and all medications out of reach of children.
General information about the safe and effective use of AUSTEDO.
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use AUSTEDO for a condition for which it was
not prescribed. Do not give AUSTEDO to other people, even if they have the same symptoms you have. It may harm them. You can ask your pharmacist or
healthcare provider for information about AUSTEDO that is written for health professionals.
What are the ingredients in AUSTEDO?
Active ingredient: deutetrabenazine
Inactive ingredients: ammonium hydroxide, black iron oxide, n-butyl alcohol, butylated hydroxyanisole, butylated hydroxytoluene, magnesium stearate,
mannitol, microcrystalline cellulose, polyethylene glycol, polyethylene oxide, polysorbate 80, polyvinyl alcohol, povidone, propylene glycol, shellac, talc,
titanium dioxide, and FD&C blue #2 lake. The 6 mg tablets also contain FD&C red #40 lake. The 12 mg tablets also contain FD&C yellow #6 lake.
Manufactured for:
Teva Neuroscience, Inc.
Parsippany, NJ 07054
©
2022 Teva Neuroscience, Inc.
AUSMG-007
For more information, go to www.AUSTEDO.com or call 1-888-483-8279.
This Medication Guide has been approved by the U.S. Food and Drug Administration.
Revised: May 2022
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