TALK TO YOUR DOCTOR ABOUT RADICAVA ORS ®
(edaravone) FOR YOUR ALS
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RADICAVA ORS® offers an oral option that’s formulated to fit your
life’s routines.
This brochure provides information to help you have an informed discussion with your doctor about
RADICAVA ORS® to help determine if it is an appropriate treatment for you. Inside, you’ll find an overview of
treatment with RADICAVA ORS® along with examples of questions you can ask your doctor to learn more.
ALS=amyotrophic lateral sclerosis.

INDICATION

RADICAVA (edaravone) and RADICAVA ORS (edaravone) are indicated for the treatment of
amyotrophic lateral sclerosis (ALS).

IMPORTANT SAFETY INFORMATION

Do not receive RADICAVA or RADICAVA ORS if you are allergic to edaravone or any of the ingredients in RADICAVA
and RADICAVA ORS.
Before you take RADICAVA or RADICAVA ORS, tell your healthcare provider about all of your medical conditions, including
if you:
• have asthma.
• are allergic to other medicines.
Please see additional Important Safety Information throughout and full Prescribing Information and Patient Information.

Understanding ALS—a Neurological (Nervous System) Disease
No two patients are alike: ALS is a variable disease that progresses at
different rates for different people.

RADICAVA ORS® (edaravone)—Designed With
ALS Patients in Mind
5 mL oral dose may take only a few
minutes to administer on treatment days a

How ALS affects the body
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ALS begins in the brain and spinal cord
by affecting nerve cells called motor neurons.
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Can be stored at room temperature so you
can take it at home or on the go
• Store upright at room temperature between
68°F-77°F and protect from light

Motor neurons extend from the brain
to the spinal cord and from the spinal cord
to voluntary muscles throughout the body.

Motor neurons provide a vital line of
communication between the brain and muscles,
which produce movements like walking, chewing,
breathing, and talking.

Can be taken by mouth with an
oral syringe or through a feeding tube

Requires shaking but does not require
water or additional mixing steps

How to take RADICAVA ORS®
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RADICAVA ORS® should be taken in the morning on an empty stomach after overnight fasting. No food or drink
should be consumed (except water) for 1 hour after administration.b See the Instructions for Use for information on
how to take RADICAVA ORS®.

Questions to ask your doctor
How can an oral option with RADICAVA ORS® fit into
my daily routine?
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Can I travel with RADICAVA ORS®?
What is the dosing schedule for RADICAVA ORS®?
Can I take RADICAVA ORS® if I am in or considering
a clinical trial for ALS?

Because ALS can progress rapidly, talk to your doctor
as early as possible about your treatment options.
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Use the provided 5 mL syringe that comes with the product. Do not use a household teaspoon to measure your medication.

a

b

IMPORTANT SAFETY INFORMATION (continued)

Before you take RADICAVA or RADICAVA ORS, tell your healthcare provider about all of your medical conditions,
including if you: (continued)
• are pregnant or plan to become pregnant. It is not known if RADICAVA or RADICAVA ORS will harm your unborn baby.
• are breastfeeding or plan to breastfeed. It is not known if RADICAVA or RADICAVA ORS passes into your breastmilk.
You and your healthcare provider should decide if you will receive RADICAVA or RADICAVA ORS or breastfeed.
Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter medicines, vitamins,
and herbal supplements.
What are the possible side effects of RADICAVA and RADICAVA ORS?
RADICAVA and RADICAVA ORS may cause serious side effects, including hypersensitivity (allergic) reactions and sulfite
allergic reactions.
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The initial treatment cycle starts with daily dosing of RADICAVA ORS® for 14 days followed by a 14-day drug-free period. Subsequent treatment
cycles include daily dosing 10 out of 14 days followed by a 14-day drug-free period.

IMPORTANT SAFETY INFORMATION (continued)

What are the possible side effects of RADICAVA and RADICAVA ORS? (continued)
• Hypersensitivity reactions have happened in people receiving RADICAVA or taking RADICAVA ORS and can happen after
your medicine has been given.
• RADICAVA and RADICAVA ORS contain sodium bisulfite, a sulfite that may cause a type of allergic reaction that can be
serious and life-threatening. Sodium bisulfite can also cause less severe asthma episodes in certain people. Sulfite sensitivity can
happen more often in people who have asthma than in people who do not have asthma.
Please see additional Important Safety Information throughout
and full Prescribing Information and Patient Information.
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RADICAVA ORS® (edaravone) Has a Similar Safety Profile
as RADICAVA® (edaravone) a
Most common side effects

RADICAVA®

RADICAVA ORS® Is an Oral Form of a
Proven Treatment for ALS—RADICAVA®

Placebo

(184 patients)

(184 patients)

Bruising (contusion)

15%

9%

Problems with walking (gait disturbance)

13%

9%

Headache

10%

6%

Fatigue was also reported
in 7.6% of patients taking
RADICAVA ORS®.
These are not all of the
possible side effects with
RADICAVA ORS® or
RADICAVA®.

Fewer than 6% of patients discontinued RADICAVA ORS® because of side effects in the
24-week safety study in 185 patients with ALS.
Approximately 1% of patients discontinued RADICAVA ORS® due to gastrointestinal side effects
(diarrhea and trouble swallowing).

Slowing the loss of physical function
In a pivotal clinical study,

patients on RADICAVA® experienced 33% slower
loss of physical function at 6 months
as measured by the ALSFRS-R vs those on placebo.

This means that patients who did not receive RADICAVA®
(those who received placebo) declined more rapidly in physical function,
having lost an average of 2.49 points more than patients who
received RADICAVA®.

The ALSFRS-R is a rating
scale that your doctor may
use to help assess your
physical function over time.
It measures how you are doing
now and will help track your
ALS in the future.

Individual results may vary.

• Other reasons for discontinuation (1.1%) included respiratory failure and muscular weakness

Questions to ask your doctor

Questions to ask your doctor

What are other possible side effects of RADICAVA ORS®?

Why is the ALSFRS-R important in ALS?

What other safety information do I need to know about RADICAVA ORS®?

How does RADICAVA ORS® help in ALS?

What should I do if I experience a side effect with RADICAVA ORS®?

What does slowing the loss of physical function
mean for me?

Is there a chance of an allergic reaction to RADICAVA ORS®?

Can I take riluzole with RADICAVA ORS®?

Is there anything in my medical history that would affect me taking RADICAVA ORS®?
a

The safety of the IV formulation of RADICAVA® was evaluated in multiple placebo-controlled studies in 184 patients with ALS. The safety of
RADICAVA ORS® was demonstrated in a 24-week clinical study of 185 patients with ALS.

IV=intravenous.

IMPORTANT SAFETY INFORMATION (continued)

What are the possible side effects of RADICAVA and RADICAVA ORS? (continued)
• Tell your healthcare provider right away or go to the nearest emergency room if you have any of the following symptoms: hives;
swelling of the lips, tongue, or face; fainting; breathing problems; wheezing; trouble swallowing; dizziness; itching; or an asthma
attack (in people with asthma).
Your healthcare provider will monitor you during treatment to watch for signs and symptoms of all the serious side effects and
allergic reactions.
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ALSFRS-R=ALS Functional Rating Scale–Revised.

IMPORTANT SAFETY INFORMATION (continued)

What are the possible side effects of RADICAVA and RADICAVA ORS? (continued)
The most common side effects include bruising (contusion), problems walking (gait disturbance), and headache.
These are not all the possible side effects of RADICAVA or RADICAVA ORS. Call your doctor for medical advice
about side effects. You may report side effects to FDA at 1-800-FDA-1088. You may also report side effects to
www.fda.gov/medwatch or Mitsubishi Tanabe Pharma America, Inc. at 1-888-292-0058.
Please see additional Important Safety Information throughout
and full Prescribing Information and Patient Information.
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START THE TREATMENT CONVERSATION
Talk to your doctor about RADICAVA ORS® (edaravone)
at your regular visit or during a telehealth appointment.
You can also view informative videos at RadicavaORS.com/update.
Questions to ask your doctor
Is RADICAVA ORS® right for me?
What do I need to do to start treatment with
RADICAVA ORS®?
How can RADICAVA ORS® fit into my daily routine?

Actor portrayals.

Resources to help with accessing treatment
The JourneyMate Support Program™
Contact a Resource Specialist who is a go-to resource in the JourneyMate Support Program™
for general information about ALS and RADICAVA ORS®.
Call toll-free 1-855-4-JRNY-M8 (1-855-457-6968).
The VA provides assistance and benefits for veterans with ALS, including access to treatment.
Learn more about our veterans support at RadicavaORS.com/VHA.

VA=Veterans Affairs.

IMPORTANT SAFETY INFORMATION

Do not receive RADICAVA or RADICAVA ORS if you are allergic to edaravone or
any of the ingredients in RADICAVA and RADICAVA ORS.
Please see additional Important Safety Information throughout
and full Prescribing Information and Patient Information.
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