Gonzalez Family,
living with Fabry disease

On your Fabry disease journey,

COUNT ON

FABRAZYME
Indication and Usage
Fabrazyme® (agalsidase beta) is used to treat patients
with Fabry disease. Fabrazyme lowers the amount of
a substance called globotriaosylceramide (GL-3), which
builds up in cells lining the blood vessels of the kidney
and certain other cells.
The lowering of GL-3 suggests that Fabrazyme may
improve how Fabry disease affects your body; however
a relationship of lower GL-3 to specific signs and
symptoms of Fabry disease has not been proven.
Please see complete Important Safety Information on pages 25-27 and full
Prescribing Information in pocket.
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Fabry disease is a lifelong, genetic condition that typically becomes
worse over time. It is important to prioritize your health and follow
the management plan that your doctor has put together for you.
Fabrazyme has treated people with Fabry disease for more than
15 years and is the longest-studied Fabry disease therapy.

RESOURCES

Sanofi Genzyme support services

Taking charge of your health and managing your Fabry disease
starts with you. Look to this guide for information on topics such
as understanding your symptoms, preparing for treatment, and
resources and support.

FABRAZYME®
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(agalsidase beta)

How Fabrazyme works

YOUR GUIDE TO
FABRY DISEASE
AND FABRAZYME

FABRY DISEASE

Introduction to Fabry disease

If you have any questions about
Fabry disease or Fabrazyme, talk to
your doctor or visit Fabrazyme.com.

IMPORTANT SAFETY
INFORMATION

Important Safety Information
Fabrazyme can cause serious side effects, including:
Severe Allergic Reactions (anaphylaxis): Life-threatening severe allergic
(anaphylactic) reactions have been seen in patients during Fabrazyme
infusions. Approximately 1% of patients who have received Fabrazyme either
during a clinical study or after Fabrazyme was approved have experienced
anaphylactic or severe allergic reactions during
their infusion.

Patricia, Shemary,
and Ammeris,
2

living with Fabry disease,
and their family

Please see complete Important Safety
Information on pages 25-27 and full
Prescribing Information in pocket.
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What is Fabry disease?

Fabry disease and families

Fabry disease is an inherited condition caused by a genetic alteration, a
change in one of your genes. Because of this altered gene, your body
is unable to make enough of an enzyme called alpha-galactosidase A, or
alpha-GAL. Enzymes are proteins that break down substances in your body.
When enzymes don’t work properly, substances build up and can cause
diseases such as Fabry disease.

Fabry disease affects people of all ages and ethnic backgrounds. It is typically
inherited, which means that parents with Fabry disease can pass it down to
their children.

FABRAZYME®

If someone in your family has Fabry disease, it's important
to talk to your doctor or a genetic counselor about a blood
test that can help diagnose other family members.

GL-3 buildup with limited
or no alpha-GAL

RESOURCES

alpha-GAL breaks
down and clears GL-3 buildup

(agalsidase beta)

Fabry disease runs in families, so when
one person is diagnosed, an average of
5 additional relatives may also have it.

The role of alpha-GAL
Lysosomes in your cells have alpha-GAL to break down fats, such as
globotriaosylceramide (globe-o-try-a-o-sill-ser-im-eyed), which is known as
GL-3. When there’s not enough functioning alpha-GAL in your body, GL-3
can’t be broken down. Instead, GL-3 builds up in organs such as the kidneys,
heart, and skin, which can cause damage.

FABRY DISEASE

About Fabry disease

No alpha-GAL

alpha-GAL

Lysosome

Katie,

GL-3

In people who don't have Fabry disease,
lysosomes in the cells have alpha-GAL
that can break down and clear GL-3.

living with Fabry disease,
and her daughter Ali

IMPORTANT SAFETY
INFORMATION

GL-3 buildup

Cell

In people with Fabry disease, GL-3 builds
up in lysosomes and can't be broken
down, so cells don't function as usual.

A lysosome is the digestive system of the cell,
where fats and other substances are broken down.

4

Please see complete Important Safety Information on pages 25-27
and full Prescribing Information in pocket.
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How Fabry disease can
affect you
In people with Fabry disease, GL-3 starts to build up before birth and
continues building up throughout life. Although everyone has GL-3, too much
of it can cause damage to the body. Fabry disease affects women, men, and
children differently. Even within the same family, people with Fabry disease
may experience different symptoms including:

Heart
• Chest pain
• Heart disease

Kidney disease
Digestive problems
• Reddish or purple spots on skin

YEARS

IN WOMEN

YEARS
IN MEN

It's important to track your symptoms and see your doctor regularly.

Tests to monitor Fabry disease
Your doctor will order certain tests to measure the function of your kidneys,
heart, and brain to understand the effects of Fabry disease on your body.
Tests can be performed as often as every six months or as infrequently as
every three years, depending on your age and other factors. More frequent
testing will be needed if you experience new or more severe symptoms, and
when you start or change your treatment plan.

IMPORTANT SAFETY
INFORMATION

Skin and nerves

15 20

RESOURCES

• Marble-like pattern in the eyes
(corneal whorling)

As a result of GL-3 buildup, people
with Fabry disease are at risk for
problems that may become lifethreatening, such as kidney disease,
enlarged heart, heart valve problems,
and early stroke. Some symptoms
of Fabry disease may become worse
over time without your knowledge.

FABRAZYME®

• Ministroke or transient ischemic
attack (TIA)

Undiagnosed and unmanaged, Fabry disease can reduce life
expectancy by approximately:

(agalsidase beta)

Head

Long-term effects of Fabry disease

Some tests you may need:

• Inability to sweat
• Pain in hands or feet
• Temperature sensitivity

Urine and blood tests

MRI scan

Echocardiogram (echo),
ECG/EKG

Please see page 23 for a full glossary of terms and their definitions.
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Please see complete Important Safety
Information on pages 25-27 and full
Prescribing Information in pocket.

It's important to go to all of your appointments so your
doctor can monitor signs of Fabry disease. Even if you don't
have any symptoms, test results can show if the disease is
progressing silently.
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When to start treatment
Because the symptoms of Fabry disease vary from person to person and not
everyone has symptoms, you may wonder when you should start treatment.
To help guide your doctor, a panel of experts on Fabry disease
has created treatment guidelines, which recommend that enzyme
replacement therapy (ERT) should be considered in:

FABRAZYME®

(agalsidase beta)

> Symptomatic males and females at time
of diagnosis
• In published guidelines, Fabry disease experts recommend
that ERT should be considered in symptomatic males and
females at any age*

> Asymptomatic males and females
• Males with classic genetic alterations starting at ages 8–10
RESOURCES

• Males with nonclassic genetic alterations and
asymptomatic females:
– Should be monitored for the development of symptoms that
		 warrant treatment with ERT, such as problems in the kidneys,
		 heart, or brain, as well as pain, gastrointestinal distress, 		
		 difficulty sweating or exercise intolerance*

Tonia and Tony,

living with Fabry disease

8

Important Safety Information (continued)
• These reactions have included: localized swelling of the face, mouth and
throat, narrowing of breathing airways, low blood pressure, hives, difficulty
swallowing, rash, trouble breathing, flushing, chest discomfort, itching and
nasal congestion.
• People who have experienced these reactions have required treatment
including heart/lung resuscitation, oxygen, fluids given through the vein,
hospitalization, and have needed treatment with inhaled drugs called betaadrenergic agonists to help open the breathing airways, antihistamines,
epinephrine (also known as adrenalin), and a medication given through the
vein called a corticosteroid (or steroid) which helps to decrease the body’s
allergic reaction by decreasing inflammation.

IMPORTANT SAFETY
INFORMATION

*Fabrazyme has not been studied in patients under the age of 8. Fabrazyme
has not been shown to affect symptoms of Fabry disease.

Talk with your doctor to understand
how treatment can help you manage
your Fabry disease.

Please see complete Important Safety
Information on pages 25-27 and full
Prescribing Information in pocket.
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Fabrazyme helps clear GL-3 buildup by replacing
the missing enzyme in Fabry disease
Fabrazyme is an ERT that gives you the enzyme that’s missing or deficient.
The fully functional enzyme clears GL-3 in your cells.

GL-3 buildup
without Fabrazyme

Fabrazyme breaks down
and clears GL-3 buildup

No alpha-GAL

alpha-GAL

FABRAZYME®

(agalsidase beta)

Lysosome
GL-3
Cell

Ammeris and Patricia,
living with Fabry disease

GL-3 buildup

Fabrazyme replaces the missing
enzyme, breaking down and clearing
GL-3 buildup in certain cells.

RESOURCES

The alpha-GAL enzyme is missing or
not working, so GL-3 builds up in cells,
causing damage.

On your Fabry disease journey,

COUNT ON

Fabrazyme can be prescribed for people with
Fabry disease, regardless of disease severity,
enzyme activity, or type of genetic alteration.
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Indication and Usage
Fabrazyme® (agalsidase beta) is used to treat patients with Fabry disease.
Fabrazyme lowers the amount of a substance called globotriaosylceramide
(GL-3), which builds up in cells lining the blood vessels of the kidney and
certain other cells.
The lowering of GL-3 suggests that Fabrazyme may improve how Fabry
disease affects your body; however a relationship of lower GL-3 to specific
signs and symptoms of Fabry disease has not been proven.

IMPORTANT SAFETY
INFORMATION

FABRAZYME

For over 15 years, Fabrazyme
has been prescribed to treat
people with Fabry disease.

Important Safety Information (continued)
• If you experience a severe allergic or anaphylactic reaction, your healthcare
professional will immediately stop the infusion of Fabrazyme and provide
you the necessary emergency medical treatment. Because of the possibility
that severe allergic reactions may occur, appropriate medical support should
be available during your Fabrazyme infusion.

Please see complete Important Safety
Information on pages 25-27 and full
Prescribing Information in pocket.
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Fabrazyme cleared GL-3 buildup
in certain cells of the kidney,
heart, and skin
After 5 months of treatment with Fabrazyme in Study 1, most patients
achieved GL-3 clearance resulting in normal or near-normal GL-3 levels in
certain cells of their: Kidney: 69% (20/29) of Fabrazyme patients compared
with 0% (0/29) of placebo patients; Heart: 72% (21/29) of Fabrazyme
patients compared with 3% (1/29) of placebo patients; Skin: 100% (29/29)
of Fabrazyme patients compared with 3% (1/29) of placebo patients.
Patients treated with Fabrazyme who had GL-3
clearance at 6 months in the Study 1 extension

Fabrazyme
Pretreatment

In another clinical
study, which lasted
4.5 years, patients
who regularly received
Fabrazyme maintained
normal or near-normal
GL-3 levels in their blood.

Marc,

living with
Fabry disease

96%

96%

(47/49)

(51/53)

80

80%

(32/40)

Similar long-term GL-3 clearance was achieved at 4.5 years in the
majority of patients taking Fabrazyme in this extension study.*

60

*In the extension study, patients had sustained GL-3 clearance in certain cells of
the kidney (100%; 8/8), heart (75%; 6/8), and skin (86%; 31/36) at 4.5 years.

40

10%

(6/58)

The lowering of GL-3 suggests that Fabrazyme may improve how Fabry disease
affects your body; however, a relationship of lower GL-3 to specific signs and
symptoms of Fabry disease has not been proven.

5%

(3/58)

(1/58)
0

Kidney

Heart

Skin

Study 1 design: This study included 58 Fabry patients ages 16-61. Patients in this
study received either Fabrazyme or placebo every 2 weeks for 5 months. Patients
received a score of 0 to 3 based on the amount of GL-3 in their cells. Most people
received a score of 0, meaning their GL-3 levels were normal or near normal.
Study 1 extension design: Forty-four of the 58 patients completed an
additional 54 months of treatment in an open-label extension study, where
everyone received Fabrazyme therapy.

IMPORTANT SAFETY
INFORMATION

20

2%

12

RESOURCES

% patients with GL-3 clearance

100

Important Safety Information (continued)
Infusion-Associated Reactions: In clinical studies with Fabrazyme, 59%
of patients experienced infusion-associated reactions during Fabrazyme
administration, some of which were severe.
• For patients who have had reactions to their infusions, it is recommended
that they be given anti-fever and antihistamine medications right before
their next infusions. Infusion-associated reactions have happened in some
patients even after taking these medications
before their infusions.
Please see complete Important Safety
Information on pages 25-27 and full
Prescribing Information in pocket.
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Fabrazyme cleared GL-3 in
children 8 years and older with
Fabry disease*
Before treatment with Fabrazyme

25%

(4 out of 16) patients had normal levels of GL-3 in certain
cells of their skin

Fabrazyme has
been prescribed for
pediatric patients*
with Fabry disease for
more than 15 years.

12.5%
(2/16) patients had normal levels of GL-3 in their blood

Jenna,

living with
Fabry disease

After treatment with Fabrazyme†

Boy

(16 out of 16) patients had normal or near-normal levels
of GL-3 in certain cells of their skin and in their blood
Girl

Had GL-3 buildup

Had normal or near-normal GL-3 levels

*Fabrazyme has not been studied in patients under the age of 8.
These results were after 5.5 months and 11 months of Fabrazyme treatment.

No new safety concerns were identified in
children 8 years and older, and the overall
safety and efficacy profile of Fabrazyme was
found to be similar to adults.
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Please see complete Important Safety Information on pages 25-27 and full
Prescribing Information in pocket.

IMPORTANT SAFETY
INFORMATION

Study design: 16 pediatric patients with Fabry disease, aged 8-16 years,
were evaluated in an open-label, uncontrolled study.

†

RESOURCES

100%

Important Safety Information (continued)
• If an infusion reaction occurs, slowing the infusion rate, stopping the
infusion for a short time and/or giving more anti-fever and antihistamine
medications and or steroids may improve the symptoms.
• If severe infusion-associated reactions happen, your healthcare professional
should consider stopping the Fabrazyme infusion right away and should
provide medical care for your condition. Severe reactions are generally
managed by giving antihistamine medications,
corticosteroids, fluids through the vein, and/
or oxygen when needed. Because severe
infusions reactions may happen, medical
treatment should be readily available during
your Fabrazyme infusion.
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The safety of Fabrazyme
has been studied in several
clinical trials*

Patricia,

living with Fabry disease,
and her grandson CJ

What are the the most common side effects of
Fabrazyme?
In clinical trials, common side effects that occurred in about 20% of people
treated with Fabrazyme and in more than 2.5% of people who received
placebo include:
Placebo
(n=60)

Upper respiratory
tract infection

44%

30%

Chills

43%

12%

Serious Side Effects

Fever

39%

22%

Headache

39%

28%

• Life-threatening severe allergic (anaphylactic) reactions have been seen in
patients during Fabrazyme infusions.

Cough

33%

25%

Burning or tingling
in hands and feet

31%

18%

Fatigue

24%

17%

Swelling in the limbs

21%

7%

Dizziness

21%

8%

Rash

20%

10%

*The safety of Fabrazyme has been assessed in 4 clinical studies involving
162 people with Fabry disease.
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Talk to your doctor about any side effects you experience
when taking Fabrazyme. Your doctor can help manage
infusion-associated reactions or other side effects.

• Approximately 1% of patients who have received Fabrazyme either during
a clinical study or after Fabrazyme was approved have experienced severe
allergic reactions (anaphylaxis) during their infusion.
• In clinical studies, 59% of patients experienced infusion-associated
reactions during Fabrazyme treatment, some of which were severe.

IMPORTANT SAFETY
INFORMATION

n=number of patients.

RESOURCES

Fabrazyme
(n=80)

Side effect

• Infusion-associated reactions tended to decline in frequency with continued
use of Fabrazyme in clinical studies; however, they may still occur despite
extended duration of treatment.
• People with advanced Fabry disease may have heart problems, which may
put them at a higher risk for severe complications from infusion-associated
reactions. These patients should be watched closely during their infusion if
the decision is made to give them Fabrazyme.

Please see complete Important Safety
Information on pages 25-27 and full
Prescribing Information in pocket.
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Bordelon-Lee Family,
living with Fabry disease

RESOURCES

Treatment with Fabrazyme
You can receive Fabrazyme in a number of treatment settings, including:

Make your treatments a priority

Doctors'
office

Infusion
center

IMPORTANT SAFETY
INFORMATION

Fabrazyme is an infusion that's given every two weeks to help prevent
the buildup of GL-3. Fabrazyme keeps helping to clear GL-3 as long as you
continue treatment.
Home

Talk to your doctor about which treatment setting is right for you.

Follow the Fabrazyme treatment plan
prescribed by your doctor, even if you’re
not feeling sick.

Important Safety Information (continued)
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Pre-existing Heart Problems: People with advanced Fabry disease may have
heart problems, which may put them at a higher risk for severe complications
from infusion-associated reactions. These patients should be watched closely
during their infusion if the decision is made to give them Fabrazyme.

Please see complete Important Safety
Information on pages 25-27 and full
Prescribing Information in pocket.
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CareConnectPSS®

Personalized Support Services
CareConnectPSS®, personalized support services for patients,
represents Sanofi Genzyme’s more than 35-year commitment
to supporting the rare disease community. CareConnectPSS is
designed to support each patient’s unique journey.
Our range of support to help patients living with a rare disease includes:

Disease-specific
information,
including genetic
education

Care coordination
for treatment

Dedicated
CareConnectPSS
Patient Education
Liaisons and
Case Managers

Margarita,
living with
Fabry disease

RESOURCES

Programs such
as the Copay
Assistance Program
and Charitable
Access Program for
eligible patients

Your Case Manager will guide you through every
step of the journey. They can provide resources that
may help you with out-of-pocket costs, as well as
health insurance claims and billing.

20

IMPORTANT SAFETY
INFORMATION

Your Patient Education Liaison can help educate
you, your family, friends, teachers, or employers
about Fabry disease.

Connect with us online at CareConnectPSS.com
Questions about the support services that are available to you? Contact a
case manager at info@CareConnectPSS.com or 1-800-745-4447, option 3.

Please see complete Important Safety
Information on pages 25-27 and full
Prescribing Information in pocket.
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Fabry disease resources

Glossary

Fabry Disease Information | discoverfabry.com

alpha-galactosidase A (alpha-ga-lack-tose-i-daze A) (alpha-GAL): An
enzyme that is missing, not working properly, or present in smaller-than-normal
amounts in people with Fabry disease. It is normally found in the lysosomes.

A website created by Sanofi Genzyme with information about Fabry disease

Fabry Registry | registrynxt.com
A program designed to help doctors better understand Fabry disease

Fabry Support & Information Group (FSIG) | fabry.org

altered gene: A change in one of your genes.
classic Fabry disease: A type of Fabry disease in which there is little or
no functional alpha-GAL activity. Symptoms typically begin in childhood
and adolescence.

A nonprofit organization dedicated to raising awareness and providing support
to you and caregivers of patients with Fabry disease

enzyme: A protein produced by the body that acts to chemically change other
substances. Enzymes are involved in breaking down or chemically altering
substances so that the body can use or get rid of them.

Genetic Alliance | geneticalliance.org

ECG/EKG: An electrocardiogram, which measures electrical activity of the heart.

The world’s leading nonprofit health advocacy organization committed to
transforming health through genetics

National Fabry Disease Foundation (NFDF) | fabrydisease.org
This foundation supports the Fabry disease community through education,
assistance, identification, research, and advocacy

National Organization for Rare Disorders (NORD) |
rarediseases.org/rare-diseases/fabry-disease

Fabry disease: A genetic disorder caused by a deficiency of the enzyme
alpha-galactosidase A.
gene: A piece of DNA that codes for a particular protein. Each gene occupies
a specific location on a chromosome, which defines a person’s bodily makeup
and function.
genetic: Affecting or affected by genes.
globotriaosylceramide (globe-o-try-a-o-sill-ser-im-eyed): One type of
glycosphingolipid compound that accumulates in the blood vessel walls of
people with Fabry disease as a result of a deficiency in alpha-galactosidase A.
GL-3: An abbreviation for globotriaosylceramide.

IMPORTANT SAFETY
INFORMATION

A nonprofit federation of health organizations dedicated to helping people with
rare, or “orphan,” diseases and assisting the organizations that serve them

echo: An echocardiogram, which is an ultrasound of the heart.

infusion: The delivery of liquid medicine into the blood through a vein.

National Society of Genetic Counselors (NSCG) | nsgc.org
An organization that will help you find a genetic counselor who is in your area
or available by phone

Please see complete Important Safety Information on pages 25-27 and
full Prescribing Information in pocket.
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Access to these and other services is voluntary, and patients are not obligated to begin treatment if they
contact us. You and your physician will make all treatment-related decisions. Most importantly, the privacy and
security of your personal information is always protected.
This is not intended to be a comprehensive list of Fabry disease support organizations. These listings do not
constitute an endorsement by Sanofi Genzyme of information provided by any other organizations.

kidney disease: A condition in which the kidneys are damaged and can’t filter
blood normally.
lysosome: A small structure in most cells that acts as the digestive system
of the cell. Lysosomes contain and make various enzymes that break down
substances. In Fabry disease, GL-3 builds up in the lysosomes.
nonclassic Fabry disease: A type of Fabry disease in which there is some
alpha-GAL activity in the body. Symptoms typically develop after adolescence.
placebo: A substance that has no medicinal value, used during clinical
studies, which has no effect on your body. A placebo is used for comparison
to help researchers understand clinical study results.
TIA: A transient ischemic attack, which is a sudden stroke without symptoms
you can feel or see. It happens when blood stops flowing to the brain.
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Important Safety Information
Indication & Usage
Fabrazyme® (agalsidase beta) is used to treat patients with Fabry disease.
Fabrazyme lowers the amount of a substance called globotriaosylceramide
(GL-3), which builds up in cells lining the blood vessels of the kidney and
certain other cells.
The lowering of GL-3 suggests that Fabrazyme may improve how Fabry
disease affects your body; however, a relationship of lower GL-3 to specific
signs and symptoms of Fabry disease has not been proven.
Important Safety Information
Fabrazyme can cause serious side effects, including:
Severe Allergic Reactions (anaphylaxis): Life-threatening severe allergic
(anaphylactic) reactions have been seen in patients during Fabrazyme
infusions. Approximately 1% of patients who have received Fabrazyme either
during a clinical study or after Fabrazyme was approved have experienced
anaphylactic or severe allergic reactions during their infusion.
• These reactions have included: localized swelling of the face, mouth and
throat, narrowing of breathing airways, low blood pressure, hives, difficulty
swallowing, rash, trouble breathing, flushing, chest discomfort, itching and
nasal congestion.

living with Fabry disease

Learn more at
Fabrazyme.com

IMPORTANT SAFETY
INFORMATION

Marc and Ivela,

• People who have experienced these reactions have required treatment
including heart/lung resuscitation, oxygen, fluids given through the vein,
hospitalization, and have needed treatment with inhaled drugs called betaadrenergic agonists to help open the breathing airways, antihistamines,
epinephrine (also known as adrenalin), and a medication given through the
vein called a corticosteroid (or steroid) which helps to decrease the body’s
allergic reaction by decreasing inflammation.
• If you experience a severe allergic or anaphylactic reaction, your healthcare
professional will immediately stop the infusion of Fabrazyme and provide
you the necessary emergency medical treatment. Because of the possibility
that severe allergic reactions may occur, appropriate medical support should
be available during your Fabrazyme infusion.
Continued on next page
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Please see additional Important Safety
Information on pages 26-27 and full
Prescribing Information in pocket.
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Important Safety
Information, continued
Infusion-Associated Reactions: In clinical studies with Fabrazyme, 59%
of patients experienced infusion-associated reactions during Fabrazyme
administration, some of which were severe.
• For patients who have had reactions to their infusions, it is recommended
that they be given anti-fever and antihistamine medications right before
their next infusions. Infusion-associated reactions have happened in some
patients even after taking these medications before their infusions.
• If an infusion reaction occurs, slowing the infusion rate, stopping the
infusion for a short time and/or giving more anti-fever and antihistamine
medications and or steroids may improve the symptoms.
• If severe infusion-associated reactions happen, your healthcare professional
should consider stopping the Fabrazyme infusion right away and should
provide medical care for your condition. Severe reactions are generally
managed by giving antihistamine medications, corticosteroids, fluids
through the vein, and/or oxygen when needed. Because severe infusions
reactions may happen, medical treatment should be readily available during
your Fabrazyme infusion.
Pre-existing Heart Problems: People with advanced Fabry disease may have
heart problems, which may put them at a higher risk for severe complications
from infusion-associated reactions. These patients should be watched closely
during their infusion if the decision is made to give them Fabrazyme.
Immune Response and Continued Treatment After Allergic Reaction: In
the clinical studies, a few patients developed IgE antibodies or a reaction to
an allergy skin test specific to Fabrazyme. IgE antibodies are usually produced
by the body’s immune system during an allergic reaction. Your doctor should
consider testing for IgE antibodies if you experience suspected allergic
reactions. Providing Fabrazyme to patients who have experienced severe or
serious allergic reactions to Fabrazyme should only be done after carefully
considering the risks and benefits of continuing the treatment, and only
under the direct supervision of a qualified healthcare professional and with
appropriate medical support readily available.

26

Please see additional Important Safety Information on page 25 and full
Prescribing Information in pocket.

Common and Other Possible Side Effects:
• Common side effects reported in 20% or more of Fabrazyme treated patients
in clinical studies compared to placebo were upper respiratory tract infection,
headache, cough, burning and/or tingling sensation, fatigue, dizziness, swelling in
the legs, and rash.
• Serious and/or frequently occurring side effects (occurring in 5% or more of the
patients) thought to be related to Fabrazyme in placebo-controlled and open-label
clinical studies have included: chills, fever, feeling hot or cold, trouble breathing,
nausea, flushing of the skin, headache, vomiting, burning and/or tingling sensation,
fatigue, itching, pain in the hands and feet, high blood pressure, chest pain, throat
tightness, abdominal pain, dizziness, rapid heart rate, nasal congestion, diarrhea,
swelling in the legs, muscle pain, back pain, paleness of the skin, slow heart rate,
hives, low blood pressure, face swelling, rash and sleepiness.
• Other serious side effects that were seen in the clinical studies included stroke, pain,
lack of muscle coordination, slow or irregular heartbeat, stopping of the heartbeat,
decreased blood pumped by the heart, dizziness, and kidney problems resulting in
too much protein leaving the body in the urine (nephrotic syndrome). These side
effects also occur as part of Fabry disease.
• Since Fabrazyme has been approved, there have been side effects that resulted
in death that may or may not be related to the use of Fabrazyme. These included:
the heart and/or lungs stop working (known as cardiorespiratory arrest, respiratory
failure, and/or cardiac failure), life-threatening infection in the blood stream (known
as sepsis), stroke, heart attack, kidney failure, and pneumonia. Some of these side
effects were reported in Fabry disease patients with significant underlying disease.
The safety and effectiveness of Fabrazyme in patients younger than 8 years of age
have not been studied.

The health information contained herein is
provided for general educational purposes only.
Your healthcare professional is the best source of
information regarding your health. Please consult
your healthcare professional if you have any
questions about your health or treatment.
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Shemary,

living with
Fabry disease

(PEL BUSINESS CARD)

COUNT ON FABRAZYME
Fabrazyme has more than 15 years of real-world experience
and has been chosen for more than 4500 patients worldwide.

Learn more at Fabrazyme.com
Indication and Usage
Fabrazyme® (agalsidase beta) is used to treat patients with Fabry disease. Fabrazyme
lowers the amount of a substance called globotriaosylceramide (GL-3), which builds up in
cells lining the blood vessels of the kidney and certain other cells.
The lowering of GL-3 suggests that Fabrazyme may improve how Fabry disease affects
your body; however a relationship of lower GL-3 to specific signs and symptoms of Fabry
disease has not been proven.
Please see complete Important Safety Information on pages 25-27 and full
Prescribing Information in pocket.
50 Binney Street
Cambridge, MA 02142
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