
Learn about aTTP treatment  
with CABLIVI in combination  
with plasma exchange and 
immunosuppressive therapy

EVERY DAY  
MATTERS IN  

THE FIGHT  
AGAINST aTTP

CABLIVI  has not 
been studied or 
approved for  
use in children.

INDICATION
What is CABLIVI?
CABLIVI (caplacizumab-yhdp) is a prescription medicine used for the treatment of adults with 
acquired thrombotic thrombocytopenic purpura (aTTP), in combination with plasma exchange and 
immunosuppressive therapy.

SELECT IMPORTANT SAFETY INFORMATION
Who should not take CABLIVI? 
Do not take CABLIVI if you’ve had an allergic reaction to caplacizumab-yhdp or to any of the 
ingredients in CABLIVI.  

Please see Important Safety Information on page 13 and accompanying Full Prescribing Information 
in back pocket.



CABLIVI is a breakthrough in aTTP treatment 

When used with plasma exchange and 
immunosuppressive therapy, CABLIVI is designed to 
prevent the uncontrolled formation of blood clots in 
aTTP, reducing the risk of serious complications.

As you go through treatment, your doctor should be 
your primary resource for any questions about aTTP, 
CABLIVI, or how you are feeling. Please follow up 
with your doctor if you have any questions. 

This guide is for you and your loved ones to provide more 
information about aTTP and treatment with CABLIVI.
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This guide includes important information to help  
you make the most of your treatment with CABLIVI. 

What’s Inside
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SIGNS AND SYMPTOMS OF aTTPUNDERSTANDING aTTP

aTTP is a lifelong condition.

90%
Up to

of people who have one aTTP event will have another over  
their lifetime. This is called a recurrence. (In a study looking  
at medical records of 21 people with aTTP over 30 years.)

It is important to be aware of symptoms and talk to your 
doctor if you think you are having another aTTP event.
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Blood clot–related 
symptoms

• Chest pain

• Seizures

• Headaches, confusion, and distorted vision

• Tiredness and jaundice (a yellowing of the skin  
and eyes)

Bleeding-related 
symptoms

• Bleeding from the gums or nose

• Purple bruises (known as purpura) 
and/or red or purple dots (known as 
petechiae) on the skin

• Blood in urine

• Stomach pain

Blood clot risk in aTTPBlood flow without aTTP

Everyone’s experience with aTTP is different.

You may have experienced some of the following symptoms. These can  
be signs of aTTP and could be a warning of a possible recurrence. 

Acquired thrombotic thrombocytopenic purpura (called aTTP) is a very rare, 
life-threatening blood disorder. aTTP happens when your immune system 
blocks the natural function of a protein in the blood called ADAMTS13. 

With this protein missing, blood clots can easily form throughout your body. 

These clots decrease the number of platelets in your body. This is called 
thrombocytopenia and can lead to uncontrolled bleeding.

PlateletsRed Blood Cell

von Willebrand 
FactorVessel Wall

Blood Clot

Blocked 
blood  
flow

Normal 
blood 
flow

Clots can block blood vessels and damage organs, such as the 
brain, heart, or kidneys. This can cause serious health problems,  
such as strokes or seizures. 

WHAT CAUSES aTTP? 
It may be unknown why you developed aTTP, but the following  
could be triggers:

• Certain conditions, including cancer, HIV, lupus, infections,  
or pregnancy

• Surgery or certain other medical procedures

• Certain medications, including chemotherapy, hormone therapy, and 
estrogen-based medicines (such as oral contraceptives)
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WHAT IS CABLIVI? 

CABLIVI: A breakthrough treatment to help in the fight against aTTP
CABLIVI is used together with a procedure called plasma exchange and a type 
of medication called immunosuppressive therapy to treat aTTP in adults. 

Blood flow after treatment with CABLIVI

SELECT IMPORTANT SAFETY INFORMATION
What should I tell my healthcare team before starting CABLIVI?
Tell your doctor if you have a medical condition including if you have a bleeding disorder. 
Tell your doctor about any medicines you take, including medicines that increase your risk of 
bleeding such as anti-coagulants and anti-platelet agents.

Talk to your doctor before scheduling any surgery, medical or dental procedure.

CABLIVI has an active ingredient called caplacizumab-yhdp. It is a 
small protein that helps prevent your body from forming dangerous 
blood clots during an aTTP episode. 

Plasma exchange helps filter your blood by removing clots and 
complexes (such as immune cells) you have too much of, and adding 
things you have too little of (such as ADAMTS13 and platelets). 

Immunosuppressive therapy is a treatment that helps decrease 
the activity of your immune system, which is overactive during an 
episode of aTTP.

+

CABLIVI
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CABLIVI with plasma exchange and immunosuppressive therapy can 
provide better results in aTTP
CABLIVI was tested in a clinical study of people with aTTP. It included 145 adults with 
aTTP, of whom 72 received CABLIVI with plasma exchange and immunosuppressive 
therapy. The other 73 adults received placebo (no medicine) with plasma exchange  
and an immunosuppressant. Both groups received treatment during daily plasma 
exchange therapy and for 30 days after. Some people received treatment for an 
additional 28 days based on their doctor’s decision. After treatment was stopped, 
everyone was followed by their doctor for 28 more days.

Please see Important Safety Information on page 13 and accompanying Full Prescribing Information 
in back pocket.

IN A CLINICAL STUDY, CABLIVI SHOWED:
a faster time to normal platelet count

87% 

87% 
of people in the CABLIVI group did not have another  
episode of aTTP during treatment and for 28 days after

Significantly fewer people experienced at least 1 of the following  
aTTP-related events in the CABLIVI group vs the placebo group
(13% receiving CABLIVI [9 people] vs 49% receiving placebo [36 people]):
• Death (0% receiving CABLIVI [0 people] vs 4% receiving placebo [3 people])

• Another episode of aTTP requiring plasma exchange during treatment  
(4% receiving CABLIVI [3 people] vs 38% receiving placebo [28 people])

• A serious event due to a blood clot (such as a heart attack or stroke)  
(9% receiving CABLIVI [6 people] vs 8% receiving placebo [6 people])

Four aTTP-related deaths occurred during the trial, including 1 non–treatment-
related death in the CABLIVI group during the treatment-free follow-up period  
and 3 deaths in the placebo group during the treatment period.

Significantly fewer people experienced another episode of aTTP that required starting 
plasma exchange again within the full study period in the CABLIVI group vs the placebo 
group (13% receiving CABLIVI [9 people] vs 38% receiving placebo [28 people]).

of people in the CABLIVI group were  
free of aTTP-related events
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Please see Important Safety Information on page 13 and accompanying Full Prescribing Information 
in back pocket.
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MISSED DOSES 
Taking CABLIVI daily is key for successful treatment. However, if you  
miss a dose, do the following:

• During your plasma exchange sessions: take CABLIVI as soon as possible

• After you’re no longer on plasma exchange: take CABLIVI within 12 hours of 
your scheduled time. After 12 hours, skip and take the next scheduled dose

INCORRECT DOSES OR STOPPING TREATMENT EARLY
You should inject only one (1) vial of CABLIVI at a time, as recommended by your 
doctor. If you have accidentally used more than this, don’t inject any more and 
consult your doctor right away.

Talk to your doctor before you stop treatment with CABLIVI.  
Do not stop treatment, even if you start to feel better, as stopping 
treatment too early could cause you to have another aTTP episode. 
Speak to your doctor before making any decisions about your treatment. 

SELECT IMPORTANT SAFETY INFORMATION
What are the possible side effects of CABLIVI? 
CABLIVI can cause severe bleeding. In clinical studies, severe bleeding adverse reactions of 
nosebleed, bleeding from the gums, bleeding in the stomach or intestines, and bleeding from the 
uterus were each reported in 1% of subjects. In the post-marketing setting, cases of life-threatening 
and fatal bleeding were reported in patients receiving CABLIVI. Contact your doctor immediately if 
symptoms of excessive bruising, excessive bleeding, or major bleeding occur. Signs and symptoms of 
bleeding include: pain, swelling or discomfort, prolonged bleeding from cuts, increased menstrual flow 
or vaginal bleeding, nosebleeds, bleeding of gums from brushing, unusual bleeding or bruising, red or 
dark brown urine, red or tar black stools, headache, dizziness, or weakness.

You may have a higher risk of bleeding if you have a bleeding disorder (i.e. hemophilia) or if you take other 
medicines that increase your risk of bleeding such as anti-coagulants and anti-platelet agents.

CABLIVI should be stopped for 7 days before surgery or any medical or dental procedure. Talk to your 
doctor before you stop taking CABLIVI.

The most common side effects include nosebleed, headache and bleeding gums. 

Tell your doctor if you have any side effect that bothers you or that does not go away. These are not all the 
possible side effects of CABLIVI. Call your doctor for medical advice about side effects. 

WHAT IF I MISS A DOSE?

Taking C
A

B
LIV

I

Your doctor may decide that you, your family, or your caregiver should give 
yourself CABLIVI at home. If you agree, you, your family, or your caregiver 
should receive training from your doctor or nurse until you or they feel 
confident administering CABLIVI. If you or your caregiver are not comfortable 
doing this, or if you have any additional questions, please let your doctor or 
nurse know.
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CABLIVI is a daily injection for 30 days or more depending on  
your doctor’s direction.

CABLIVI treatment starts in the hospital with plasma exchange
• Your first dose of CABLIVI will be given through bolus 

intravenous (IV) injection before you start plasma exchange 

• Every day, after plasma exchange, CABLIVI will be given as an 
injection into the skin of your stomach

CABLIVI treatment continues at home for 30 days after  
plasma exchange
• When your doctor decides you can go home, you will continue  

to inject CABLIVI at home every day for at least 30 days

Continue taking CABLIVI until your doctor tells you to stop
• Your doctor may decide you need to take CABLIVI for more  

than 30 days. This additional period may last up to 28 days

• Your doctor may order additional blood tests, including a test  
to measure your ADAMTS13 levels, an important marker of  
aTTP. This test will help your doctor decide when you no longer 
need CABLIVI

Always take CABLIVI exactly as your doctor prescribed. Ask 
your doctor if you have any questions during your treatment.

TAKING CABLIVI



Each CABLIVI carton contains:

6

•  1 vial of CABLIVI
•  1 prefilled syringe containing 1 mL 

Sterile Water for Injection, USP  
(diluent for CABLIVI)

•  1 sterile vial adapter
•  1 sterile needle
•  2 alcohol swabs

Additional supplies needed: 
•  FDA-cleared sharps disposal 

container. See “Step 13: Throw away  
(dispose of ) the used syringe” at the 
end of this Instructions for Use  
for more disposal information.

•  Cotton balls

1 vial  
containing caplacizumab-yhdp

metal cap plastic cap

Contents of  
CABLIVI carton

1 sterile vial adapter

vial adapter package

vial adapter

GETTING STARTED WITH CABLIVI HOW DO I STORE CABLIVI?

A. 1 vial
containing
CABLIVI

D. 1 sterile vial adapter E. 1 sterile needle

C. 1 syringe
containing

a clear solution
(water for injection)

B. 2 alcohol swabs

plastic cap
metal cap

vial adapter package

vial adapter

needle cap needle

needle  
safety shield

plunger

barrel

plastic cap

There is also an “Instructions for Use” pamphlet included in each CABLIVI 
kit. It is important that you read through these instructions completely.

A.  A white powder for solution for injection in a vial

B.  Alcohol swabs

C.  Water for injections in a prefilled syringe to dissolve the powder

D.  A vial adapter

E.  A sterile needle

Please visit www.CABLIVI.com  
for more information. 

Please see Important Safety Information on page 13 and accompanying Full Prescribing 
Information in back pocket.

SELECT IMPORTANT SAFETY INFORMATION
Who should not take CABLIVI?  
Do not take CABLIVI if you’ve had an allergic reaction to caplacizumab-yhdp or to any of the 
ingredients in CABLIVI.

DO

Store CABLIVI in a refrigerator at 36°F to 46°F (2°C to 8°C) 
in its original packaging to protect it from light. 

You may also store unopened vials of CABLIVI at room 
temperature, up to 86°F (30°C), for a single period of  
up to 2 months, but not beyond the expiration date. 

Use the mixed CABLIVI solution immediately after mixing. 
The mixed CABLIVI solution can be stored for up to 4 hours 
in the refrigerator at 36°F to 46°F (2°C to 8°C).

Keep the CABLIVI kit out of the reach of children.

DON’T

Do not return CABLIVI to the refrigerator after storage at 
room temperature.

Do not freeze.

Do not use CABLIVI if you notice any particles in the solution 
or discoloration prior to administration.

Do not use CABLIVI after the expiration date stated on the 
label and carton after “EXP.” CABLIVI expires on the last day 
of the month in the expiration date on the label and carton.

Do not throw away any medication, syringes, or needles with 
your household trash. Ask your pharmacist how to dispose  
of any CABLIVI you’re unable to use, or dispose of CABLIVI 
in a sharps container (container that is filled with medical 
needles after they are used). These measures will help 
protect you and the environment.

WHAT TO EXPECT IN YOUR CABLIVI KIT
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CABLIVI can cause side effects, although not everyone will experience them. 
In clinical studies, the most common side effects included bleeding from 
gums, nosebleeds, and headaches. 

Because CABLIVI works by stopping the formation of blood clots, it may 
impact normal blood clotting and increase the risk of severe bleeding.   

Contact your doctor immediately if excessive bleeding or bruising occurs. 
Your doctor may decide to keep you under close observation or change 
your treatment.

While taking CABLIVI, you may experience: 

• Bleeding from gums
• Nosebleeds
• Headache
• Anal bleeding
• Hemorrhoids
• Fever

• Tiredness
• Muscle pain
• Rash
• Blood in urine
• Unusually heavy 

periods

• Vaginal bleeding
• Shortness of breath
• Injection site 

reactions such  
as rash, bleeding,  
and itching

* Please see full list of side effects within the Full Prescribing Information 
for CABLIVI. Consult your doctor with any questions or if you experience 
a side effect that does not go away.  

POSSIBLE SIDE EFFECTS*

REPORT SIDE EFFECTS
If you experience any suspected side effects, including ones  
not listed above, talk to your doctor immediately. 

Call your doctor for medical advice about side effects. You may report  
side effects to the FDA at 1-800-FDA-1088 or www.fda.gov/medwatch. Please see accompanying Full Prescribing Information in back pocket.

INDICATION AND IMPORTANT  
SAFETY INFORMATION

INDICATION AND IMPORTANT SAFETY INFORMATION 
What is CABLIVI?
CABLIVI (caplacizumab-yhdp) is a prescription medicine used for the treatment of adults with 
acquired thrombotic thrombocytopenic purpura (aTTP), in combination with plasma exchange and 
immunosuppressive therapy.

Who should not take CABLIVI?
Do not take CABLIVI if you’ve had an allergic reaction to caplacizumab-yhdp or to any of the 
ingredients in CABLIVI.

What should I tell my healthcare team before starting CABLIVI?
Tell your doctor if you have a medical condition including if you have a bleeding disorder. Tell your 
doctor about any medicines you take, including medicines that increase your risk of bleeding such as 
anti-coagulants and anti-platelet agents.

Talk to your doctor before scheduling any surgery, medical or dental procedure.

What are the possible side effects of CABLIVI? 
CABLIVI can cause severe bleeding. In clinical studies, severe bleeding adverse reactions of 
nosebleed, bleeding from the gums, bleeding in the stomach or intestines, and bleeding from the 
uterus were each reported in 1% of subjects. In the post-marketing setting, cases of life-threatening 
and fatal bleeding were reported in patients receiving CABLIVI. Contact your doctor immediately if 
symptoms of excessive bruising, excessive bleeding, or major bleeding occur. Signs and symptoms 
of bleeding include: pain, swelling or discomfort, prolonged bleeding from cuts, increased menstrual 
flow or vaginal bleeding, nosebleeds, bleeding of gums from brushing, unusual bleeding or bruising, 
red or dark brown urine, red or tar black stools, headache, dizziness, or weakness.

You may have a higher risk of bleeding if you have a bleeding disorder (i.e. hemophilia) or if you take 
other medicines that increase your risk of bleeding such as anti-coagulants and anti-platelet agents.

CABLIVI should be stopped for 7 days before surgery or any medical or dental procedure. Talk to 
your doctor before you stop taking CABLIVI.

The most common side effects include nosebleed, headache and bleeding gums.

Tell your doctor if you have any side effect that bothers you or that does not go away. These are not all 
the possible side effects of CABLIVI. Call your doctor for medical advice about side effects.
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Please see Important Safety Information on page 13 and accompanying Full Prescribing Information 
in back pocket.
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NOTES:

TELL YOUR DOCTOR IF:

• You bleed excessively during treatment. Your doctor 
may ask you to stop treatment, and they will decide 
when you can start your treatment again

• You are using blood thinners (heparin, warfarin, 
rivaroxaban, apixaban, etc)

• You have a bleeding disorder such as hemophilia. 
Your doctor will decide how you should be treated

• You have history of liver issues 

• You are going to have an operation or dental 
treatment. Your doctor may advise you to postpone 
or stop CABLIVI before your surgery or dental work.

!
Your doctor will likely want to see you regularly to check that CABLIVI is  
working for you.

It is important that you attend all follow-up appointments arranged by your 
doctor, as they may need to make changes to your treatment. Follow-up 
appointments are also a good opportunity for you to ask questions or let 
your doctor know about any side effects you may have experienced, even 
those you may not think are serious.

Please see page 16 for questions you may want to ask your doctor.

Watch for the return of any aTTP symptoms.  
If you think that you have any of the symptoms  
of an aTTP episode, talk to your doctor or visit the 
local emergency room right away. 

CHECKING IN WITH YOUR DOCTOR
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Please see Important Safety Information on page 13 and accompanying Full Prescribing Information 
in back pocket.

16 17

With a diagnosis of aTTP, there are certain terms that may be used. Understanding these terms 
may help you have more productive talks with your doctor.

What does aTTP mean? 

aTTP (acquired thrombotic thrombocytopenic purpura): A very rare blood disorder that 
develops when the immune system stops ADAMTS13 from working properly. Without this 
protein, the body creates too many blood clots. 
Acquired: Describes a condition that is developed later in life. It may be unknown why aTTP  
was developed.
Thrombotic: This refers to the small blood clots that form inside blood vessels.
Thrombocytopenia: Platelets are lost when they become part of small blood clots, which causes 
platelet count to become low.
Purpura: Red or purple colored spots on the skin that do not go away when pressure is applied. 
It may look like a bruise.

Other Common Terms: 

ADAMTS13: An enzyme, or protein molecule, needed to prevent the body from making more 
blood clots than it needs.
Anemia (uh-NEEM-ee-uh): A drop in the number of red blood cells in the body. Red blood cells 
carry oxygen throughout the body.
Episode (or Event): An acute period in which someone is affected by an illness.
Immune system: The body’s natural defense system against a harmful organism that can 
make you sick.
Immunosuppressive therapy/Immunosuppressant: Treatment that helps decrease the activity 
of the immune system.
Intravenous (IV): Entering the body through a vein.
Jaundice: Yellowing of the skin and eyes.
Microthrombi: A blood clot located in a small blood vessel.
Petechiae (pəə-tē-kē-ī): Small red or purple spots less than 1/8 inch on the skin.
Plasma exchange: A procedure that removes and replaces a person’s blood plasma. This 
process helps clean the body by removing things it has too much of (such as immune cells),  
and adding things it has too little of (such as ADAMTS13 and platelets).
Platelets: A small cell found in the blood and involved in clotting.
Recurrence: Any aTTP episode that follows the first aTTP event.
Specialty pharmacy: A pharmacy that delivers medicines that are not available through a local 
pharmacy. It often provides services including:
• Shipping medicine directly to a patient’s home
• Monthly check-ins with patients to make sure they’ve completed required testing
• Being available to answer questions a patient or caregiver may have about receiving medicine
Subcutaneous (SC): Injected into the body under the skin.
von Willebrand Factor (vWF): One of the components in your blood that helps your platelets 
stick together.

QUESTIONS FOR YOUR DOCTOR

1. How will I know that CABLIVI is working?

2. How will I learn to take CABLIVI after I go home from the hospital?

3. How long will I need to take CABLIVI?

4. Will I continue to have symptoms of aTTP after I take CABLIVI?

5. Is there anything I can do to prevent another aTTP episode?

GLOSSARY OF aTTP TERMS



NOTES
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Please see Important Safety Information on page 13 and accompanying Full Prescribing Information 
in back pocket.



In a clinical study of adults with aTTP, people were given CABLIVI (72), or placebo (73), 
plus plasma exchange and immunosuppressive therapy. The CABLIVI group showed:

Take CABLIVI exactly as your doctor 
prescribes, even if you start to feel better.

Faster time to a normal platelet count.

 Fewer people had another aTTP-related event (death, another 
episode requiring plasma exchange during treatment, or 
serious event due to a blood clot).

Fewer people had another episode that required starting plasma 
exchange again during treatment and for 28 days after.

450 Water St
Cambridge, MA 02141

CABLIVI and Sanofi are registered trademarks of  
Sanofi or an affiliate.

© 2022 Genzyme Corporation. All rights reserved. 
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Please see Important Safety Information on page 13 and accompanying Full Prescribing Information 
in back pocket.

SELECT IMPORTANT SAFETY INFORMATION 
What should I tell my healthcare team before starting CABLIVI? 
Tell your doctor if you have a medical condition including if you have a bleeding disorder. Tell your 
doctor about any medicines you take, including medicines that increase your risk of bleeding such as 
anti-coagulants and anti-platelet agents.

Talk to your doctor before scheduling any surgery, medical or dental procedure.

What are the possible side effects of CABLIVI? 
CABLIVI can cause severe bleeding. In clinical studies, severe bleeding adverse reactions of 
nosebleed, bleeding from the gums, bleeding in the stomach or intestines, and bleeding from the 
uterus were each reported in 1% of subjects. In the post-marketing setting, cases of life-threatening 
and fatal bleeding were reported in patients receiving CABLIVI. Contact your doctor immediately if 
symptoms of excessive bruising, excessive bleeding, or major bleeding occur. Signs and symptoms of 
bleeding include: pain, swelling or discomfort, prolonged bleeding from cuts, increased menstrual flow 
or vaginal bleeding, nosebleeds, bleeding of gums from brushing, unusual bleeding or bruising, red or 
dark brown urine, red or tar black stools, headache, dizziness, or weakness.

CABLIVI—A breakthrough treatment  
to help in the fight against aTTP


