Cablivi.
CABLIVI at home: How to administer EﬂEﬁEﬁzumab'Vhdp

How CABLIVI fits into the management of your acquired
thrombotic thrombocytopenic purpura (aTTP)

One day at a time, one step at a time @

INDICATION AND IMPORTANT SAFETY INFORMATION
What is CABLIVI?

CABLIVI (caplacizumab-yhdp) is a prescription medicine used for the treatment of adults and children 12
years and older with acquired thrombotic thrombocytopenic purpura (al TP), 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.

Please see additional Important Safety Information on back cover
and full Prescribing Information.
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CABLIVI (caplacizumab-yhdp) at home

This guide is designed to show you how to administer, or inject, CABLIVI at home. Adult patients may self-

inject, or adult caregivers may inject CABLIVI subcutaneously after proper instruction on the preparation and
administration of CABLIVI. In pediatric patients 12 years of age and older, CABLIVI must be administered by

a healthcare provider or an adult caregiver. It's important to take CABLIVI exactly as prescribed and follow up
regularly with your doctor. Your doctor is the best resource for answering questions about CABLIVI. Administering
CABLIVI may seem complicated. The process will start to become easier after you've completed it a few times.
To help you better understand the process, this guide is divided into three parts: Getting ready, Preparing the
syringe and solution, and Administering the injection.

Important information:

+ Make sure that the name CABLIVI appears on the carton and vial label.

 For each injection, one CABLIVI carton is needed. Only use the vial one time.

« Only use the supplies that are provided in the carton to prepare your prescribed dose.
« Do not use CABLIVI after the expiration date on the carton.

- Do not reuse any of the supplies. After your injection, throw away (dispose of) the used vial with any
remaining CABLIVI liquid in it. Throw away (dispose of) the used vial with the adapter attached and the
syringe with the needle attached in a FDA-cleared sharps disposal container. See “Step 13: Throw away
(dispose of) the used syringe and vial” at the end of this Instructions for Use for more disposal information.

Contentsofthe CABLIVIcarton

1vial 2 alcohol swabs 1 prefilled syringe
containing containing 1 mL Sterile
CABLIVI Water for Injection, USP
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Additional supplies needed
(not in CABLIVI carton)

Cotton balls Sharpsdisposal container

@ Do not use CABLIVI if the packaging or any supplies inside of the carton are damaged in any way.

Please see Important Safety Information on back cover and full Prescribing Information.
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Cablivi.
Administering CABLIVI Capacizumab-yhap

PART 1:
Getting ready

Preparing to inject a dose of CABLIVI:
+ Wash your hands well with soap and water.
« Prepare a clean flat surface.

« Check to make sure the carton contains all of the items needed B YYD
to prepare a dose.

« Check the expiration date (See FIGURE A).
Do not use CABLIVI if the date has passed.

« Do not use CABLIVI if the packaging or any supplies inside
of the carton are damaged in any way.

FIGURE A

Step 1: Bring the vial and syringe to room temperature

 Place all the supplies in the carton and the additional supplies
not in the CABLIVI carton on the clean flat surface.

« If the carton was not stored at room temperature, allow the
vial and the syringe to reach room temperature by holding
them in your hands for 10 seconds (See FIGURE B). Do not
use any other way to warm up the vial and syringe. FIGURE B

Step 2: Clean the rubber stopper

+ Remove the green plastic flip-off cap from the metal cap of the vial
(See FIGURE C). Do not use the vial if the green plastic cap is missing.

+ Clean the exposed rubber stopper using one alcohol pad
to wipe it and allow it to dry for a few seconds (See FIGURE D).
After cleaning the rubber stopper, do not touch it or allow

it to touch any surface.
FIGURE C

FIGURE D

Always clean the injection site before you inject CABLIVI. By keeping the
injection site as well as your hands and work surface clean, you can help
minimize the risk of infection.

Please see Important Safety Information on back cover and full Prescribing Information.
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PART 2:
Preparing the syringe and solution

Step 3: Attach the vial adapter

« Take the vial adapter and remove the paper cover
(See FIGURE E). Leave the vial adapter in its opened
plastic packaging for now. Do not touch the adapter itself.

+ Place the adapter over the vial, while keeping the adapter
in its plastic packaging.

, , o FIGURE E FIGURE F
« Press down firmly on the adapter until you feel it click into

place, with the adapter spike pushing through the vial
stopper (See FIGURE F). Do not remove the adapter from
the vial once attached.

+ Keep the adapter in its plastic packaging.

Step 4: Prepare the syringe
« Pick up the syringe.
« While holding the syringe with one hand, break off the white ‘

plastic cap by snapping at the perforation of the cap with your
other hand to remove the cap (See FIGURE G).

+ Do not use the syringe if the white plastic cap is missing,
loose, or damaged.

IS

+ Do not touch the syringe tip or allow it to come into contact

with any surfaces. FIGURE G

+ Lay the syringe on the clean flat surface.

Step S: Connect the syringe to adapter and vial

+ Remove the plastic packaging from the adapter attached
to the vial by holding the vial with one hand, pressing the
sides of the adapter packaging with your other hand, and
then lifting the packaging upwards (See FIGURE H).

« Be sure that the adapter does not detach from the vial.

« Hold the adapter with the attached vial with one hand. FIGUREH 3
Place the tip of the syringe on the connector part of the
vial adapter using the other hand.

« Gently lock the syringe into the vial adapter by turning it
clockwise until it cannot twist any further (See FIGURE ).

N

FIGURE |

Please see Important Safety Information on back cover and full Prescribing Information.
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PART 2 (CONT'D):

Step 6: Prepare the solution

+ Place the vial upright on the flat surface with the syringe  / g/
pointing downwards.

« Slowly push the syringe plunger down until the syringe FIGUREJ

is empty (See FIGURE J). Do not remove the syringe from )
the vial adapter.

+ With the syringe still connected to the vial adapter, gently
swirl the vial, with syringe attached, until the powder is dissolved
in the vial (See FIGURE K). Do not shake the vial.

FIGURE K

- Allow the vial with the attached syringe to stand on the flat
surface for 2 minutes at room temperature to allow the powder
to completely dissolve (See FIGURE L). The plunger may rise
up by itself again; this is normail.

FIGURE L

: PART 3
Administering the injection

Step 7: Draw up solution FIGUREY

« Check the solution in the vial for particles, cloudiness, or clumps. All
powder must be fully dissolved and the solution must be clear and
colorless. Do not use the medicine if you see particles, cloudiness, or
clumps. If the solution in the vial is not fully dissolved, use a new carton
of CABLIVI or call your healthcare provider.

+ Slowly press the syringe plunger fully down.

+ Keep the syringe on the vial and turn the vial, adapter, and syringe
upside down. FIGURE M

+ Slowly pull the plunger down to withdraw all of the solution from the
vial into the syringe (See FIGURE M). Do not shake it.

Step 8: Detach the syringe

+ After drawing up the solution into the syringe, turn the vial, adapter,
and syringe back to the starting position and place on the flat
surface (See FIGURE N).

+ Detach the filled syringe from the adapter by holding the vial and FIGUREN
adapter in one hand and gently twisting the syringe counter-
clockwise with the other hand (See FIGURE O).

- Throw away the vial and the attached adapter into a sharps (]
disposal container. ‘
+ Do not touch the syringe tip or allow it to touch the clean flat 4
surface. Place the syringe on the clean flat surface. / | =

FIGURE O

Please see Important Safety Information on back cover and full Prescribing Information.
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PART 3 (CONT’'D):
Administering the injection

Step 9: Attach the needle

- Open the needle package by using both thumbs to pull apart
the packaging (See FIGURE P).

- Remove the needle from the package.

FIGURE P
- Attach the needle with the needle cap to the syringe by turning
clockwise until it cannot twist any further (See FIGURE Q).
Do not remove the needle cap.

- Pull back the needle safety shield (See FIGURE R).

+ Place the syringe on the clean flat surface.

~

’l

FIGURE Q FIGURE R

Step 10: Prepare your injection site

+ Select an injection site on your stomach (abdomen) (See FIGURE S). ' ‘
Avoid the 2-inch area around your belly button (navel). Itis
important to avoid injecting in the same site on your stomach
(abdomen) that you used for a previous injection on
consecutive days.

- Clean your injection site with an alcohol pad (See FIGURE T).
Let your skin dry.

FIGURE S

FIGURET

Step 11: Inject CABLIVI

- Carefully remove the needle cap from the needle and throw it away o
in a sharps disposal container. (See FIGURE U). Make sure the %

needle does not touch anything before the injection.

- Hold the syringe at eye level with the needle pointing upwards. FIGURE

- Check to see if there are any air bubbles. If there are any air bubbles,
remove them by tapping the side of the syringe with your finger
until they rise towards the tip (See FIGURE V). {

+ Then, slowly push the plunger up until a small amount of liquid drips (!
from the needle (See FIGURE W). —<)

v

FIGURE V

FIGUREW

t

Please see Important Safety Information on back cover and full Prescribing Information.
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Cablivi.
PART 3 (CONT'D): Ej?cﬂlﬂgngUmab‘vhdp

- Gently use one hand to pinch the skin that has been cleaned between

your thumb and forefinger, making a fold (See FIGURE X). N
FIGURE X "L
NN

- Hold the pinch during the entire injection.

- Use your other hand to insert the needle all the way into your skin
fold at a 45 to S0-degree angle (See FIGURE Y).

- Push down on the plunger of the syringe until all of the solution is
injected into your skin.

- Pull out the needle at the same angle you inserted it. Do not 75 FIGUREY
rub your injection site.

Step 12: After your injection

- Right after your injection, move the needle safety shield over the needle
until you hear and feel it click into place to activate the shield (See FIGURE Z). r

- In case you are bleeding at the injection site, place a cotton ball over
the skin right away. Press gently on the cotton ball until the bleeding

has stopped. If bleeding does not stop, call your healthcare provider. CIGURE 7

- If your injection site becomes red or sore, call your healthcare
provider right away.

Step 13: Dispose of the used syringe and vial

- Throw away the syringe with the needle and the vial with the adapter in an
FDA-cleared sharps disposal container right away after use. Do not throw
away (dispose of) loose needles and syringes with your household trash.

Sharps disposal container

« If you do not have an FDA-cleared sharps disposal container, you may use
a household container that is:

- made of a heavy-duty plastic,

- can be closed with a tight-fitting, puncture-resistant lid,
without sharps being able to come out,

- upright and stable during use,
- leak-resistant, and

- properly labeled to warn of hazardous waste inside the container.

- When your sharps disposal container is almost full, you will need to follow your community guidelines for
the right to dispose of your sharps disposal container. There may be state or local laws about how you
should throw away used needles and syringes. For more information about safe sharps disposal, and
for specific information about sharps disposal in the state in which you live, go to the FDA's website at:
http://www.fda.gov/safesharpsdisposal.

- Do not dispose of your used sharps disposal container in your household trash unless your community
guidelines permit this. Do not recycle your used sharps disposal container.

Please see Important Safety Information on back cover and full Prescribing Information.
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Administering CABLIVI: Arecap

PART 1:
Getting ready

PART 2:

Cablivi.
caplacizumab-yhdp

Injection 1Tmg

Preparing the syringe and solution

PART 3:

Administering the injection

Look inside for detailed instructions for administration.

INDICATION AND IMPORTANT SAFETY INFORMATION

What is CABLIVI?

CABLIVI (caplacizumab-yhdp) is a prescription
medicine used for the treatment of adults and
children 12 years and older with acquired thrombotic
thrombocytopenic purpura (@l TP), 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 | 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 antiplatelets, thrombolytics, heparin, or
anti-coagulants.

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

sanofi

450 Water St
Cambridge, MA 02141

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 in adults include
nosebleed, headache and bleeding gums.

In children, the most reported side effects include
nosebleed and rapid heartbeat.

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.

Please see full Prescribing Information.
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