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@ Needle-less Transfer Device

SAFE, FAST, EASY MIXING

A detailed guide to reconstituting FEIBA® with
BAXJECT® Il Hi-Flow device using aseptic technique

Indications for FEIBA

FEIBA is an Anti-Inhibitor Coagulant Complex approved for use in hemophilia A and B patients with inhibitors for:
* Control and prevention of bleeding episodes

e Use around the time of surgery

* Routine prophylaxis to prevent or reduce the frequency of bleeding episodes

FEIBAis NOT for use in the treatment of bleeding episodes resulting from coagulation factor deficiencies
without inhibitors to factor VIl or factor IX.

Detailed Important Risk Information for FEIBA
WARNING: EVENTS INVOLVING CLOTS THAT BLOCK BLOOD VESSELS

* Blood clots that block blood vessels and their effects have been reported during post-marketing
surveillance following infusion of FEIBA, particularly following administration of high doses (above
200 units per kg per day) and/or in patients at risk for forming blood clots.

* [fyou experience any of these side effects, call your doctor right away.

FEIBA,
[anti-inhibitor Please see Detailed Important Risk Information for FEIBA,

coagulant complex] including BOXED WARNING on blood clots, on page 13.
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To start:
* Bring vials to room temperature (not to exceed 25°C, 77°F), if needed.
e \Wash hands and put on gloves.
e Remove caps from vials.
* Wipe vial tops with alcohol swabs and let dry.
You will need:
||
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FEIBA vial Diluent vial BAXJECT Il Hi-Flow device Syringe i
See page 7 for
Troubleshooting guide
FEIBA..
[anti-inhibitor Rx only. For safe and proper use of this device, please refer to the complete Instructions for Use.
Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13. 2
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FEIBA vial Diluent vial BAXJECT Il Hi-Flow device Syringe

CONNECT DILUENT VIAL

. e Open BAXJECT Il Hi-Flow device package by

removing lid without touching the device.
_ * Do not remove device from package.

I * Do not touch the clear spike.
l * On aflat surface, connect clear spike
of device to diluent vial.

* |nsertthe clear plastic spike through the
diluent vial and press straight down.

1‘ T b < . Grip_packag_ing at edge and Iif'F it off, |
A leaving device connected to diluent vial.

Do not
touch spike.

Do not

- # touch spike. * Do not remove blue cap from device. Troubleshooting guide
* Do not touch the purple spike.

FEIBA

[anti—inhibitor Rx only. For safe and proper use of this device, please refer to the complete Instructions for Use.
Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13. 3
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FEIBA vial Diluent vial BAXJECT Il Hi-Flow device Syringe

- 2 CONNECT FEIBA VIAL

Always connect
vials using a

flat surface.
w 1 * Turn device over and connect purple side to FEIBA vial.
I-I

* Quickly insert the purple spike fully into the FEIBA vial.

 Swirl gently until all the FEIBA has been dissolved completely.

“/ ¢ Do not shake.

® The solution should be inspected for particles and should be

f ‘, discarded if it is not clear or is discolored.

‘ ~ * Remove blue cap from device and attach
‘wl syringe by twisting clockwise.

* Do not draw or inject air into the syringe.

Troubleshooting guide

FEIBA

[anti—inhibitor Rx only. For safe and proper use of this device, please refer to the complete Instructions for Use.
Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13. a



© ©

©

©
- .
" @ Needle-less Transfer Device
@ . o
|
TR \||||||IIII|IIIII|IIIII| é ‘
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3 WITHDRAW MIXED FEIBA

' | ; - e Turn device over so FEIBA vial is on top.
CUSSTATTITE trL o § | —

e Pull the plunger back slowly to withdraw mixed FEIBA.

* Remove syringe with FEIBA solution
by twisting counterclockwise.

"‘ w ’ e Solution should be used within 3 hours.

* Do not refrigerate.

Troubleshooting guide

FEIBA

[anti—inhibitor Rx only. For safe and proper use of this device, please refer to the complete Instructions for Use.

Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13. 5
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How to mix more than one vial
with a large syringe:

* Mix all FEIBA vials, using a new BAXJECT Il Hi-Flow device for each vial,
as directed in Step 1 and Step 2.

* Follow Step 3 to draw mixed FEIBA from each vial into the large syringe.

The BAXJECT Il Hi-Flow device is intended for use with a single vial of
FEIBA and is for single use only. Therefore, reconstitution and withdrawing
a second vial into the syringe requires a second BAXJECT Il Hi-Flow device.
Dispose of the BAXJECT Il Hi-Flow device as directed by your clinician.

See page 7 for

Troubleshooting guide

FEIBA..

[anti-inhibitor Rx only. For safe and proper use of this device, please refer to the complete Instructions for Use.
Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13.
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€ Purple side — connect to product vial

L Clear side — connect to diluent vial

2
Plastic spike

If water does not transfer successfully, do the following:

@ Place the diluent vial on the bottom.
@ Identify the purple and clear portions of the BAXJECT Il Hi-Flow device.

€@ Determine which side of the device is connected to the diluent vial:

e |f diluent vial is correctly connected to clear side, go to Scenario 1.
e |f diluent vial is incorrectly connected to purple side, go to Scenario 2.
e If you find it impossible to withdraw any of the mixed FEIBA into the syringe,
there may be air in the device; go to Scenario 3.
* |f you have withdrawn some FEIBA but cannot withdraw the full volume, go to Scenario 4,

FEIBA.
[anti-inhibitor

Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13.



TROUBLESHOOTING GUIDE

© ©
©

¢ BAXJECT Il Hi-Flow

@ Needle-less Transfer Device

QQ,

©

SCENARIO 1

The diluent vial is correctly
connected to the clear side of
the BAXJECT Il Hi-Flow device

FEIBA..

[anti-inhibitor
coagulant complex]

1b

1c \

[
e off)
1e

1f

e \With vials attached, turn the device
over so that the diluent vial is on top.

* Remove blue cap from the device.
* Connect the syringe to the device.

e Pull the plunger back slowly to
withdraw any air from the vials.

¢ This will force diluent into FEIBA vial.

* Disconnect the syringe from the device.

* Press the plunger to expel any air from
the syringe.

* Reconnect the syringe to the device.

e Swirl gently until FEIBA is completely
dissolved.

e Turn the device with vials attached
so that FEIBA vial is on top.

e Slowly withdraw the mixed FEIBA
into the syringe.

* Disconnect the syringe.

Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13. 8
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SCENARIO 2

The diluent vial is incorrectly
connected to the purple side of
the BAXJECT Il Hi-Flow device

FEIBA..

[anti-inhibitor
coagulant complex]

Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13.

» With the diluent vial on the bottom,
remove caps from the device and the syringe.

 Connect the syringe to the device.
e Pull the plunger back slowly to withdraw any air from the vials.

* Turn the device over so that the diluent vial is on top.
* Slowly press plunger to inject all air back into vials.
* This will force diluent into the bottom vial.

e Swirl gently until FEIBA is completely dissolved.

e Turn the device over so that FEIBA vial is on top.
e Slowly pull plunger back to withdraw all air into the syringe.
e This draws mixed FEIBA into the bottom vial.

* Disconnect the syringe and press the plunger
to expel all the air from the syringe.

* Reconnect the syringe to the device.

* Turn the device over so that the vial containing
mixed FEIBA is on top.

e Slowly withdraw the mixed FEIBA into the syringe.

* Disconnect the syringe.
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SCENARIO 3

& mnh

\ v,f\‘i\xxx\/ * Turn the device over so that
*\ S FEIBA vial is on the bottom.

e Then follow the instructions in
3} 3a Scenario 1, starting with Step 1b.

If you have injected air into the
vials in error or you cannot withdraw
mixed FEIBA into the syringe

FEIBA.
[anti-inhibitor
Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13. 10
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SCENARIO 4
ﬂ * Place FEIBA vial on top.
( * Inject all the mixed FEIBA in

| §J,'””l”|'|”'”l””" W the syringe back into the device

! h “ ; then repeat Steps 1a through 1f.

4a

If you have withdrawn some
FEIBA from the syringe but cannot
withdraw the full volume

FEIBA..
[anti-inhibitor
Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13. 11



L

TROUBLESHOOTING GUIDE ¢ BAXJECT Il Hi-Flow

@ Needle-less Transfer Device

Q',

If these 4 troubleshooting scenarios fail to address
the problems you are having, please contact your
doctor or local hemophilia treatment center.

Handy hints:

e When withdrawing solution for infusion, the purple side of the
BAXJECT Il Hi-Flow device will be on top, and the word “Baxter”
will be the right way up.

e When withdrawing solution (even after an error in the
reconstitution process), the liquid should always be in the top vial.

* Your syringe is used to provide pressure, either to withdraw the
solution or to inject air after an error.

 Always use a flat surface when attaching vials to the BAXJECT Il
Hi-Flow device.

FEIBA..

[anti-inhibitor
Coagu|ant Comp|ex] Please see Detailed Important Risk Information for FEIBA, including BOXED WARNING on blood clots, on page 13. 12



FEIBA is an Anti-Inhibitor Coagulant Complex approved for use in hemopbhilia A and B
patients with inhibitors for:

* Control and prevention of bleeding episodes

* Use around the time of surgery

* Routine prophylaxis to prevent or reduce the frequency of bleeding episodes.

FEIBA is NOT for use in the treatment of bleeding episodes resulting from coagulation
factor deficiencies without inhibitors to factor VIII or factor IX.

WARNING: EVENTS INVOLVING CLOTS THAT BLOCK BLOOD VESSELS

* Blood clots that block blood vessels and their effects have been reported during
post-marketing surveillance following infusion of FEIBA, particularly following
administration of high doses (above 200 units per kg per day) and/or in patients at
risk for forming blood clots.

e |f you experience any of these side effects, call your doctor right away.

You should not use FEIBA if:

* You had a previous severe allergic reaction to the product

* You have Disseminated Intravascular Coagulation (DIC), or signs of small blood
vessel clots throughout the body

*You have)sudden blood vessel clots or blocked blood vessels, (such as, heart attack
or stroke

Events involving blood clots blocking blood vessels (such as blood clot in vein, blood
clotin the lung, heart attack, and stroke) can occur with FEIBA, particularly after
receiving high doses (above 200 units per kg per day) and/or in patients with risk
factors for clotting.

Events of thrombotic microangiopathy (TMA), a condition where blood clots and
damage occur in small blood vessels, were reported in an emicizumab (Hemlibra®)
clinical trial where patients received FEIBA with emicizumab as part of a treatment
plan for breakthrough bleeding. The safety and efficacy of FEIBA for breakthrough
bleeding in patients receiving emicizumab has not been established. If you take, or
anticipate taking, FEIBA with emicizumab, tell your doctor, since they will need to
closely monitor you.

©2018 Shire US Inc., Lexington, MA 02421. All rights reserved. 1-800-828-2088.

SHIRE and the Shire Logo are registered trademarks of Shire Pharmaceutical Holdings Ireland Limited or its affiliates.
BAXJECT and FEIBA are registered trademarks of Baxalta Incorporated, a wholly owned, indirect subsidiary of Shire plc.
All other trademarks appearing herein are the property of their respective owners.

539460 07/18

Shire

At first sign or symptom of a sudden blood vessel clot or blocked blood vessel (such
as chest pain or pressure, shortness of breath, fever, altered consciousness, vision, or
speech, limb or abdomen swelling and/or pain), stop FEIBA administration right away
and seek immediate emergency medical treatment.

Infusion of FEIBA should not exceed a single dose of 100 units per kg body weight and
daily doses of 200 units per kg of body weight. Maximum injection or infusion rate
must not exceed 2 units per kg of body weight per minute.

Allergic reactions, including severe, sometimes fatal allergic reactions that can
involve the whole body, can occur following the infusion of FEIBA. Stop using FEIBA
promptly and call your doctor or get emergency treatment right away if you get a
rash, hives or welts, experience itching, tightness of the throat, vomiting, abdominal
pain, chest pain or tightness, difficulty breathing, lightheadedness, dizziness, nausea
or fainting.

Because FEIBA is made from human plasma it may carry a risk of transmitting
infectious agents, such as viruses, variant Creutzfeldt-Jakob disease (vCJD) and,
theoretically, the Creutzfeldt-Jakob disease (CJD).

The most common side effects observed during the prophylaxis clinical study were
low number of red blood cells, diarrhea, bleeding into a joint, positive test for hepatitis
B surface antibodies, nausea, and vomiting.

The serious side effects seen with FEIBA are allergic reactions and clotting events
involving blockage of blood vessels, which include stroke, blockage of the main blood
vessel to the lung, and deep vein blood clots.

Call your doctor right away about any side effects that bother you during or after you
stop taking FEIBA.

Talk with your doctor about the possibility of formation of blood clots when taking
drugs that may prevent clot breakdown such as tranexamic acid, and aminocaproic
acid. There have not been adequate studies of the use of FEIBA and rFVIla
(NovoSeven®), or emicizumab together, or one after the other. Use of drugs that may
prevent clot breakdown within approximately 6 to 12 hours after the administration of
FEIBA is not recommended.

You are encouraged to report negative side effects of prescription drugs to the FDA.
Visit www.fda.gov/medwatch, or call 1-800-FDA-1088.
Please see accompanying FEIBA full Prescribing
Information, including BOXED WARNING on blood clots,
and discuss with your doctor.

FEIBA,
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