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@) IXINITY

e" coagulation factor IX
(recombinant)

is now brought to you by

Aptevo Therapeutics—
a company that's anything but ordinary

At Aptevo, we pride ourselves on:
Providing high-quality, specialized therapies for people with rare conditions
Connecting with people to learn about their needs

Developing empowering programs that enrich peoples’ lives

Learn more at IXINITY.com

“Aptevo-

Aptevo BioTherapeutics LLC, Berwyn, PA 19312

IXINITY [coagulation Factor IX (recombinant)], and any and all Aptevo BioTherapeutics LLC brand, product, service and feature names, logos,
and slogans are trademarks or registered trademarks of Aptevo BioTherapeutics LLC in the United States and/or other countries.

©2016 Aptevo BioTherapeutics LLC. All rights reserved. CM-FIX-0061B
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Research. . .

Potential Therapy Employs Addit i |sn
Recent research suggests that a new under stjndi
could have therapeutic i mplications for pedmul e
new yndings, ACircumventing Furin Enhances act
Bl eeding Phenotypes in Hemophilia Model gCo er e
(Journal of ClinicalThenvesad/ gavesh) gaverghbi t he
MD, PhD, a hematol ogy researcher at The Chijmadr e
ulty member of the Perel man School of Medi ne
Unt il now, scientists understood that among ts
repl acement therapies, including factor VI I ( F
philia B, contain amino acids that identif and
However, Arruda and his team have discover e t h
Acl otobobnhgi butor, 0o furin may not be necessar fo
philia A. They made this discovery by yrst i oe
that it would not interact with furin. The t he
mi ce with severe hemophilia A, which tri ggedsed
ity in theanimals.

Coll aborating on the study were investigatomas f
Chapel Hi | | l ed by Timothy C. Ni chol s, MD he
with hemophilia A. They also observed decr S e
mune response occurred from the therapy

By omitting the furin component, researche h a
genetic material. #Aln gene therapy, size mdmmt er
package for FVIII to the smafrkeesgnetifeat podis on
creases the size of the gene therapy fdpayl do
he added.

Further research is needed before clinical ri a
optimistic about furinds future. MfABecause S
currently avail able replacement drugs, whi av
met needs of hemophilia A patients worl dwi 0
for this disorder as well . 0

Source: Science Daily, October 17, 2016
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® Qutreach clinics across Indiana, education and training for families
® Research to advance care and provide savings to patients and families

INDIANA
HEMOPHILIA &
THROMBOSIS
P center,INC.

Family
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Indiana’s only Center of Excellence in bleeding disorders

Comprehensive clinics with our expert multidisciplinary team

Integrated pharmacy program accessible 24/7

Nationally renowned for the treatment of bleeding and clotting disorders
First HTC to receive Medical Home certification (AAAHC)

Free CME education and 24 hours, 7 days a week consultative services for
providers throughout the state

For more information, please contact us at 317.871.0000
To contact our Pharmacy, please call 317.829.7778
Visit us online at www.ihtc.org and www.facebook.com/IndianaHemophilia
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2017 Hemophilia of Indiana PJu
Judy Moore joined the Indiana Hemophilia &
She yrst entered the hemophilia care arena
| ndi ana, l nc. Judyodos experience serving |t he
epidemic, the transition to recombinant |cl o

heal t hcare reform. Jugpwyptwaentan ifmampi i &tsi,jor r
She | eaves a proud | egacy of car e, having t
| HTC and her prior years serving the bl eedi

Schol arships will be awarded to those inpic

l i mited to von Willebrandbés di sease, He mo p h

wi | | be presented to the applicant that |pro

suasive essay, excellent recommendati ons|, a

For thz20R28® l1la7cademic year, Hemophilia of | nd

schol arships, i ncluding vocational schooll s.

To be eligible, you must:

T Have been diagnosed with a bleeding di$or
in the United States, and meet one of fhe
-Be a high school senior or graduate, |or
-Have completed high school or an equilval
or
-Be currently accepted to or enrolled [in
graduate), or vocational school

Compl eted applications mustmabe rneoc dMiay eed® ,|vtiha

20117t i s the applicantds responsib{topiyelsow

not be aceepbedmarkedWebyredhommerddyowmer efque
scripts from your school no | ater than Apri

An application is complete when the appl]ica

completed release form, 2 personal reconmen

have been recemaield too tsteentp rvongor ana taedrmitnhigsnt rl
2017.

To downl oad an wawp lhio gsaetlicceocrgg, Mei nsbietr Resouf ce
ships. Il f at any ti me y57MH0O0h3a9v eb eqtuneesetni o9n| sA M
EST -mai bk your sgeuhensetsi @mnocsi it.oor g
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Biotherapies for Life® CSL BEhring

For adults and children with hemophilia A

REAGH HIGHER

With the Long-lasting Protection of AFSTYLA
Z E R 0 COMPARABLE TO

NATURAL
BLEEDS FACTOR
(median AsBR*)

Viil

e WEEKLY
“ > AVAILABLE

FDA-approved for In clinical trials, Identical to
dosing 2 or 3 times whether dosed natural Factor VIII
a week 2 or 3 times a week once activated

Zero inhibitors observed—Low incidence
of side effects in clinical trials

In clinical trials, dizziness and allergic reactions
were the most common side effects.

O Visit AFSTYLA.com to sign up for the lotest news

*Annualized spontaneous bleeding rate in clinical trials (interquartile range
[IQR]=0-2.4 for patients >12 years; 0-2.2 for patients <12 years).

Important Safety Information

AFSTYLA is used to treat and control bleeding episodes in people with hemophilia A. Used regularly (prophylaxis), AFSTYLA
can reduce the number of bleeding episodes and the risk of joint damage due to bleeding. Your doctor might also give you
AFSTYLA before surgical procedures.

AFSTYLA is administered by intravenous injection into the bloodstream, and can be self-administered or administered by a
caregiver. Your healthcare provider or hemophilia treatment center will instruct you on how to do an infusion. Carefully follow
prescriber instructions regarding dose and infusion schedule, which are based on your weight and the severity of your condition.

Do not use AFSTYLA if you know you are allergic to any of its ingredients, or to hamster proteins. Tell your healthcare provider

if you previously had an allergic reaction to any product containing Factor VIII (FVIII), or have been told you have inhibitors to

FVIIl, as AFSTYLA might not work for you. Inform your healthcare provider of all medical conditions and problems you have, as
well as all medications you are taking.

Immediately stop treatment and contact your healthcare provider if you see signs of an allergic reaction, including a rash or hives,
itching, tightness of chest or throat, difficulty breathing, lightheadedness, dizziness, nausea, or a decrease in blood pressure.

Your body can make antibodies, called inhibitors, against FVIII, which could stop AFSTYLA from working properly. You might need
to be tested for inhibitors from time to time. Contact your healthcare provider if bleeding does not stop after taking AFSTYLA.

In clinical trials, dizziness and allergic reactions were the most common side effects. However, these are not the
only side effects possible. Tell your healthcare provider about any side effect that bothers you

or does not go away.

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 the following brief summary of full prescribing information ®
on the adjacent page, and the full prescribing information, including F I YI A
patient product information, at AFSTYLA.com.

AFSTYLA is manufactured by GSL Behring GmbH and distributed by GSL Behring LLC. AFSTYLA® is A 1 h h' | 1 F

a registered trademark of CSL Behring Recombinant Facility AG. Biotherapies for Life® is a registered n | emop | |c ac Or
trademark of CSL Behring LLC.

B e ol L i P i o (Recombinant), Single Chain



AFSTYLA®, Antihemophilic Factor (Recombinant), Single Chain
For Intravenous Injection, Powder and Solvent for Injection
Initial U.S. Approval: 2016

BRIEF SUMMARY OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use AFSTYLA
safely and effectively. See full prescribing information for AFSTYLA.

Vital Link

DOSAGE FORMS AND STRENGTHS
AFSTYLA is available as a white or slightly yellow lyophilized powder supplied in single-use
vials containing nominally 250, 500, 1000, 2000, or 3000 International Units (IU).

CONTRAINDICATIONS:
Do not use in patients who have had life-threatening hypersensitivity reactions, including
anaphylaxis to AFSTYLA or its excipients, or hamster proteins.

INDICATIONS AND USAGE
AFSTYLA®, Antihemophilic Factor (Recombinant), Single Chain, is a recombinant,
antihemophilic factor indicated in adults and children with hemophilia A (congenital Factor
VIII deficiency) for:

e On-demand treatment and control of bleeding episodes,

e Routine prophylaxis to reduce the frequency of bleeding episodes,

e Perioperative management of bleeding.

Limitation of Use
AFSTYLA is not indicated for the treatment of von Willebrand disease.

DOSAGE AND ADMINISTRATION
For intravenous use after reconstitution only.

e Each vial of AFSTYLA is labeled with the amount of recombinant Factor VIII in
international units (IU or unit). One unit per kilogram body weight will raise the
Factor VIII level by 2 1U/dL.

e Plasma Factor VIII levels can be monitored using either a chromogenic assay or a
one-stage clotting assay — routinely used in US clinical laboratories. If the one-
stage clotting assay is used, multiply the result by a conversion factor of
2 to determine the patient’s Factor VIII activity level.

Calculating Required Dose:
Dose (IU) = Body Weight (kg) x Desired Factor VIII Rise (IU/dL or %
of normal) x 0.5 (IU/kg per 1U/dL)

Routine Prophylaxis:
e Adults and adolescents (=12 years): The recommended starting regimen is 20 to

50 IU per kg of AFSTYLA administered 2 to 3 times weekly.

e Children (<12 years): The recommended starting regimen is 30 to 50 IU per kg of
AFSTYLA administered 2 to 3 times weekly. More frequent or higher doses may be
required in children <12 years of age to account for the higher clearance in this age
group.

e The regimen may be adjusted based on patient response.

Perioperative Management:
e Ensure the appropriate Factor VIII activity level is achieved and maintained.

WARNINGS AND PRECAUTIONS
e Hypersensitivity reactions, including anaphylaxis, are possible. Should symptoms
occur, immediately discontinue AFSTYLA and administer appropriate treatment. (5.1)
* Development of Factor VIII neutralizing antibodies (inhibitors) can occur. If expected
plasma Factor VIII activity levels are not attained, or if bleeding is not controlled
with an appropriate dose, perform an assay that measures Factor VIII inhibitor
concentration.
o |f the one-stage clotting assay is used, multiply the result by a conversion factor of 2
to determine the patient’s Factor VIII activity level.

ADVERSE REACTIONS
The most common adverse reactions reported in clinical trials (>0.5% of
subjects) were dizziness and hypersensitivity.

To report SUSPECTED ADVERSE REACTIONS, contact the CSL Behring
Pharmacovigilance Department at 1-866-915-6958 or FDA at 1-800-FDA-1088
or www. fda.gov/medwatch.

USE IN SPECIFIC POPULATIONS
e Pediatric: Clearance (based on per kg body weight) is higher in pediatric patients 0 to
<12 years of age. Higher and/or more frequent dosing may be needed.

Based on May 2016 version
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