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EXECUTIVE CORNER

HELLO, HFA MEMBERS!

It is with immense gratitude and a sense of purpose that | write to you today, addressing the
incredible members of our bleeding disorder community.

| am writing not only as the chairman of the board but also as a devoted advocate for the
cause we all hold dear.

This journey has been a personal one for me, as my son
and wife bravely face the challenges of living with a
bleeding disorder.

Every day, as | witness my family navigate life with
courage and grace, | am reminded of the vital importance
of the work we do within this community. Our collective
efforts have far-reaching implications, touching the lives
of countless individuals who face similar challenges.

It is not just a mission for us; it is a commitment born
out of a deep understanding of the impact that bleeding
disorders can have on individuals and their families.

The tireless dedication of our community has not only
provided invaluable support and resources but has also
fostered a sense of belonging and understanding.

What This Means for You

Through our combined efforts, we have contributed to continuous support, raised awareness, and
advocated for policies that improve the lives of those affected by bleeding disorders.

The HFA'’s efforts have resulted in improved access to healthcare and a stronger voice for our
community in legislative matters. Our educational programs empower individuals with knowledge
and resources, helping them navigate the complexities of living with a bleeding disorder.

Through events, support networks, and outreach initiatives, the HFA has created a space
where individuals and families find solace, share experiences, and access the support needed
for their unigque journeys.

Diving Into 2024

Let us be inspired by the strength of our loved ones as we strive to create a future where
individuals with bleeding disorders can thrive, live full and vibrant lives and be less restricted
by the challenges they face.

Together, we are making a difference, and | am confident that our collective efforts will lead
to even greater advancements and positive change.

Thank you for your dedication to our cause. It is a privilege to serve as the chairman of the
board for such an extraordinary community, and | look forward to the continued impact we
will make together.

Luke Runion
Board Chairman
Hemophilia Federation of America
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Executive Corner
Board chair, Luke Runion reflects on what it means to be part
of the bleeding disorders community.

HFA Seeks Its Next Board Member

Learn how to apply and become a part of a great mission.

Happening Highlights

Important announcements for the bleeding disorders community.

Get with the Program
As the new year begins, consider joining one of HFA'’s
programs, designed specifically for you.

Advocacy Action
HFA brings patients from around the country to D.C. to
advocate for bleeding disorders.

The Importance of Tracking Your Data
HFA’s Blood Sisterhood Manager shares the importance of
menstruation tracking and HFA'’s latest tools to help.

A Wrap Up of HFA’s Second Annual
Mild Matters Summit

Patients with mild bleeding disorders and caregivers of
children with mild bleeding disorders gather for education.
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Join HFA’s Board
of Directors

emophilia Federation of America is on the search What’s Involved:

for our next board member. If you have a passion e Two-year term beginning in the spring of 2024 at our
for supporting the bleeding disorders community annual Symposium

and an ability to look at issues strategically, including the e Attend one in-person meeting as well as Zoom

interconnectivity of topics, then this is for you! Do you
believe you’d bring professional or personal experiences
that lend valuable expertise to the board table? Are you

board meetings
e Requires some evenings, weekends, personal time and
annual travel

willing to offer ideas and input, engage in thoughtful
dialogue, problem solve and compromise? Apply today!

CLICK HERE TO APPLY!
We're especially looking for people with skills, such as:

e Financial Management (i.e., account, budgeting, investing) E E
e Government = 3

e Human Resources "r
e Strategic Planning

e Governance/Nonprofit Management
e |egal/Law

e Fundraising

e Health Care/Medicine

e |ndustry Marketing/PR

e AND MORE!

*Individuals employed by a manufacturing, pharmacy, specialty pharmacy, homecare, or insurance companies engaged in development, health care
coverage, and/or sales of therapies utilized by individuals to ensure, diagnose, prevent or treat bleeding disorders may not serve as a member of the
board of directors. Individuals receiving income from Hemophilia Federation of America (HFA) or other national bleeding disorder organizations are not
eligible to serve on the board of directors or a voting member of committees.
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(Recombinant), Fc'Fusion Protein:
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JOIN THE CONVERSATION

LEARN ABOUT ALPROLIX

WHAT'S A CoRe MANAGER?

Sanofi Community Relations and Education Managers (CoRes) have years of experience
working with patients on ALPROLIX and can provide you with helpful resources and education.

CoRe Managers are dedicated CoRe Managers are driven Your CoRe prioritizes face-to-face
to providing education professionals with decades of conversations. They're just a call
and empowering those combined experience who or email away.
within the community. understand and appreciate the

community’s needs.

sanofi

© 2022 Genzyme Corporation. All rights reserved. ALPROLIX
and Sanofi are registered trademarks of Sanofi or an affiliate. MAT-US-2205552-v1.0-07/2022
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Novo Nordisk Announces Supply
Changes in 2024

n late 2023, Novo Nordisk announced they

would be unable to provide the 8 mg vial of

NovoSeven® RT from January until mid-
2024, due to supply constraints. The overall
supply of NovoSeven® RT is expected to
remain intact as other vial sizes are available
as a solution for those who would otherwise
use the 8 mg vial.

Patients can use the 1 mg, 2 mg, and 5 mg vials
in combination to make the dose they need in
absence of the 8 mg vial. Patients who have
guestions about how to make up their dose
should consult their healthcare provider.

This is not a quality issue. Novo Nordisk decided to temporarily limit supply of the 8 mg vial because it requires the
highest amount of Active Pharmaceutical Ingredient (API), which is currently constrained, compared to the other vial
sizes. Patients and providers may read Novo Nordisk’s full announcement at bit.ly/Nov23NovoNotice. ¢

Yale Study of VWF Could Help Patients
Beyond Bleeding Disorders

factor, to shed light on the processes by which it is stored and released in response to an injury. The study
was presented by lead investigator Anish Sharda, M.D., MPH, at the 2023 American Society of Hematology
conference in December.

Researchers at the Yale School of Medicine have been studying the key clotting protein von Willebrand

“Von Willebrand disease is common but the current treatment
options are limited, partly because our understanding of how YEII'E Univ: rs it}?

VWEF, which is so critical for normal blood coagulation, is stored in h 1 f ‘i. .
the vascular lining of cells and is ultimately secreted at the site of s': ool of Medicine
vascular injury,” he explained.

Sharda and his team are looking closely at Ral-B, a cellular protein that works as a “molecular switch” to bring
vWF out of the cell and into the body’s circulation. Their findings, along with future research could lead to better
treatments not only for vWD but also for cardiovascular disease and other pathophysiologic processes related to
cancer metastasis and the formation of healthy, new blood vessels, also known as angiogenesis.

Read more at www.hemophilia.org/news/yale-researchers-explore-the-possibilities-of-von-willebrand-factor. é
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& Valuable educational sessions for
severes, milds, rares and more.

& Rap sessions and information for
men, women, parents and Spanish-
speaking community members.

& Connect with friends, who are like
family, and end with a fun Final
Night Event!

April 11-13, 2024

Indianapolis

One of the largest, family-friendly events
for the bleeding disorders community.

scan to register!
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OUR VISION: A WORLD WHERE NO LIFE IS LIMITED

BY GENETIC DISEASE

At Spark® Therapeutics, we are committed to discovering, developing and
delivering gene therapies.

We believe investigational gene therapy has the potential to be transformative
in the treatment of hemophilia and we understand the importance of developing
gene therapies that meet the needs of the hemophilia community. Our priority is
the safety and well-being of clinical trial participants.

Learn about gene therapy
research for hemophilia.

THERAPEUTICS

Interested in enrolling

in a Spark-sponsored ~
hemophilia gene

therapy clinical trial? Want to know more about

gene therapy clinical trials?

[=],533 [=]

(L

Discover more about
gene therapy research i




EXPLORE THE SCIENCE OF
GENE THERAPY RESEARCH

Be informed and feel empowered when you
learn about the field of gene therapy and
its potential application for hemophilia.

Discover what gene therapy
is meant to do.

HEMOPHILIA /
FORWARD. '/

Explore frequently
asked questions about
hemophilia gene therapy

clinical trials.

See a demo about the
science of gene therapy.

Visit T
HemophiliaForward.com Firsae

© 2021 Spark Therapeutics, Inc. N-HEM-US-420121 Kﬂ W/
Spark, Spark Therapeutics and its design, and Hemophilia Forward and its design, are r »
- S

trademarks, registered marks, or service marks of Spark Therapeutics, Inc. in the United States.
1-855-SPARKTX HERAPEUTICS



ach member of the bleeding disorders community has unique needs and a

desire to connect to those with similar experiences. What females with a

bleeding disorder experience can be far different than men, and a one-size-
fits-all approach to programming would not serve the community well. As a result,
Hemophilia Federation of America has four distinct program areas — ffi Blood
Sisterhood, Blood Brotherhood, Families and Sangre Latina. Learn about each area,
who it is intended to serve and what it means to join the program.

HFA encourages participation in these programs to stay connected and informed. HFA
also partners with 50+ member organizations throughout the country. Local programs
and events vary and the reasons to join listed on these pages are suggestions. Connect
with your local organization to learn more about the services and events available in
your area in addition to joining HFA Programs.

Still seeking a diagnosis? You’re still welcome to join the program that fits you best!

10 DATELINE FEDERATION < www.hemophiliafed.org



Blood Sisterhood

Blood Sisterhood serves females, non-binary, and trans
women in the bleeding disorders community, through all
stages of their journey.

WHAT IT MEANS TO JOIN:
Be the first to know about HFA'’s events for females
with bleeding disorders, joining a national community
of support and building a community to unite. Receive
valuable education that meets your specific needs as
a female with a bleeding
disorder through local member
organization, at national events
and through online education
and monthly Zoom meetings.

HIFA
e ——

Bloost SisterirveA

WHY JOIN?

In addition to connecting with other females with
bleeding disorders, you’ll get first dibs on attending HFA'’s
national events. The education and soft skills training we
provide can help you advocate for yourself in the doctor’s
office, with government, and even at home. Other
benefits of being a Blood Sister:

e Attend a weekend lunch and learn with your local
bleeding disorders organization.

e Connect with blood sisters from across the country at
HFA’s annual Symposium.

e Participate in research specifically geared toward
women with bleeding disorders. Advocate at your
statehouse and on Capitol Hill.

Find the right tools to talk about your bleeding
disorder with healthcare providers, such as our new
Menstruation Toolkit and tracking tools.

WINTER 2024 n



Blood Brotherhood

This program serves to unite a diverse, nation-wide
community of men with the common thread of living with
a bleeding disorder.

WHAT IT MEANS TO JOIN:

Engage with other adult men facing similar challenges and
share techniques to manage your disorder. Be the first to
hear about national events hosted by HFA, attend HFA

events hosted by your local
SHEFA
A

organization, and network with
Blooa Brotnerinosd

other men during our monthly
Zoom chats, moderated, run,
and populated solely by men
with bleeding disorders.

12 DATELINE FEDERATION < www.hemophiliafed.org

WHY JOIN?

Continue the time-honored tradition of Blood
Brotherhood: connect and reconnect with friends that
will last decades. Learn the latest developments in the
ever-evolving world of bleeding disorders, the latest
treatments, the best current techniques to manage pain,
and how to advocate for your rights. Other reasons to
join:

e Attend a legislative day at your local statehouse.

e |earn what issues call for your urgent advocacy.

e Joinin a rap session with your fellow Blood Brothers.

e Fly into a new city to take part in an HFA nationwide
event, designed and catered to increase your
knowledge and expand your metaphorical toolbelt.

e Attend Symposium, an annual event of more than
1,000 people in our community.



e Receive education that meets your unique needs as

L] L]
Fa m I I Ies a parent or caregiver managing a bleeding disorder.

HF A also offers age appropriate education for children

F9r parents and. careglv.ers of a C,h”d YVIth a bleeding and siblings. We do this by partnering with your local
disorder and children with bleeding disorders, through all . .
o member organization, at national events, and through
stages of their journey. . .
online education.

Watch for Families programs at our annual Symposium or
reach out to hfaprograms@hemophiliafed.org
to learn more.

WHAT IT MEANS TO JOIN:

e Being the first to know about HFA’s events for parents
and caregivers of children with bleeding disorders, joining
getting support and building a

a national community of other
community to unite your peers —————

parents/caregivers managing
a child with bleeding disorder,
at a local or regional level. FM-WVI[MS

{8
\

il \-i}"
1 -
!
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Sangre Latina

Educando a las familias hispanas que tienen un desorden
de sangrado. HFA ofrece a la comunidad hispana
educacidon en su idioma nativo, espanol.

14

Brinda la oportunidad de unirse a la comunidad
nacional y permanecer en contacto con ellos Nuestros
programas son pertinentes, de buena calidad y
culturalmente apropiados.

Sangre Latina brinda capacitacién en su organizacion
local de miembros de HFA, en el simposio anual

de HFA, seminarios webs

educativos, en espafol y otros

trastornos de sangrado. 1

Tenemos un Chat mensual en

_._—-—_..__‘_
espafol para estar conectados. Wﬁf [_MM

DATELINE FEDERATION < www.hemophiliafed.org

éCOMO ES UN ANO DE SANGRE LATINA?

Usted puede participar en nuestros programas asistiendo

a sesiones en su organizacion local de miembros de HFA,

en el simposio anual de HFA, seminarios webs educativos,
y otros trastornos de sangrado, en linea o participando de
el chat virtual “Hablando Contigo.”.



¢HIFA

SEARCHING FOR

A NEW
SKILL

TO ADVANCE
YOUR CAREER?

Hemophilia Federation of
America's Job Readiness Grant
provides up to $1,000 for

skills courses or certifications.

Apply today at

www.hemophiliafed.org/resource/job-readiness/




Jeanette Jones, former Blood Sisterhood manager for HFA,
shares a cup depicting minimal blood loss, to show attendees
of the Mild Matters Summit how much more women with
bleeding disorders bleed than the average woman.

Do you love someone who menstruates? Read this!

BY JEANETTE JONES, FORMER HFA STAFF

tis important for everyone in the bleeding disorders community to learn

how to track menstruation, because someone you care about may have an

undiagnosed bleeding disorder and tracking menstrual bleeding may be the
key to proper diagnosis and care.

Many genetic females in our community suffer with heavy menstrual
bleeding—the most common bleeding symptom for females with bleeding
disorders. Just like any other bleed, menstruation needs to be tracked to
ensure appropriate care is provided.

PHOTOS BY BETHANY SWAIN

16 DATELINE FEDERATION < www.hemophiliafed.org



It is time for everyone to become comfortable talking
about menstruation as it is a completely normal and
natural part of our humanity. Whether you are a
menstruator, caregiver or provider, this information is for
you and those you care about.

Why Track Menstruation

In late 2023, Hemophilia Federation of America launched
a new Menstruation Tracking toolkit to provide our
community with tools to help you communicate with
your providers. The toolkit may also be beneficial to
menstruators who have not been diagnosed with a
bleeding disorder to track and share with their provider.

In 2014, HFA launched the Sisterhood App, which allowed
users to track their menstruation using the validated
Pictorial Blood Assessment Chart (PBAC). It was
instrumental and valuable to females in the community,
because it put comprehensive tools into the hands of
people who menstruate and real data into the hands of
providers and researchers. However, with the overturning
of Roe v. Wade and Dobbs v. Jackson, digital period
tracking data could become unsafe, leading HFA to
sunset the app in 2023.

Knowing we needed to provide our community with
something (to replace the app), fellow blood sister

Pecforen] Mood Assessment - ——
Chart (PRAC)H Per-Cycle

e e S PRAD

g s e

Lori Long (former director of HFA's Institute), and | got

straight to work hoping to create something even better.

We did not want to just replace the app. We worked to
provide a complete toolkit for users.

HFA has several educated blood sisters on staff and
a vast network of blood sisters in the community
who contributed to the project—the toolkit was truly
developed by blood sisters for blood sisters.

WINTER 2024
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Why did HFA develop this toolkit? Here’s what

research tells us :
Women with heavy menstrual bleeding (HMB) are at
increased risk for anemia, pain during menstruation,
hospitalizations, blood transfusions, limitations in daily
activities, time lost from work or school, and a reduced
quality of life.
HMB is the most common symptom of women with
bleeding disorder experience.
HMB affects 90% of women with an underlying bleeding
disorder and 70% of women on anticoagulation.
Tracking HMB can lead to an earlier diagnosis for women
with bleeding disorders.
One percent of all women may have a bleeding disorder.
Multiple studies have shown that 15% to 30% of those
with HMB have an underlying inherited bleeding disorder.
As many as one in 10 women with HMB may have a
bleeding disorder.

The Common Signs for HMB:
Blood volume loss of 80 ml / 2.7 oz or more per cycle
Bleeding that lasts longer than seven days
Passing clots larger than a dime or quarter
Flooding or gushing of blood
Limiting activity or missing life events
Soaking a pad or tampon or filling a menstrual cup
every 2 hours
Disturbing sleep
Needing to wear more than one type of menstrual
product to control bleeding
Low iron levels.

If you know anyone who is struggling with one or more of
these signs, please share this toolkit and encourage tracking.
They might need to be tested for a bleeding disorder.

Get Tracking

PBAC has been the standard tracking method in hematology

for about 30 years. It includes counting the number of soiled
products one uses, blood clots, and flooding instances and
multiplying them by a determined number to calculate a
final score for a single menstrual cycle. Generally, research
suggest that a score of 100 or greater is considered HMB.

This per-cycle view has been the standard for many
years. HFA listened to the needs of the bleeding disorder
community and improved upon this current standard. In the
toolkit, users can find the following:
Instructions on how to use the logs, both print or digital.
A guide with education, tips from the Blood Sisterhood,
resources, definitions, and more.

18 DATELINE FEDERATION < www.hemophiliafed.org

Daily, monthly and annual options for tracking, including
physical and mental symptoms, pain, and medication.

A new option to track by volume instead of PBAC.
Printable/digital handouts to help educate you and
providers.

Links to Women’s Health and Wellness modules on our
e-learning platform, Learning Central, educational videos,
articles and infographics.

Podcasts dedicated to menstruation and bleeding
disorders.

Links to research used to create these tools (full
bibliography available upon request) and to our partners.

| keep logs in a digital online folder with photographs of
soiled products and what’s in the toilet.

| allow my providers to have access to this information.
Some people prefer to print their logs and keep a
binder with everything. Blood sisters even keep their
binder of logs in their bathroom so that logging can

be done immediately.

Providers might prefer patients email logs and photos or
submit them through medical chart portals. | encourage
you to choose a method that works

While HFA's Blood Sisterhood manager, | had the
privilege to connect with and listen to so many women
in the community, and I'm thrilled to know that more
blood sisters now have more of the tools they need to
receive better care. ¢

Scan the QR code to see our

new Menstruation Toolkit or visit
www.hemophiliafed.org/resource/
menstruation-tracking/.

Visit the Women’s Health
and Wellness course at
www.hfalearning.org.



http://www.hemophiliafed.org/resource/menstruation-tracking/
http://www.hemophiliafed.org/resource/menstruation-tracking/

WE’RE IN THIS
TOGETHER.

Sunday 2:16 pm
Jogging in the park
with his girlfriend

Ben, living with
hemophilia A

Let’s make today brilliant.

Takeda is here to support you throughout your journey and help
you embrace life’s possibilities. Our focus on factor treatments and
educational programs, and our dedication to the bleeding disorders
community, remain unchanged. And our commitment to patients,

inspired by our vision for a bleed-free world, is stronger than ever. m

bleedingdisorders.com

Copyright © 2020 Takeda Pharmaceutical Company Limited. All rights reserved. TAKEDA and the TAKEDA logo
are trademarks or registered trademarks of Takeda Pharmaceutical Company Limited. US-NON-0136v1.0 03/20



Because Milds Matter

BY EMILY A. ROUSH-BOBOLZ, HFA STAFF PHOTOS BY BETHANY SWAIN

emophilia Federation of America’s Mild Matters Summit in November tripled
the attendance of the inaugural summit in 2022. It’s only the beginning—it
has the potential to be HFA’s second flagship event, behind Symposium.

“HFA understands there are vast discrepancies in the way individuals with mild
bleeding disorder are accessing diagnosis and treatment, and our goal in hosting
the Mild Matters Patient Summit is to do everything we can do to empower
patients to strengthen their knowledge and their access to care and treatment

20 DATELINE FEDERATION < www.hemophiliafed.org
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for themselves or for their child,” said Shellye Horowitz,
Director of Education and creator of the HFA’s Mild
Matters initiative, which includes the Summit and the Mild
Matters Physician Forum.

Q: What is HFA’s goal with Mild Matters and what does
the organization hope to accomplish with this event?

A: Education! We knew access to treatment was a barrier,
so we provided education on tracking and access to
tracking kits so they could provide data about their
patient story with their provider.

The first national summit in 2022 was an opportunity to
gather information from men, women and parents. The
goal was to delve deep into understanding the issues they

were facing. We took all that information and dug deep
to create the next summit, which was an opportunity to
take everything we learned and provide a larger group of
community members with the resources that had been
requested at the first summit.

For future Summits a lot of education will be similar.

We also had requests to continue infusion training, and
requests to continue expanding knowledge on how
they’re diagnosed and treated, as well as treatment risks
for people who have mild disorders, such as the risk

of potentially developing inhibitors, and to help them
understand risks so they can make informed decisions.
Education also includes information on tracking and
documenting data for healthcare providers, which creates
an opportunity for open dialog for their individual care.

WINTER 2024 21



We think it’s really critical for patients to help their
provider understand their specific needs.

Q: What does the future of Mild Matters look like?

A. We are hosting the Mild Matters Physician Forum in
February 2024, which gathers dozens of hematologists from
hemophilia treatment centers (HTCs) around the country

to facilitate discussions that will hopefully improve the way
they identify and treat people with mild bleeding disorders.

For the 2023 Summit, we turned away two people for
every one person who was accepted to attend in person.
We turned away more than 100 people. We knew there
was a need when HFA first understood the immensity of
the need with the community we serve. It was clear there
is a high demand in our community with 100 people being
turned away. The plan is to increase attendance to 150
people in 2024, if possible. é

HFA was excited to have the Mild Matters Summit
featured in Hemophilia News Today:

hemophilianewstoday.com/columns/what-i-learned-
recent-hfa-summit-mild-bleeding-disorders/

22 DATELINE FEDERATION < www.hemophiliafed.org

“Thank you so much to HFA
and Shellye for putting on this
amazing event! This weekend
was all about ME! Learning
about my health and trying to
get myself the care that | need
to stay healthy for my boys! |
met SO MANY more amazing
blood brothers and sisters
and this weekend was filled
with sooooo much knowledge
and an absolute blast! | am in
awe of the bleeding disorders
community and how supportive
and accepting they are. Thank
you HFA for all that you do!”

— 2023 Mild Matters Summit attendee


https://hemophilianewstoday.com/columns/what-i-learned-recent-hfa-summit-mild-bleeding-disorders/
https://hemophilianewstoday.com/columns/what-i-learned-recent-hfa-summit-mild-bleeding-disorders/

Hemophilia
on your ferms.

Everyone’s hemophilia needs are different. We're here
to help meet those needs simply—with education and
support options that can help inspire the new normal
that’s just right for you.

Discover how we can help.

RedefiningHemophilia.com

© 2023 Genzyme Corporation. All rights reserved.
Sanofiis a registered tfrademark of Sanofi or an dffiliate.
MAT-US-2019890-v4.0-05/2023

sanofi



Patients and Caregivers

24

to Advocate for Bleeding Disorders

DATELINE FEDERATION < www.hemophiliafed.org

ne of the best ways to influence change is by
sharing personal stories.

Each year, Hemophilia Federation of America is
fortunate to bring patients and caregivers from around
the country to Washington, D.C., for advocacy training
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and to share their personal stories of the struggles
of living with bleeding disorders on Capitol Hill.

In November, 22 community members from 16
different states met with 35 members of Congress
and their staff. Those who attended HFA'’s

Patient Fly-In and Congressional reception spoke
of many issues concerning their daily lives, but
the main topics discussed in congressional
meetings included Supplemental Security Income
eligibility, step therapy, accumulator adjusters
and copay maximizers.

While the community members at the Patient Fly-In
took action in D.C., HFA encouraged those at home
to also participate by connecting with elected
officials with calls, tweets and emails. More than

60 people joined the efforts from home by taking
action through HFA’s Legislative Action Center.

HEMOPHILIA
FEDERATION
OF AMERICA

WINTER 2024 25
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Advocate for YOU! Visit HFA’s Legislative Action Center:
www.hemophiliafed.org/contact-your-legislator/

Learn More!
ACCUMULATOR ADJUSTER PROGRAMS

https://bit.ly/3tcplvX

COPAY MAXIMIZERS
https://bit.ly/3FmgdJQ

STEP THERAPY
www.hemophiliafed.org/resource/step-therapy-mid-
year-formulary-changes/

SUPPLEMENTAL SECURITY INCOME
www.hemophiliafed.org/dear-addy-ssi-eligibility/ ¢




Patient Information

ALTUVIIIO™ (al too’vee oh)

[antihemophilic factor (recombinant), Fc-VWF-XTEN fusion
protein-ehtl] for intravenous use after reconstitution only

Rx Only

Single-dose vial

Please read this Patient Information carefully before using ALTUVIIIO
and each time you get a refill, as there may be new information. This
Patient Information does not take the place of talking with your
healthcare provider about your medical condition or your treatment.
What is the most important information | need to know about
ALTUVIIIO?

Do not attempt to give yourself an injection unless you have been taught
how by your healthcare provider or hemophilia center.

You must carefully follow your healthcare provider’s instructions regard-
ing the dose and schedule for injecting ALTUVIIIO so that your treatment
will work best for you.

What is ALTUVIIIO?

ALTUVIIIO is an injectable medicine that is used to control and reduce
the number of bleeding episodes in people with Hemophilia A
(congeni-tal Factor VIII deficiency).

Your healthcare provider may give you ALTUVIIIO when you have
surgery.

Who should not use ALTUVIIIO?

Youtshould not use ALTUVIIIO if you had an allergic reaction to it in the
past.

What should | tell my healthcare provider before using ALTUVIIIO?
Talk to your healthcare provider about:

o Any medical problems that you have or had.

o Al prescription and non-prescription medicines that you take,
including over-the-counter medicines, supplements or herbal medi-
cines.

e Pregnancy or if you are planning to become pregnant. It is not
known if ALTUVIIIO may harm your unborn baby.

e Breastfeeding. It is not known if ALTUVIIIO passes into the milk and
if it can harm your baby.

How should | use ALTUVIIIO?

You get ALTUVIIIO as an injection into your vein. Your healthcare
provider will instruct you on how to do injections on your own, and may
watch you give yourself the first dose of ALTUVIIIO.

Contact your healthcare provider right away if bleeding is not controlled
after using ALTUVIIIO.

What are the possible side effects of ALTUVIIIO?

You can have an allergic reaction to ALTUVIIIO. Call your healthcare
provider or emergency department right away if you have any of the
following symptoms: difficulty breathing, chest tightness, swelling of the
face, rash or hives.

Your body can also make antibodies called “inhibitors” against
ALTUVIIIO. This can stop ALTUVIIO from working properly. Your
healthcare provider may give you blood tests to check for inhibitors.
The common side effects of ALTUVIIIO are headache, joint pain, and
back pain.

These are not the only possible side effects of ALTUVIIIO. Tell your
healthcare provider about any side effect that bothers you or does not
go away.

What are the ALTUVIIIO dosage strengths?

ALTUVIIIO comes in seven different dosage strengths with 3 mL sterile
water for injection (SWFI). The actual number of international units (IU)
of Factor VIII activity in the vial will be imprinted on the label and on the
box. The seven different strengths are as follows:

Strength Cap Color
250 1U Yellow
500 IU Red
750 1U Garnet
1000 1U Green

(continued)

Strength Cap Color
2000 U Royal Blue
3000 1U Mist Grey
4000 IU Orange

Always check the actual dosage strength printed on the label to make
sure you are using the strength prescribed by your healthcare provider.
How should | store ALTUVIIIO?

o Keep ALTUVIIIO in its original package.

e Protect it from light.

¢ Do not freeze.

o Store refrigerated 2°C to 8°C (36°F to 46°F) up to 48 months or at
room temperature [not to exceed 30°C (86°F)], for a single period
up to 6 months. Do not use ALTUVIIIO after the expiration date
printed on the label and carton of each vial.

e When storing at room temperature:

- Note on the carton the date on which the product is removed
from refrigeration.
— Use the product before the end of this 6-month period or discard
it.
— Do not return the product to the refrigerator.
After mixing with the diluent:

¢ Do not use ALTUVIIIO if the mixed solution is not clear and colorless
to slightly yellowish.

o Use mixed product as soon as possible.

o You may store mixed ALTUVIIIO at room temperature, not to exceed
30°C (86°F), for up to 3 hours. Protect the mixed ALTUVIIIO from
direct sunlight. Discard any mixed ALTUVIIIO not used within 3
hours.

What else should | know about ALTUVIIIO?

Medicines are sometimes prescribed for purposes other than those
listed here. Do not use ALTUVIIIO for a condition for which it was not
prescribed. Do not share ALTUVIIIO with other people, even if they have
the same symptoms that you have.

This Patient Information has been approved by the US Food and Drug
Administration.

Manufactured by:

Bioverativ Therapeutics Inc.

Waltham, MA 02451

A SANOFI COMPANY

US License Number 2078

©2023 Bioverativ Therapeutics Inc. All rights reserved.
ALTUVIIIO™ is a trademark of Bioverativ Therapeutics Inc.
Revised: March 2023
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ALTUVIIIO"’"%

Antihemophilic Factor (Recombinant),
Fc-VWE-XTEN Fusion Protein-ehtl

Paxton and Jenny | Real ALTUVIIIO patient and careglver

SWITCHITUP UP

like Paxton and Jenny!

Paxton and Jenny are promotional speakers compensated by Sanofi and received free
product through Sanofi's Patient Support Program.

“Paxton was excited about keeping
higher factor levels for longer periods
with ALTUVIIIO. Fewer infusion days
each week means less time on the

calendar and more time for me to drive
him all over town for practices.” «

Want to hear more from Paxton, Jenny,
and the rest of the ALTUVIIIO Peers?

Visit ALTUVIIIO.com for more stories from real
people who made the switch!

INDICATION

ALTUVIIIO® [antihemophilic factor (recombinant), Fc-VWF-XTEN fusion protein-ehtl] is an injectable medicine that is used to
control and reduce the number of bleeding episodes in people with hemophilia A (congenital Factor VIII deficiency).

Your healthcare provider may give you ALTUVIIIO when you have surgery.

IMPORTANT SAFETY INFORMATION
What is the most important information | need to know about ALTUVIIIO?

Do not attempt to give yourself an injection unless you have been taught how by your healthcare provider or hemophilia
center. You must carefully follow your healthcare provider's instructions regarding the dose and schedule for injecting
ALTUVIIIO so that your treatment will work best for you.

Who should not use ALTUVIIIO?
You should not use ALTUVIIIO if you have had an allergic reaction to it in the past.
What should I tell my healthcare provider before using ALTUVIIIO?

Tell your healthcare provider if you have had any medical problems, take any medications, including prescription and
non-prescription medicines, supplements, or herbal medicines, are breastfeeding, or are pregnant or planning to become pregnant.

What are the possible side effects of ALTUVIIIO?

You can have an allergic reaction to ALTUVIIIO. Call your healthcare provider or emergency department right away if you have
any of the following symptoms: difficulty breathing, chest tightness, swelling of the face, rash, or hives.

Your body can also make antibodies called “inhibitors” against ALTUVIIIO. This can stop ALTUVIIIO from working properly.
Your healthcare provider may give you blood tests to check for inhibitors.

The common side effects of ALTUVIIIO are headache, joint pain, and back pain.

These are not the only possible side effects of ALTUVIIIO. 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 brief summary of Patient Information on the previous page.
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