Infuse
monthly.*
Live
daily.
Find out how patients
just like you are maximizing
their time between infusions
with HyQvia.

*Every 3 or 4 weeks.

What is HyQvia® [Immune Globulin Infusion 10% (Human)
with Recombinant Human Hyaluronidase] Solution?
HyQvia is a liquid medicine that is given under the skin (subcutaneously) to treat primary immunodeficiency (PI) in adults.

IMPORTANT SAFETY INFORMATION
What is the most important information that I should know about HyQvia?
• HyQvia can cause blood clots.
• Call your healthcare professional (HCP) if you have pain, swelling, warmth, redness, or a lump in your legs or arms, other than at the
infusion site(s), unexplained shortness of breath, chest pain or discomfort that worsens on deep breathing, unexplained rapid pulse,
numbness or weakness on one side of the body.
• Your HCP may perform blood tests regularly to check your IgG level.

Please see additional safety information throughout, click here
for Information for Patients, and discuss with your HCP.

Once-a-month* subQ administration.
So he can focus on his goals.

Maximize your time between infusions with HyQvia, the only monthly* subQ

Up to

28

days

This is Silas.
Full-time student. Aspiring psychological researcher. Real HyQvia patient.
Between studying, traveling, and speaking at conferences, Silas doesn’t have
a moment to spare. HyQvia helps him focus less on managing his treatment
schedule and more on living his life.

between
infusions*

~2 hour

infusion time

Average time for each infusion
was 2.08 hours in the clinical trial

*Every 3 or 4 weeks.

IMPORTANT SAFETY INFORMATION (continued)
IMPORTANT SAFETY INFORMATION (continued)
What is the most important information that I should know about HyQvia? (continued)
• With your consent, your HCP may provide blood samples to Shire plc, to test for antibodies that may form against the hyaluronidase part of HyQvia.

Who should not take HyQvia?
Do not take HyQvia if you:
• Are allergic to IgG, hyaluronidase, other blood products, or any ingredient in HyQvia.

• Do not infuse HyQvia into or around an infected or red swollen area because it can cause infection to spread.
• Talk to your HCP if you become pregnant. Women who become pregnant during HyQvia treatment are encouraged to enroll in the HyQvia

Pregnancy Registry by calling 1-866-424-6724.

Please see additional safety information throughout, click here for Information for Patients,
including Warning about Blood Clots, and discuss with your HCP.

Reliable infection protection.
So she can focus on her family.
Meet Angela.
Avid runner. Mother of 3. Angela sets her own pace in life, not her PI.
She chooses HyQvia for reliable infection protection and consistent Ig levels.

Spend less time worrying about infections

Know you have the protection you deserve

In the clinical trial, HyQvia provided reliable infection protection
and the consistent Ig levels you expect from a subQ treatment.

In the clinical trial, patients taking HyQvia experienced an average of:

• HyQvia was studied in a clinical trial of 83 adults with PI with

the main goal of measuring how many acute serious bacterial
infections (ASBIs)* they experienced over the course of 1 year
• ASBIs included 2 episodes of pneumonia†

.025

<

ASBIs per year with HyQvia

1
ASBI is the
standard for
effectiveness*

0

3.41

in hospitals per year
due to infection

off work or school per
year due to infection

days

days

HyQvia provides consistent Ig levels comparable to conventional subQ
*ASBIs are short-term but serious infections caused by bacteria that require immediate medical care. The FDA standard for efficacy—that is, if an immunoglobulin
works—is <1 ASBI per year. In the clinical trial, people taking HyQvia experienced significantly less than that.
†
Both episodes of pneumonia were treated as outpatients with oral antibiotics. An additional episode of pneumonia requiring hospitalization occurred during the ramp-up.

IMPORTANT SAFETY INFORMATION (continued)

IMPORTANT SAFETY INFORMATION (continued)

What should I avoid while taking HyQvia?

What are the possible or reasonably likely side effects of HyQvia?

• HyQvia can make vaccines (like measles/mumps/rubella or chickenpox vaccines) not work as well for you. Before you get any

HyQvia can cause serious side effects. If any of the following problems occur after starting HyQvia, stop the infusion
immediately and contact your HCP or call emergency services:

vaccines, tell your HCP you take HyQvia.
What should I tell my HCP before I start using HyQvia?
Before starting HyQvia, tell your HCP if you:

• Hives, swelling in the mouth or throat, itching, trouble breathing, wheezing, fainting or dizziness. These could be signs of a serious

allergic reaction.

• Have or had any kidney, liver, or heart problems or history of blood clots because HyQvia can make these problems worse.
• Have IgA deficiency or a history of severe allergic reactions to IgG or other blood products.
• Are pregnant, trying to become pregnant or are breast feeding.

Please see additional safety information throughout, click here for Information for Patients,
including Warning about Blood Clots, and discuss with your HCP.

Clinically proven tolerability.
Experience a monthly* infusion with better systemic
tolerability than IVIg
Systemic side effects affect the entire body and may occur within 72 hours, excluding infections.
Local side effects occur at the infusion site.
The most common side effects observed in the clinical trial were: local side effects (pain, swelling,
itching, and redness) and systemic side effects (headache, antibody formation against rHuPH20,†
fatigue, nausea, fever, and vomiting).

.20

rate of systemic
side effects per
HyQvia infusion

vs

.42

(222/1129)

rate of systemic
side effects per
IVIg infusion

~99%

(154/365)

52%

reduction
in the rate of systemic
side effects with HyQvia

*Every 3 or 4 weeks.
†
Recombinant Human Hyaluronidase.

Introducing Mary.

of local side effects
were considered
mild to moderate
28.2% moderate (n=66)
70.5% mild (n=165)
1% severe (n=3)

Mild side effect: causes temporary
discomfort that goes away on its own,
or with little medical intervention.
Moderate side effect: causes a slight
decline in function that goes away on its
own, or with little medical intervention and
has no further consequences.
Severe side effect: results in impairment
of function and can lead to temporary
inability to resume normal lifestyle as it
requires prolonged medical intervention
and/or results in further consequences.

Thriving retiree. Outdoor enthusiast. HyQvia patient for 4 years.
IMPORTANT SAFETY INFORMATION (continued)
What are the possible or reasonably likely side effects of HyQvia? (continued)
HyQvia can cause serious side effects. If any of the following problems occur after starting HyQvia, stop the infusion
immediately and contact your HCP or call emergency services:
• Bad headache with nausea, vomiting, stiff neck, fever, and sensitivity to light. These could be signs of irritation and swelling of the

lining around your brain.
• Reduced urination, sudden weight gain, or swelling in your legs. These could be signs of a kidney problem.
• Pain, swelling, warmth, redness, or a lump in your legs or arms, other than at the infusion site(s). These could be signs of a blood clot.
• Brown or red urine, fast heart rate, yellow skin or eyes. These could be signs of a liver or blood problem.

Please see additional safety information throughout, click here for Information for Patients,
including Warning about Blood Clots, and discuss with your HCP.

Unique treatment component.

Flexible administration.

HyQvia is the only once-a-month* subQ Ig
treatment that has Recombinant Human
Hyaluronidase, also known as Hy. As part
of your HyQvia infusion, the Hy temporarily
opens your subQ space, allowing for a
larger amount of Ig to reach your subQ
tissue and be absorbed into your body
to help fight infections—so you don't have
to infuse as many times per month.

HyQvia can be infused every 3 or 4 weeks in either the stomach or thighs. Following your infusion with
HyQvia, it’s not uncommon to experience a temporary, soft swelling at the infusion site. This is due to
the volume of fluid infused and may last 1 to 3 days after your infusion.

HyQvia dual vial unit

1
Hyaluronidase
Infused first, Hy
opens the subQ
space to allow for a
larger amount of Ig

Beginning of infusion

End of infusion

24 hours after infusion

Patient weight: 168 lbs
Volume: 500 mL

Results in diffuse,
pancake-like swelling

Infusion site swelling generally
resolved within 1 to 3 days

Pre-infusion

Infusion

Post-infusion

24 hours after infusion

Patient weight: 162 lbs
Volume: 300 mL

Results in minor local swelling

Side effects include
acute tenderness

Infusion site swelling generally
resolved within 1 to 3 days

Ig
Infused second,
Ig includes the
antibodies that help
your body fight
infections

*Every 3 or 4 weeks.

SubQ needle

2

IVIg needle

For illustrative purposes. Actual needle sizes may vary.

• In

the clinical trials there were no observable changes in the skin or subcutaneous tissue
in almost 3000 infusions and maximum exposure of over 3 years*

•T
o

Comparing the size of a subQ and IVIg needle

help you become comfortable with your treatment, you will receive the first dose of HyQvia
and will ramp up gradually. Your dose will eventually shift from once-a-week to once-a-month†

• Do

not attempt to self-administer HyQvia until you have been trained by a healthcare provider

*2959 infusions and 188 subject-years.
†
Every 3 or 4 weeks.

IMPORTANT SAFETY INFORMATION (continued)
IMPORTANT SAFETY INFORMATION (continued)

What are the possible or reasonably likely side effects of HyQvia? (continued)

What are the possible or reasonably likely side effects of HyQvia? (continued)

The following possible side effects may occur at the site of infusion and generally go away within a few hours, and are less likely
after the first few infusions.

HyQvia can cause serious side effects. If any of the following problems occur after starting HyQvia, stop the infusion
immediately and contact your HCP or call emergency services:

• Mild or moderate pain

• Chest pain or trouble breathing, blue lips or extremities. These could be signs of a serious heart or lung problem.
• Fever over 100ºF. This could be sign of an infection.

• Redness

• Swelling

• Itching

Please see additional safety information throughout, click here for Information for Patients,
including Warning about Blood Clots, and discuss with your HCP.

Dedicated product support
OnePath is a free program that provides dedicated product
support to eligible people who have been prescribed HyQvia
Here are just a few ways that OnePath can help:
A dedicated Patient Support
Manager: A single point of contact
who is ready to assist you with
accessing your treatment
Infusion training: In-home training
from a specially trained nurse for
you and/or a caregiver on how to
self-administer your prescribed
Takeda treatment (if appropriate)

Financial assistance options: The
OnePath Co-Pay Assistance Program
helps eligible patients cover certain
out-of-pocket treatment costs.*† OnePath
can also provide assistance with
navigating the health insurance process
Resources and education:
Connecting you and your caregiver
with educational resources—including
clinical educators if needed

To enroll in OnePath, a signed HyQvia Start Form is required from your physician.
Contact a OnePath Patient Support Manager Monday through Friday,
8:30 AM to 8:00 PM ET, at 1-866-888-0660 to learn more.
*At a minimum to be eligible, patients must be enrolled in OnePath and have commercial insurance. Other terms and conditions
apply. Contact OnePath for more information.
I MPORTANT NOTICE: The OnePath Co-Pay Assistance Program (the Program) is not valid for prescriptions eligible to be reimbursed,
in whole or in part, by Medicaid, Medicare (including Medicare Part D), Tricare, Medigap, VA, DoD, or other federal or state programs
(including any medical or state prescription drug assistance programs). No claim for reimbursement of the out-of-pocket expense
amount covered by the Program shall be submitted to any third party payer, whether public or private. The Program cannot be
combined with any other rebate/coupon, free trial, or similar offer. Copayment assistance under the Program is not transferable.
The Program only applies in the United States, including Puerto Rico and other U.S. territories, and does not apply where prohibited
by law, taxed, or restricted. This does not constitute health insurance. Void where use is prohibited by your insurance provider. If
your insurance situation changes you must notify the Program immediately at 1-866-888-0660. Coverage of certain administration
charges does not apply for patients residing in Massachusetts, Michigan, Minnesota, Rhode Island, and Vermont. Takeda reserves
the right to rescind, revoke, or amend the Program at any time without notice.

†

HelloHYQVIA free trial program*
If you're an eligible adult patient, HelloHYQVIA can help you and your HCP decide if HyQvia is right for you.
With HelloHYQVIA, the entire cost of your first 3 infusions of HyQvia is covered, along with your ancillary
supplies, pump, and administration.
*Eligible patients must have an ICD-10 code verifying diagnosis of PI and be a new patient not currently using HyQvia and who has not
previously enrolled in the HelloHYQVIA Program. Additional terms apply.

HyQvia can be administered in a physician's office
If you would prefer to receive your HyQvia infusions in your physician's office or infusion center, you have
that option. This way, you can rely on the expertise of trained professionals, all while experiencing a
subQ like HyQvia.

Talk to your HCP for more information.

IMPORTANT SAFETY INFORMATION (continued)
What are the possible or reasonably likely side effects of HyQvia? (continued)

Learn more about PI and connect with someone
who is living with PI or has a loved one with PI.

The most common side effects of HyQvia are:

Go to MyIgSource.com or call 1-855-250-5111.

Please see additional safety information throughout, click here for Information for Patients,
including Warning about Blood Clots, and discuss with your HCP.

• Headache

• Fatigue

• Nausea

• Fever

• Vomiting

What is HyQvia?
HyQvia is a liquid medicine that is given under the skin (subcutaneously) to treat primary immunodeficiency (PI) in adults.

IMPORTANT SAFETY INFORMATION
What is the most important information that I should know about HyQvia?
• HyQvia can cause blood clots.
• Call your healthcare professional (HCP) if you have pain, swelling, warmth, redness, or a lump in your legs or arms, other than at the

infusion site(s), unexplained shortness of breath, chest pain or discomfort that worsens on deep breathing, unexplained rapid pulse,
numbness or weakness on one side of the body.
• Your HCP may perform blood tests regularly to check your IgG level.
• With your consent, your HCP may provide blood samples to Shire plc, to test for antibodies that may form against the hyaluronidase

part of HyQvia.
• Do not infuse HyQvia into or around an infected or red swollen area because it can cause infection to spread.
• Talk to your HCP if you become pregnant. Women who become pregnant during HyQvia treatment are encouraged to enroll in the

HyQvia Pregnancy Registry by calling 1-866-424-6724.
Who should not take HyQvia?
Do not take HyQvia if you:
• Are allergic to IgG, hyaluronidase, other blood products, or any ingredient in HyQvia.

What should I avoid while taking HyQvia?
• HyQvia can make vaccines (like measles/mumps/rubella or chickenpox vaccines) not work as well for you. Before you get any vaccines,

tell your HCP that you take HyQvia.

What are the possible or reasonably likely side effects of HyQvia?
HyQvia can cause serious side effects. If any of the following problems occur after starting HyQvia, stop the infusion
immediately and contact your HCP or call emergency services:
• Hives, swelling in the mouth or throat, itching, trouble breathing, wheezing, fainting or dizziness. These could be signs of a serious

allergic reaction.
• Bad headache with nausea, vomiting, stiff neck, fever, and sensitivity to light. These could be signs of irritation and swelling of the

lining around your brain.
• Reduced urination, sudden weight gain, or swelling in your legs. These could be signs of a kidney problem.
• Pain, swelling, warmth, redness, or a lump in your legs or arms, other than at the infusion site(s). These could be signs of a blood clot.
• Brown or red urine, fast heart rate, yellow skin or eyes. These could be signs of a liver or blood problem.
•C
 hest pain or trouble breathing, blue lips or extremities. These could be signs of a serious heart or lung problem.
• Fever over 100°F. This could be a sign of an infection.

After HyQvia infusion a temporary, soft swelling may occur around the infusion site, which may last 1 to 3 days, due to the volume of fluid
infused. The following possible side effects may occur at the site of infusion and generally go away within a few hours, and are less likely
after the first few infusions.
• Mild or moderate pain

• Redness

• Swelling

• Itching

The most common side effects of HyQvia are:

What should I tell my HCP before I start using HyQvia?

• Headache

Before starting HyQvia, tell your HCP if you:

These are not all the possible side effects. Talk to your HCP about any side effect that bothers you or that does not go away.

• Have or had any kidney, liver, or heart problems or history of blood clots because HyQvia can make these problems worse.

For additional safety information, click here for Information for Patients and discuss with your HCP.

• Have IgA deficiency or a history of severe allergic reactions to IgG or other blood products.

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.

• Are pregnant, trying to become pregnant or are breast feeding.

• Fatigue

• Nausea

• Fever

• Vomiting

Maximize your time between
infusions with HyQvia, the only
monthly* subQ treatment.
Reliable infection protection and consistent Ig levels
In the clinical trial, HyQvia provided reliable infection protection and the consistent Ig levels
you expect from subQ. The rate of ASBIs per year with HyQvia was 0.025.

Low rates of systemic side effects vs IVIg
In the clinical trial, there were 52% fewer systemic side effects with HyQvia vs IVIg, and
~99% of local side effects† were considered mild to moderate. The most common side effects
were pain, swelling, itching, redness, headache, antibody formation against rHuPH20,‡ fatigue,
nausea, fever, and vomiting.

~2 hour monthly* infusion time
Once-a-month* dosing doesn't mean longer infusions—in the clinical trial, HyQvia infusions
typically took just over 2 hours.
*Every 3 or 4 weeks.
†
Systemic side effects affect the entire body and occur within 72 hours, excluding infections. Local side effects occur at the infusion site.
‡
Recombinant Human Hyaluronidase.

IMPORTANT SAFETY INFORMATION
What is the most important information that I should know about HyQvia?
• HyQvia can cause blood clots.
• Call your healthcare professional (HCP) if you have pain, swelling, warmth, redness, or a lump in your legs or arms, other
than at the infusion site(s), unexplained shortness of breath, chest pain or discomfort that worsens on deep breathing,
unexplained rapid pulse, numbness or weakness on one side of the body.
Please see additional safety information throughout, click here for Information for Patients,
and discuss with your HCP.
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