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Real TAKHZYRO patient

STARTING A CONVERSATION ABOUT TAKHZYRO
WHAT IS TAKHZYRO?
TAKHZYRO® (lanadelumab-flyo) is a prescription medicine used to prevent attacks of
hereditary angioedema (HAE) in people 12 years of age and older.
It is not known if TAKHZYRO is safe and effective in children under 12 years of age.
IMPORTANT SAFETY INFORMATION
TAKHZYRO may cause serious side effects, including allergic reactions. Call your healthcare provider
or get emergency help right away if you have any of the following symptoms:
• wheezing
• chest tightness
• faintness
• hives
• difficulty breathing
• fast heartbeat
• rash
Please see additional Important Safety Information throughout
this guide. Please see complete Patient Information after page 9
and full Prescribing Information located at www.TAKHZYRO.com.

A FIRST-OF-ITS-KIND PREVENTIVE TREATMENT
FOR HEREDITARY ANGIOEDEMA (HAE)
TAKHZYRO® (lanadelumab-flyo) is the only subcutaneous injectable prescription medicine that is taken
once every 2 weeks to prevent attacks of HAE in patients 12 years of age and older.

1 SUBCUTANEOUS
SELF-INJECTION
EVERY 2 WEEKS

FEWER ATTACKS
OR ZERO ATTACKS
IN A CLINICAL STUDY

PLASMA-FREE

• In a 26-week clinical trial of 125 patients with HAE ages ≥12 years, those who took TAKHZYRO
300 mg every 2 weeks had an 87% reduction in monthly attacks, 83% fewer moderate or severe
attacks, and 87% fewer attacks that needed acute treatment, compared with placebo
• In a supportive analysis, 44% of patients taking TAKHZYRO every 2 weeks had no attacks during
the trial, compared with 2% in the placebo group
The recommended starting dose is 300 mg every 2 weeks for patients beginning treatment with
TAKHZYRO. If you’ve experienced zero attacks for more than 6 months, your healthcare provider
might prescribe a 300 mg dose every 4 weeks. Remember to always take TAKHZYRO as
prescribed by your healthcare provider.

Talk to your doctor about your current treatment plan
HAE affects everyone differently and your treatment needs may change over time. That’s why it’s
important to evaluate your current treatment plan regularly to be sure your needs are being met.
Talk to your doctor about your treatment plan to see if TAKHZYRO might be right for you.

IMPORTANT SAFETY INFORMATION (cont’d)
The most common side effects seen with TAKHZYRO were injection site reactions (pain, redness,
and bruising), upper respiratory infection, and headache.
These are not all the possible side effects of TAKHZYRO. For more information, ask your healthcare
provider or pharmacist. You may report side effects to the FDA at 1-800-FDA-1088.
Please see additional Important Safety Information throughout this guide.
Please see complete Patient Information after page 9 and full
Prescribing Information located at www.TAKHZYRO.com.
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DISCUSSING YOUR HAE
Take a few moments to think about your current treatment(s). Fill out this profile and take it with you to
your next doctor’s appointment. Your answers to the questions below may help you more easily discuss
details about your hereditary angioedema (HAE).

Create your personal discussion guide
In what year were you diagnosed with HAE?

Current HAE treatment

Important topics

What is your current treatment plan?

What are important considerations that you’d
like to discuss with your doctor?

Preventive

Both preventive and acute

Acute

None

Treatment efficacy and safety
Attack frequency

How long has this been your treatment plan?
Less than 1 year

4-8 years

1-3 years

More than 8 years

Attack severity
Treatment type (eg, acute/preventive)

How often are you taking your current treatment(s)?

Administration
Dosing schedule
Any other considerations?

Are you interested in discussing other
treatment options?
Yes

No

Maybe

Please explain your answer below.

Continued on next page

IMPORTANT SAFETY INFORMATION (cont’d)
TAKHZYRO has not been studied in pregnant or breastfeeding women. Talk to your healthcare
provider about the risk of taking TAKHZYRO if you are pregnant, plan to be pregnant,
are breastfeeding, or plan to breastfeed.
Please see complete Patient Information after page 9 and full
Prescribing Information located at www.TAKHZYRO.com.
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DISCUSSING YOUR HAE
(continued)

Frequency, duration, and severity of attacks
How many HAE attacks have you experienced in
the last 6 months?
Please include all attacks you have experienced, even
those you may consider minor.
None

1-3

7-9

10+

4-6

2-5 days

Face

Throat

Stomach

Hands

Genitals

Feet

Other

How long do your HAE attacks usually last?
Less than 2 days

What areas of your body have been affected
by an HAE attack? Check all that apply.

Greater than
5 days

Rate the average severity of your HAE attacks:
Mild

Moderate

Severe

Have you been hospitalized in the past year
due to an HAE attack?
Yes

No

IMPORTANT SAFETY INFORMATION
TAKHZYRO may cause serious side effects, including allergic reactions. Call your healthcare provider
or get emergency help right away if you have any of the following symptoms:
• wheezing
• difficulty breathing
• chest tightness
• fast heartbeat

• faintness
• rash
• hives

Please see additional Important Safety Information throughout this guide.
Please see complete Patient Information after page 9 and full
Prescribing Information located at www.TAKHZYRO.com.
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QUESTIONS TO DISCUSS WITH YOUR DOCTOR
During your next appointment, you can make the most of the time you have with your doctor by
having a discussion about your condition and your treatment options. Here are some questions you
may find helpful to ask. You can use the space below to write down answers to help you remember
what you discussed.
• C
 an we review my treatment plan? What other options are available to me to help manage
my HAE?

• S
 hould we establish goals when it comes to managing my HAE (eg, attack frequency, attack
severity, other)?

• What factors should I consider to stay on track with my HAE goals?

Continued on next page

IMPORTANT SAFETY INFORMATION (cont’d)
The most common side effects seen with TAKHZYRO were injection site reactions (pain, redness,
and bruising), upper respiratory infection, and headache.
These are not all the possible side effects of TAKHZYRO. For more information, ask your healthcare
provider or pharmacist. You may report side effects to the FDA at 1-800-FDA-1088.
Please see additional Important Safety Information throughout this guide.
Please see complete Patient Information after page 9 and full
Prescribing Information located at www.TAKHZYRO.com.
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QUESTIONS TO DISCUSS WITH YOUR DOCTOR
(continued)

• Is TAKHZYRO® (lanadelumab-flyo) appropriate for me?

• How is TAKHZYRO different from my current treatment(s)?

• How do I find out if my insurance covers TAKHZYRO?

IMPORTANT SAFETY INFORMATION (cont’d)
TAKHZYRO has not been studied in pregnant or breastfeeding women. Talk to your healthcare
provider about the risk of taking TAKHZYRO if you are pregnant, plan to be pregnant,
are breastfeeding, or plan to breastfeed.
Please see complete Patient Information after page 9 and full
Prescribing Information located at www.TAKHZYRO.com.
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FREQUENTLY ASKED QUESTIONS ABOUT TAKHZYRO
With TAKHZYRO® (lanadelumab-flyo), it’s possible to help prevent HAE attacks, with 1 subcutaneous
self-injection every 2 weeks.
Want to learn more about TAKHZYRO? We anticipated some questions you may have and have
provided answers that you may find helpful.
Q: What patients were included in the clinical
study with TAKHZYRO?
A: TAKHZYRO was studied in the largest HAE clinical

Q: How often do most patients take TAKHZYRO?
 he recommended starting dose is 300 mg every
A: T

• 125 patients

2 weeks for patients beginning treatment with
TAKHZYRO. If you’ve experienced zero attacks for
more than 6 months, your healthcare provider might

• Age range from 12 to 73 years

prescribe a 300 mg dose every 4 weeks.

trial across a range of patients:

• 70% of patients were female
• W
 ith or without previous experience with
preventive treatment
• W
 ith or without a history of laryngeal
(throat) attacks
• A range in number of HAE attacks at baseline
– 52% of patients had ≥3 attacks per month

Q: How is TAKHZYRO administered?
 AKHZYRO is a subcutaneous injection you give
A: T
yourself after being trained by a healthcare provider.
You have 3 injection site choices: stomach (abdomen),
either thigh, or either arm.

Q: How long does it take to administer TAKHZYRO?
A: In clinical trials, it took ≤1 minute to self-inject
TAKHZYRO for the majority of patients. TAKHZYRO
comes in a ready-to-use, single-dose vial that does
not require reconstitution.

Continued on next page

IMPORTANT SAFETY INFORMATION
TAKHZYRO may cause serious side effects, including allergic reactions. Call your healthcare provider
or get emergency help right away if you have any of the following symptoms:
• wheezing
• difficulty breathing
• chest tightness
• fast heartbeat

• faintness
• rash
• hives

Please see additional Important Safety Information throughout this guide.
Please see complete Patient Information after page 9 and full
Prescribing Information located at www.TAKHZYRO.com.
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FREQUENTLY ASKED QUESTIONS ABOUT TAKHZYRO
(continued)
Q: How well does TAKHZYRO work?
A: In a 26-week clinical trial of 125 patients with
HAE ages ≥12 years, those who took TAKHZYRO®
(lanadelumab-flyo) 300 mg every 2 weeks
compared with placebo had:
• An 87% reduction in monthly attacks
• 83% fewer moderate or severe attacks
• 87% fewer attacks that needed acute treatment
Those taking TAKHZYRO 300 mg every 4 weeks
compared with placebo had:

Q: What are the most common side effects
with TAKHZYRO?
A: Injection site reactions (pain, redness, and bruising),
upper respiratory infection, and headache were
the most common side effects seen with
TAKHZYRO. These are not all the possible side
effects of TAKHZYRO.
TAKHZYRO may cause serious side effects, including
allergic reactions. Call your healthcare provider or
get emergency help right away if you have
symptoms of an allergic reaction.

• A 73% reduction in monthly attacks
• 73% fewer moderate or severe attacks
• 74% fewer attacks that needed acute treatment
Over the entire 6.5-month study, 44% of patients
taking TAKHZYRO 300 mg every 2 weeks had
no attacks, compared with 2% of patients
taking placebo.
• In a supportive analysis of the last 4 months
of the clinical study (after 6 doses), nearly
8 out of 10 (77%) patients had zero attacks with
TAKHZYRO 300 mg every 2 weeks, compared
with 3% of patients taking placebo

Q: What support services are available
for TAKHZYRO?
 akeda provides ongoing support to help eligible
A: T
patients every step of the way through personalized
product support services:
• O
 nePath®—a free product support program:
A dedicated Patient Support Manager (PSM)
can connect you and your caregivers to
programs and resources to meet your
individual access needs

• Although not the main focus of the study, these
results support its primary findings. The study
was not designed in advance to measure the
percentage of attack-free patients during the
last 4 months of the study

IMPORTANT SAFETY INFORMATION (cont’d)
The most common side effects seen with TAKHZYRO were injection site reactions (pain, redness,
and bruising), upper respiratory infection, and headache.
These are not all the possible side effects of TAKHZYRO. For more information, ask your healthcare
provider or pharmacist. You may report side effects to the FDA at 1-800-FDA-1088.
Please see additional Important Safety Information throughout this guide.
Please see complete Patient Information after page 9 and full
Prescribing Information located at www.TAKHZYRO.com.
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INDICATION AND IMPORTANT SAFETY INFORMATION
WHAT IS TAKHZYRO?
TAKHZYRO® (lanadelumab-flyo) is a prescription medicine used to prevent attacks of
hereditary angioedema (HAE) in people 12 years of age and older.
It is not known if TAKHZYRO is safe and effective in children under 12 years of age.
IMPORTANT SAFETY INFORMATION
TAKHZYRO may cause serious side effects, including allergic reactions. Call your healthcare provider
or get emergency help right away if you have any of the following symptoms:
• wheezing

• faintness

• difficulty breathing

• rash

• chest tightness

• hives

• fast heartbeat
The most common side effects seen with TAKHZYRO were injection site reactions (pain, redness, and
bruising), upper respiratory infection, and headache.
These are not all the possible side effects of TAKHZYRO. For more information, ask your healthcare
provider or pharmacist. You may report side effects to the FDA at 1-800-FDA-1088.
TAKHZYRO has not been studied in pregnant or breastfeeding women. Talk to your healthcare provider
about the risk of taking TAKHZYRO if you are pregnant, plan to be pregnant, are breastfeeding, or plan
to breastfeed.
Please see complete Patient Information on the next page and full Prescribing Information located
at www.TAKHZYRO.com.

Talk to your healthcare provider to see if
TAKHZYRO is right for you.

©2020 Takeda Pharmaceutical Company Limited, Lexington, MA 02421. 1-800-828-2088. All rights
reserved. TAKHZYRO is a trademark or registered trademark of Dyax Corp., a Takeda company. OnePath
and the associated logos are trademarks or registered trademarks of Takeda or its affiliates. Takeda and the
Takeda logo are trademarks or registered trademarks of Takeda Pharmaceutical Company Limited.
US-LANA-0184v1.0 08/20

PATIENT INFORMATION
TAKHZYROTM (tak-ZYE-roe)
(lanadelumab-flyo)
injection, for subcutaneous use
Read this Patient Information before you start using TAKHZYRO and each time you get a refill. There may be new information. This
information does not take the place of talking with your healthcare provider about your medical condition or your treatment.

What is TAKHZYRO?

TAKHZYRO is a prescription medicine used to prevent attacks of Hereditary Angioedema (HAE) in people 12 years of age and older. It is
not known if TAKHZYRO is safe and effective in children under 12 years of age.

Before you use TAKHZYRO, tell your healthcare provider about all of your medical conditions, including if you:
• are pregnant or planning to become pregnant. It is not known if TAKHZYRO can harm your unborn baby.
• are breastfeeding or plan to breastfeed. It is not known if TAKHZYRO passes into your breastmilk. Talk to your healthcare
provider about the best way to feed your baby while using TAKHZYRO.
Tell your healthcare provider about all the medicines you take, including prescription medicines, over-the-counter medicines,
vitamins, or herbal supplements.

How should I use TAKHZYRO?
• See the detailed “Instructions for Use” that comes with this patient information leaflet about the right way to prepare and inject
TAKHZYRO.
• Use TAKHZYRO exactly as your healthcare provider tells you to use it.
• TAKHZYRO is given as an injection under your skin (subcutaneous) by you or a caregiver.
• Your healthcare provider should show you or your caregiver how to prepare and inject your dose of TAKHZYRO before you
inject yourself for the first time.
• Do not try to inject TAKHZYRO unless you have been trained by your healthcare provider.

What are the possible side effects of TAKHZYRO?
TAKHZYRO may cause serious side effects, including allergic reactions. Allergic reactions may happen with TAKHZYRO. Call your
healthcare provider or get emergency help right away if you have any of the following symptoms:
• wheezing
• faintness
• difficulty breathing
• rash
• chest tightness
• hives
• fast heartbeat
The most common side effects of TAKHZYRO are:
• injection site reactions (pain, redness, and bruising)
• upper respiratory infections
• headache
Tell your healthcare provider if you have any side effect that bothers you or that does not go away. These are not all the possible side
effects of TAKHZYRO. For more information, ask your healthcare provider or pharmacist.
Call your doctor for medical advice about side effects. You may report side effects to the FDA at 1-800-FDA-1088.

General information about the safe and effective use of TAKHZYRO.

Medicines are sometimes prescribed for purposes other than those listed in a Patient Information leaflet. Do not use TAKHZYRO for
a condition for which it is not prescribed. Do not give TAKHZYRO to other people, even if they have the same symptoms that you
have. It may harm them. You can ask your pharmacist or healthcare provider for information about TAKHZYRO that is written for
health professionals.

What are the ingredients in TAKHZYRO?

Active ingredient: lanadelumab
Inactive ingredients: citric acid monohydrate, L-histidine, sodium chloride, sodium phosphate dibasic dihydrate and water for injection.
Manufactured by: Dyax Corp, 300 Shire Way, Lexington, MA 02421
U.S. License No. 1789
TAKHZYROTM is a trademark or registered trademark of Dyax Corp., a wholly-owned, indirect subsidiary of Shire plc. SHIRE and the Shire Logo are trademarks or
registered trademarks of Shire Pharmaceutical Holdings Ireland Limited or its affiliates.
©2018 Shire. All rights reserved.
For more information, visit www.TAKHZYRO.com or call 1-800-828-2088.
This Patient Information has been approved by the U.S. Food and Drug Administration
Issued: 11/2018

INSTRUCTIONS FOR USE
TAKHZYROTM (tak-ZYE-roe)
(lanadelumab-flyo)
injection, for subcutaneous use
Be sure that you read, understand, and follow the Instructions
for Use before injecting TAKHZYRO. A healthcare provider
should show you how to prepare and inject TAKHZYRO
properly before you use it for the first time. Contact your
healthcare provider if you have any questions.

18G Transfer needle (longer
needle)
Do not use the transfer needle
to inject TAKHZYRO.

Important information:

27G ½-inch Injection needle
(shorter needle)
Do not use the injection needle
to withdraw TAKHYZRO from
the vial.

• TAKHZYRO is a ready-to-use solution for injection under
the skin (subcutaneous). It is supplied in a single-dose,
glass vial.
• Your healthcare provider will prescribe the dose that you
should take.
• Only use the syringes, transfer needles, and injection
needles that your healthcare provider prescribes.
• Only use the syringes, transfer needles and injection
needles 1 time. Throw away (dispose of) any used syringes
and needles.

Storing TAKHZYRO:
• Store TAKHZYRO in the refrigerator at 36°F to 46°F (2°C to
8°C). Do not freeze.
• Store TAKHZYRO in the original carton to protect the vial
from light.
• Do not shake TAKHZYRO.
• Keep TAKHZYRO and all medicines out of the reach of
children.

Supplies needed for your TAKHZYRO Injection

1 Vial containing TAKHZYRO

Sharps disposal container. See
“STEP 6” at the end of this
Instructions for Use.

STEP 1: Prepare for your injection
• Gather all supplies and place them on a well-lighted flat
work surface.
• Take the vial out of the refrigerator 15 minutes before use
and allow it to reach room temperature before preparing an
injection.
• Check the expiration date on the box and vial label of
TAKHZYRO. Do not use if the expiration date has passed.
• Check the supplies for damage. Do not use if they appear
damaged.
• Clean your work area and wash your hands before preparing
your dose. Do not touch any surface or body part, especially
your face, after washing your hands before injection.
• Remove the vial from the packaging. Do not use the vial if
the plastic cap covering is missing.


TAKHZYRO Instructions for Use


2 Alcohol wipes

Gently turn the vial upside down
(invert) 3 to 5 times to mix the
medicine. Do not shake to avoid
foaming.
Look at the medicine in the vial for
visible particles or a change in the
color. Medicine should be colorless
to slightly yellow. Do not use if you
see particles or a change in color.
Important: Do not shake.

1 Empty 3 mL syringe



Remove the plastic cap from the
medicine vial. Do not remove the
medicine vial rubber stopper.

TAKHZYROTM (lanadelumab-flyo) injection, for subcutaneous use, Instructions For Use



Place the vial on a flat surface.
Clean the medicine vial rubber
stopper with an alcohol wipe and
allow it to dry.

STEP 2: Attach transfer needle to syringe


Screw the 18G transfer needle to
the 3mL syringe.

Important: Do not remove the
transfer needle cap from the needle
when attaching to the syringe.



Pull back the plunger to fill the
syringe with air equal to the
amount of medicine in the vial.







Important: Check again to make
sure you have the right amount of
medicine in your syringe. If you do
not have enough medicine, pull
back on the plunger again while
keeping the needle in the medicine
to get your full dose.









Hold the syringe by the barrel
with one hand and the transfer
needle cap with the other hand.
Pull off the transfer needle cap
straight away from the syringe
and away from your body. Do not
pull on the plunger. Place the
transfer needle cap down on a
clean flat surface.
Do not touch the needle tip.

STEP 3: Transfer TAKHZYRO into syringe and switch
to the injection needle






Keep the vial on the flat surface
and insert the transfer needle into
the center of the rubber stopper.
Push the plunger down to inject
air into the vial and hold the
plunger down.
Slowly turn the vial upside down
with transfer needle and syringe
attached. Pull back on the plunger
to withdraw the full dose in the
vial.

Important: Be sure to keep the tip
of the transfer needle in the
medicine to avoid drawing air in as
you pull back the plunger.

Remove large air bubbles by gently
tapping on the syringe barrel with
your fingers until the bubbles rise
to the top of the syringe.
Slowly push the plunger, allowing
air to go back into the vial, until
the medicine reaches the top of
the syringe.
Repeat these steps until large air
bubbles are removed.



Return the vial to an upright
position.
Without removing the needle from
the vial, unscrew the syringe by
holding the needle hub and
turning the syringe counter
clockwise.
Return the syringe to an upright
position.



Throw away the 18G transfer
needle and the vial in a sharps
disposal container (See Step 6).



Screw the 27G ½-inch injection
needle to the syringe.

Important: Do not remove the needle
cap from the injection needle when
attaching to the syringe.
Do not use the transfer needle to
inject TAKHZYRO as this may cause
harm such as pain and bleeding.

TAKHZYROTM (lanadelumab-flyo) injection, for subcutaneous use, Instructions For Use
STEP 4: Select and prepare injection site




TAKHZYRO can be self-injected
in your stomach (abdomen) or
thigh. If given by a caregiver,
TAKHZYRO may also be injected
in the upper arm.
Clean your injection site with an
alcohol wipe and allow it to dry
completely.

Important:
• You should use a different injection
site each time you receive an
injection to keep your skin healthy.
• The area you choose for injection
should be at least 2 inches
(5 cm) away from any scars or
your belly button (navel). Do not
choose an area that is bruised,
swollen, or painful.
• TAKHZYRO should be given within
2 hours of preparing the dosing
syringe at room temperature. After
the dosing syringe is prepared, it
can be refrigerated at 36°F to 46°F
(2°C to 8°C) and must be used
within 8 hours of preparation.
Take the dosing syringe out of the
refrigerator 15 minutes before use
and allow it to reach room
temperature prior to injecting.

STEP 5: Inject TAKHZYRO






Hold the syringe by the barrel
with one hand and the injection
needle cap with the other hand.
Pull off the injection needle cap
straight away from the syringe
and away from your body. Do not
pull on the plunger. Do not touch
the needle tip or allow it to touch
any other surface.
Gently pinch about 1 inch of skin
at your cleaned chosen injection
site and insert the needle.

Important: Be sure to inject under
the skin which is not too shallow
(skin layer) or too deep (muscle).



Push the plunger slowly until no
medicine remains in the syringe.
Release the skin fold and gently
remove the needle. Do not recap
the needle.

STEP 6: THROW AWAY (DISPOSE OF) NEEDLE AND
SYRINGE








Place the 27G ½-inch Injection
needle and the syringe in a
sharps container.
If you do not have a FDA-cleared
sharps disposal, you may use a
household container that is:
n
Made of heavy-duty plastic,
n
Can be closed with a tight
fitting, puncture-resistant
lid, without sharps being
able to come out,
n
Upright and stable during
use,
n
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 way 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 in the state you live in, go
to the FDA’s website at: http://
www.fda.gov/safesharpsdisposal.
Important: Always keep the
sharps disposal container out of
the reach of children.

For more information, visit www.TAKHZYRO.com
This Instructions for Use has been approved by the U.S. Food
and Drug Administration.

Manufactured by:
Dyax Corp.
300 Shire Way
Lexington, MA 02421
U.S. License No: 1789
TAKHZYROTM is a trademark or registered trademark of Dyax
Corp., a wholly-owned, indirect subsidiary of Shire plc. SHIRE
and the Shire Logo are trademarks or registered trademarks of
Shire Pharmaceutical Holdings Ireland Limited or its affiliates.
©2018 Shire. All rights reserved.
Approved: 11/2018
S46363

