
Learn about a patient previously on 
acute-only treatment for HAE, as well  
as data from the pivotal study and  
open-label extension study

CLICK TO GET STARTED

REAL PATIENT 
JOURNEYS

INDICATION
TAKHZYRO is indicated for prophylaxis to prevent attacks of 
hereditary angioedema (HAE) in patients ≥12 years of age.

IMPORTANT SAFETY INFORMATION
Hypersensitivity reactions have been observed. In case of 
a severe hypersensitivity reaction, discontinue TAKHZYRO 
administration and institute appropriate treatment.

Please see additional Important Safety 
Information throughout and full 
Prescribing Information.Marie

Real TAKHZYRO 
patient

Individual Results May Vary
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IMPORTANT SAFETY INFORMATION (cont’d)
Adverse Reactions: The most commonly observed adverse reactions (≥10% and 
higher than placebo) associated with TAKHZYRO were injection site reactions 
consisting mainly of pain, erythema, and bruising at the injection site; upper 
respiratory infection; headache; rash; myalgia; dizziness; and diarrhea. Less 
common adverse reactions observed included elevated levels of transaminases; 
one patient discontinued the trial for elevated transaminases.

Please see additional Important Safety Information throughout 
and full Prescribing Information.
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HAE  
History

MEET MARIE

Type: HAE type I

Age: 70s 

Age at diagnosis: 18

Primary attack location: Abdomen

History of laryngeal attacks: Yes

MEET MARIE

Type: HAE type I

Age: 70s 

Age at diagnosis: 18

Primary attack location: Abdomen

History of laryngeal attacks: Yes
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IMPORTANT SAFETY INFORMATION (cont’d)
Adverse Reactions: The most commonly observed adverse reactions (≥10% and 
higher than placebo) associated with TAKHZYRO were injection site reactions 
consisting mainly of pain, erythema, and bruising at the injection site; upper 
respiratory infection; headache; rash; myalgia; dizziness; and diarrhea. Less 
common adverse reactions observed included elevated levels of transaminases; 
one patient discontinued the trial for elevated transaminases.

Please see additional Important Safety Information throughout 
and full Prescribing Information.

Individual Results May Vary

3/13MEET MARIE

At the time of her diagnosis, Marie relied on painkillers to 
manage her HAE

Started acute treatment when it was approved for use

Sought preventive treatment when her attacks became 
more frequent

Patient 
Background
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IMPORTANT SAFETY INFORMATION (cont’d)
Adverse Reactions: The most commonly observed adverse reactions (≥10% and 
higher than placebo) associated with TAKHZYRO were injection site reactions 
consisting mainly of pain, erythema, and bruising at the injection site; upper 
respiratory infection; headache; rash; myalgia; dizziness; and diarrhea. Less 
common adverse reactions observed included elevated levels of transaminases; 
one patient discontinued the trial for elevated transaminases.

Please see additional Important Safety Information throughout 
and full Prescribing Information.

Individual Results May Vary
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Experience  
With HAE

MEET MARIE

Attack rate: ~1-3 attacks/month

Debilitating attacks: Marie experienced many painful 
abdominal attacks. Symptoms included stomach swelling 
and vomiting

Impact of attacks: Marie’s attacks got in the way of her 
career as a flight attendant and made it difficult to make 
plans with friends and family

Patient 
Background
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MARIE NEEDED A TREATMENT THAT COULD HELP 
PREVENT HER HAE ATTACKS

Please see additional Important Safety Information throughout and full Prescribing Information.

IMPORTANT SAFETY INFORMATION (cont’d)
Use in Specific Populations: The safety and efficacy of TAKHZYRO in pediatric patients <12 years of age have not been established.

No data are available on TAKHZYRO in pregnant women. No data are available on the presence of lanadelumab in human milk or its effects 
on breastfed infants or milk production. 

To report SUSPECTED ADVERSE REACTIONS, contact Dyax Corp., a Takeda company, at 1-800-828-2088, or FDA at  
1-800-FDA-1088 or www.fda.gov/medwatch.

Primary endpoint
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Significant reduction in mean attack rate† vs placebo at 6.5 months 
(26 weeks) in the pivotal study1,2

Mean monthly attack rate at baseline (during run-in period): 3.52  
for TAKHZYRO every 2 weeks (n=27) and 4.02 for placebo (n=41)3

Mean monthly attack rate (during treatment):  
0.26 for TAKHZYRO every 2 weeks; 1.97 for placebo1

Attack reduction was consistently greater vs placebo regardless 
of previous prophylaxis use during the run-in period1

REDUCTION 
IN ATTACKS  
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In the pivotal study: In the open-label extension study:

ZERO ATTACKS FOR

LONGTERMINITIAL

All data presented are for TAKHZYRO 300 mg every 2 weeks unless otherwise indicated. 

*Adjusted P-values for multiple testing.1

†Mean monthly attack rate: number of attacks/4 weeks.1

In a 26-week clinical trial of 125 patients with HAE 12 years of age and older:

  Additional information about the pivotal study 
The pivotal trial was a multicenter, double-blind, parallel group, placebo-controlled, dose-ranging study, which assessed the safety and efficacy of TAKHZYRO in 125 patients with HAE type I or II (≥12 years of age). 
Patients were randomized to receive TAKHZYRO 150 mg every 4 weeks (n=28), TAKHZYRO 300 mg every 4 weeks (n=29), TAKHZYRO 300 mg every 2 weeks (n=27), or placebo (n=41) for 26 weeks (6.5 months, where 
1 month was defined as 28 days). Prior to randomization, patients ≥18 years of age were required to complete a ≥2-week long-term prophylaxis washout period. All patients then entered a 4-week run-in period to 
determine the baseline HAE attack rate. Patients with ≥1 investigator-confirmed HAE attack during the run-in period were eligible for study enrollment and randomization. The primary efficacy endpoint was the rate of 
investigator-confirmed attacks during the treatment period (time frame: from Day 0 to Day 182).1,2

Results With 
TAKHZYRO
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Please see additional Important Safety Information throughout and full Prescribing Information.

IMPORTANT SAFETY INFORMATION (cont’d)
Use in Specific Populations: The safety and efficacy of TAKHZYRO in pediatric patients <12 years of age have not been established.

No data are available on TAKHZYRO in pregnant women. No data are available on the presence of lanadelumab in human milk or its effects 
on breastfed infants or milk production. 

To report SUSPECTED ADVERSE REACTIONS, contact Dyax Corp., a Takeda company, at 1-800-828-2088, or FDA at  
1-800-FDA-1088 or www.fda.gov/medwatch.

MARIE NEEDED A TREATMENT THAT COULD HELP 
PREVENT HER HAE ATTACKS
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Secondary endpoints

In the 26-week clinical study, which included 125 patients with HAE, 
patients taking TAKHZYRO 300 mg every 2 weeks also had:

83% fewer moderate or severe attacks vs placebo (0.20 vs 1.22) and 
87% fewer attacks requiring acute treatment vs placebo (0.21 vs 1.64) 
(Adjusted P<0.001 vs placebo for all)1,2*

*Adjusted P-values for multiple testing.1
All data presented are for TAKHZYRO 300 mg every 2 weeks unless otherwise indicated. 

Results With 
TAKHZYRO
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MARIE NEEDED A TREATMENT THAT COULD HELP 
PREVENT HER HAE ATTACKS
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Please see additional Important Safety Information throughout and full Prescribing Information.

IMPORTANT SAFETY INFORMATION (cont’d)
Use in Specific Populations: The safety and efficacy of TAKHZYRO in pediatric patients <12 years of age have not been established.

No data are available on TAKHZYRO in pregnant women. No data are available on the presence of lanadelumab in human milk or its effects 
on breastfed infants or milk production. 

To report SUSPECTED ADVERSE REACTIONS, contact Dyax Corp., a Takeda company, at 1-800-828-2088, or FDA at  
1-800-FDA-1088 or www.fda.gov/medwatch.

Exploratory endpoints

REDUCTION 
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In the pivotal study: In the open-label extension study:

ZERO ATTACKS FOR

LONGTERMINITIAL

In an exploratory analysis, 44% of patients taking 
TAKHZYRO (n=27) had zero attacks during the entire 
26-week treatment period vs 2% of patients taking 
placebo (n=41) (Day 0 to Day 182)1,2

In a post hoc analysis, 77% of patients taking TAKHZYRO 
(n=26) for 2.5 months (reaching steady state) had  
zero attacks for the last 4 months of the study vs  
3% of patients taking placebo (n=37)2*

All data presented are for TAKHZYRO 300 mg every 2 weeks unless otherwise indicated. 
*Percentage of patients who had zero attacks over the entire 26-week study duration was a prespecified exploratory endpoint.1,2

Results With 
TAKHZYRO
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Please see additional Important Safety Information throughout and full Prescribing Information.
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Secondary endpoints

In this interim analysis, patients taking TAKHZYRO for an average of 20 months 
experienced attack reduction vs baseline, and some patients had attack-free periods4

LONG-TERM DATA WERE CONSISTENT WITH EFFICACY IN 
THE PIVOTAL TRIAL1,4

IMPORTANT SAFETY INFORMATION
Hypersensitivity reactions have been observed. In case of a severe hypersensitivity reaction, discontinue TAKHZYRO administration and 
institute appropriate treatment.

0.26 mean monthly attack rate (n=209; 
baseline: 3.05)4

0.05 median monthly attack rate  
(range: 0.0-4.7; baseline: 2.00)4

84% reduction in moderate or severe attacks 
(n=172) and 93% reduction in attacks requiring 
acute treatment (n=94)4
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In the pivotal study: In the open-label extension study:

ZERO ATTACKS FOR

LONGTERMINITIAL

All data presented are for TAKHZYRO 300 mg every 2 weeks unless otherwise indicated.
  Additional information about the open-label extension study  
The open-label extension study evaluated the safety and efficacy of TAKHZYRO for up to 2.5 years in patients with HAE type I or II (≥12 years of age). It included patients from the pivotal trial (rollover, n=109) and 
additional patients (nonrollover, n=103). In an interim analysis, 212 patients received TAKHZYRO 300 mg every 2 weeks for a mean duration of 19.7 (SD=5.3) months. At the time of this analysis, most patients (87.7%)  
were still ongoing in this study. For rollover patients, the baseline attack rate of the pivotal study (4-week run-in period) was used as the baseline. For nonrollover patients, baseline was defined as the number of  
investigator-confirmed attacks reported in the last 3 months. Rollover patients, regardless of randomization group in the pivotal trial, received a single dose of TAKHZYRO 300 mg at study entry and were followed until 
the first HAE attack occurred. After the first HAE attack, all rollover patients received open-label treatment with TAKHZYRO 300 mg every 2 weeks. Nonrollover patients received open-label treatment with TAKHZYRO 
300 mg starting on Day 0 and continued to receive TAKHZYRO every 2 weeks throughout the duration of the treatment period.1,2,4,5

Long-term safety of TAKHZYRO was the primary endpoint in the open-label extension study.5

SD=standard deviation.

Long-term 
Results With 
TAKHZYRO
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Please see additional Important Safety Information throughout and full Prescribing Information.

In this interim analysis, patients taking TAKHZYRO for an average of 20 months 
experienced attack reduction vs baseline, and some patients had attack-free periods4

LONG-TERM DATA WERE CONSISTENT WITH EFFICACY IN 
THE PIVOTAL TRIAL1,4

Exploratory endpoints

IMPORTANT SAFETY INFORMATION
Hypersensitivity reactions have been observed. In case of a severe hypersensitivity reaction, discontinue TAKHZYRO administration and 
institute appropriate treatment.

All data presented are for TAKHZYRO 300 mg every 2 weeks unless otherwise indicated.

*The percentage of days with zero attacks was calculated by counting the number of days in the treatment period without an HAE attack and dividing by the number of days the patient spent in the treatment period.4

Long-term safety of TAKHZYRO was the primary endpoint in the open-label extension study.5

In a prespecified exploratory analysis, 78% of 
patients taking TAKHZYRO had zero attacks for 
at least a 6-month period (n=209)4
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IMPORTANT SAFETY INFORMATION (cont’d) 
Adverse Reactions: The most commonly observed adverse reactions (≥10% and higher than placebo) associated with TAKHZYRO were 
injection site reactions consisting mainly of pain, erythema, and bruising at the injection site; upper respiratory infection; headache; 
rash; myalgia; dizziness; and diarrhea. Less common adverse reactions observed included elevated levels of transaminases; one patient 
discontinued the trial for elevated transaminases.

Please see additional Important Safety Information throughout and full Prescribing Information.

SAFETY PROFILE ESTABLISHED IN ONE OF THE LARGEST 
PREVENTION STUDIES IN HAE1,4,6-8

Injection site reactions†

Upper respiratory infection‡

Headache§

Rash¶

Myalgia

Dizziness

Diarrhea

Most common ARs (≥10%) 
observed in the pivotal trial1,2*

Pain 

Erythema 

Bruising

56%

44%

33%

4%

11%

4%

4%

TAKHZYRO 
every 2 weeks  

(n=27)

52% 

7% 

4%

TAKHZYRO 
every 4 weeks  

(n=29)

34%

32%

22%

5%

0%

0%

5%

Placebo
(n=41)

29% 

2% 

0%

45%

31%

21%

10%

0%

10%

0%

31% 

7% 

7%

*≥10% in any TAKHZYRO group that also occurred at a higher 
rate than placebo group.1

†Additional injection site reactions included hematoma, 
hemorrhage, pruritus, swelling, induration, paresthesia, 
reaction, warmth, edema, and rash.1

‡Includes upper respiratory infection, viral upper respiratory 
infection.1

§Includes headache, tension headache, sinus headache.1

¶Includes rash, rash maculopapular, rash erythematous.1

Hypersensitivity reactions have 
been observed. In case of a severe 
hypersensitivity reaction, discontinue 
TAKHZYRO administration and 
institute appropriate treatment.1

No incidence of anaphylaxis in the 
pivotal trial.1

Injection site reactions were the most 
common adverse reactions (ARs).1

HELP study

Safety

https://www.shirecontent.com/PI/PDFs/TAKHZYRO_USA_ENG.pdf


CONSISTENT SAFETY PROFILE SEEN IN 212 PATIENTS  
IN A LONG-TERM STUDY1
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HELP open-label study: Safety data from an interim analysis of patients taking 
TAKHZYRO for an average of 20 months4

Injection site pain 

Viral upper respiratory tract infection

Headache

Upper respiratory tract infection

Injection site erythema

Injection site bruising

Back pain

43%

34%

22%

21%

15%

11%

11%

Most common ARs (≥10%) observed  
in the open-label study4

TAKHZYRO every 2 weeks  
(N=212)

Hypersensitivity reactions 
(2%, n=4) were reported in the 
study.4*

Six patients discontinued 
due to treatment-emergent 
adverse events.4

No treatment-related serious 
adverse events or anaphylaxis 
were observed.4

*Related, treatment-emergent hypersensitivity reactions.4

IMPORTANT SAFETY INFORMATION (cont’d)
Use in Specific Populations: The safety and efficacy of TAKHZYRO in pediatric patients <12 years of age have not been established. 

No data are available on TAKHZYRO in pregnant women. No data are available on the presence of lanadelumab in human milk or its effects 
on breastfed infants or milk production.  

To report SUSPECTED ADVERSE REACTIONS, contact Dyax Corp., a Takeda company, at 1-800-828-2088, or FDA at 1-800-FDA-1088 or 
www.fda.gov/medwatch. 

Please see additional Important Safety Information throughout and full Prescribing Information.

Long-term 
Safety
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REIMAGINE THE WAY YOU TREAT HAE

Please see additional Important Safety Information throughout and full Prescribing Information.

Clinically proven to reduce attacks with the possibility of zero attacks for 
periods of time—the only every-2-weeks preventive treatment evaluated in a 
2.5-year study1,4,6-8

*The recommended starting dose is 300 mg every 2 weeks. TAKHZYRO every 4 weeks is also effective and may be considered if the patient is well-controlled (eg, attack free) for more than 6 months.1

†In clinical trials, the majority of patients self-administered TAKHZYRO within 10 to 60 seconds.1

‡Timing is dependent upon when the forms are received by OnePath®. The Quick Start Program is available to all commercially insured patients ≥12 years of age who are US residents with a confirmed diagnosis of HAE. 
To enroll patients, a commercial insurance investigation must be initiated by filling out both the TAKHZYRO Start Form and Quick Start Form. Takeda and its affiliates reserve the right to change or discontinue this 
program at any time, without notice. Void where prohibited by law. This program does not constitute a financial assistance program.

Get appropriate patients started today through the Quick Start Program!‡  
Visit TAKHZYRO.com/hcp/quick-start.

Rethink dosing and administration
º  One subcutaneous self-injection every 2 weeks that 

takes ≤1 minute (for most patients)1*†

º  Available as a ready-to-use, single-dose vial that does 
not require reconstitution1

Refine the approach

º The first and only mAb for HAE, TAKHZYRO inhibits 
plasma kallikrein activity1,6-8

Rediscover prevention

º  Studied in over 200 patients for up to  
2.5 years (mean duration on treatment:  
19.7 [SD=5.3] months)1,4

º  Significant reduction in mean attack rate in the 
pivotal trial and the possibility of zero attacks for 
periods of time1,4

º  Long-term safety and efficacy consistent with 
results from the pivotal trial1,4

mAb=monoclonal antibody.

Summary

IMPORTANT SAFETY INFORMATION
Hypersensitivity reactions have been observed. In case of a severe hypersensitivity reaction, discontinue TAKHZYRO administration and 
institute appropriate treatment.
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IMPORTANT SAFETY INFORMATION (cont’d)
Adverse Reactions: The most commonly observed adverse reactions (≥10% and higher than placebo) associated with TAKHZYRO were 
injection site reactions consisting mainly of pain, erythema, and bruising at the injection site; upper respiratory infection; headache; 
rash; myalgia; dizziness; and diarrhea. Less common adverse reactions observed included elevated levels of transaminases; one patient 
discontinued the trial for elevated transaminases.

Please see additional Important Safety Information throughout and full Prescribing Information.

References: 1. Takhzyro. Prescribing information. Dyax Corp; 2018. 2. Banerji A, Riedl MA, Bernstein JA, et al. Effect of lanadelumab compared with placebo on prevention of hereditary angioedema attacks: a randomized clinical trial. 
JAMA. 2018;320(20):2108-2121. doi:10.1001/jama.2018.16773 3. Data on file, SHP643-066, Shire Inc. 4. Data on file, TAK743-096, Takeda Pharmaceuticals. 5. Riedl MA, Bernstein JA, Craig T, et al. An open-label study to evaluate the  
long-term safety and efficacy of lanadelumab for prevention of attacks in hereditary angioedema: design of the HELP study extension. Clin Transl Allergy. 2017;7:36. doi:10.1186/s13601-017-0172-9 6. Cinryze. Prescribing information. 
Shire ViroPharma Incorporated; 2018. 7. Haegarda. Prescribing information. CSL Behring LLC; 2020. 8. Orladeyo. Prescribing information. BioCryst Pharmaceuticals, Inc; 2020.  

“I started TAKHZYRO 
in October 2018, and 
I am thrilled to say 
I’ve seen a reduction 
in the frequency 
and severity of my 
attacks.”
—Marie
     Real TAKHZYRO patient

Individual Results May Vary
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