
 
 

Being attack-free is associated with improved quality of life for patients with hereditary angioedema treated with  
garadacimab: Post hoc analysis from the pivotal Phase 3 (VANGUARD) study
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HAE AND GARADACIMAB1–4

• HAE attacks are detrimental to HRQoL and 
potentially life-threatening1,2

• Need for improved treatments to enhance disease 
control and “normalize” life1,2

• Garadacimab is a first-in-class, fully human mAb 
targeting FXIIa under evaluation for HAE in 
pediatric, adolescent, and adult patients3–5 

87% Reduction in mean monthly 
number of HAE attacks vs 
placebo, P<0.0001 (median 
reduction 100%; exposure 
6 months)

62% Attack-free for 6 months vs 
0% with placebo

95% Responders* vs 33% 
with placebo
Favorable safety and  
tolerability profiles
Clinically meaningful HRQoL 
improvements as early as 
Day 31, sustained to Day 182
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GARADACIMAB IMPROVED HRQOL VS PLACEBO
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CONCLUSIONS
• Garadacimab leads to substantial HRQoL improvement vs placebo
• The greatest HRQoL improvements vs placebo are observed with patients receiving garadacimab who are attack-free

AE-QoL, Angioedema Quality of Life questionnaire; FXIIa, activated factor XII; 
HAE, hereditary angioedema; HRQoL, health-related quality of life; 
mAb, monoclonal antibody; MCID, minimum clinically important difference; 
OLE, open-label extension; q1m, once-monthly; QoL, quality of life; 
SC, subcutaneous; SD, standard deviation. 
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STUDY DESIGN AND KEY OUTCOMES OF THE PIVOTAL PHASE 3 (VANGUARD) STUDY4  

GARADACIMAB DEMONSTRATED SUBSTANTIAL IMPROVEMENTS IN ALL AE-QOL DOMAINS VS PLACEBO

Functioning

Fatigue/mood

Nutrition

Fear/shame

POST HOC ANALYSIS FROM THE 
PIVOTAL PHASE 3 STUDY 

HRQoL per AE-QoL at Day 182 in patients who 
were attack-free vs placebo and those with  

≥1 attack vs placebo

*Data are presented for patients with available AE-QoL data at Day 1 and Day 182; no patients receiving placebo remained 
attack-free. *Data are presented for patients with available AE-QoL data at Day 1 and Day 182; no patients receiving placebo remained attack-free; †Sum of AE-QoL total scores may exceed 100 due to rounding.

Patients eligible for 
enrollment into 

ongoing Phase 3 OLE

 Never    Rarely     Occasionally    Often    Very often

Eligibility
• HAE diagnosis
• Aged ≥12 years
• Baseline  

≥1 attack/month

Exploratory QoL endpoints:
AE-QoL total score and domain scores in patients aged ≥18 years (Days 1, 31, and 182; functioning, nutrition, fatigue/mood, fear/shame6)

6 months (182 days)

Garadacimab 200 mg q1m SC (n=39)

Placebo (n=25)

Run-in2

1–2 months

*Defined as ≥50% relative reduction in the time-normalized number of HAE attacks.7
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AE-QoL scores by domain at Day 182 in garadacimab-treated patients*†

AE-QoL MCID reached by 88% patients with garadacimab vs 55% 
with placebo, nominal P=0.004

MCID: ≥6 point improvement from baseline8
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