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M CONCLUSIONS

* This prospective, noninterventional observational cohort study (the GREAT study) will gather the first real-word data on effectiveness, safety, health-related quality of life (HRQoL), and healthcare resource utilization (HCRU) in patients with hereditary
angioedema (HAE) receiving garadacimab long-term prophylaxis (LTP) in routine clinical practice

BACKGROUND EE PROSPECTIVE, NONINTERVENTIONAL, OBSERVATIONAL COHORT STUDY DESIGN

e HAE is characterized by recurrent, unpredictable, debilitating, and potentially life-threatening attacks of angioedema’®

e Garadacimab is a first-in-class, fully human, anti-activated factor Xll monoclonal antibody under evaluation as LTP for HAE attacks!#® —&-l
e Garadacimab has demonstrated durable efficacy and favorable long-term safety and tolerability profiles in Phase 2, pivotal Phase 3 (VANGUARD), and Phase 3 open-label extension (OLE) studies!’ j:ﬁ E“gib"ity FO"OW'UP
e Garadacimab has been approved for use in Australia and in the UK, and the European Medicines Agency (EMA) Committee for Medicinal Products for Human Use (CHMP) has adopted a positive opinion, V-3 20 d £
recommending granting regulatory approval for garadacimalb as once-monthly LTP for HAE® ( a.ys a !-er
 Real-world evidence can support treatment decision-making for HAE LTP by providing critical insights from usage in routine clinical practice . el e _ . dlSCOﬂtlnuatIOH)*
Inclusion criteria Retrospective data collection
e Diagnosed with HAE ° mitiati
GARADACIMAB VANGUARD CLINICAL PROGRAM ‘ IO 12 months prior to initiation
e Aged =12 years
Adult patients with HAE Adult and adolescent patients with HAE * Receiving on-label treajtment. with garadauma{c
(aged >17 years) (aged =12 years) e Able to use an electronic device for data collection
Phase 2 study Pivotal Phase 3 study Phase 3 OLE lusi ..
GEYAY GETA} (N=161)2 Exclusion c?rlterla. | |
e Concomitant diagnosis with other forms
IV loading dose Loading dose (2 x 200 mg SC injections) Loading dose (2 x 200 mg SC injections)* of angioedema
and 75, 200, or 600 mg SC gim 200 mg SC glm 200 mg SC gim e Participation in another ongoing interventional
Study duration: 12 weeks 6 months >12 months clinical study

Mean monthly number of HAE attacks

*Initial loading dose of 400 mg administered SC as two 200 mg injections on the first day of treatment followed by a monthly dose of 200 mg; fincludes any discontinuation during the study and following completion of 24 months.
p|aceb° Placebo Run-in HAE, hereditary angioedema; glm, once monthly; SC, subcutaneous.

Global recruitment is planned across 30 centers

Study objectives

Garadacimab IO.1O Garadacimab . 0.27 Garadacimab I 0.16

The GREAT study will evaluate:

e Characteristics of the population of patients with HAE receiving garadacimab in a real-world setting
e HAE attack rate while on-treatment with garadacimab vs pre-enrollment baseline

e How quickly control of HAE attacks is achieved with garadacimab

e The proportion of patients achieving attack-free status and the duration for which they remain
attack-free

e Real-world safety of garadacimab

e The real-world impact of garadacimab on HRQoL, productivity, and use of on-demand therapy
e HCRU

88% of patients were attack free 62% of patients were attack-free 60% of patients were attack free e Treatment adherence and patient satisfaction

e Patient preference

TEAES were experienced by 84% of patients.

TEAES were experienced by 88% of patients. TEAES were experienced by 64% of patients. e Treatment patterns (including retrospectively from medical records)
: : : : : : No deaths or AESIs per protocol were reported.? S -
No deaths, discontinuations, SAEs, or AESIs per protocol? No deaths, discontinuations, or AESIs per protocol’ were reported, . : ) e Economic impact of garadacimab LTP treatment
. One discontinuation® and three SAEs* were reported, none of
were reported one SAE* occurred that was unrelated to garadacimab

which were related to garadacimab

Target enrollment is 200 patients with HAE

*Newly enrolled patients received a loading dose of garadacimab (2 x 200 mg) SC as their first dose; TAbnormal bleeding, thromboembolic, hypersensitivity, or anaphylaxis events; *Pivotal Phase 3 study: laryngeal attack (n=1) managed with overnight hospitalization, unrelated to
garadacimab, patient made a full recovery; Phase 3 OLE: COVID-19, n = 2; abdominal HAE attack, n =1 unrelated to garadacimab, all recovered/resolved; SModerate ISR: irritation.

AESI, adverse event of special interest; HAE, hereditary angioedema; ISR, injection site reaction; IV, intravenous; OLE, open-label extension; glm, once monthly; SAE, serious adverse event; SC, subcutaneous; TEAE, treatment-emergent adverse event. The study IS estimated to be com pleted INn 2029.

OBJECTIVE

e Following granting of regulatory approval for garadacimalb, the aim of the GREAT study is to generate long-term effectiveness, safety, HRQoL, and HCRU data on garadacimab for HAE LTP in a real-world setting
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