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CONCLUSIONS

« This multicenter, open-label, single arm, Phase 3 study (NCT05819775) will provide garadacimab data on safety, efficacy, and pharmacokinetics/pharmacodynamics in pediatric patients with hereditary angioedema (HAE)
« This study will aim to address the existing unmet need for novel prophylactic treatment in the pediatric population
 Recruitment was initiated in May 2023 with an estimated study completion date of November 2026

MULTICENTER, OPEN-LABEL, SINGLE-ARM, PHASE 3 STUDY (NCT05819775) WITH GARADACIMAB IN
BACKGROUND EE PEDIATRIC PATIENTS WITH HAE®

HAE'?2
« HAE causes recurrent, unpredictable and potentially life-threatening episodes of swelling (attacks)
e Bradykinin is the key mediator of HAE attacks

GOAL: To address existing unmet need for effective, well-tolerated, and convenient treatment options for pediatric patients with HAE

e HAE symptom onset usually occurs in the first or second decade of life 'f,ﬁ_] .
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Garadacimab3®“ ' (3 months after
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e FXlla is a key initiator of the contact system, upstream of bradykinin production e Diagnosed with HAE-CI1-INH :
e High affinity/potency/specificity; decreases bradykinin production in vitro e Aged between 2 and 11 years* Gara.daCImab Dose A 5C
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Exclusion criteria
e Concomitant diagnosis with other forms of angioedema
e Pre-planned major surgeries or procedures Garadacimab Dose B SC

e HAE treatments within minimum 2 weeks before Patients aged 6-11 years
treatment period?

e Participation in another interventional clinical study

GARADACIMAB ADOLESCENT SUBGROUP DATA GENERALLY CONSISTENT WITH OVERALL POPULATION IN | /\/
PIVOTAL PHASE 3 AND OLE STUDIES

Durable efficacy and favorable long-term safety profile in adults and adolescents with garadacimab 200 mg subcutaneous once-monthly*’

Overall population (aged =12 years)

*With body weight =10th percentile based on age, at the time of providing written informed consent; TUse of C1-INH products, androgens, antifibrinolytics, approved or future approved medications, or other small molecule medications for routine prophylaxis against
HAE attacks within 2 weeks of study treatment.
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Pivotal Phase 3 (VANGUARD) study: During the 6-month treatment period, the mean monthly number of HAE attacks (primary endpoint) was significantly lower in the garadacimab group (0.27, 95% CI 0.05-0.49) than in the placebo group* (2.01, 1.44-2.57, P<0.0001),

the median monthly number of HAE attacks was 0 (IQR 0.00-0.31) for garadacimab and 1.35 (1.00-3.20) for placebo. 1R Eferenpcets . 3 Allergy Clin | | Pract 2021:9:132-150.e3; 2. MacGinnitie JA. Pediatr Allergy | | 2014:25:420-427: 3. Cao H et al. J Allergy Clin | | 2018:14271355-1358; 4. Craig TJ et al. Lancet 2023:4011079-1090; 5. And Jetal

OLE study (median exposure 13.8 months): The mean monthly number of HAE attacks (secondary endpoint) was lower with garadacimab (0.16) versus run-in (3.57). Similar results were found in the adolescent subgroup where the mean monthly number of - BUSSE St al. ergy Lin immdnor Frac =-104710%.€5, £ Mackinnitie JA. Feaiatr Allergy Immunor 221 2-. —4e/; 0. a0 H et al erdy Lin immunol C B . -falg 10 et al. tance P B 2. ANGETson J & al.
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HAE attacks was lower with garadacimab (0.09) versus run-in (1.86) Deficiency & Angioedema Workshop, May 6 2023, Budapest, H 7. Jacobs JS et al. Poster 016. Post ted at the American Acad f Allergy, Asth d | logy Annual Meeting, February 23-26 2024, Washington DC, USA:

*One patient in the placebo group was excluded from the efficacy analysis as they received treatment for <30 days, TOne garadacimab-related ISR leading to study discontinuation; *One severe SAE (laryngeal attack) was assessed as not related to trial treatment: g eCll.u.encl:_l)_/. | nglo,e\lce%gg]g%s ,A()p"l Ic?ly . htt’ /L/J lape; 1I' gng:lgtar3/|, ' 87?[2? H e/l?léT8§8€1g775. oster p(;el\s/len 3021 € American Academy o ergy, Asthima, ahd immunology Ahndal Mecting, February 2o= , yvashington ’ ’

The patient made a full recovery and was kept under hospital observation overnight; SCOVID-19, n=2; abdominal HAE attack, n=1; "As defined in the protocol, AESIs included severe hypersensitivity including anaphylaxis, thromboembolic, or abnormal bleeding events. - Hnicatirials.gov. -Avallable at. Nttps.//classic.clinicaltrials. govicts/Show [accesse ay )

None of the events met AESI criteria as per protocol. Disclosures:

AESI, adverse event of special interest; Cl, confidence interval, HAE, hereditary angioedema; IQR, interguartile range; ISR, injection-site reaction; OLE, open-label extension; SAE, serious adverse event; TEAE, treatment-emergent adverse event. Medical writing support was provided by Helix, OPEN Health Communications, and funded by CSL Behring, in accordance with Good Publication Practice (GPP) guidelines (www.ismpp.org/gpp-2022).
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