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« Pharmacokinetic (PK) properties were comparable following a single subcutaneous (SC) dose of garadacimab 200 mg when administered via an autoinjector/pre-filled pen (Al/PFP) or a pre-filled syringe/needle safety device (PFS/NSD)
« Exposures were similar for injection sites (abdomen, thigh, and upper arm) and devices (Al/PFP and PFS/NSD)
« Administration via Al/PFP and NSD had favorable safety and tolerability profiles
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e First-in-class, fully human immunoglobulin G4 monoclonal antibody targeting FXlla

Key inclusion criteria
- Age 18-55 years

Garadacimab 200 mg
single dose via Al/PFP

- Body weight 50-100 kg N=66
- BMI118-30 kg/m?

Secondary endpoints

- Safety (AEs, SAEs, AESIs per protocol,t anti-garadacimab antibodies,

clinically significant laboratory abnormalities reported as AESs)

- Local tolerability (occurrence and severity of injection-site reactions)

- PK# (TmaX1 AUCq jast, Gy, CL/F' VZ/F)

AUC, .«: (h-ug/mL), mean (SD) 11,066.6 (3514.0)

t., (h), mean (SD) 422.5 (69.5)

CL/F (L/h), mean (SD) 0.019 (0.007)

10,732.8 (4329.3)

4143 (81.)

0.021 (0.009)

10,899.7 (3931.3)
418.4 (75.3)

0.020 (0.008)

*Subjects randomized to three administration site locations by device as follows: Garadacimalb 200 mg single dose via PFS/NSD (abdomen, n=2T; thigh, n=22; upper arm, n=23) and garadacimalb 200 mg single dose

via Al/PFP (abdomen, n=22; thigh, n=22; upper arm, n=22); tAESIs per protocol were defined as severe hypersensitivity including anaphylaxis; ¥Assessed after a single SC injection of garadacimalb 200 mg via Al/PFP or
PFS/NSD.

Eligible patients were stratified by body weight (<80 kg or 280 kg) before randomization. Patients could withdraw from the study at any time at their own request, or at the investigator's or CSL Behring's discretion for
safety, behavioral, or administrative reasons (e.g., because of an AE, protocol deviation, loss to follow-up, patient non-compliance, study termination). If a patient was withdrawn from the study, the End of Study Visit 9

V,/F (L), mean (SD) 1.6 (4.2) 12.1 (6.0) 11.8 (5.2)

for the prophylaxis of HAE attacks
e High affinity, potency, and specificity for FXlla, shown to decrease bradykinin production

*65/66 evaluable patients for AUCq.ins, tw,, CL/F, and V./F following loss to follow-up resulting in discontinuation.
Al/PFP, autoinjector/pre-filled pen; AUCo.int, area under the curve from time O extrapolated to infinite time; AUCo..st, area under the curve from time O to the last measurable concentration; CL/F, apparent clearance;
Cmax, Maximum plasma concentration; PFS/NSD, pre-filled syringe/needle safety device; PK, pharmacokinetics; SD, standard deviation; t.,, half-life; Tmax, time to maximum plasma concentration; V./F, apparent

e Inthe 6-month pivotal Phase 3 (VANGUARD) study, garadacimab significantly reduced assessments were completed and recorded unless the patient withdrew consent. | o | S e
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Al/PFP, autoinjector/pre-filled pen; AUCq.inr, area under the curve from time O extrapolated to infinite time; Ca, Maximum concentration; PFS/NSD, pre-filled

OBJECTIVES

Nominal time (hours)

Geometric mean ratio (90% Cl)

e To characterize and compare the PK properties of a single SC dose of garadacimalb 200 mg
administered via Al/PFP or PFS/NSD in healthy adults

e To investigate the safety and tolerability of garadacimab administered via Al/PFP

syringe/needle safety device; PK, pharmacokinetics.

Garadacimab 200 mg administered via Al/PFP or PFS/NSD had a favorable
safety and tolerability profile

e NO deaths, serious treatment-emergent adverse events (TEAEs), TEAEs leading to study
withdrawal, or adverse events of special interest per protocol (severe hypersensitivity

Error bars represent SD. Error bars represent 90% CI.

« Geometric mean ratio (90% Cl) comparing Al/PFP and PFS/NSD was
0.92 (0.81-1.05) for C,.., and 0.96 (0.87-1.07) for AUC.it

e Both 90% Cls encompassed 1.00 and were within the common
bloequivalence limits (0.8-1.25)

e Mean plasma concentration of garadacimab was similar
for administration by both Al/PFP and by PFS/NSD

or PFS/NSD | | , , |
N | | - | | | | | | INncluding anaphylaxis) were reported for either device
Al/PFP, autoinjector/pre-filled pen; AUCq.inr, area under the curve from time O extrapolated to infinite time; Cl, confidence interval; Cax, Mmaximum plasma concentration; PFS/NSD, pre-filled syringe/needle safety
device; PK, pharmacokinetics; SC, subcutaneous; SD, standard deviation; Trmax time to reach maximum plasma concentration. " " Ty " " _ O "
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