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BACKGROUND RESULTS

* Primary membranous nephropathy (pMN) is characterized by a histologic pattern of injury caused by autoantibodies directed PATI E NT DISPOSITIO N E FFICACY

against podocyte antigens.
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* Budoprutug is a monoclonal antibody (mAb) bioengineered with a low-fucosylated Fc region for enhanced antibody-dependent 8 patients were enrolled on study, all of whom received at least one dose of budoprutug. 3 El 150 2
cell cytotoxicity (ADCC). It targets the CD19 epitope expressed on maturing B-cells from pro-B-cells through peripheral, tissue patients discontinued or were lost to follow-up. Patients who completed treatment and had & & 30- Serological
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* Budoprutug targets a broader spectrum of B cells and progenitors compared with anti-CD20 mAbs, which may translate into 50— E 10-
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° Here, we present the results of a Phase 1b study of budoprutug in patients with pMN. * The study enrolled a population of patients consistent with moderate to severe L | | 5.02 00— A Ak E T | | - 20

°* Median age was 55 (range, 35-64) years. All patients were male.

® Duration of disease at baseline: 2 — 13 years.
M ETHODS * Mean (SD) B cell (CD20+ cell) count at baseline: 145.08 + 116.36 cells/uL. Mean
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°* Mean at baseline: 4.03 £ 1.66 g/g. patients maintained depletion of B-cells for 248 weeks.
This was a phase 1b, open label, dose escalation study of the safety and pharmacodynamics of budoprutug in adult 5 * Two patients did have B-cell recovery between weeks 12 and
patients with pMN conducted at 4 sites in the United States (NCT04652570). All patients provided informed consent. SAFETY = 24, however these patients were durably depleted upon

* There were no deaths on study. E 47 additional dosing at week 24.

‘ - budoprutug dose * 4 patients reported infections on study: 3 cases of COVID-19 and 1 case of § 3] * 3 patients who were PLA2R positive at baseline had a

bacterial pneumonia.
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n=4 ” ’_‘ ‘ ‘ * There were 3 SAEs (grade 3 bacterial pneumonia, grade 4 rhabdomyolysis, and 2 .

serological remission with PLA2R antibodies <14 RU/mL.

All 5 patients achieved partial or complete remission (CR) of

100 mg q2w grade 3 chronic obstructive pulmonary disease), none of which were 0.98 e _ . T
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* No dose limiting toxicities (DLTs) were observed and there were no study k O 8 16 24 32 40 48 56 64 72 80/ maintained CRs.
Key Enrollment Criteria Endpoints discontinuations due to adverse events. week
* Eligible patients had primary MN with a history of * The primary safety endpoint was the incidence of

nephrotic syndrome, received maximally tolerated treatment-emergent adverse events (TEAEs).

therapy with a renin-z?mgiotens.in system .in.hibitor. for 6 * Secondary safety endpoints included dose-limiting toxicities CO N C LU S I O N S

months, and had a urine protein to creatlnlng ratio . (DLTs) and change from baseline in clinical laboratory ,

(UPCR) of > 2 g/g on two measurements during screening. assessments, ECGs, vital signs, and physical examinations. * This phase 1b study of budoprutug in pMN enrolled a population of ° Budoprutug was observed to be generally well-tolerated; no drug- * These results suggest that budoprutug may offer an
Treatment * Secondary efficacy objectives included B-cell levels, anti- patients consistent with moderate to severe disease. In the efficacy related Grade 23 AEs or SAEs were reported. opportunity to induce remission of MN in patients with
* Patients were administered doses of budoprutug, 100 or phospholipase A2 receptor (anti-PLA2R) antibody (Ab) analvsis popbulation. the duration of disease raneed from 2 to 13 vears. all ] . . . moderate to severe disease

200 mg IV, on days 1 and 15, and then 6 months later on levels, and changes in proteinuria. atieynts I;az com Ii’cations of disease and in theg3 of 5 patients Vzho “;ere * Treatment of patients with primary MN with 4 doses of budoprutug .

days 169 and 183. « Efficacy analysis was restricted to patients with >48 weeks of II:LAZR - ntibod F:)sitive baseline titers were > 50 RU/rFr:L 100 mg or 200 mg resulted in high rates of serologic and clinical * Larger studies are needed to further evaluate the efficacy

follow-up. yp ’ remission, including normalization of proteinuria. of budoprutug in pMN.
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