
a The interim analysis set comprises the first 62.5% of randomized patients who completed the 9-month uPCR-24h evaluation. b The percentage reduction of uPCR-24h at month 9 is 
compared with baseline using ANCOVA. c The percentage reduction for treatment effect was calculated as (1 - ratio of GM of uPCR-24h ratio for sibeprenlimab over placebo estimated 
from ANCOVA model) x 100%. The 95% CI corresponds to the treatment-specific reductions. The 96.5% CI corresponds to the between-treatment difference. d The percentage reduction 
for treatment effect is an exploratory endpoint and was calculated as (1 - ratio of GM of uPCR-24h ratio for sibeprenlimab SC 400 mg over placebo estimated from MMRM model) x 100%. 
e This analysis was performed on all randomized patients who received ≥1 dose of sibeprenlimab and had ≥1 postbaseline PD measurement.

ANCOVA, analysis of covariance; eGFR, estimated glomerular filtration rate; EOT, end of trial; F/U, follow-up; Gd-IgA1, galactose-deficient IgA1; GM, geometric mean; Ig, immunoglobulin; 
MMRM, mixed model for repeated measures; OLE, open-label extension; PD, pharmacodynamic; Q4W, every 4 weeks; SC, subcutaneous; SGLT2i, sodium-glucose cotransporter 2 
inhibitor; TEAE, treatment-emergent adverse event; uPCR, urine protein-to-creatinine ratio; uPCR-24h, uPCR based on 24-hour urine collections.
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Interim Analyses of the Phase 3 VISIONARY Trial of 

Sibeprenlimab for Patients With IgA Nephropathy

The VISIONARY Phase 3 trial is an ongoing, multicenter, 

double-blind, placebo-controlled trial evaluating the efficacy and 

safety of sibeprenlimab SC in adult patients with biopsy-confirmed 

IgAN (NCT05248646)4

Primary endpoint
Ratio of uPCR-24h at 9 months compared with baseline

Sibeprenlimab is an IgG2 antibody that selectively binds to 

and blocks the biologic activity of APRIL (A PRoliferation-

Inducing Ligand), a key driver of IgAN pathogenesis1-3
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Sibeprenlimab demonstrated consistent 

efficacy across predefined subgroups 

Sibeprenlimab reduced disease 

biomarkers (Gd-IgA1 and APRIL) 

Percent change in serum (a) Gd-IgA1 and 
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TEAEs were similar in the sibeprenlimab (74.1%) and placebo (82.1%) 

groups, with most being mild-to-moderate in severity

• Sibeprenlimab group achieved significant proteinuria reductions, which was 
consistent across patient subgroups

• Sibeprenlimab group had higher rates of hematuric resolution, proteinuric 
remission, and reductions in disease biomarkers compared with placebo group

• Safety findings were comparable across both treatment groups

• eGFR slope will be evaluated at 24 months in the ongoing VISIONARY trial

uPCR-24h subgroup analysis by 

baseline demographics and stratification factors
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Change from baseline in uPCR-24h (g/g) 

at month 9 (primary endpoint)
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In the VISIONARY trial, sibeprenlimab 

reduced proteinuria up to 12 months

Sibeprenlimab was associated with 

improvements in exploratory endpoints

At week 48, serum IgA levels decreased by 68.8%, 

IgG by 35.0%, and IgM by 74.5% with sibeprenlimab, 

while minimal changes were observed with placebo

Placebo-adjusted treatment effect in 

uPCR-24h at 12 months (exploratory)
54.3% 

(95% CI, 46.4%-60.9%)d

PlaceboSibeprenlimab 400 mg SC
Hematuria-positive (trace or greater)

Sibeprenlimab was associated with a higher rate of 

hematuric resolution compared with placebo

Sibeprenlimab was associated with a higher rate of 

proteinuric remission (<0.5 g/d) at week 52
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