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Immunoglobulin A nephropathy (IgAN) is a rare, heterogeneous kidney disease with Three independent US-based observational studies were conducted (Table 1 and Figure 1): : 1317 (slope -1 201
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the FDA of oral targeted release budesonide therapy (Tarpeyo®), the integration of o o . 653 patients with IgAN, with median follow-up of 5.8 years in the renal outcomes analysis; participants were more often male @
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653 biopsy-confirmed US patients with IgAN enrolled from 2015 to 2024. R
delineate treatment patterns prior to approval, and evaluate early clinical outcomes . . . . Adolescents aged 13-17 years had a higher risk of kidney failure versus adults aged 18-44 years (HR 2.41; 95% CI 1.13-5.13), i =
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while older adults had lower relative risk
(2011-2022) comparing adverse events (AEs), healthcare resource utilization (HCRU), 30
costs, and kidney failure among 1:1 propensity score-matched patients with 18AN who . Inthe adult therapies analysis, systemic corticosteroids were the most frequently used immunosuppressive therapy after biopsy i ; ) i :
, 61.2%), yet use of traditional immunosuppressive therapy was not associated with a significantly lower risk of kidney failure
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The objective of the project is to understand IgAN natural history, evaluate the safety
. . o matched non-SGC patients were assigned a pseudo-index date.
and economic burden of systemic glucocorticoids (SGC), and generate early post- 3 S——
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registry, electronic health records (EHR), and chart-review data was used to generate (CKC), New York, during 2022-2023. Outcomes included changes in estimated S $15.241
complementary insights across natural history, pre-approval care, and early post. slomerular filtration rate (eGFR), urine protein-creatinine ratio (UPCR), and AEs up to 12 SGC treatment was associated with higher rates of multiple AEs, including severe infections requiring hospitalization (3.5% vs § 15.000 -
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Table 1: Design of three US-based observational studies on IgAN : ATBLEAaET MpAIEnIYER cenmrment
: . Annualized total HCRU costs were nearly threefold higher in patients initiating SGCs (Figure 3). admissions
Data Source CureGN Registry Chart Review at CKC Figure 3: HCRU costs in SGC initiators vs non-SGC cohort
Design Retrospective Cohort Retrospective Cohort Retrospective Case-Series CKC Case-Series (Pesce 2025)
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Kidney Care (CKC) = NY, USA completed at least one 9-month course (Table 2) (Ngai 2024). e (N=15)
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AEs were mostly mild or moderate with no severe or unexpected events reported. b fon n Ut 6(13.3) 2(6.7) 4(26.7)
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Registry and EHR analyses highlighted unmet needs and the limitations of systemic corticosteroids, while chart-level data demonstrated the favorable
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Figure 1: Time periods of the three US-based observational studies on IgAN PP Pp real-world effectiveness and tolerability of oral targeted-release formulation of budesonide.
December 2021 December 2023

1. CureGN registry study shows substantial long-term progression despite supportive care, particularly in younger/high risk patients.

4 , , ) 2. The EHR study demonstrates that real world SGC use is associated with serious AEs and greater HCRU costs, without clear functional benefit —
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