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Key lakeaways

Q Nipocalimab, an FcRn blocker that can selectively lower
IgG including pathogenic autoantibodies, demonstrated
consistent and clinically meaningful benefits across
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Durable hemoglobin response: Nipocalimab 30 mg/kg
g4w showed a significant durable hemoglobin response and
favorable responses in prespecified supporting hemoglobin
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improvements in fatigue were evident as early as Week 2
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Objective -
. . ClinicalTrials.gov identifier: NCT041190560. °Nipocalimab 30 mg/kg IV at Week O and g4w through Week 20 and placebo IV at Week 2 and q4w through Week 22. C3d=complement component 3d, DAT=direct antigen test, Hgb=hemoglobin, IgG=immunoglobulin G, IV=intravenous, OLE=open-label extension, gg?ﬂii@?giizl‘;%e:t%na/ Assessment of Chronic lllness Therapy —
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Results
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Mean (SD) baseline hemoglobin, g/dL 9.2 (14) 8.6 (1.3) 9.0 (14) £9 8= , E e By preferred term, no TEAE leading to discontinuation was reported in more than 1 participant
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Current treatments for wAIHA (%) 9 . H - i e Two cases of major adverse cardiovascular event (MACE) occurred in participants with complex medical histories in the
Any concomitant CS 74% 87% 77% = = '-'c- 0 nipocalimab 15 mg/kg q2w group, later leading to death (causes of death were not related to study treatment)
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immunosuppressants or corticosteroids at >20 mg/day of prednisone or equivalent or no such treatment). CS=corticosteroids, FACIT-Fatigue=Functional Assessment of Chronic lliness Therapy-Fatigue, IQR=interquartile range, °Participants meeting failure criteria (ie, presence of symptoms and failure to demonstrate =1 g/dL hemoglobin increase) at or after Week 16 were, at the investigator's discretion, allowed discontinuation of double-blinded treatment and early °Participants meeting failure criteria (ie, presence of symptoms and failure to demonstrate =1 g/dL hemoglobin increase) at or after Week 16 were, at the investigator's discretion, allowed discontinuation of double-blinded treatment and early
IST=immunosuppressive therapy, g2w=every 2 weeks, qdw=every 4 weeks, SD=standard deviation, WAIHA=warm autoimmune hemolytic anemia. escape to the OLE. IV=intravenous, q2w=every 2 weeks, g4w=every 4 weeks, SE=standard error. escape to the OLE. BL=baseline, FACIT-Fatigue=Functional Assessment of Chronic lliness Therapy — Fatigue, OLE=open-label extension, g2w=every 2 weeks, g4w=every 4 weeks, SE=standard error.
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Durable hemoglobin response defined as: Hgb =10 g/dL, AND Hgb increase =2 g/dL from baseline, AND for 3 consecutive visits (=28 days), AND starting by Week 16, AND Without rescue therapy or dose modification of ongoing UEZ y Week 16 Week 24 Week 16 Week 16 Week 24 Week 24 All p values are nominal, based on an equal-weight approach to control the family-wise type | error rate. Composite analysis strategy (participants with intercurrent events [including any use of rescue therapies or initiation or dose ?One patient was randomized to nipocalimab 15 mg/kg q2w, but did not receive nipocalimab. AE=adverse event, DVT=deep vein thrombosis, IgG=immunoglobulin G, MACE=major adverse cardiovascular event, PE=pulmonary
stable background treatment for wAIHA, including any increase in oral corticosteroids,. Composite analysis strategy (participants with intercurrent events [including any use of rescue therapies or initiation or dose increase of protocol- increase of protocol-specified standard-of-care background therapy] were considered to be nonresponders). °Participants meeting failure criteria (ie, presence of symptoms and failure to demonstrate =1 g/dL. hemoglobin increase) embolism, q2w=every 2 weeks, q4w=every 4 weeks, SAE=serious adverse event, TEAE=treatment emergent adverse event, WAIHA=warm autoimmune hemolytic anemia, VTE=venous thromboembolism.
specified standard-of-care background therapy] were considered to be nonresponders). P values based on equal-weight approach to control the family-wise type | error rate. *One-sided p<0.02499 versus placebo considered significant. Except for the primary endpoint, all p values are nominal. Composite analysis strategy (participants with intercurrent events [including any use of rescue therapies or initiation or dose increase of protocol-specified standard-of-care background at or after Week 16 were, at the investigator's discretion, allowed discontinuation of double-blinded treatment and early escape to the OLE. LS=least squares, OLE=open-label extension, q2w=every 2 weeks, qgdw=every 4 weeks,
Hgb=hemoglobin, g2w=every 2 weeks, q4w=every 4 weeks, wWAIHA=warm autoimmune hemolytic anemia. therapy] were considered to be nonresponders). *p<0.02499, **p<0.01, ***p<0.001 versus placebo. Hgb=hemoglobin, g2w=every 2 weeks, g4w=every 4 weeks. SD=standard deviation.
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