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The incidence of TEAEs among all treated patients
generally decreased after C7D1; the safety profile after

The overall safety profile among patients who remained
on treatment (Table 3) was mostly similar to that of all

Figure 2. Kaplan-Meier Estimate of Overall Survival (ITT Population)
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Treatment could continue if the patient was deriving
clinical benefit per investigator assessment and if the
patient reported clinically meaningful symptomatic
improvement, up to a maximum of 2 years

a median duration of therapy of 34 months
across all doses, suggesting long-term
safety and clinical benefit from treatment

. any
aminotransferase [AST] increased, 38.1% in the long- the overall randomized population

term analysis vs 35.6% in the primary analysis; alanine
aminotransferase [ALT] increased, 26.8% vs 24.7%;
creatine phosphokinase [CPK] increased, 38.9% vs

ALT, alanine aminotransferase; AST, aspartate aminotransferase; CPK, creatine phosphokinase; Q2W, every 2 weeks;

TEAE, treatment-emergent adverse event.

* At the analysis cutoff, dosing schedules for axatilimab among patients in the 0.3 mg/kg Q2W cohort were 0.2 mg/kg Q2W
(n=1), 0.3 mg/kg Q2W (n=2), 0.3 mg/kg Q4W (n=1), and 0.6 mg/kg Q4W (n=11).

T At the analysis cutoff, dosing schedules for axatilimab among all patients remaining on treatment were 0.2 mg/kg Q2W (n=1),
0.3 mg/kg Q2W (n=2), 0.3 mg/kg Q4W (n=2), 0.6 mg/kg Q4W (n=27), and 1 mg/kg Q2W (n=1).

Table 2. Baseline Demographics and Clinical Characteristics of

Patients Remaining on Treatment
In patients with long-standing cGVHD with

B d ing dent dat fiar it 351%) oéo«xatli:(imggw A)I(Iaglimab * As reported in 220% of patients in the 0.3 mg/kg Q2W cohort. mUItiorgan inVOlvement, prolonged therapy
oM all aoses . . . . _gs .
reacsoemn?gnISateigr?Q a?tr(]er Cayilgn gnég;lqg(gc;g;? | peaeti — Incidences of dose interruptions due to laboratory (ng=1g)* (n=33)" Serious TEAEs of any grade observed in 21 patient with axatilimab can be considered to
randomized to the 3 mg/kg Q4W cohort had t’heir L GEE enzyme elevations were generally similar between Age, median (range), y 49.0 (7-76) 53.0 (7—76) were pneumonia. (n=4_, 12.1%) and COVID-19 and optimize clinical outcomes
reduced to 0.6 mg/kg Q4W, and patients randomized to the primary and long-term analyses (CPK increased, Male, n (%) 10 (66.7) 24 (72.7) respiratory tract infection (n=2 each, 6.1%)
1 mg/kg Q2W cohort Could,continue at their current 2.9% in the long-term analysis vs 2.1% in the primary Race, n (%) Patients who remained on treatment had more dose
dose or transition to 0.3 mg/kg Q2W per investigator analysis; AST increased, 2.5% in both; ALT increased, White 13 (86.7) 28 (84.8) interruptions due to TEAEs, which may be attributable
discretion 2.1% in both) Asian 1(6.7) 3(9.1) to the longer duration of therapy for these patients Acknowledgments
Patients enrolled into Q2W dosing cohorts could switch Incidences of dose reductions due to laboratory enzyme Notreported/other . 1 e 2.1 The most common TEAEs leading to dose interruption ~ The authors thank the patients and their families, the investigators, and the
to a 0.6 mg/kg Q4W dosing regimen if they were able to elevations were also generally similar in the primary 'Ir;:;nd(?;;o(rpaﬁgg/)H}IID diagnosis to randomization, 4.9 (2.9-8.2) 5.0 (1.1-12.6) were pneumonia and respiratory tract infection (n=4 élte perstgnn?\llvvylhc? pEJl[rtlc:l%aEtechJg’;)he s;usdy. ;’hls:rt]udy was f[l.mclledl by I(r;\j:yte
. . _ . - , o) _ - - orporation liImington, ; an ynaax drmaceuticals, INnc. ew

zu dStalrt]r? par;t:;gl or complete r?Sponsetrfor %O dweekf o | %Z%I?:r?ntzgrglsgzlzzef?(g F:rlf ’:f?grSralrs;]eadr,y 1a.:r31(§iylgi;hi\ST Number of organs involved at baseline, 4.0 (1-8) 4.0 (1-8) gig/h)’ 121 A)) and COVID-19 ana pyrexia (n 3 each, York, NY, USA). Medical writing support was provided by Rob M. Camp,

| n_o a\./e |segse pr_ogressmn per the study protoco . ] 70 . L median (range), y 70 PhD, from Citrus Health Group, Inc. (Chicago, IL, USA) and was funded by
and investigator discretion increased, 0.8% vs 0.4%; ALT increased, 0.8% in both) Severe disease, n (%) 12 (80.0) 26 (78.8) Overall Survival Incyte Corporation and Syndax Pharmaceuticals, Inc.
The safety follow-up period was 90 days after the last Across all doses Iin the long-term analysis, 1 patient Prior FDA.-a.pproved therapy for cGVHD, n (%) 15 (100) 29 (87.9) Among the patients enrolled in AGAVE-201, median OS Ref
dose of axatilimab; survival data were collected for discontinued owing to increased CPK, and 2 patients Ruxolitinib 13 (86.7) 25 (75.8) was not reached in any treatment cohort (Figure 2) ererences
5 years after the safety follow-up period discontinued owing to increased gamma_g|utamy| Ibrutinib 5(33.3) 12 (36.4) _ The 46-month OS rate (95% CI) was 77.6% 1. DeFilipp Z, et al. Blood Adv. 2021;5(20):4278-4284. 2. Arai S, et al. Biol
Long-term overall survival (OS), safety, and duration of transferase; no patients in the 0.3 mg/kg Q2W cohort Belumosudi 3(20.0) 6 (18.2) (57.8%—89.0%) among ’fh e 8_3 r)n a/kg QQWO cohort Blood Marrow Transplant. 2015;21(2):266-274. 3. Alexander KA, et al. J Clin

treatment were assessed, with a focus on the 0.3 mg/
kg Q2W cohort as well as the full study population

The data cutoff for this analysis was March 30, 2025

discontinued owing to laboratory enzyme elevations

The overall incidence of periorbital edema was stable
(18.4% in both analyses)

cGVHD, chronic graft-versus-host disease; FDA, US Food and Drug Administration; Q2W, every 2 weeks.

* At the analysis cutoff, dosing schedules for axatilimab among patients in the 0.3 mg/kg Q2W cohort were 0.2 mg/kg Q2W
(n=1), 0.3 mg/kg Q2W (n=2), 0.3 mg/kg Q4W (n=1), and 0.6 mg/kg Q4W (n=11).

T At the analysis cutoff, dosing schedules for axatilimab among all patients remaining on treatment were 0.2 mg/kg Q2W (n=1),
0.3 mg/kg Q2W (n=2), 0.3 mg/kg Q4W (n=2), 0.6 mg/kg Q4W (n=27), and 1 mg/kg Q2W (n=1).
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31.2 (0—46.5) months, respectively
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