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> Introduction D Results
Rademikibart, a potent IL-4R«a inhibitor, resulted in rapid and sustained lung Patient enroliment and disposition Figl.Jre 2. ' Figure 3. Change in prebronchodilator FEV, at Week 12 in Poland versus Rest of Figure 6. Change in prebronchodilator FEV, at Week 12 in Poland appears to be
ion i : : : Patient enroliment i * i i i i i *
function improvement . Of 322 randomized patients, 17% were enrolled in Poland and the World and Overall, regardless of baseline EOS driven by just a few patients with baseline EOS <150 cells/pL
- Rademikibart is a mAb that, when compared with dupilumab, binds via >30% more 83% in the Rest of the World, mainly in the USA (Figure 2).
hydrogen bonds to a different IL-4Ra epitope, overlapping the IL-4 and IL-13 binding sites.!? - In the overalll trial population, 88% of patients were treated __ 500 - 58 mL ;:2:()5(;2;,1 189 mL 31000 |
. . . . . . . . . M M M —I = J - ’ -
- In head-to-head preclinical experiments, rademikibart bound with higher affinity than with rademikibart (300 mg or 150 mg Q2W) or placebo E p=0.497 | p<0.001 g 90
dupilumab to IL-4Ra and potently blocked signaling associated with type 2 inflammmation. through Week 24. Similar percentages were observed in Polish < 400 - ' 319 | ~ 800 -
. . . . o e . . i LL LLI _
 In an international phase 2b clinical trial of rademikibart, lung function (prebronchodllotor gr(w)cill:ze_s]’;of tf;g \{[\(orld subgrom:posl.fAsgre\{clo?zlg re,fr?éted’ 3 U«E ‘ A UC— 700 89 mL, 4_20';‘;-7
FEV,) improved rapidly at first self-assessment (24 hours) and at first clinician-assessment restrictions accounted fors out of 39 WItharawdis. R = p=0.512 _ P=2- |
(Week 1), and was sustained with rademikibart Q2W through 24 weeks, in adults with * Results are reported herein for rademikibart 300 mg Q2W, the e 125 - 2 500 ‘ | B
uncontrolled moderate-to-severe asthma.34 expected dose in phase 3, and not for 150 mg Q2W. = Rest of the World 5 497 = ?33 ?nrggbza\l/c 5 4007 291 [ 296 — 3R§g ?nrglgbz?/c
. < o . c 300 -
Regional variation may be observed in asthma outcomes . . . . S 5
9 . _ .y o . All 4 patients with EOS <150 cells/pL in the Polish placebo = Poland e 100 - I T £ 200 - 147 [
* Investigators involved in another agthma clinical trials program recently reported c?utcomes group had high FEV, at baseline 2 ” 100 - -
that were comparable to placebo in Poland, contrary to findings from other countries.>® 5 - . ; - :
Baseline eosinophil counts (EOS) may be associated with asthma outcomes - Baseline characteristics were generally comparable per treatment group (Table 1). Poland Rest of the World overall Poland Rest of the World overall
: L - However, in the Polish pl roup, all 4 patients with EOS <150 cells/uL had high FEV =18 =68 =86 =2 =15 =17
- Other factors that may affect outcomes include elevated EOS, which is a commonly a’?bgseeline (szlz 23) placebo group, all 4 patients O3 cells/pL had hig 1 ! ! " " " "
occurring mquer of type 2 inflammatiop,.qssociqted with .increqsed risl.< of .CIStthI . . oo . *All analyses were post hoc. Rademikibart 300 mg is expected to be the dosage in phase 3.
exacerbotlon.and I—.ICRU.718.|n the rademlklbqrt phase 2b trial, lung function improvements Table 1. Baseline characteristics at Poland and Rest of the World study sites *Post hoc for Poland and Rest of the World. Rademikibart 300 mg is expected to be the dosage in phase 3. Standard error bars. n, number of patients with data at Week 12.
were greater in patients with elevated baseline EOS.3 Standard error bars. n, number of patients with data at Week 12. .
Values for Poland are mean values - LS means unavailable due to low n.
° ° Rademikibart Rademikibart
) ObjeCtlve Characteristic* 300 mg Q2W 300 mg Q2W
(N=21) (N=87) . . . . .
, : : : : L : : i i i i Figure 7. All 4 placebo-treated patients in Poland with baseline EOS <150 cells/pL
To investigate lung function (prebronchodilator FEV,) with rademikibart therapy in Polish Age (years) 59.6 (11.2) 57.9 (10.0) 53.9 (12.4) 51.5 (13.2) Figure 4. Change in pre.bronc.hodllat.or FEV, c'.t Week 12 in Poland Virsus Rest of hgd unusuall{l)high FEV responpse rates (shown here at Week 12)* IP
versus non-Polish (Rest of the World) subgroups, including by baseline EOS, in post hoc Female. n (%) 12 (70.6) 12 (57.1) 48 (52.7) 56 (64.4) the World and Overall, in patients with baseline EOS 2300 cells/pL ‘
analyses from the phase 2b trial (CBP-201-WW002; clinicaltrials.gov NCT04773678). | 391 mL,
. o . . - Body mass index (kg/m?) 27.8 (5.5) 29.5 (5.7) 31.1 (7.6) 30.8 (6.8) p<0.0001 328 mL, 000
For comparison, we also shoyv findings fron; previously published prespecified analyses of Prebronchodilator FEV, (mL) 1745 (629) 2,009 (690) 1,854 (570) 1,876 (564) . p<0.001 3
lung function in the overall trial population. _ o - 415 . =
Percent predicted FEV, 62.5 (9.2) 68.7 (10.2) 61.5(11.1) 63.5 (12.7) ~ . 320 E Placebo-treated
FEV, reversibility (%) 33.9 (15.8) 31.4 (12.2) 26.9 (14.5) 26.6 (16.0) S 200 T = - patient in Poland with
) MethOdOIOQY FeNO (ppb) 32.3 (35.9) 31.5 (32.5) 31.5 (30.8) 34.4 (32.8) B 00 o ) B 2l
T ] Poland = | =TT
The prespecified study design’ treatment, and pqtients ACQ-6 score 2.97 (0.72) 2.58 (0.46) 2.67 (0.62) 2.70 (0.75) S 100 - 19 : % ’’’’’ <150 cells/uL
((b) - _ - -
In this phase 2b trial, patients were enrolled in the USA, Poland, Hungary, China, and South EOS (cells/uL) 2694 (134.3) 410.0 (199.9) 304.1 (243.1) 298.3 (220.6) e L R L T - N = ol © L= 2150 cells/pL
Korea. Overall, 322 adults with uncontrolled moderate-to-severe asthma were double-blind EOS, n (%) £ 100 - Resh EliE e Overall g{ggfnm'gga\‘/r\; g -
randomized I:1:1 to rademikibart 150 mg Q2W, rademikibart 300 mg Q2W, or placebo, i?gg 22“2%:- Zg;g; 1421 §865.§‘>) 2421 gzg; g? 24211.411; c 200 - n=29 n=41 g o
subcutaneously administered (Figure 1). Patients initially received a 600 mg loading dose of , (sD) at basel | o ' ot o ' ' € -300 - -83 cc%
rodemikibort or p'GCebO eqUiVC”ent. Mean (SD) at baseline, unless otherwise noted. TAt screening. (3 400 4 ‘ O -1000 | |
The prespecified primary endpoint and the current post hoc subgroup analyses Table 2. Baseline Prebronchodilator FEV,, by baseline EOS, at Poland and Rest of 500 1 1000 2000 3000
o . . : . the World study sites 99 mL, Baseline FEV, (mL)
The prespecified primary endpoint was absolute change in prebronchodilator (trough) FEV, at p=0.521
Week 12. *Post hoc for Poland and Rest of the World. Rademikibart 300 mg is expected to be the dosage in phase 3. 2 of the 4 placebo-treated patients in Poland used inhalers daily, which may have led to improved FEV, values.
In the current post hoc analyses, the primary endpoint was investigated in subgroups of b 2 Sl < 2 Standard error bars. n, number of patients with data at Week 12. <Al analyses were post hoc. Rademikibart 300 mg is expected to be the dosage in phase 3
patients enrolled in Poland and in the Rest of the World, statistically analyzed by ANCOVA. The >300 cells/pL 1,575_(7516) 2,1591(292) 1,80%298) 2,011_?5200) ' '
ANCOVA model was adjusted by treatment, blood eosinophil stratification factor (2300 cells/pL - - " -
or <300 cells/uL), baseline weight, baseline height, baseline FeNO, and baseline FEV, <300 cells/pL 1,863 (698) 1,728 (642) 1,884 (611) 1,781 (591)
These analyses focused on rademikibart 300 mg Q2W, the expected dose in phase 3. o = ! ! Figure 5. Change in prebronchodilator FEV, at Week 12 in Poland versus Rest of o
>150 cells/uL i) D) b el the World and Overall, in patients with baseline EOS 2150 cells/pL* Conclusions
Figure 1. Study design and key inclusion criteria 2 578 (311 1621 (466 1852 (625 1 808 (607
g Y g y <150 cells/uL ’ n=£1 ) ’ n=(2 ) ’ n=2(2 ) ’ n=2(1 ) Rademikibart rapidly and significantly improved lung function in adults with asthma.
600 mg loading dose (rademikibart groups) or placebo equivalent 30(;' (;?)I(;il 270 mL
o o o o [ ] [ ] [ ] o [ ] < . 2 . . . . . )
¥ Baseline and post-baseline characteristics likely affected the findings, with high S P . p<0.001 Greater benefit was observed in patients with higher baseline EOS (a marker of type 2
9 placebo response in Poland driven by all 4 patients with EOS <150 cells/pL :.E\ o 186 mL, 356 | inflasnmation) in both the overall trial population and Rest of the World (non-Poland)
Rademikibart 300 mg Q2W, N=108 . . . . ) £ 1 — 309 ubarouop.
N=322 - Gredtest improvements in FEV, with rademikilbart at Week 12 were observed in the non- < 200 EaolU T subgroup
R1:1:1 e s E(c)::I:er}i?I\ éREeOs; 3\1;(;296I\év\?(;!cgzjssgg\:gligo(g'g;:'se/sp?_(gi)g’Spfsvgirs dp:ll)r ticularly high when T 200 122 Importantly, in Poland, all 4 patients with baseline EOS <150 cells/uL who were enrolled in
= . (= 7] . . .
= the placebo group demonstrated unusually large improvements in lung function,
| | | |  In Poland, placebo response was greater.cmd rademikiba.rt response was less than in the “8’) 100 ﬁ T : B potentially related to baseline factors and/or daily use of inhalers.
28 days screening and run-in 24 weeks treatment 8 weeks follow-up Rest of the World subgroup and overall tI’I.CI| population (Figure 3). This unusuql!y large %’ ; - : B Rademikibart
placebo response was driven by all 4 patients who had EOS <150 cells/uL and high FEV, at c n=16 Rest of the World overall 300 mg Q2W In Poland, rademikibart-treated patients had milder disease versus placebo and versus
Aduits with moderate-to-severe uncontrolled asthma | | baseline; see Figures 5-7. © U | Poland n=53 n=69 the Rest of the World subgroup, and despite similar FeNO levels, this baseline imbalance
ACQ.'6 21.5 On.d PrebronchodIIGtOf FEV, 40-85% of predicted normal, at screening and bdse“ne-_ - For at least 2 of the 4 patients in the Polish placebo group, high response may be related to 2 -200 may have biased trial interpretation by attenuating the apparent treatment effect.
m%?r']‘tj;?r;;%'m?Eedgzzgcviifhnoﬁﬂ'g’;’:Zgﬁjr;ttrrz”eer:tfor 290 days (stable dose 28 days) at screening, the twice daily use of inhalers even though 1 of the patients had 60% FEV, reversibility at P D D . -
S GEThIE EEEERER [ T FestyEe! (requiriné e 68 A eraline (68 Coes, o baseline. A similar situation of negative findings in I?olcmql, Compored5\éwth non-Polish sites, was
hospitalization/emergency care). - In Poland, rademikibart-treated patients had milder disease (~250 mL better FEV,versus P r  hoe. Rademikibart 300 Mg Q2W i e 2 o e - Shase 3 recently reported for another asthma clinical trial program.®
S : blood : hils 2150 I L initiall ded in th t | to 2300 I L d N . * analyses were post NocC. kaaemikiod 9 IS expected 1O be (he dosage In pnase o. . . . . .
e BT SRS - s/uL initially (amended in the protocol to cells/uL) and no plogebo, 125 mL better FEV, versus th? Rgst of World subgr.oup, cmpl |n.crec:|sed precent Standard error bars. n, number of patients with data at Week 12. These findings underscore the need for rigorous trial conduct and comprehensive
eosinophil requirement if using maintenance oral CS predicted FEV,; Table 1), and despite similar FeNO levels, this baseline imbalance may have , : : 2 Ao
attenuated trgotment éffeots ’ patient guidance, as the response of only a few patients (n=4) can significantly alter
Presented at: European Respiratory Society 2025 (ERS 2025), September 27t to October 1st, 2025, Amsterdam, Netherlands. . the group—level FEV, results.
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Abbreviations: ACQ-6, Six-item Asthma Control Questionnaire (ACQ-6 was measured as a validated ACQ incorporating patient-reported questions and FEV,, without an albuterol component); ANCOVA, Analysis of Covariance; CS, corticosteroid; EOS, eosinophil count; FeNO, fractional exhaled nitric oxide; FEV,, Forced Expiratory Volume in one second; HCRU, healthcare resource use; ICS, inhaled
corticosteroid; IL, interleukin; IL-4Ra, IL-4-receptor alpha; LS, least squares; mAb, monoclonal antibody; OCS, oral corticosteroid; Q2W, every 2 weeks; R, randomized; SD, standard deviation.
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