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In ICONIC-LEAD, a pivotal phase 3 study
evaluating the targeted oral peptide ICO in
pts with moderate-to-severe plaque PsO and
high-impact site involvement:

Scan the QR code.
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ICO demonstrated higher rates of scalp,

genital, and hand/foot PsO clearance vs
PBO at W16
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Background

v Approximately 80% of ICO-treated
pts achieved clear/almost clear — and

62-70% achieved completely clear —
high-impact site PsO at W24

e Plaque psoriasis (PsO) involving difficult-to-treat sites (e.g., scalp, genitals, palms/soles, nails) can - 'COtéPkoilf“'a E'kasé'b%t
highly impact patients rom Binding o 1ts Receptor

e Current treatment guidelines include PsO patients with high-impact site involvement as candidates for
systemic therapy, regardless of body surface area (BSA) affected'’

[ﬁ\
& Icotrokinra (ICO) Tag;tled

e Targeted oral peptide that selectively binds the interleukin (IL)-23 receptor and inhibits IL-23 Peptide

IL-23 IL-12RB1

pathway signaling? (Lasry = . . .
e Demonstrated significantly higher skin response rates and similar adverse event (AE) rates vs placebo |CO SuU bStantla"y |mp|‘oved na|| PSO at W16,
(PBO) at Week (W)16, and no safety signals through W24, in adults & adolescents with moderate-to- 123K Col . o o
severe plaque PsO (ICONIC-LEAD)? SLo58 St an early tlmep()lnt for nail assessment
e Showed significant skin clearance, including in the scalp and genital areas, and generally similar
,(Al‘gcr)ela\’lclegi_l\_lé_ll?fl_())‘lat W16 in participants (pts) with plaque PsO involving high-impact sites '"hLb,:Z,s,,':L,:Jﬁ’r:,li,lFt’i:,L,;zz’ \/ ApprOXImater 30% Of ICO'treated pts

IFN=interferon, IL-12RB1=interleukin-12 receptor beta 1,

() bj e Ct i V e IL-23R=interleukin-23 receptor, IL-23Ri=interleukin-23 receptor inhibitor.

@ Evaluate the effect of ICO in subsets of ICONIC-LEAD pts with PsO involving difficult-to-treat, high-impact sites, including the scalp,
genitals, hands/feet, and nails through W24

achieved completely clear nail PsO at W24

Methods

o . . . PBO-controlled Randomized withdrawal and retreatment Open-label Final Safety
/H\ ICONIC-LEAD Key Inclusion Criteria WO-W16 W24-W52 W52-W156 Follow-up [% Outcomes & Analyses

PASI 75 or IGA 0/1 responders

Moderate-to-severe plaque PsO (N=684) PP ———— O 'CO 200 mg once daily Popr——— ICO vs PBO at W16 and ICO at W24
Adults
PBO

e =12 years (N=618) e Scalp-specific IGA (ss-IGA) score of 0/1and 0°
PASI 75 and IGA 0/1 nonresponders . o o ’ . .
e Plaque PsO for 26 weeks ®_ . e Static Physician’s Global Assessment of Genitalia (sSPGA-G)
# score of 0/1and 0°

o BSA=10%

e PGA of hands and feet (hf-PGA) score of 0/1 and O?
Adolescents

® PASIscore=12 ) MEEHIE AL (TR Cesio o U Bk &

e Modified Nail Psoriasis Severity Index (MNAPSI) percent
improvement from baseline®

e |GA score=3 5 PBO (N=22) ICO 200 mg once daily
| | | | | | | | | | | |

e Candidate for phototherapy or systemic treatment for _— | | | | | | | | | , | | :
I P O Week 0O 2 4 8 12 16 20 24 28 32 36 44 592 148 156 160 °Nonresponder imputation/ *zero percent improvement from baseline assigned after pts discontinued study drug due to a lack of
p aq ue s * * efficacy or an AE of worsening of PsO, or initiated prohibited medication that could impact PsO. Observed data were used for pts
. . . who discontinued study agent for other reasons.
L Co-prlmary endpomts J Secondary endpomts “After accounting for these intercurrent events, pts with missing data were considered nonresponders. “The remaining missing data
'z were not imputed and were accounted for through correlation of repeated measure in the MMRM model. MMRM-=mixed-effect
Current analysis model repeated measure.

IGA=Investigator’s Global Assessment, PASI=Psoriasis Area and Severity Index.

Results

Baseline characteristics were similar between groups D ICO demonstrated high rates of scalp PsO clearance at W16 & W24 w ICO demonstrated high rates of clear/almost
clear nail PsO at W16 & W24

Baseline Characteristics ICO 200 mg QD PEO ss-IGA 0/1° ss-IGA 02 f-PGA 0/1°

(N=456) (N=228)

A 58.4% (50.8, 64.8)° A 43.6% (36.5, 50.1)° A 30.1% (16.4, 42.0)°
Demographics kK kk ok
A 424 (16.3) 43.2 (16.6) 100 ! 81% 100 = 100 =
ge, yrs . : : : " 0
— 72% — 5 —
0 o £ 80 6 80 65% g ©0 64%
'i"i‘ Female 36% 32% 2 60— 60 — 53% 2 60— 50%
Q 2
Race, Asian/Black/White 241/72% 25/1/72% Y 40— Y 40 —
®© @ 21%
e 20— 14% X 20—
BMI, kg/m> 29.2 (6.9)" 29.3 (7.0)" X N
: - 0— 0—
Disease Characteristics W16 W24 W16 W24 W16 W24
PsO disease duration, yrs 17.3 (13.9) 16.6 (12.7) @ PBO (N=165) [ ICO (N=344) W PBO (N=66) M ICO (N=137)
. Nominal *p<0.05, **p<0.01, ***p<0.001 vs PBO° Nominal *p<0.05, **p<0.01, ***p<0.001 vs PBO°
% BSA with PsO 24.6 (14.3) 271 (16.2)
‘Among pts with a baseline ss-IGA score =3. "Treatment difference and 95% Cl (using Miettinen-Nurminen method) were calculated adjusting for age group, baseline weight category for adults, and geographic region using Mantel-Haenszel weights. °P-values ‘Among pts with a baseline f-PGA score =2. "Treatment difference and 95% ClI (using Miettinen-Nurminen method) were
were based on CMH chi-square test stratified by age group, baseline weight category for adults, and geographic region. Cl=confidence interval: CMH=Cochran-Mantel-Haenszel. calculated adjusting for age group and baseline weight category for adults using Mantel-Haenszel weights. °P-values were
o) |G A score based on CMH chi-square test stratified by age group and baseline weight category for adults.

w Moderate (3) 75% 76% d'Q Substantial proportions of ICO-treated pts achieved genital PsO clearance at W16 & W24 w Nearly 30% of ICO-treated pts achieved

Severe (4) 25% 24% completely clear nail PsO at W24

PASI (0-72) 19.4 (71) 20.8 (81) sPGA-G 0/71° sPGA-G 0 f-PGA 0?

Prior PsO treatments A 33.8% (15.7, 49.6)° A 34.4% (16.6, 49.3)° A1.9%(0.2,22.0)
kol sk B
Phototherapy® 30% 29% 100 — ' 80% 100 — 100 —
(o]

7)) o, o, (7))

o Systemic therapy® 2% 1% = 80 — % 80 — o 70% = 80 —
© 58 /o ©

o 2 60— 60 — 2 60—
Biologic therapy® 32% 37% 2 39% 2

(o)
5 107 40 — 25% § 40— 4% 29%
o , o 20— 20 — o 20— 12%
High-impact site PsO was balanced between groups 0 o 0
W16 W24 W16 W24 W16 W24
- W PBO (N=44) H ICO (N=92) M PBO (N=66) M ICO (N=137)
Nominal *p<0.05, **p<0.01, ***p<0.001 vs PBO° Nominal *p<0.05, **p<0.01, ***p<0.001 vs PBO°
°®® 2 oo °e, “Among pts with a baseline sSPGA-G score =3. "Treatment difference and 95% CI (using Miettinen-Nurminen method) were calculated adjusting for age group and baseline weight category for adults using Mantel-Haenszel weights. °P-values were based on CMH “Among pts with a baseline -PGA score =2. *Treatment difference and 95% Cl (using Miettinen-Nurminen method) were
.0. °°. chi-square test stratified by age group and baseline weight category for adults. calculated adjusting for age group and baseline weight category for adults using Mantel-Haenszel weights. °P-values were
. .0. Scalp P SO °0.. based on CMH chi-square test stratified by age group and baseline weight category for adults.
o ss-IGA score 23 "o
ICO 75%/PBO 72%¢ u ICO cleared hand/foot PsO at high rates at W16 & W24 w ICO-treated pts achieved substantial

improvement in mNAPSI at W16

cJ"SP ") |

hf-PGA 0/1° hf-PGA 0° mNAPSI®

Genital PsO Hand/foot PsO
A 50.6% (34.2, 63.6)° A 42.0% (25.9, 54.8)° A 41.3% (12.8, 69.7)"
sPGA-G score 23 hf-PGA score 23 . e .
ICO 20%/PBO 19%* ICO 23%/PBO 21%¢
100 — ' 100 — 100 —
(] [ J
) (o) gd ~
. 3 0 30 — 4% 716% 80 — c S 80 —
: : £ o 62% =
. ; S 59% 0 E 0
2 60— 60 — g 60— 449,
 Nail PsO NailPsO 40— 40 — °a 40 —
f-PGA score 22 mNAPSI score >0 o 23% g' =
ICO 30%/PBO 29%¢® ICO 43%/PBO 44%:¢ v 20— 20 — = 9 20— o
’ mean mNAPSI score ° N u= 2%
[ J
‘., ICO 17.7/PBO 19.1 0 — 0 — 0—
[ ] PY o, . o® P
W16 W24 W16 W24 W16
M PBO (N=47) M ICO (N=104) W PBO (N=98) M ICO (N=187)
Data shown are mean (SD) unless otherwise noted. PsO involving high-impact sites was not mutually exclusive. °ICO: . .
N=455; PBO: N=227. "PUVA and UVB. °Conventional nonbiologic systemics, novel nonbiologic systemics, 1,25-vitamin D3 and Nominal *p<0,05, **p<0,01, ***p<0,001 vs PBQOs¢ Nominal *p<0,05, **p<0,01, ***p<0,001 vs PBOP
analogues, phototherapy, and biologics. “Adalimumab, alefacept, briakinumab, brodalumab, certolizumab pegol, efalizumab,
etanercept, guselkumab, infliximab, ixekizumab, natalizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab. “Among pts with a baseline hf-PGA score =3. "Treatment difference and 95% ClI (using Miettinen-Nurminen method) were calculated adjusting for age group and baseline weight category for adults using Mantel-Haenszel weights. °P-values were based on CMH “Among pts with a baseline mNAPSI score >0. "LS Mean, LS Mean difference, and p-value were based on the MMRM model with
*Among all randomized pts (ICO N=456/PBO N=228). BMI=body mass index, PUVA=psoralen plus ultraviolet A, QD=once daily, chi-square test stratified by age group and baseline weight category for adults. treatment group, visit, treatment group by visit interaction, age group, baseline weight, geographic region, baseline mNAPSI
SD=standard deviation, UVB=ultraviolet B. total score, and baseline mNAPSI total score by visit interaction as covariates. BL=baseline, LSM=least squares mean.

PRESENTED AT: AAD Innovation Academy; July 10-13, 2025; Chicago, IL, USA. REFERENCES: 1. Strober B. J Am Acad Dermatol. 2020;82:117-22. 2. Fourie AM. Sci Rep. 2024;14:17515. 3. Bissonnette R. Presented at: AAD Annual Meeting; March 8, 2025; Orlando, FL, USA. 4. Gooderham MJ. SID Annual Meeting; May 7-10, 2025; San Diego, CA, USA. ACKNOWLEDGMENTS: Medical writing support was provided by R. Contento, PharmD, of Johnson & Johnson under the direction of the authors in accordance with Good Publication
Practice guidelines (Ann Intern Med. 2022;1756:1298-1304). This presentation was sponsored by Johnson & Johnson. DISCLOSURES: JS: Served as a speaker, consultant and/or investigator for AbbVie, Alumis, Amgen, Arcutis, ASLAN, Biopharma, Boehringer Ingelheim, Bristol Myers Squibb, Dermavant, Eli Lilly, Galderma, Incyte, Johnson & Johnson, KoBio Labs, LEO, National Psoriasis Foundation, Novartis, Ortho Dermatologics, Pfizer, Regeneron, Sanofi, and UCB. HC-hH: Consultant and/or investigator, and/or speaker for AbbVie,
Amgen, Arcutis, ASLAN, Bausch Health, Boehringer Ingelheim, Bristol Myers Squibb, Celgene, Cutanea, Dermavant, Dermira, DS Biopharma, Eli Lilly, Evelo Biosciences, Galderma, GSK, Incyte, Johnson & Johnson, Leo Pharma, Medimmune, Merck, Mirimar, Novartis, Pfizer, Regeneron, Roche, Sanofi-Genzyme, UCB. BE: Served as a consultant and/or clinical study investigator for AbbVie, Acelyrin, Aclaris, Allakos, Almirall, Alumis, Amgen, AnaptysBio, Apogee, Arcutis, Athenex, Boehringer Ingelheim, Bristol Myers Squibb, Celldex, Concert

Pharma, Dermavant Sciences, Dermira Inc., Eli Lilly, Evelo Biosciences, Evommune, Incyte, Johnson & Johnson, Kymab, LEO Pharma, Navigator Medicines, Novartis, Ortho Dermatologics, Pfizer, Priovant, Regeneron, Sanofi Genzyme, Sun Pharma, Takeda, UCB Pharma and Ventyx, and as a paid speaker for AbbVie, Dermavant, Eli Lilly, Incyte, LEO Pharma, Novartis, Ortho Dermatologics, Regeneron and Sanofi Genzyme. DM: Speaker, consultant, honoraria, investigator and/or advisory board member for AbbVie, Almirall, Alumis, Amgen,
Bristol Myers Squibb, CVderm UKE, Eli Lilly, Forschungsdock CRO GmbH, Johnson & Johnson, LEO Pharma, Moberg Pharma, Novartis, Pfizer, Sanofi-Aventis, UCB, and Viatris. MM, JC, GJ, and Y-WY: Employees of Johnson & Johnson; may own stock/stock options in Johnson & Johnson. RB: Served as an advisory board member, consultant, speaker and/or investigator for and received honoraria and/or grants from, AbbVie, Alumis, Amgen, AnaptysBio, Arcutis, BMS/Celgene, Dermavant, Eli Lilly, Johnson & Johnson, LEO Pharma,
Nimbus, Takeda, UCB, VentyxBio, Vyne, Xencor, Zai Lab, and Zurabio; and is an employee and shareholder of Innovaderm Research. MGL: Employee of Mount Sinai and receives research funds from: Abbvie, Arcutis, Avotres, Boehringer Ingelheim, Cara therapeutics, Clexio, Dermavant Sciences, Eli Lilly, Incyte, Inozyme, Johnson & Johnson, Pfizer, Sanofi-Regeneron, and UCB, and is a consultant for Aikium, Almirall, AltruBio Inc., Amgen, Apogee, Arcutis, Inc., AstraZeneca, Atomwise, Avotres Therapeutics, Boehringer Ingelheim, Bristol
Myers Squibb, Castle Biosciences, Celltrion, Corevitas, Dermavant Sciences, Dermsquared, Evommune, Inc., Facilitation of International Dermatology Education, Forte Biosciences, Galderma, Genentech, Incyte, LEO Pharma, Mayne Pharmaceuticals, Meiji Seika Pharma, Mindera, Mirium Pharmaceuticals, Oruka, Pfizer, Sanofi-Regeneron, Revolo, Seanergy, Strata, Sun Pharma, Takeda, Trevi, and Verrica.





