sis of Abrocitinib in 3848
1te- 'ﬁ' -Severe Atopic Dermatitis:

)0 Patient-Years With Up to

\ele ermatitis

/

Marjolein de Bruin-Weller,6 Gary Chan,? Kanti Chittuluru,3”
oJo penstelner9 Haiyun Fan,8 Justine Alderfer,8 Shefali Vyas10.
Kin Immunology & Immune Tolerance (SKIN) Research Group,
of Dermatology Universitair Ziekenhuis Brussel, Vrije Universiteit
ogy, Charité-Universitdtsmedizin Berlin, Corporate Member of Freie
70/Berlin, Berlin, Germany; *Fraunhofer Institute for Translational Medicine
ergol gy Berlin, Germany; ¢National Expertise Center for Atopic Dermatitis,

¢ Netherlands, "Pfizer Inc., Groton, CT USA, 8Pfizer Inc., Collegeville, PA, USA,
er ik y.’ pbratiog Austria GmbH, Vienna, Austria; 1°Pfizer Inc., New York, NY USA

Eric L. Simpson,!

'Oregon Health & S
Vrje UniversiteigBrussel, jE |
Brussel w\.~ issels, /| ﬂ' /

*Affiliation at the time this study was conducted.
1 June, 2024

ApotheCom, San’ ancisco, CA, USA, and was funded by Pfizer Inc.,, New York, NY, USA,
Q . .

Editorial /e Munder the gui € Foxs wat provided by A da Mabh
in accord e Wit ] a Rracti Z i es (Anh I{te;n Med. 2 10 73\2 460).
This stud v‘ > 1sorgd by € _ 1 (‘\

ELRDFEAN ACADENY OF ALLERGY

AND CLINICAL IMMUNDLOGY . - e ) e ; s == e "':.___‘: #EAACICO“qress




ELRDFEAN ACADENY OF ALLERGY

E - _ fizer Inc. ly'and G ympany, Kyowa Kirin, LEO Pharma, Merck, and Regeneron

D ees from Pfiz 5 B _ Hea&t \ (Valeght), Dermira, Eli Lilly and Company, Galderma, LEO Pharma,
Menlo Therapeutics, Nova enerc harmaceu anofi Gepzyme.
Jan Gutermuth has ser\kd as a Spe | / Alfirall, AbbVie, Beiersdorf, Eli Lilly and Company, Janssen, LEO
Pharma, La Roche-Posay, Nestlé, Pi iticals, Sahofi Genzyme, ThermoFisher and PeerVoice.

Marcus Maurer is or recently was.a .' “and/or advisor d/arhas'received research funding from Allakos, Alvotech, Amgen,
Aquestive, Aralez, AstraZeneca, Ast ié ' 3lldéx [Celltrion, Centogene, Cogent, CSL Behring, Evommune, GSK,
Ipsen, Kashiy, KalVista, Kyowa Kirin, L shi Tanabe Pharma, Moxie, Noucor, Novartis, Orion Biotechnology,
Pharvaris, Resonance Medicing, Sano 7Trial Form Support International AB, Third HarmonicBio, Valenza
Bio, Yuhan Corporation, and Zufe _

Marjolein de Bruin-Weller is a cansulta [ oard  , 9er and/or speaker for Pfizer Inc., AbbVie, Almirall, Arena, Aslan, Eli Lilly
and Company, Galderma eutlcals and Sanofi Genzyme.

Gary Chan, Herwig Koppénstei Fan and
Shefali Vyas and Kanti Chittuluru we ployees a

...
() ¢

EAACI AR - | WWw.eaaci.org

AND GLINICAL IMMUNDLOGY ) | : . . p . ‘_g - = \ % ' : #EAACIConngSS




1 ,\, X /
HW'%\\}:I W,

N Y, LD \'Y 7/

ce rate.gu

EAACI ~L AN e www.eaaci.org

ELRD F‘F.\ll\. ALA LIEIV‘YLII-.I".LL,_ L‘r'

TRV e o - B : s = B\ o s #EAACIcongress

d --«.\ ular; IR, incid



severe AD1-3

* In phase 3 clinical trials, abro '\-_* ' | ‘ 2dféaS monotherapy or in combination with medicated topical
therapies in patients with om‘ A\ |
* A previous comprehensive ana S O \ itifibSafet) sing integrated data from 3802 patients with abrocitinib
Y o b W i .
exposure of more than 5200 P h Ve t abrocitinik ’ anageable long-term safety profile®

Objective

« To provide updated lo

cf? than 7000 PY, with some patients having abrocitinib exposure of up
to ~4.5 yearse, and .' eval

( actors

@

i the consistent-dose cohort and 89-1537 days in the variable-dose cohort. 1. Cibingo (abrocitinib) tablets, for oral
: aracteris stics. Pfizer, Limited; 2021. 3. European Medicines Agency. Cibinqo® (abrocitinib). Summary of
12)4871-1379. 5. Silverberg JI et al. JAMA Dermatol. 2020;156(8):863-873. 6. Simpson EL et al.

.& Med. 2021;384(12):1101-1112. 9. Eichenfield LF et al. JAMA Dermatol. 2021;157(10):1165-

JAK, Janus kinasé \
use. Prescribing i

product characteristit ¢
Lancet. 2020;396(10246):25
1173. 10. Simpson E \
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éhts, an Qualifying Studies

_enrolled‘imei hase ohase 3

1 | te > .‘ | -£ \ 2 Phase3PIacebo-ControIIedStudies_
! * JADE MONO-1
¥ ' ] i @ JADE MONO-2 #
. @ . .1 . @ JADE COMPARE
— The consistent4#dse co d ts who received t © JADE TEEN
same abrocitinib dose (2 100 mg)-during the entire UADHMOA
exposure time in the quélity ﬂf‘ IS, \d/OF i | :
EXTEND \ .Q\.‘} JADE DARE
) . A ATA JADE REGIMEN (open-label FASEERIERS I Placebo
—  The variable-dose cohort incl D\/\l‘&E wWere ran ly, T [l Abrocitinib 100mg QD
assigned to the maintenance E REGIMEN af I Abrocitinib 200mg QD
induction and, therefqre, could ha ceived diff ent £ W
abrocitinib doses thr ou time in JADE § (’ADERIE:':V'EN JADE REGIMEN
open-label run- B
and who subsequently ed JADE Dt 7a M o ecponders) (randomized)
consistent dose 8
{ [}
] ! | =
e IRs (95% Cl; number off patients wi ts per 100 PY) s
f . i W L i © JADE REGIMEN
AESIs were assessed il patients strati baseline a >

(open-label rescued)

categories, by baseling’ageiand numbe V risk : >
. . / Time

by baseline ASCVDVi SCorn _ b SO Data cutoff: September5, 2022
EASI, Eczema Areaian verity Inde; Investigator's Global Ass el , ONC aily.. / nsk es are categorized as low (| 5”, borderline (25 to <7.5%), intermediate (7.5 to <20%), or high (220%). JADE EXTEND (NCT03422822) is an
ongoing trial. Qua eft trials i e phase 2b study (NC rial, and phas EM )-1 (NCT03349060), MONO-2 (NCT03575871), JADE REGIMEN (NCT036277678), JADE TEEN (NCT03796676), JADE COMPARE
(NCT03720470), JA O, T03915: , JADE DARE T0434536 ials.@Ratients who did hieve an. GA sco 0(c or 1 (almost clear) with a >2-grade improvement from baseline and >75% improvement from baseline in EASI after
12 weeks of treatme t rocitinib cludes patients who regeivi ei ose of abrociti 00 r. 10! in J EXTEND after receiving placebo in a phase 3 placebo-controlled trial (MONO-1, MONO-2, COMPARE, TEEN, MOA)
or dupilumab in JAD E or JADE DARE, as as patients who first receive ro ib in a qualifyini sg 3t ";; tie e open-label run-in iod who were considered responders (IGA score of 0 [clear] or 1 [almost clear] with a >2-
grade improvement fr ine and 275% vel om baseling in EASI) after eel treatment wi rocitinib 200 m reliandomly assigne treatmen with abrocitinib 200 mg, abrocitinib 100 mg, or placebo. dPatients who
experienced a flare (25 Week 12 EASI res sea ew IGA score 22’during the maintenance perio E r week open-|abel rescue period (abrocitinib 200 mg + topical medicated treatment).
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712 to <18 years (n=490)

40 to <65 years (n=811)

asIe.Iine Age Categories

275 years (n=31)

18 to <40 years (n=1595) 65 to <75 years (n=123) IR (95% CI) n (%)
: Py 1.43 (0.78-2.40) 14 (2.9)
. Ser!ous — 2.19 (1.66-2.84) 57 (3.6)
infections Py 2.91(2.09-3.95) 41(5.1)
— : - - ® 5.83 (2.91-10.44) 11 (8.9)
PY were numerica - O 2.30 (0.06-12.79) 1 (3.2)
o S —— 1.88 (1.11-2.96) 18 (3.7)
older versus yOUI’I@I’ patle Y —8— 3.30 (2.63-4.09) 84 (5.3)
. All HZ R N— 5.33 (4.17-6.71) 72 (8.9)
‘\ ® 6.18 (3.09-11.06) 11 (8.9)
N - o 5.04 (0.61-18.19) 2 (6.5)
" - 0.00 (0.00-0.37) 0 (0.0)
\ Malignancy |e- 0.15 (0.04-0.39) 4 (0.3)
; | . o 0.35(0.11-0.81)  5(0.6
e The sample size was very snia \‘ excluding NMSC " SNt L) iR
; Y 2.30 (0.06-12.80) 1 (3.2)
for the >75 years of age % - 0.10(0.00-057)  1(02)
category, resulting in large Cls MACE* e e
® 1.58 (0.33-4.63) 3 (2.4)
o 2.29 (0.06-12.77) 1(3.2)
@ 0.10 (0.00-0.57) 1(0.2)
. 0.04 (0.00-0.21)  1(0.1)
| VTEP | @~ 0.42 (0.15-0.91) 6 (0.7)
= 1.06 (0.13-3.81) 2 (1.6)
Data for IRs for serious and Severé\ AL g_‘ 2;33 {gjggiﬁj;f?; 3 (‘3_'3,’
leading to study discontinuation, ang @ 0.08 (0.01-0.27) 2 (0.1)
deaths for both the consistent? and W © Deaths "‘ ° gﬂ Eg.g;:g.:;; i (((3);}
variable-dose cohorts are shown in the @ 2.29 (0.06-12.77) 1(3.2)
supplementary material (yia the QR ¢ : : : : : : : : . . .
the end of the presentatioh ‘ 0 5 4 6 8 10 12 14 16 18 20
_ IR, number of patients with events per 100 PY
‘ - " R
AE, adverse even \ ACE, major cardiovasculagevents; NMSC, nonmelanoma skin cancer, VTE,jvenous thromboembolism. 21 event of MACE was reported in a 16-year-old Asian male patient
with ongoing AD, g¢ i (treated with febuxosta brocitinib 100°Mg group; an ipcidental finding of slight laélinar white matter degeneration on the right ventricle was adjudicated as
an ischaemic strokel owreport of clinicalisyndron “e stroke; there was no suspicion of stroke, and the event was not considered serious.

b1 nonfatal pulmon \S“.
bolism, including'e
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patients aged 26 _' “’b
risk factors than those aged ¢
years and without CV rj 'V.Q‘.

v

—@— <65 years, no CV risk factors (n=1620)
—S— 265 years, no CV risk factors (n=34)

—ak— <65 years, 21 CV risk factors (h=1276)
—Z&— 265 years, = 1 CV risk factors (n=120)

line Age Categories and CV Risk Factors

Risk factors included smokig ' " |
diabetes mellitus, hypertens f

baseline HDL cholesterol <40/mi f J_‘
baseline LDL choleste ol >13 ki /! /
rheumatoid arthritis, ahahGAl /)

0 History of CAD i | ‘

revascularizatia
artery bypass gfa
infarction, cardiag
angina, or agute

ipoprotein;

LDL, low-densit

“»A

T .
ipoprotein. 'ﬂ\ . h i,

d

IR, number of patients with events per 100 PY

dby 0, 21, ¢ 72
m, at the end of the presentation)

IR (95% CI) n (%)
i —o— 1.83 (1.37-2.40) 52 (3.2)
S

lnfe:::::: © 1.86 (0.05-10.35) 1(2.9)
—— 2.79 (2.13-3.59) 60 (4.7)
- pay 6.17 (3.08-11.04) 11 (9.2)
—— 3.33 (2.68-4.08) 92 (5.7)
o 8.13 (2.22-20.82) 4 (11.8)
All HZ — 392 (3.12-4.87) 82 (6.4)
[ | A 534 (2.44-10.14) 9 (7.5)
'Malignancy ® 0.07 (0.01-0.25) 2 (0.1)
ex:-?ludlrfy © 3.96 (0.48-14.31) 2 (5.9)
9 A 032 (0.13-0.66) 7 (0.5)
NMSC A 1.68 (0.35-4.90) 3 (2.5)
L g 0.17 (0.06-0.41) 5(0.3)
' o 1.86 (0.05-10.38)  1(2.9)
MACE ren 0.27 (0.10-0.60) 6 (0.5)
. A 1.67 (0.35-4.89) 3 (2.5)
0.10 (0.02-0.31) 3(0.2)
g 0.00 (0.00-6.85) 0 (0.0)
VTE . 0.23 (0.07-0.53) 5 (0.4)
—A———————— 1.12 (0.14-4.03) 2(1.7)
» 0.07 (0.01-0.25) 2(0.1)
? 0.00 (0.00-6.85) 0 (0.0)
Deaths & & 0.14 (0.03-0.40) 3(0.2)
= 2.79 (0.90-6.50) 5 (4.2)

2 4 6 8 10 12 14 16 18 20 22

onalydata for IRs forfAESIs stratified by baseline age (including patients aged <50 or
CV risk factors are shown in the supplementary material
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r AESIs by )IRisk Scores at Baseline
| » AL\ &\ \
se cohart, ‘ erall er in patients with intermediate or high ASCVD risk scores than

ASCVD risk scores

ine scox |
5 TR ﬁCVD Risk Score
N\ § NEW |5

._ — - . : Low: <5%
o _ Low Borderline Intermediate
. - _ ~ Borderline: >5 to <7.5%
M (n=2448) (n=129) (n=224) Intermediate: >7.5 to <20%

Serious infections n (%) 92 (3.8) 7 (5.4) 14 (6.3) High: >20%

IR (95% Cl) | 2.18 (1.76-2.68) 3.12 (1.25-6.43) 3.90 (2.13-6.54)
All HZ n (%) » 143 (5.8) 8 (6.2) 18 (8.0) ASCVD risk scores were

IR (95% Cl) 3.49 (2.94-4.11) 3.64 (1.57-7.16) 5.26 (3.12-8.32) calculated based on
Malignancies n (%) 4 6(0.2) 0 5(2.2) sex, age, race, SBR DBP
(excluding NMSC) IR (95 0.14 (0.05-0.31) 0.00 (0.00-1.62) 1.39 (0.45-3.23) total cholesterol, HDL

" cholesterol, LDL

MACE n (%) 14(0.2) 1(0.8) 4 (1.8) ' -

IR (95% ¢I) |/ /o (0.03-0.24) 0.44 (0.01-2.44) 1.10 (0.30-2.82) cholesterol, medication

use, diabetes mellitus

VTE n(ve) | 6 (0.2) 1(0.8) 2(0.9) (yes/no), smoking

IR¥95 I ’ 0.14 (0.05-0.31) 0.44 (0.01-2.44) 0.55 (0.07-1.98) history (yes/no),
Deaths n (%) T, 1 3(0.17) 1(0.8) 2 (0.9 hypertension history

VR 5 ' | 0.07 (0.01-0.21) 0.44 (0.01-2.44) 0.55 (0.07-1.98) (yes/no)
N 2 N @
a _ . - =
o "‘Eﬁf DBP, diastolic blo re; SBP, systolicsblo eslsure. | IRs are per 1 s. . ® @
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% n IRs for AESIs_ n Patien s [ith/AD in Population-Based Cohort Studies

. In the&mstent dose cohort,
] ies of patlents

Patients With Events/100 PY Danish Cohort1.2 Kaiser Cohort2-4 THIN Cohort2:5.6

Abrocitinib Abrocitinib e - _ -
Patients With Events/100 PY 100 mg 200 mg - ﬁ'i’;;s'g"'b (L=t st ) (slpihe])
92 (1.1)

N=1053 N=1997 MACE 367 (2.1)
n (%) 0.26 (0.24-0.29) 0.26 (0.21-0.32) 0.64 (0.63-0.64)

22,810 (3.6)

MACE )

n (%) 6 (0.6) 9(0.5) 15 (0.5) iR Ll

IR (95% Cl) 0.30 (0.11-0.65) 0.28(0.13-0.52)  0.28(0.16-0.47) |[NPSIEEEFEE NA 70 (0.9) 15,872 (2.5)

Nonfatal VTE n (%) 0.14 (0.12-0.16)" 0.2 (0.15-0.25) 0.4 (0.43-0.45)

n (%) 1(0.1) 9 (0.5) 10 (0.3) IR (95% CI)

IR (95% Cl) 0.05 (0.00-0.28) 028(0.13-052)  0.19(0.09-035) VIR SR s

Malignancies (excluding NMSC)

NMSC) n (%) NA 156 (1 9) 29,585 (46)

n (%) 3(0.3) 1106) 14 (0.5) IR (95% Cl) 059 (0.54-0.64)> 044 (038-0.51)c  0.83(0.82-0.83)

IR (95% ClI) 0.15(0.03-0.43) 0.34 (0.17-0.60)2 0.26 (0.14-0.44) Danish Cohort A population-based cohort study of Danish individuals aged >12 years
(B ] (2000-2018)1.2 with >1 diagnosis of AD (all severities)

aln addition, there was 1 event in the abrocitinibi200 mg group,'ga adenocarcinoma, whichioccurred ea

period and symptoms were present priorito taking study treatment. ThEIR in‘the 200 mg group, € A . .

0.31/100 PY (95% Cl, 0.15-0.56). bIn adult patients with overall risk'factorsfor malignancy: 11.41 (95% CI, 98313, PY Kaiser Cohort A retrospective US cohort study of the Kaiser Permanente Northern

for adult patients with a history of malignancy (e ‘ ding NMSC/cervical cancerlR for adult patients witho ? i (2007-2018)34 California health plan members aged >12 years diagnosed with

malignancy: 0.44 (95% Cl, 0.40-0.48).% <Exgludes and cervical carcinomay .IR,0.51 (95%% moderate-to-severe AD. Eligibility criteria of this study were selected to

adult patients with a history of malignanay/|(excl e NMSC/ rvical cancer).1/Egeberg A et al. Presente t Revolutionizi mirror the population of patients with moderate-to-severe AD from

Atopic Dermatitis (RAD) Virtual Conference o 3. Poster 534. . 2. Data ile. Pfizer Ing;; NQ k NY, recent AD clinical trial programs

3. Hedderson MM et al. PLoS One. 202;1 ¥ : ) . dd son MM etal. B pen. 20231 3: e071T7 Wan
. BrJ Dermatol. 2023;189(1):53-61.6. WaRJ Al 310381323 : A retrospective UK cohort study of individuals (all ages) with mild-to-
3 : severe AD. Data shown are for individuals aged >18 years
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2ty 3 Iz/ using data with more than 7000 PY of exposure in patients

anageable long-term safety profile, consistent with the
%

\f

?:

eraIIy reflected those observed in real-world studies of

previously reported
e There were no new safe

« Rates of AESIs, including Se
deaths, tended to be hlgh
ASCVD risk scores -

* Rates of AESIs in patient 4?|th br

ard|ovascular events, such as MACE and VTE, and
'/ risk factors and in patients with intermediate and high

}.f,- t' tS ,

patients with AD
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