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INTRODUCTION 75% Improvement or More From Baseline in Eczema Area and Severity Index Response at Week 12
* At week 12, the proportions of patients achieving =75% improvement from baseline in EASI (EASI-75) response were greater with abrocitinib than with placebo, regardless of prior use
* Treatment guidelines for moderate-to-severe atopic dermatitis (AD) include systemic immunosuppressants, such as cyclosporine and methotrexate, and dupilumab, a fully human of biologic therapy (Figure 3)
monoclonal antibody that inhibits interleukin (IL)-4 and IL-13 cytokine-induced responses’
* Although dupilumab has shown efficacy in moderate-to-severe AD, less than half the patients who received dupilumab with or without concomitant topical corticosteroids in phase 2b Figure 3. EASI-75 Response in Bio-Naive and Bio-Experienced Patients at Week 12
and phase 3 trials achieved clear or almost clear skin®* : .. ! i i
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* Abrocitinib, an oral once-daily Janus kinase 1-selective inhibitor, is approved for the treatment of patients with moderate-to-severe AD>® 100% - :
* Itis unknown whether abrocitinib is an appropriate treatment option for patients who did not respond to previous treatment with a biologic agent (eg, dupilumab) 65%
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* To evaluate, in a post hoc analysis, whether prior treatment with biologic therapy affects response to abrocitinib &= 43% 35%
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* Data from the phase 2b (NCT02780167)" and phase 3 JADE MONO-1 (NCT03349060) and MONO-2 (NCT03575871) studies were pooled and evaluated separately from the 3 20% - 13%
phase 3 JADE REGIMEN open-label induction phase (NCT03627767)' (Figure 1) o .
* No formal hypothesis testing was done 0% 24/189 141/330 206/330 872/1141 i 1/14 10/29 15/23 55/86
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Fi 1. Studv Desi Placebo Abrocitinib Abrocitinib Abrocitinib Placebo Abrocitinib Abrocitinib Abrocitinib
Igure 1. Study Design 100 mg QD 200 mg QD 200mgoLQD | 100 mg QD 200 mg QD 200 mg OL QD
Pooled Monotherapy Study Design JADE REGIMEN Study Design Pooled Monotherapy JADE REGIMEN Pooled Monotherapy JADE REGIMEN
Eligibility Criteria g A EASI-75, 275% improvement in Eczema Area and Severity Index; OL, open label; QD, once daily.
Phase 2b (12-week dosing) : Adolesce.nt il 12-Week.0pen-l._abel 40-Week Malnten.ance FoIIov.v-Up Study participants with missing responder data were considered nonresponders.
e __ adult patients Induction Period Treatment Period Period
Eligibility Criteria Abrocitinib 10 mg (212 years) with | 1 | .
 Adults (18-75 years, phase 2b) p—— AD 21 year { \If \( \ Safety Profile
and adolescent and adult patients » Moderate-to-severe : - Abrocitinib 200 mg QD (n=266) THESEN_. . L. : : . : . . . :
(212 years, JADE MONO-1 f AD (defined as Screening: 5 A mg QD (n=266) * The safety profile of abrocitinib in bio-naive and bio-experienced patients was consistent with the safety profile observed in pivotal trials’? (Table 2)
and MONO-2) with AD 21 year affected body Medicated topical 200 mg QD Abrocitinib 100 mg QD (n=255) = SEEEEEEEEEEEE ] ]
- Moderate-to-severe AD Abrocitinib 200 mg surface area 210%, edicated topica Vo Table 2. Adverse Events® in Pooled Monotherapy Trials and JADE REGIMEN
(defined as affected body IGA =3, EASI =16, washout period: NErTE Py Placebo QD (n=267) = |EEEEEEEEEE
surface area 210%, IGA 23 2 PPNRS" 34 3 day: ot , ' S0 Naive Sio-Experienced
EASI 216 [212 in phase 2b], b M - Inadequate response | :
and PP-NRS# 24 [JADE JADE MONO-1 and MONO-2 | | et lGlEEREEne T f ' | | JADE JADE
MONO-1 and MONO-2 only]) (12-week dosing) - |t el Day 1 Week 12 12-Week Rescue Week 52 Week +4 Pooled Monotherapy REGIMEN Pooled Monotherapy REGIMEN
* Inadequate response or — : or need for systemic ] -
intolerance to topical medication Abrocitinib 100 mg iheranviiolcontrolAb Treatment Period : : L. o o e - o
+ Need for systemic therapies for Py Patients Experiencing Flare® : : Abrocitinib Abrocitinib Abrocitinib Abrocitinib Abrocitinib Abrocitinib
S N Abrocitinib 200 mg Randomization of 200ng .Ql?ﬁ?rocitir!ib + 100 mg 200 mg 200 mg Placebo 100 mg 200 mg 200 mg
Responders® e Treatment jf Study n=334 n=338 n=1147 n=14 n=30 n=23 n=86
1:1:1 (N=798)
Patients with AE, n (%) 109 (56) 225 (67) 245 (73) 763 (67) 8(57) 21(70) 17 (74) 57 (66)
AD, atopic dermatitis; EASI, Eczema Area and Severity Index; IGA, Investigator’s Global Assessment; PP-NRS, Peak Pruritus Numerical Rating Scale; QD, once daily. Patients with SAE, n (%) 6 (3) 11(3) 9 (3) 18 (2) 0 (0) 2(7) 0 (0) 2(2)
°© Regeneron Pharmaceuticals Inc. and Sanofi (2017). '
°Definition of flare was the loss of response associated with decrease of at least 50% in EASI response at week 12 and IGA score =2. Patients with severe AE, n (%) 16 (8) 21 (6) 15 (4) 35(3) 0 (0) 3(10) 0 (0) 3 (4)
“Topical therapy was permitted only during the rescue period and consisted of topical corticosteroids, calcineurin inhibitors, and crisaborole.
dResponder criteria at week 12 were defined as an IGA score 0/1 with =2-point reduction from baseline and =75% improvement from baseline in EASI. Patients discontinued from study due to AE,° n (%) 25 (13) 22 (7) 21 (6) 46 (4) 1(7) 5(17) 1(4) 4 (5)
RESULTS AEs occurring in 22% of abrocitinib-treated
participants in pooled or REGIMEN data sets, n (%)
Demographics and Patient Baseline Characteristics Acne 0(0) 3 (1) 13(4) 62 (5) <2% <2% <2% 6(7)
* The analysis comprised 2012 bio-naive patients and 153 patients previously treated with biologic therapy Atopic dermatitis 31(16) 30(9) 19(6) 42 (4) 1{7) 7(23) 2(9) > (6)
* Overall, bio-experienced patients were older than those who were bio-naive (Table 1) Diarrhea >(3) 6(2) 1143) 27(2) 1{7) 0(0) 1{4) > (6)
Headache 6 (3) 25 (8) 27 (8) 109 (10) 0 (0) 1(3) 3(13) 10(12)
Table 1. Demographics and Patient Baseline Characteristics of the Bio-Naive and Bio-Experienced Subgroups Nasopharyngitis 17 (9) 51 (15) 30 (9) 73 (6) 1(7) 2 (7) (26) 4(5)
Bio-Naive Bio-Experienced Nausea 4 (2) 25 (8) 55 (16) 181 (16) 0 (0) 2 (7) 5(22) 18 (21)
JADE JADE Upper abd?mmal pain | | 0 (0) 1(0.3) 8 (2) 31(3) 0 (0) 2 (7) 1(4) 2(2)
Pooled Monotherapy REGIMEN Pooled Monotherapy REGIMEN Upper respiratory tract infection 11(6) 25 (8) 20 (6) 59 (35) 1(7) 3(10) 1(4) 4(5)
Abrocitinib Abrocitinib Abrocitinib Abrocitinib Abrocitinib Abrocitinib AE, adverse event; SAE, serious adverse event.
Placebo 100 mg 200 mg 200 mg 100 mg 200 mg 200 mg ‘Data up to 28 days after last dose of study. o o
n=194 n=333 n=338 n=1147 n=30 n=23 n=86 Patients whose AE record indicated that the AE caused the individual to be discontinued from the study.
Age, mean = SD,y 35.0+15.0 355%+159 33.9+16.6 31.1+£14.8 38.2+13.9 41.8 = 14.2 38.1x12.7 37.3+x15.2 CONCLUSIONS
Women, n (%) 87 (45) 144 (43) 156 (46) 504 (44) 5(36) 7 (23) 8 (35) 45 (52)
* In this post hoc analysis, both the efficacy and the safety profiles of abrocitinib were consistent in patients with moderate-to-severe AD, regardless of prior biologic therapy use
Duration of disease, mean = SD, y 23.7 £ 15.1 23.1x16.0 21.7£15.0 20.0=14.2 20.8 = 16.8 32.3x15.6 27.1£15.8 27.9 175 : : : : : :
* Analysis of previous biologic use did not reveal any new safety signals
%BSA, mean = SD 46.8 +22.3 48.3 + 22.3 47.2 + 23.6 48.3 £+ 21.5 33.6 +14.5 51.4 +245 46.9 £+ 25.6 47.9 +23.0 * Akey limitation of this analysis is its post hoc nature
IGA score of 4, n (%) 73 (38) 125 (38) 118 (35) 464 (41) 5 (36) 13 (43) 13 (57) 40 (47) * Results of this post hoc analysis support the use of abrocitinib in patients with moderate-to-severe AD who might have received prior biologic therapy
* Confirmation of these findings in a large, prospective, long-term study is warranted
EASI, mean = SD 27.9+121 | 293%124 | 288=133 | 31.0+122 | 241%67 | 29.6%106 | 315150 | 31.0+13.0 2 9, Prosp 2 Y
%BSA, percentage of body surface area; EASI, Eczema Area and Severity Index; IGA, Investigator’'s Global Assessment. REFERENCES
°
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Flgure 2.1GA Responsea in Bio-Naive and BlO'EXPe”enced Patients at Week 12 5. Cibingo (abrocitinib) tablets. Prescribing information. Pfizer Inc.; January 2022. 10. Blauvelt A et al. JAm Acad Dermatol. 2022;86(1):104-112.
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