Long-term Safety and Efficacy of Roflumilast Cream 0.3% in Adult Patients With
Chronic Plaque Psoriasis: Results From a 52-Week, Phase 2b Open-Label Study
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| NTRO D U CTI O N Table 1. Baseline Disease Characteristics

Cohort 1 Total Cohort 2 Total Overall Total . o CO N C LU S I O N S
* Topical treatment options for chronic plaque psoriasis lack products that are safe with long-term usage, are well (n=230) (n=102) (N=332) Patients Achieving I-IGA Success
tolerated, and are used as single agents over the entire body BSA mean % 6.2 6.6 6.3 (IIGA = 0/1 plus a 2-grade improvement) . . . .
_ . S . o . ’ Cohort 2 e Patients with chronic plaque psoriasis
Boflumlla§t cream, a phos!cfhodlestera?e-éll (PD!E-4|) inhibitor t?at is more potent than other PDE-4 inhibitors,* is under PASI, mean 0 7.2 6.8 7.1 100 - (Naive)' need topical treatments that provide
mvestlgatlon as a once-dai Y, nonsteroida , toplca treatment tor pPSOriasis |GA score, n (/)) 9 - affactive control of psoriasis i
* In a phase 2b randomized, double-blind, 12-week trial of 331 adults with chrzonic plagque psoriasis, roflumilast cream ; EaITdC;St clear) 5? 825)2) 1(7) 2(13-60)7) 6: 2264)5) 20 low incidence of side effects that can
i i i mi : : :
once daily was found to be superior to vehicle cream and was well tolerated L B e e o e o 70 66.7 be used for long-term treatment
* This multicenter, open-label, 52-week study was also conducted to assess long-term safety of roflumilast 0.3% cream in (moderate) (67.8) (76.5) (70.5) ° 7 60.0 60.0 5.3 :
. . _ = Py — 15 (6.5) 7 (6.9) 22 (6.6) 4 60 : * |n this phase 2 long-term safety study,
patients with chronic plaque psoriasis : : : c flumilast : tigational
Intertriginous Involvement (I-1IGA >2) 2 50 - 42.9 rotfiumilast cream, an Investigational,
-IGA, n (%) & 40 - once-daily, nonsteroidal topical PDE-4
IVI ETH O DS 2 (mild) 19 (8.3) 12 (11.8) 31 (9.3) 30 - inhibitor, was well-tolerated with no
: y . 3 (moderate) 17 (7.4) 12 (11.8) 29 (8.7) 0 - new safety signals
Figure 1. Study Design 4 (severe) 2 (0.9) 0(0.0) 2 (0.6) 10 - — Rates of discontinuations due to
. . Baseline is defined as the last observation prior to the first dose of roflumilast cream in either the ARQ-151-201 or ARQ-151-202 study. ;
ROflumllaSt Cream 201 Phase Zb ROflumllaSt Cream 202 Phase 2 Long'term Safety BSA: body surface area; IGA: Investigator Global Assessment; I-IGA: Intertriginous Investigator Global Assessment; PASI: Psoriasis Area and Severity Index. 0 AEs and laCk Of Efflcacy S IOW
(NCT03638258)2 (NCT03764475) ‘?’eezkl;‘ V\(Ieelz(ol)z V\('ee'z‘o“;“ V‘(’eell‘:;s V\(Ieel1(55)2 « Durable efficacy was observed and
n= n= n= n= n= ] .
B Figure 3. Roflumilast Provided Durable Improvement in IGA the effect was malntaln-ed through
Roflumilast . o ) "Cohort 1 not shown because I-IGA added as study amendment and numbers of patients evaluated are very small at 52 weeks of treatment in this Iong-
- Patients Achieving IGA Success (IGA = 0/1 plus a 2-grade improvement) ;azlaé: t::leei);:nrn :)i(;”aercetae?n?/:t.baatsoer“gleoft?;lfst;g:strsn vevri]tth a severity of at least mild. term Safety study and up to 64 weeks
0.3% QD Combleted 100 last 0,39 - : e : | including the ph
ELIGIBILITY - omplete =3 Roflumilast 0.3% (201) B Roflumilast 0.15% (201) including the phase 2b study
: : 9 90 - i i 3% . - .. -
. Dlagn05|s.of = e StUd;I-ZZ(\)Nletehkrsough o Bl Vehicle (201) -l Roflumilast 0.3% (202) 94% of AEs were rated mild or moderate — Similar durablllty of effect was
aT Icastmildis - Sream ,  COHORT 1 (Rollovers) o * 97% of AEs were unrelated or unlikely to be related to treatment as observed in patients with
plaque psoriasis Roflumilast cream 0.3% QD 3 | : : : : i :
. Age 218 years '§ 0.15% QD °Q ENDPOINTS S 60 - determined by the investigator intertriginous area involvement
2 ) . . . .
S BRAC & - Primary: Safety g 50 * Rates of gastrointestinal and psychiatric AEs were low *  Once-daily roflumilast cream is a
Vehicle — Occurrence of TEAEs E 40 - * >97% of patients had no evidence of irritation per physician promising novel therapy for treating
Qb — Occurrence of SAEs 0 assessment at each visit plaque psoriasis
52 weeks * Secondary: Efficacy 20 - .
e . . . & s e alliness 10 - Table 2. Summary of AEs (Safety Population)
12 weeks - -
clear skin Time on treatoment ) 4 6 3 16 24 36 48 64 Cohort 1 Total Cohort2 Total Overall Total
ELIGIBILITY — Intertriginous-IGA clear TEAE, n (% n=230 n=102 N=332
_ _ or almost clear skin N 331 331 331 331 331 218 202 182 171 158 ( 0) ( ) ( ) ( ) R E F E R E N CES
: :Dlagtnos;(sj O]; at — PAS| | | | ) Patients with any TEAE 104 (45.2) 60 (58.8) 164 (49.4) 1. DongC, et al. J Pharmacol Exp Ther 2016;358:413-422.
p)esfriz:rs]ils fg)raaciue ) COHORT 2 (Naive) — BSA Study 2012 Study 202 - All patients received roflumilast 0.3% Patients with any 2. Lebwohl MG, et al. N EnglJ Med 2020;383:223-233.
least 6 h Roflumilast cream 0.3% QD 0 0 treatment-related TEAE 7(3.0) > (4.9) 12(3.6)
east 6 months  Among all rollover groups, IGA success was between 33% and 37%, and exceeded that observed among these ACKNOWLEDGEMENTS
* Age 218 years patients at Week 12 of the parent study Patients with any SAE 10 (4.3) 2 (2.0) 12 (3.6)
. o * This stud ted by Arcutis Bioth tics, Inc.
2-25% BSA* :\éli.n:npvit;?gz:;fg;:;;‘i:sa;z:rsr;eBniseIine is defined as the last observation prior to the first dose of ARQ-151 cream in either the ARQ-151-201 or ARQ-151-202 study. ) Any treatment-related SAE 0 (0) 0 (0) 0 (0) . ThIaSnSk l;oxtlj \:/;:hs:?nic;rsggatzrs I;C:dlihelﬁ Stz;??(fft;f;r ;:rtidpation §
: . the trial
*Excludes scalp, palms, soles Patients who discontinued 11 (4 8) ) (2 0) 13 (3 9) * We are grateful to the study participants and their families for their
: ' CA : . 0D- . : e : . QAF- cori : : - - - e | ; | time and commitment
BSA: body surface area; IGA: Investigator Global Assessment; QD: once daily; PASI: Psoriasis Area Severity Index; SAE: serious adverse event; TEAE: treatment-emergent adverse event. Flgur.e 4. The PI'Op.OI'tIOH Of Patients Wlth IGA status Of ‘Clear’ or ’Almost Clear’ Wlth Roflumllast Was T::;Jje\flin(':;lisgejel::wtitoh iEonset —_— e . . Vl\,riting SuIonrt|\Nas e by by Chrstin Means. o1, Al
R E S U LTS Con5|stent Over Tlme AE: adverse event; SAE: serious adverse event; TEAE: treatment-emergent adverse event. Biopharm Consulting LLC, and funded by Arcutis Biotherapeutics, Inc.
Patients Achieving IGA Success (IGA = 0/1 plus a 2-grade improvement) Table 3. Most Common AEs (>2% Overall)
. . . — 100 - Cohort 1 100 - Cohort 2
Figure 2. Patient Disposition 0 (Rollovers) 00 (Naive) Cohort 1Total Cohort 2 Total Overall Total
TEAE, n (%) (n=230) (h=102) (N=332)
( OveralN=332Enrolled | o o
verall, N= nrolle i
o 70 7 A .Upper. resp!ratory tract 14 (6.1) 8 (7.8) 22 (6.6)
Cohort 1 (n=230) + S 6o - X o infection/viral URTI
= Di ' , N=88 (26.5% 2 4] : : i
Galiei: 2 (=) ) FEBHIIRE) IR (P, c 50 - t 50 - Urinary tract infection 9(3.9) 4 (3.9) 13 (3.9)
Withdrawal: n=36 (10.8%) 2 20 4 207 348 S 40 - 40 s 36.7 39.5 -
Lost to follow-up: n=34 (10.2%) S 31.9 28.7 g Nasopharyngitis 8 (3.5) 5(4.9) 13 (3.9)
Lack of efficacy: n=3 (0.9%) 20 - 50 | 17.2 Sinusitis/chronic sinusitis 3(1.3) 6 (5.9) 9(2.7)
o AE: n=13 (3.9%) 10 - 10 - Hypertension/ E E
Completed Study Other: n=2 (0.6%) 0 | | | | | 0 | | | | | essential hypertension i) g 2(2.7)
n=244 (73.5%) Time on treatment Week16 Week24 Week36 Weekd48 Week64 Week4 Week12 Week24 Week36 Week52 ] 'E
(n=218) (n=202) (n=182) (n=171) (n=158) (n=99)  (n=95)  (n=87)  (n=79)  (n=81) Arthralgia 7 (3.0) 1(1.0) 8 (2.4) o -
i o =
[ High completion rate with low rate of discontinuations due to AEs or lack of efficacy ] * Of patients receiving roflumilast cream 0.3% in the parent trial who achieved IGA of clear/almost clear at 12 weeks Back pain 5(2.2) 2(2.0) 7(2.1) N »
and continued in the open-label trial, 66.7% achieved IGA of clear/almost clear at 64 weeks or their last visit Cough 4 (1.7) 3(2.9) 7 (2.1) S:Z?g%;izpi o
AE: adverse event. IGA: Investigator Global Assessment. AE: adverse event; TEAE: treatment-emergent adverse event; URTI: upper respiratory tract infection. this poster
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