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FIGURE 1. Treatment Success® at Week 12 in Participants With or Without Any Safety/Tolerability Events
(ITT Population, Pooled)

B Improved efficacy at week 12 was most associated with events of scaling, itching, and burning

SYNOPSIS

e Treatment success was higher for participants with scaling, itching, or burning events than for those without

CONCLUSIONS
events (Figure 3A)
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also experienced greater acne improvements at

® Topical treatment of acne—particularly with retinoids—often incurs a
transient period of dermal irritation characterized by erythema, scaling,
and other dermal changes'
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weeks 2, 4, or 8, though the pattern differed across safety events (Figure 3B)

B These events may reflect the same mechanisms of action by which

retinoids address acne pathophysiology, suggesting that cutaneous X - week 12 than those who did not experience
safety/tolerability symptoms early in treatment may be associated with g 60%1 55.0% m Efficacy differences between the 2 groups did not appear to be driven by differences in treatment compliance safety/tolerability events
later treatment efficacy = o » Compliance was slightly higher among participants with vs without any safety/tolerability events (93.5% vs : :
o : . . o 43.0% 90.4%) B Improved efficacy appeared to be most associated
B |n acne clinical trials, clindamycin phosphate 1.2%/adapalene 0.15%/ ‘T 40%. a7 _ - )
benzoyl peroxide 3.1% (CAB) gel demonstrated efficacy with 12 weeks E * However, compliance rates were lower in participants with itching, burning, or stinging events (90.6-91.7%) with events of ItChlng and burnlng
-dai i ici ienci o than participants without these events (93.0-93.2% .. .
of once dally. treatment, W|.th'sorne2|:_34art|apants experiencing an early, - particip ( 0) e Participants with these events had greater
transient period of dermal irritation FIGURE 3. Efficacy in Participants With or Without Specific Safety/Tolerability Events® .
i treatment success and IL reductions at week 12
n=411 n=188 (ITT Population, Pooled)
OBJECTIVE 0% _ — than those without these events, despite reporting
: , : : . With s/t events Without s/t events L i
B To determine whether efficacy of CAB gel is associated with / / A) Treatment success® at week 12 lower compliance rates
occurrence of cutaneous safety/tolerability events . 100% ] i icated sefet oo B These ﬁndings are consistent with the theory that
*Defined as >2-grade reduction from baseline in Evaluator’s Global Severity Score and a score of O (clear) or 1 (almost clear). Wrt " |‘cat.e safety/tolerabi Ityhévent 0 2o . . .
METHODS ITT, intent o treat; 1, safety/tolerabilty 0 Without indicated safety/tolerabliy event early instances of cutaneous irritation during topical
80% : ,
m CAB-treated participants who experienced any safety/tolerability event had significantly greater IL reductions acne treatment may reflect therapeutic mechanisms
® Data were pooled from two phase 2 (NCT03170388, NCT04892706) at week 12 (79.1% vs 72.3%; P<0.001) and numerically greater NIL reductions (73.1% vs 68.1%) than those R 1o of action’
and two phase 3 (NCT04214639, NCT04214652) double-blind, 12-week without events (Figure 2) £ sozw s13% o 49.1% — 49.6% % 18.4% 50.1% 51.7%
studies of participants with moderate to severe acne o At weeks 2, 4, and 8, IL/NIL reductions were significantly greater among participants experiencing any .§ = - =2 ® Given the importance of setting patient
m Efficacy endpoints included treatment success (percentage of cutaneous event than those without events (P<0.05, all £ 0% expectations of acne treatment, educating patients
. . . s . : . - . . o a
participants §ch|evmg >2-grade reduction from baseline in Evaluator’s FIGURE 2. Lesion Coun't Reductions Through Week 12 in Participants With or Without Safety/Tolerability Events on the link between ear|y, transient skin events and
Global Severity Score and a score of 0 [clear] or 1 [almost clear]) and (ITT Population, Pooled) 20% | . helo bol
least squares mean percent change from baseline in inflammatory (L) ong-term acne Improvements may help bolster
and noninflammatory lesions (NIL) at week 12 A) Inflammatory lesions oo L= AN | 437 Wi | 419 a7 L7l | 342 (74 | 432 treatment adherence and overall treatment
m Cutaneous safety/tolerability assessments of erythema and scaling BL Wk2 Wka Wk8 Wk12 ST el ttching Burning Stinging effectiveness
(investigator-assessed) and itching, burning, and stinging (participant- 0% -@- With s/t events (n=411) ... i ) .. i
assessed) were graded on a 4-point scale (O=none, 1=mild, el O~ Without s/t events (n=188) B) Reductions in inflammatory lesion counts through week 12 in participants with or REFERENCES

2=moderate, 3=severe) without specific safety/tolerability events

1. Thiboutot D and Del Rosso JQ. J Clin Aesthet Dermatol. 2013:6(2):18-24.

R
c .
3 £
e Tg Eryth Scal
H H H H n o - rythema caling . .
¢ Assessments of h.ypoplgrpentatlon and hyperpigmentation were 8 3 40% g e - v e e - 2. Stein Gold L, et al. Am J Clin Dermatol. 2022:23(11:93-104.
excluded from this analysis as there were no notable post-baseline 3 g ) 2 R @~ With erythera events (+=161) %R 8- With scaling events (n=179) 3. Stein Gold L, et al. J Am Acad Dermatol. 2023:89(5):927-935.
.ncreases s ‘-ll: 60% c g =O~ Without erythema events (n=437) =0~ Without scaling events (n=419) o .
! i o g £ 34.9% A 34.5% 4. Kircik LH, et al. Dermatol Ther (Heidelb). 2024;14(5):1211-1227.
. . .. . . © o :
< o C % 1 e 9 1% 4 0,
u 'greatn}ecrllt compllznce, i:ieflned as pa/rtlc]:pants mlsdsmg |_5 consecutive LY 80% ©.0 B g8 o N 40% e 52.3% AUTHOR DISCLOSURES
ays of dosing and applying 80-120% of expected applications, was o I SE et e . . .
y ) g_ ppY g P P PP ' -100%- el §§ it 7589 % ¥ T Steven R Feldman has received research, speaking and/or consulting support from
summarized using descriptive statistics IR 70.0% ~0 BMS, Eli Lilly and Company, GlaxoSmithKline/Stiefel, AbbVie, Janssen, Alovtech, vIv
@ O -80% -80% 1 -/U.U7 i 1 i ] 1 !
. . Q C _ [ * _ 0, . . . . . .
m Efficacy endpoints at week 12 were compared for CAB-treated B) Noninflammatory lesions - £ 77.4% At Therapeutics, Bristol-Myers Squibb, Samsung, Pfizer, Boehringer Ingelheim, Amgen,
. . . . s -100% -100%- i i ] i
participants who did not experience any safety/tolerability event at Dermavant, Arcutis, Novartis, Novan, UCB, Helsinn, Sun Pharma, Almirall, Galderma,
weeks 2, 4, or 8 (ie, no increase from baseline in any score) vs those O%B(L'\ Wk2 Wk4 Wk Wk12 Itching Burning Stinging Leo Pharma, Mylan, Celgene, Ortho Dermatologics, Menlo, Merck & Co, Qurient,
. . . i - BL Wk2 Wk4 Wk8 Wk12 BL  Wk2 Wk4 Wk8 Wk12 BL  Wk2 Wk4 Wk8 Wk12 - - - o
who experienced any safety/tolerability event (=1 point increase from 2 -Q-x:: s/'i e;/tents (: :11 11)88) L ok _— e Forte, Arena, Biocon, Accordant, Argenx, Sanofi, Regeneron, the National Biological
. . ~ Ithout s/t events (n= ~@- With itchi (n=128) =@~ With burni (n=257) ~@- With stingi (n=167) . . H
baseline in any score) £ d 20u- © BN SR, e N Corporation, Caremar, Telacoc, Eurofins, Infora, UpToDte, an the Nationl
€0 g = 7 -35.4% ’ -33.1% ’ -33.6% Psoriasis Foundation. He is founder and part owner of Causa Research and holds stock
(72]) 0
RESULTS § 8 -40% 88 40%] 53.8% -40% -52.0% 40% 1 52.7% in Sensal Health. Linda Stein Gold has served as investigator/consultant or speaker for
-39.9% -40.7% 9 . . . .
% g s 48.19 gé o & B 49*16 s ] '43425 . Ortho Dermatologics, LEO Pharma, Dermavant, Incyte, Novartis, AbbVie, Pfizer, Sun
. . . . = ChN -006. 1/ -/9.07 -/4.07 -76.5 . . . . .
® The pooled population included 599 CAB-treated participants, of ‘2 + it % % - . - ° Pharma, UCB, Arcutis, and Lilly. Emil Tanghetti has served as speaker for Novartis, Ortho
. .. -00. ° * -78.1% i i i ira:
whom 411 experienced any safety/tolerability event and 188 S 2 so%- i 31 o 814% -80.1% b Dermatologics, Sun Pharma, Lilly, Galderma, AbbVie, and Dermira; served as a consultant/
. s = wro. 170 -100%- -100% -100% clinical studies for Hologic, Ortho Dermatologics, and Galderma; and is a stockholder for
experienced no safety/tolerability events 5 o . ‘ e
Accure. Leon H Kircik has served as either a consultant, speaker, advisor or an investigator

B At week 12, over half of CAB-treated participants experiencing any
safety/tolerability event achieved treatment success compared with
43% of those without safety/tolerability events (P<0.01; Figure 1)
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*P<0.05, ***P<0.001.

BL, baseline; ITT, intent to treat; s/t, safety/tolerability; Wk, week.

*P<0.05, **P<0.01, ***P<0.001.

2Safety/tolerability events are not mutually exclusive; participants may have experienced more than one event.

®Defined as percentage of participants with >2-grade reduction from baseline in Evaluator’s Global Severity Score and a score of 0 (clear) or 1 (almost clear).
BL, baseline; ITT, intent to treat; Wk, week.
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