CONCURRENT ADMINISTRATION OF IVERMECTIN 1% CREAM WITH BRIMONIDINE 0.33% GEL IMPROVES EFFICACY AND TOLERABILITY IN THE TREATMENT OF MODERATE TO SEVERE ROSACEA
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INTRODUCTION ‘ Figure 1. Investigator Global Assessment Success (ITT-LOCF) ‘ ‘ Figure 2. Clinician Erythema Assessment at Week 12/hour 3 (ITT-LOCF) ‘ RESULTS

* Rosacea is often characterized by persistent centrofacial erythema and recurrent A) At Week 12/hour 3 ™ 23 0 0 rc Subject Disposition
inflammatory lesions. 0] 4 Amos @ 558" ] - . . . . .
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ol " 12 - * Subjects were predominantly Caucasian (91.1%) and female (72.1%), with a mean
respectively in multple studies 2 gn = A St age of 495y and a history of chronic rosacea >35 y (70%)
* The maximal effect of BR on erythema is observable around 3 hours after application. 2. ( 3j835) £ " =07 i 9 =Y Y Y ’
« The obijective was fo evaluate the efficacy, safety, and patient satisfaction of IVM 2 i Q1 :—",,_’ © Efficacy
in combination with BR (IVM+BR) versus their respective vehicles in subjects with 5 = 5 * Atweek 12 hour 3, the fotal combined active group receiving the combination of IVM
moderate fo severe rosacea. & S 0 " o + BR showed superior efficacy (IGA success 0/1) compared to vehide (55.8% vs.
2 56 Success veess 36.8%, P = .007; Figure 1A).
METHODS n 2% 2 : Jor * AnadvantageforpatientsreceivingBRfromday 1 wasobserved, withthe VM -+BR/12W
Vs subgroup showing superior efficacy (61.2% vs. 36.8%, P = .003) at the end of the
Study Design 10 10 study and early onset compared to vehicle (Figure 1B).
* This multicenter, randomized, double-blind, vehicle-controlled, and parallel group w2y 0 Vohides VW1 BR/BWeoks VA £ BR/12 Weols * 1GA change was statistically significant to vehicle in the IVM-+BR/12W group from
comparison study included subjects with moderate to severe rosacea (Investigator <

Global Assessment [IGA] =3, scale 0-4), characterized by persistent diffuse moderate
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B) Percent of Subjects Achieving Success with VM +BR/12W, IVM-+BR/8W, or Vehicle

Figure 3. Percentage of Subjects with 100% Reduction in Inflammatory

week 4 onwards (22.4% at week 4; Figure 1B).

At week 12, comparison of the effect of BR before and 3h after application showed
that, in the IVM+BR/12W subgroup, the success rate almost doubled (from 32.7%

to severe erythema (Clinician Erythema Assessment [CEA] =3, scale 0-4) and :
inflummutoryylesions }15-70 pupultes/pustules). (N ) R Lesion Count (ILC) at Hour 3 Week 12 (ITT-LOCF) to 61.2% at hour 0 and hour 3, respectively; Figure 1C).
Treatments Ilﬁii’é%f«vié'éviﬁﬁl, P 18 * Improvements in the IVM+BR/12W and IVM+BR/8W subgroups compared to the

* Subjects were randomized 1:1:2 into 2 active and 1 double-blind vehicle group.
* VM + BR active treatment groups:
- Once-daily IVM and once-daily BR for 12 weeks (IVM-+BR/12W subgroup; n=49)
- Once-daily IVM for 12 weeks and once-daily BR vehicle for 4 weeks followed by
once-daily BR for the remaining 8 weeks (IVM~+BR/BW subgroup; n=46)
« Vehicle group:
- Once-daily IVM vehicle and once-daily BR vehicle for 12 weeks (vehicle group, n=95).
 Adaily skin care regimen of gentle dleanser, moisturizing lotion, and facial moisturizer
with SPF 15 sunscreen was recommended and provided according to established
guidelines.**
Efficacy and Safety Endpoints

* Primary endpoint of IGA success (0/1, clear/almost clear) on a 5-point scale at week
12, 3 hours after BR application.
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vehicle group were also observed for CEA (P < 0.015; Figure 2)

After 12 weeks of treatment, 16.3% of subjects in the VM +BR/12W group had 100%

reduction in inflammatory lesion count (P = .015 compared to vehile; Figure 3).

A trend towards higher efficacy was observed in the IVM-+BR/12W compared to the

IVM-+BR/8W subgroup for both corr ing the additive effect of BR

when taken concomitantly with IVM treatment.

Subject Reported Outcomes

* The subject global improvement of rosacea rate of excellent and good improvement
was 77.7%, 66.7%, and 55.2% in the IVM+BR/12W, IVM+BR/8W, and vehicle
groups, respectively.

Safety

* Only 8 treatment-related AEs in 6 subjects (3.2%) were reported; none were serious
o severe.
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