LONG-TERM EFFICACY AND SAFETY OF BENZOYL PEROXIDE CREAM, 5%, PREPARED WITH MICROENCAPSULATION
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- If a patient was assessed as clear (IGA = 0) or almost clear (IGA = 1), he or she was
instructed not to apply E-BPO Cream, 5% and it was not dispensed. Erythema and Telangiectasia

- If a patient was assessed as mild, moderate, or severe (IGA = 2-4), E-BPO Cream, 5% was
dispensed, and the patient was instructed to apply the productdaily.
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« Facial erythema generally improved during the course of the study. There
was an increase from baseline to week 40 in the percentage of patients

- Patients were followed for up to 40 additional weeks in the extension and for up toa total with no or mild erythema (10.1% to 76.2%). The proportion of patients
of 52 weeks, including the time in the phase 3trial. with mild or no telangiectasia at baseline was 58.2% and this increased to

80.1% by week 40.
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ASSESSMENTS Rosacea Quality of Life Questionnaire Figure 2. Time to first oo -

. . i i retreatment o | Table 2. Adverse events o

Safety and Tolerablllty The results of the RosaQoL' questionnaire showed mean decreases 0% E-BPO Cream, 5% (n=535)
) i ) (improvements) from baseline to week 40/end of treatment for the total g 8% ] Concores
* Any adverse events (AEs)including local and systemic events. _ _ score (0.7), symptom subscale score (0.7), functional subscale score (0.4), A Kaplan-Meier analysis of £ ..., | 7 Censore AVTEAE
* Investigators’ cutaneous safety assessment rating (dryness and scaling) and patients’ local and emotional subscale score (0.8). time to first retreatment is % Fivers
tolerability assessments rating (itching and burning/stinging) on scales ranging from 0 (none) shown in Figure 2. § % Discontinued E-BPO Cream, 5% due toa TEAE
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to 3 (severe). Safety and Tolerability g o piscontinued from (he study due o a TEAE 40T
+ Physical examinations and recording of vital signs. « For each of the cutaneous safety and tolerability parameters, there were £ 0% 1 Severe _-
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- At each extension visit (baseline and weeks 4, 8, 12, 16, 20, 24, 28, 32, 36, 40/end of * 185 patients (34.6%) reported at least one treatment-related AE (TEAE) 1o | o om0 Not Related
study), patients were assessed using a 5-point IGA scale of rosacea severity. (Table 2). Most TEAEs were mild or moderate in severity and were not | TEAEs reported for >2% of patients
- Relapse was defined as the number of treatment-free days until the first retreatment and considered to be related to studytreatment. 010 20 30 40 50 60 70 80 €0 100 110 120 130 140 150 160 170 180 190 200 210 220 230 240 250 260 270 260 290 mr:r_esyiratory tractinfection

was calculated for each patient. Retreatment was initiated at the time of relapse. * No deaths were reported in the study. Treatment Free Days Until First Retreatment
- Erythema and telangiectasia (each score on a scale of 0-3). * 10 patients (1.9%) experienced serious AEs, none of which were
- Rosacea Quality of Life Questionnaire. considered to be related to studytreatment.

CONCLUSIONS
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cutaneous safety and tolerability with E-BPO Cream, 5% applied for up to 52 weeks in patients with rosacea.
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