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Introduction and Study Design

Geborrheic dermatitis (SD) is a chronic inflammatory skin condition that may cause physical discomfort and emotional burden for patients!? \
*  SDis characterized by erythematous, scaly plaques, with a yellowish, oily, moist, and/or greasy appearance and affects areas with abundant
sebaceous glands 34

Topical treatments include antifungals, steroids, immunomodulators, and dandruff shampoos,3* but efficacious and safe options are needed,
especially for long-term use

Roflumilast is a potent, nonsteroidal, PDE-4 inhibitor being investigated for once-daily treatment of several dermatologic conditions,” including SD

\A phase 2, 8-week study investigated using roflumilast foam 0.3% once-daily for the treatment of SD. J
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BSA: Body Surface Area; IGA: Investigator’s Global Assessment; QD: once daily; WI-NRS: Worst Itch-Numeric Rating Scale
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Roflumilast Foam 0.3% Demonstrated Significant and

Rapid Improvement in SD, Redness, Scaling, and Itch

Primary Endpoint

Patients Achieving IGA Success at Each Visit (mITT)
IGA Success = Clear or Almost Clear with at least a 2-grade improvement from baseline

Patients Achieving Erythema Score of 0 (“None”) at Each Visit (mITT)
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mITT: all randomized patients except those who missed the week 8 IGA assessment specifically due to COVID-19 disruption
Presented at the American Academy of Dermatology Virtual Annual Meeting, April 23-25, 2021



Results: Safety

Rates of AEs were low Roflumilast 0.3%

Few treatment-related AEs were (::irsrzl)

reported Patients with any TEAE 37 (24.0) 13 (18.1)

Very few AEs lead to study Patients with any treatment-related TEAE 3(1.9) 3(4.2)

discontinuation Patients with any SAE 0(0.0) 0(0.0)
* Rates of discontinuation were similar Patients who discontinued study due to AE® 2 (1.3) 1(1.4)

between roflumilast and vehicle groups
No patients had a SAE

>99% of roflumilast-treated and >98%
of vehicle-treated patients had no

evidence of irritation on the Nasopharyngitis 3(1.9) 0(0.0)
investigator-rating of local tolerability

Most common TEAE (>2% in any group), preferred term
Contact Dermatitis® 3(1.9) 2(2.8)

Insomnia 3(1.9) 1(1.4)

3AEs leading to discontinuation for roflumilast were application site pain, migraine, dyspnea. In the vehicle group: application site

dysesthesia
bContact dermatitis was reported to be unrelated to treatment in all cases; 2 cases were reported as poison ivy rash

Data are presented for safety population. AE: adverse event; SAE: serious adverse event; TEAE: treatment-emergent adverse event. o
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Summary and Conclusions

Roflumilast foam 0.3% demonstrated significant improvement in IGA Success,
erythema, scaling, and itch

 The improvements in IGA Success were statistically significant at the first post-baseline
visit (Week 2) and continued through Week 8

e Roflumilast foam resulted in significant improvements in itch by Week 2
— ~80% of patients reported notable itch at baseline (WI-NRS = 4)

Rates of treatment-related adverse events, discontinuations due to adverse events,
and application-site pain were low and similar to vehicle

Once-daily roflumilast foam 0.3% provided safe, well-tolerated, and effective
treatment of erythema, scaling, and itch caused by seborrheic dermatitis, and
represents a promising novel treatment with early onset of action
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