Cassiopea Announces FDA Acceptance of its New Drug Application
for Clascoterone Cream 1%, the First New Mechanism of Action for
Acne in Nearly 40 Years

Lainate, Italy – November 08, 2019 - Cassiopea SpA (SIX: SKIN), a specialty
pharmaceutical company developing and commercializing prescription drugs with novel
mechanisms of action (MOA) to address long-standing and essential dermatological
conditions, announced today the U.S. Food and Drug Administration (FDA) has accepted
for review the New Drug Application (NDA) for clascoterone cream 1%. Cassiopea is
seeking marketing approval for clascoterone cream 1% for the treatment of acne. The FDA
has set August 27, 2020 as the Prescription Drug User Fee Act (PDUFA) action date.
Clascoterone, a new chemical entity, is a proposed first-in-class topical androgen
receptor inhibitor under FDA review for the treatment of acne (in a 1% cream) and in late
stage development for the treatment of androgenetic alopecia (in a higher strength
solution) in males. Although clascoterone’s exact mechanism of action is unknown,
laboratory studies suggest clascoterone competes with androgens, specifically
dihydrotestosterone (DHT), for binding to the androgen receptors within the sebaceous
gland and hair follicles. Because of clascoterone’s likely local effect at the site of
application, the risk of off-target, or systemic side effects, is minimized.
Clascoterone cream 1% targets androgen receptors at the site of application, inhibiting the
local (skin) effects of DHT a key driver of acne lesion development. Laboratory studies
show that clascoterone inhibits lipid production from cultured oil producing cells
(sebocytes) and reduces proinflammatory cytokines, mediators influenced by androgens.
Thus, pathways that foster acne lesion development appear to be disrupted by
clascoterone at the site of application. Unlike oral hormonal therapies for acne, it may
potentially be used in both male and female patients.
Last year, Cassiopea announced topline results from two pivotal phase III clinical trials for
clascoterone cream 1%, demonstrating highly statistically significant improvements for all
primary clinical endpoints. No treatment-related serious adverse events among patients
were recorded during the trials; local skin reactions, if present, were similar to vehicle and
predominantly classified as mild. Safety results, announced earlier this year, were
confirmed in an open-label safety study for a treatment period of up to one year, with an
expanded drug application surface area that included both the face and trunk. The
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extended duration and coverage of the topically applied drug did not increase the incidence
of significant side effects.
“We look forward to working closely with FDA during the review process. If approved,
clascoterone cream 1% will be the first new mechanism of action in the treatment of acne
in nearly 40 years, offering dermatologists and patients a new and effective therapeutic
alternative,” said Diana Harbort, CEO of Cassiopea. She added, “We are committed to
finding a way to treat acne that addresses the root causes of the condition.”
About Cassiopea
Cassiopea is a specialty pharmaceutical company developing and commercializing prescription drugs with
novel mechanisms of action (MOA) to address long-standing and essential dermatological conditions,
particularly acne, androgenetic alopecia (or AGA) and genital warts. Cassiopea is investing in innovation that
is driving scientific advancement in areas that have been largely ignored for decades. The portfolio comprises
four unencumbered clinical candidates, for which Cassiopea owns the worldwide rights. Once approved, the
Company plans to commercialize the products directly in the U.S. and partner the products for countries
outside of the US. For further information on Cassiopea, please visit www.cassiopea.com.

About Clascoterone
Clascoterone, a new chemical entity, is a proposed first-in-class topical androgen receptor inhibitor under
U.S. Food and Drug Administration (FDA) review for the treatment of acne (in a 1% cream) and in late
stage development for the treatment of androgenetic alopecia (in a higher strength solution) in males.
Although clascoterone’s exact mechanism of action is unknown, laboratory studies suggest clascoterone
competes with androgens, specifically dihydrotestosterone (DHT), for binding to the androgen receptors
within the sebaceous gland and hair follicles. Because of clascoterone’s likely local effect at the site of
application, the risk of off-target, or systemic side effects, is minimized.
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Some of the information contained in this press release may contain forward-looking statements. Readers are cautioned that any such
forward-looking statements are not guarantees of future performance and involve risks and uncertainties, and that actual results may
differ materially from those in the forward-looking statements as a result of various factors. Cassiopea has no obligation to publicly
update or revise any forward-looking statements.
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