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Forward Looking Statements
Ø

Ø

Ø

We make forward-looking statements in this presentation that are subject to risks and uncertainties. These forward-looking statements include
information about possible or assumed future results of our business, financial condition, liquidity, results of operations, cash flow and plans and
objectives. When we use the words “believe,” “expect,” “anticipate,” “estimate,” “plan,” “continue,” “intend,” “should,” “may” or similar
expressions, we intend to identify forward-looking statements.
Statements regarding the following subjects, among others, may be forward-looking: expectations regarding the successful development,
regulatory approval and commercialization of sofpironium bromide and our early stage product candidates; expectations regarding the results
and timing of results of clinical trials for sofpironium bromide and our other product candidates; expectations regarding the potential market size,
opportunity and growth potential for sofpironium bromide and our early stage product candidates; expectations regarding the degree of
physician and patient adoption and use of sofpironium bromide following approval, if received; our relationship with, and expectations of, our
product development partners; expectations regarding the safety and efficacy of our early stage product candidates; our cash position and ability
to obtain financing in the future on satisfactory terms or at all; our expenses and capital requirements; the timing or likelihood of regulatory
filings and approvals; the implementation of our business model, strategic plans for its business, product candidates and technology; the scope of
protection we are able to establish and maintain for intellectual property rights covering our product candidates and technology; our financial
performance; and developments relating to our competitors.
The forward-looking statements are based on our beliefs, assumptions and expectations of our future performance, taking into account all
information currently available to us. Forward-looking statements are not predictions of future events. These beliefs, assumptions and
expectations can change as a result of many possible events or factors, not all of which are known to us. If a change occurs, our business, financial
condition, liquidity and results of operations may vary materially from those expressed in our forward-looking statements. Furthermore, forwardlooking statements are subject to risks and uncertainties, including, among other things, those described in the definitive proxy statement on
Schedule 14A filed by Vical Incorporated on July 12, 2019, which can be accessed through the link to our Securities and Exchange Commission
("SEC") filings on our website (www.brickellbio.com) or at the SEC's website (www.sec.gov). Other risks, uncertainties, and factors that could
cause actual results to differ materially from those projected may be described from time to time in reports we file with the SEC, including reports
on Forms 10-Q and 8-K. Any forward-looking statement speaks only as of the date on which it is made. New risks and uncertainties arise over
time, and it is not possible for us to predict those events or how they may affect us. Except as required by law, we are not obligated to, and do
not intend to, update or revise any forward-looking statements, whether as a result of new information, future events or otherwise.
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Brickell (NASDAQ: BBI): Striving to be Best-in-Class in Dermatology
Reverse merger completed 8/31; $60 mm in Combined Cash from Vical and R&D funding from NovaQuest
PHASE 3 PRODUCT
CANDIDATE

Ø
Ø
Ø

Ø

DIVERSIFIED PIPELINE OF NCEs
Ø

Ø

STRONG PARTNERSHIP

Ø
Ø

EXPERIENCED LEADERSHIP

Ø
Ø

Sofpironium bromide, a novel topical treatment being developed for hyperhidrosis
Large market opportunity of >15 million people in U.S. alone
Statistically significant efficacy results with favorable safety profile in Phase 2b
Pipeline focused on three differentiated NCEs targeting skin diseases with significant
unmet medical needs
Goal to develop potential best-in-class product candidates
Sofpironium bromide is being co-developed with Kaken Pharmaceutical in Japan
Kaken achieved statistically significant results in its Pivotal P3 trial in March 2019
Kaken provided non-dilutive capital and is responsible certain R&D activities
Leadership team with proven track record
History of successful development and launch of numerous products achieving first-inclass and/or blockbuster status

Note: Following the completion of the merger, the combined company has approximately 7.8 million shares of common stock outstanding.
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What Makes The Sofpironium Bromide Opportunity Exciting?
Ø

Hyperhidrosis (HH) is a medical condition that causes excessive sweating beyond what is required for
regulation of body temperature (15 million people with hyperhidrosis in the U.S.)
•

Ø

10 million people in U.S. with axillary hyperhidrosis

Exposure in >1,200 patients across 19 clinical trials
•

Positive Phase 3 data from Kaken (Japanese Partner)

•

Fully enrolled Phase 3 Long-term Safety Study in the U.S.

•

Successful Phase 2 studies

Ø

Clear pathway to FDA approval and reimbursement (85% covered lives)

Ø

NCE with potential for “2nd & better” profile – multiple ways to differentiate (Efficacy, Formulation & Device)

Ø

Significant milestones in next 18 months (Phase 3 data in U.S. and Japan Approval)

Ø

Lifecycle management opportunities include OTC, other body parts and various dosage strengths

Ø

Royalty stream from Asia partner

Ø

IP protection 2031+
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Executing Strategy with Experienced Leadership Team
Brickell executives have successfully developed and launched numerous products
achieving first-in-class and/or blockbuster status

Robert Brown

Andy Sklawer

Adam Levy

Chief Executive Officer

Co-Founder & COO

Chief Business Officer

Mike Carruthers
Chief Financial Officer
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Deepak Chadha

Gary Walker

Chief R&D Officer

Chief Marketing Officer
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Pipeline of NCEs with Significant Potential in Dermatology
PRODUCT
CANDIDATE

Sofpironium
Bromide

MOA &
INDICATION

PRECLINICAL

PHASE
1

PHASE
2A

PHASE
2B

PHASE
3

ANTICIPATED KEY MILESTONES
Ø

Topical soft
anticholinergic
for axillary
hyperhidrosis

Ø

Ø
Ø

Pivotal P3 initiation in Q4 2019 (US)
Long-term Safety Study data in 1H ‘20
(US)
Pivotal P3 data in Q4 ’20 (US)
Approval in Japan – 1H 2021

BBI-3000

Oral rexinoid for
cutaneous
T-cell lymphoma

Ø

Initiation of POC study – TBD

BBI-6000

Topical RORγ
inhibitor for
psoriasis

Ø

Initiation of POC study – TBD

Early
Research
Programs

Targeting various
skin diseases
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Lead Product Candidate:
Sofpironium Bromide: a NCE for the Treatment of Hyperhidrosis
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Significant U.S. Market Opportunity in Hyperhidrosis
Hyperhidrosis affects 4.8% of the U.S. population or 15.3M individuals
with a real negative impact on quality of life
Ø

Ø

Ø

Ø

HH affects 8.8% ages 18–39 and 17.1% ages 12-17 of the U.S. population1,2
Over 10 million individuals in the U.S. suffer from axillary HH and ~80% have
multifocal HH (3 or more body areas) 1,3
Only 51% of HH sufferers have seen a healthcare professional regarding their
HH, with approx. 23% currently receiving treatment1
75% of HH sufferers report a negative impact on their social life, wellbeing,
emotional and mental health1
1Hyperhidrosis:

An update on prevalence and severity of hyperhidrosis in the United States, Doolittle, James, October 2016
of primary focal hyperhidrosis among teens 12-17 in US Population, Glaser, Ballard, Pieretti, Pariser, March 2017
3
Prevalence of multifocal primary hyperhidrosis and symptom severity over time…, Glaser, Ballard, Pieretti, Pariser, 2016

2Prevalence
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Sofpironium Bromide: A Novel Soft Anticholinergic

Ø

Retro-metabolically designed
•

•

Ø

Provides the potential for enhanced
therapeutic effect with minimal systemic side
effects
Allows for various dosage strengths

Short plasma half life
•

•

Rapid metabolic deactivation and fast
elimination
Potential for a more favorable safety profile
and/or enhanced efficacy at higher
concentrations
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Sofpironium Bromide: Potential Best-in-Class Therapy for Hyperhidrosis
SEQUENCE OF THERAPEUTIC OPTIONS

X
Current
Therapies

Antiperspirants
OTC

Clinical
Strength

★

2nd

Anticholinergics
(new 1st line)

Botox & devices
(2nd line)

Surgery

Sofpironium
Bromide*
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*Not approved and safety and efficacy has not been established

U.S. Phase 2b Study: Summary of Results
Sofpironium bromide (SB) gel, 15% demonstrated statistically significant response for change in GSP and
all doses demonstrated statistically significant responses for HDSM-Ax1
HDSM-AX REDUCTION FROM BASELINE (≥2 POINT SHIFT) TO END
OF TREATMENT (EOT)3,4

GRAVIMETRIC SWEAT PRODUCTION (GSP) CHANGE FROM BASELINE
TO END OF TREATMENT (EOT) – IMPUTED2

0

(N = 57)

SB 5%
p = 0.0618
(N = 57)

SB 10%
p = 0.4546
(N = 57)

SB 15%
p = 0.0186
(N = 54)

-151.63

-145.31

-161.56

-219.45

Vehicle

-50
GSP Change (mg)

SB 5%

SB 10%

SB 15%

100%

% Responders

Vehicle

-100

80%

60%

40%
-150
20%
-200
0%
8

15

22

29

36

EOT

57

Time Point (Day)

-250

Data from U.S. Phase 2b clinical trial of sofpironium bromide gel, 0%, 5%, 10%, and 15% (1:1) in 227 subjects with primary axillary hyperhidrosis following 6-weeks of treatment (2-week follow-up)
EOT Imputed includes subjects missing all end of therapy values, where data is imputed by the mean of the last three available post-baseline visits. Change in GSP - Table 14.2.3.5; Rank value analysis p-values – Table 14.2.3.7
3 ANCOVA model, p-values: 0.0122 (5%); 0.0169 (10%), 0.0025 (15%).
4 Post-hoc analysis with the (7-Item HDSM-Ax Scale), Table 14.2.1.7
1
2
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Safety, Tolerability and Frequently Occurring TEAEs
Sofpironium bromide gel was demonstrated to be safe and well tolerated; AEs were
predominantly mild in severity with a trend toward dose-dependency observed and resolved
spontaneously following treatment
TREATMENT EMERGENT ADVERSE EVENTS BY SEVERITY

100%

Severe
Moderate

60%

Mild

3
2

40%
20%

Dry Mouth

Blurred Vision

Nasopharyngitis

Urinary Hesitation

Anticholinergic AE's
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Pain

Pruritis
Application Site AE's

12

Dermatitis

15%

5%

2
1

Vehicle

15%

2
1

5%

Vehicle

4
1

15%

1

5%

Vehicle

3

15%

3

5%

2

Vehicle

2

15%

1

5%

3

Vehicle

9

1
1

15%

7

5%

1

Vehicle

Vehicle

0%

15%

1

5%

Percent of Subjects

80%

Pivotal Phase 3 Study Overview (2 Identical Studies)
Initiation planned for Q4 2019 with topline results expected in Q4 2020
Ø

STUDY TITLE

STUDY DURATION /
NUMBER OF SUBJECTS

RANDOMIZATION

CO-PRIMARY EFFICACY
ENDPOINTS AGREED WITH FDA
STUDY POWER
CALCULATIONS
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A multicenter, randomized, double-blinded, vehicle-controlled study to evaluate the safety and
efficacy of topically applied sofpironium bromide gel, 15% in subjects with axillary
hyperhidrosis

Ø

6-week treatment with a 2-week follow-up
~450 subjects across 80 sites (each study)

Ø

Subjects will be randomized to sofpironium bromide gel, 15% or vehicle (1:1)

Ø

Ø

Ø

Ø

The proportion of subjects achieving at least a 2-point improvement in HDSM-Ax from
baseline to end of treatment
The change in GSP from baseline to end of treatment
The overall study power to demonstrate a statistically significant treatment effect (p<0.05) for
both co-primary endpoints is ~0.90 (>0.95 for HDSM-Ax and 0.95 for GSP)
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Phase 3 Long-Term Safety Study Overview
Fully enrolled as of Jan 2019 with 300 subjects; Completion Expected in Q1 2020
STUDY TITLE

Ø

A multicenter, randomized, open-label, Phase 3 long-term safety study of 5% and 15% topically
applied sofpironium bromide gel in subjects with axillary hyperhidrosis

TREATMENT DURATION

Ø

48-week treatment with a 4-week follow-up

NUMBER OF
SUBJECTS / SITES

Ø

300 subjects across 30 sites

RANDOMIZATION

Ø

Subjects are randomized to either 5% or 15% sofpironium bromide (1:2)

KEY INCLUSION CRITERIA

Ø

PRIMARY STUDY ENDPOINT

Ø
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Subjects aged ≥9 who have a diagnosis of primary axillary hyperhidrosis with symptoms for at
least 6 months and an HDSM-Ax score of ≥3 will be allowed into the study
To evaluate the long-term safety and local tolerability of sofpironium bromide gel when
applied topically in subjects with axillary hyperhidrosis
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Key Achieved & Anticipated Development Milestones for Sofpironium Bromide

ü

Ø

Completion of Enrollment of Phase 3 Long-term Safety (LTSS) in US

ü

Ø

Completion of P3 pivotal studies & positive topline results in Japan

Q4 2019

Ø

Initiation of Phase 3 pivotal studies in US

1H 2020

Ø

Topline results of LTSS in US

Q4 2020

Ø

Topline results of Phase 3 pivotal studies in US

1H 2021

Ø

Approval in Japan
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NASDAQ: BBI

Thank you

Contact: IR@brickellbio.com

Making Fresh Tracks in DermatologyⓇ
October 2019
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