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F O R WA R D - L O O K I N G  S TAT E M E N T S

This presentation contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995. All statements other than statements of historical facts

are forward-looking statements. In some cases, you can identify forward-looking statements by terms such as “may,” “will,” “should,” “expect,” “plan,” “anticipate,” “could,” “future,”

“outlook,” “intend,” “target,” “project,” “contemplate,” “believe,” “estimate,” “predict,” “potential,” “continue,” or the negative of these terms or other similar expressions, although not all

forward-looking statements contain these words. The forward-looking statements in this presentation relate to, among other things, statements regarding the commencement of our

planned bioequivalence study for a generic product candidate, our expected date to report top-line data from our pivotal Phase III clinical program for TWIN, our anticipated NDA

submission dates for EPSOLAY and TWIN, and estimated sales of our product candidates. These statements are neither promises nor guarantees, but involve known and unknown risks,

uncertainties, and other important factors that may cause our actual results, performance, or achievements to be materially different from any future results, performance, or

achievements expressed or implied by the forward-looking statement, including but not limited to the following: the fact that we have and expect to continue to incur significant losses; our

need for additional funding, which may not be available; our ability to complete the development of our product candidates; our ability to obtain and maintain regulatory approvals for our

product candidates in our target markets and the possibility of adverse regulatory or legal actions relating to our product candidates even if regulatory approval is obtained; our ability to

commercialize our product candidates; our ability to obtain and maintain adequate protection of our intellectual property; our ability to manufacture our product candidates in commercial

quantities, at an adequate quality or at an acceptable cost; our ability to establish adequate sales, marketing, and distribution channels; acceptance of our product candidates by healthcare

professionals and patients; the possibility that we may face third-party claims of intellectual property infringement; the timing and results of clinical trials that we may conduct or that our

competitors and others may conduct relating to our or their products; intense competition in our industry, with competitors having substantially greater financial, technological, research

and development, regulatory and clinical, manufacturing, marketing, and sales, distribution and personnel resources than we do; potential product liability claims; potential adverse

federal, state, and local government regulation in the United States, Europe, or Israel; and loss or retirement of key executives and research scientists. These and other important factors

discussed in the Company's Annual Report on Form 20-F filed with the Securities and Exchange Commission (“SEC”) on March 21, 2019, and our other reports filed with the SEC could cause

actual results to differ materially from those indicated by the forward-looking statements made in this pre. Any such forward-looking statements represent management’s estimates as of

the date of this presentation. While we may elect to update such forward-looking statements at some point in the future, unless required by applicable law, we disclaim any obligation to

do so, even if subsequent events cause our views to change. Thus, one should not assume that our silence over time means that actual events are bearing out as expressed or implied in

such forward-looking statements. These forward-looking statements should not be relied upon as representing our views as of any date subsequent to the date of this presentation.

This presentation contains trademarks, trade names, and service marks of other companies, which are the property of their respective owners. We do not intend our use or display of other

parties' trademarks, trade names, or service marks to imply, and such use or display should not be construed to imply, a relationship with, or endorsement or sponsorship of us by, these

other parties.
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A G E N D A

▪ EPSOLAY – the most effective treatment for PPR

▪ Challenges in treating papulopustular rosacea (PPR)

▪ Sol-Gel’s topical microencapsulation system
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M I C R O E N C A P S U L AT I O N  O F  WAT E R  D I S P E R S E D  A P I S

Stage 1: Drug substance is dispersed in water with cationic surfactant

Stage 2: Silica monomers adsorb on the surface of the drug substance 
and polymerize to form silica layer

Stage 3: Polycation and silica are added in succession, in layers, to 
form the silica shell
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CRYO-SEM (Scanning Electron Microscopy) PICTURE ENERGY-DISPERSIVE X-RAY SPECTROSCOPY MAPPING

Silica shell wraps BPO crystals and serves as a barrier between benzoyl peroxide crystals and skin, 
leading to less irritation

M I C R O E N C A P S U L AT E D  B E N Z O Y L  P E R O X I D E
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M I C R O E N C A P S U L AT E D  B E N Z O Y L  P E R O X I D E

Skin lipids migrate through the silica shell to 
promote solubilization of BPO. 

Dissolved BPO then migrates to skin’s sebaceous follicles

HIGH RESOLUTION SEM PICTURES
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M I C R O E N C A P S U L AT I O N  O F  O I L  D I S P E R S E D  A P I S

Stage 1: Silica monomers and drug substance are emulsified 
together 

Stage 2: Silica monomers migrate to the oil/water 
interface in a well-controlled process

Stage 3: A silica shell, microcapsule is formed 
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SEM PICTURE SEM PICTURE

High microencapsulation efficiency protects tretinoin Microencapsulated tretinoin is stable in the presence of benzoyl 
peroxide

M I C R O E N C A P S U L AT E D  T R E T I N O I N  
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Chronic, inflammatory condition that primarily 
affects the face, and is often characterized by 
flushing, redness, inflamed bumps, and pustules

Topical antimicrobials (metronidazole, 
clindamycin); topical anti-mite (ivermectin); 
systemic antibiotics (minocycline, doxycycline)

Insufficient efficacy resulting in poor adherence, 
contributing to antibiotic resistance; systemic 
side effects

What is
papulopustular 

rosacea?

How is it treated?

What are the current 
treatment shortfalls?

PA P U L O P U S T U L A R  R O S A C E A
I N F L A M M AT O R Y  C O N D I T I O N  W I T H  P O O R  
A D H E R E N C E  T O  C U R R E N T  T R E AT M E N T S

Our solution: Epsolay®
Encapsulated benzoyl 

peroxide (E-BPO)
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• Male and female ≥18 
years of age 

• Clinical diagnosis of 
moderate to severe 
rosacea

• ≥15 to ≤70 inflammatory 
lesions

• ≤2 nodules

2:1

EPSOLAY® cream, 5% 
(once daily)

Vehicle cream (once daily)54 Total Sites
Study 54-01: 361
Study 54-02: 372

12 weeks of treatment

Baseline       2             4                         8                        12  Weeks
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Two phase III, double-blind, randomized, vehicle-controlled studies

E P S O L AY ®  S T U D Y  D E S I G N

PRIMARY ENDPOINTS:

• Proportion of patients with the primary measure of success, "Clear" (0) or "Almost clear" (1), in the Investigator Global
Assessment (IGA) relative to baseline at Week 12

• Absolute mean change in inflammatory lesion counts from baseline to Week 12

Randomization
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S T U D Y  P O P U L AT I O N S  &  D I S C O N T I N U AT I O N *
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PAT I E N T  S E V E R I T Y  AT  B A S E L I N E

Study 54-01

Characteristic EPSOLAY® Vehicle 

IGA “Moderate”
IGA “Severe”

210 (86.4%)
33 (13.6%)

104 (88.1%)
14 (11.9%)

Mean lesion count (SD)
Median lesion count (range)

25.7 (11.07)
22.0 (15-69)

26.3 (12.45)
21.0 (15-70)

Study 54-02

EPSOLAY® Vehicle 

227 (90.8%)
23 (9.2%)

112 (91.8%)
10 (8.2%)

29.8 (14.00)
25.0 (15-70)

27.5 (13.04)
22.5 (15-70)



14DDDS, Boston | November 2019 

P R I M A R Y  E N D P O I N T S *

Study 54-02Study 54-01

16.1%

43.5%

25.9%

50.1%

0%

15%

30%

45%

60%

Vehicle (n=118) EPSOLAY® (n=243) Vehicle (n=122) EPSOLAY® (n=250)
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S E C O N D A R Y  E N D P O I N T *
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*ITT population
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S U C C E S S  I N  I G A *
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I N F L A M M AT O R Y  L E S I O N  C O U N T -
C H A N G E  F R O M  B A S E L I N E *
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S K I N  T O L E R A B I L I T Y *
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C H A N G E  I N  I G A  O V E R  T H E  C O U R S E  O F  1 2  W E E K S  T R E AT M E N T

I N  C O M P A R I S O N T O  H I S T O R I C A L  D AT A  O F  S O O L A N T R A ® *
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*Sol-Gel did not conduct a head-to-head comparison trial or study. The results described above are for illustrative purposes only and should not be construed
as conclusions to be drawn as if we conducted a head-to-head comparison trial or study.

Two weeks to rosacea symptoms relief
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Baseline 
Characteristics 
of Active Arm

IGA

Severe 33 23 82 113 26 65 0 51 71 52 48

Moderate 210 227 369 346 172 418 557 444 443 67 77

Mild 0 0 0 0 0 0 0 0 0 8 17

Inflammatory Lesions 25.7 29.8 31.0 33.3 21.6 21.7 18.3 28.5 30.0 19.5 20.5

-23.4%
-29.9%

-23.3% -22.3%
-14.7%

-10.8%
-18.1%

-7.6% -11.3%

-32.0%
-26.0%

Inflammatory 
Lesions–Mean 

Percent Change 
From Baseline 

Study 54-01 Study 54-02 Study 18170 Study 18171 Study 120 Study 846 NDA 21-789 FX2016-11 FX2016-12 Study 301 Study 302

27.4%
24.2%

26.8%

21.3%

10.9%
8.7%

10.91% 9.1% 10.1% 11.3%
8.5%

Study 54-01 Study 54-02 Study 18170 Study 18171 Study 120 Study 846 NDA 21-789 FX2016-11 FX2016-12 Study 301 Study 302
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FMX103
Minocycline foam, 1.5%

10-week study

EPSOLAY®

Oral administration

16-week study

S I D E - B Y - S I D E  W I T H  O T H E R  H I S T O R I C A L
T R I A L  R E S U LT S *

*Sol-Gel did not conduct a head-to-head comparison trial or study. The results described above are for illustrative purposes only and should not be construed
as conclusions to be drawn as if we conducted a head-to-head comparison trial or study.

12-week study 12-week study 12-week study 12-week study
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S U M M A R Y

▪ Epsolay®: A once-daily cream containing microencapsulated benzoyl peroxide, 5%, for the treatment of 
inflammatory lesions of rosacea (PPR)

▪ Benzoyl peroxide is an oxidizing agent that successfully treats acne but cannot be well-tolerated by 
rosacea patients

▪ Sol-Gel’s microencapsulation technology was designed to improve efficacy, reduce irritation and hence 
contribute to patient compliance

▪ Phase 3 studies results in rosacea demonstrated:

▪ Statistical significant improvement VS. vehicle was achieved for co-primary endpoints and all 
secondary endpoints

▪ Efficacy with statistically significant improvement was demonstrated as early as Week 2, and 
maintained through Week 4, 8 and 12

▪ Well-tolerated, similar to vehicle

▪ Improvement of topical drug performance using Sol-Gel’s microencapsulation holds promise in other 
treatments including acne vulgaris, currently completing phase 3 studies
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N A S D A Q :  S L G L
www.sol-gel.com

©2019 Sol-Gel Technologies Ltd. All Rights Reserved. EPSOLAY® is a registered trademark of Sol-Gel Technologies Ltd. All other trademarks are the property of their respective owners.


