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WITH PROVEN CLINICAL RESULTS &
A LIGHT AND AIRY FOAM VEHICLE'™

For a single application, dispense the smallest
amount of foam necessary to adequately
cover the affected area with a thin layer.!

r—

*Results from both primary endpoints demonstrated superior efficacy of
Finacea® Foam over foam vehicle in 12-week clinical trials.

G R e F s ; The first FDA-approved prescription foam for the topical treatment of
gval. o F the inflammatory papules and pustules of mild to moderate rosacea’

tive purposes

Please see the full Indication and Usage ®

Importarjt Safety _ Finacea® (azelaic acid) Foam, 15% is indicated for the topical treatment of inflammatory papules and F I n a e a ®
e Information by tapping pustules of mild to moderate rosacea. C

the ISI button at the top. _ . .

Please see the full Important Safety Information a Z e | a | C a C | d

Prescribing Information For topical use only. Finacea Foam is not for oral, ophthalmic or intravaginal use.

by tapping the Pl button Before applying Finacea Foam, cleanse affected area(s) using only very mild soaps or soapless cleansing O

at the top. lotion and pat dry with a soft towel. O a I I l) O

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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PRIMARY ENDPOINT RESULTS

PROVEN EFHHCAL

in clinical trials

LESION

REDUCTION

51 | 7 | Feioeces

S S TRIAL 1 TRIAL 2
Significant reduction in the mean
' i WEEK 12 WEEK 12
m_mee_r ot mi@‘)lammatory i e BASELINE WEEK 4 WEEK 8 EoT' BASELINE WEEK 4 WEEK 8 EoT?
with Finacea® Foam versus foam | | | | . |
vehicle* at Week 12'-3
|
= =
(7] (7]
S5 et LTt
Results from the 2 clinical trials. Week 4 =8 SN -6.0 P<0.001%
and Week 8 time points were exploratory. "g - D -6.8 P<0.001% *g R o
Treatment differences cannot be regarded = = £10 -8.9
A e Se -8 - S E -8 - -0.5
as statistically significant. = -0.8 T -
s =103 =S -8.2
S =10z S = [gpa= -
= -9.4 =
: =255 2 o1
Finacea® Foam should be used 118 -12.0
continuously over 12 weeks. Reassess 14 - ' = ; 13.3
patients if no improvement is observed -13.2 SN
upon completion of therapy. @ Finacea® Foam (n=483) @® Finacea® Foam (n=198)
@ Foam vehicle (n=478) @ Foam vehicle (n=203)
*Foam vehicle contained the same exact
hydrophilic foam minus azelaic acid. z
R | z 13 - VIEW STUDY DESIGN X%
P-value is calculated from 2-sided t test.
TRIALS PATIENTS
Please see the full Important Safety Information (cont’d) O
Important Safety Apply a thin layer of Finacea Foam twice daily (morning and evening) to the entire facial area (cheeks, F I n ®
Information by tapping chin, forehead, and nose). Wash hands immediately after application.

the ISI button at the top.
Please see the full
Prescribing Information
by tapping the Pl button
at the top.

Primary Endpoints Secondary Endpoints Patient Photos

Avoid the use of occlusive dressings or wrappings at the application site. Avoid use of alcoholic
cleansers, tinctures and astringents, abrasives and peeling agents.

Patients should be reassessed if no improvement is observed upon completing 12 weeks of therapy.

About Finacea® Foam Patient-reported Data

(azelaic acid)
Foam,

107%

Summary



https://www.leo-pharma.us/Files/Billeder/US%20Website%20Product%20PIs/Finacea%20Foam%20USPI%20-%20Dec%202020.pdf

References

O

®
O

Study design’:

- Two pivotal, multicenter, randomized, double-blind, vehicle-controlled,
12-week clinical trials involving a total of 1362 patients with rosacea
(active, n=681; vehicle, n=681)

 Finacea® Foam was compared to its foam vehicle without azelaic acid

NDC 502220y - Subjects’ ages ranged from 19 to 92 years (mean age 50.6 years); 95.7% of

[ T e _
- subjects participating in the trials were Caucasian and 73.4% were female

Finacea®  Enrolled patients had papulopustular rosacea with a mean lesion count of
(azelaic acid) 21.3 (range 12 to 50) inflammatory papules and pustules

For a single application, dispense Foam, ] 5%
the smallest amount of foam

necessary to adequately cover For Topical Use Only

the affected area with a thin layer.!
Not for ophthalmic,
oral or intravaginal use | -

RX only PATIENTS

Net Wt. 50 g

Not actual size.

Please see the full Important Safety Information (cont’d) S
Important Safety Apply a thin layer of Finacea Foam twice daily (morning and evening) to the entire facial area (cheeks, F I n a e a ®
Information by tapping chin, forehead, and nose). Wash hands immediately after application. C
° ;Tle IS| buttc:rr: a: tlilm top. Avoid the use of occlusive dressings or wrappings at the application site. Avoid use of alcoholic . .
ease see the fu - - - -
cleansers, tinctures and astringents, abrasives and peeling agents. | d
Prescribing Information 7 g 799 (a Ze a | C a Cl )

Patients should be reassessed if no improvement is observed upon completing 12 weeks of therapy.

by tapping the Pl button O
at the top. F 1 5 /
oam, e

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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51| P | Feferences [P
PROVEN (MPROVEMENTS
REDUCTION

In IGA® success rates!

e : _ TRIAL 1 TRIAL 2
Significant improvement in
IGA success rates with
I ®
Flne_lcea Foam versus foam e P=0.003 45 - P=0.0171 43.4
vehicle at Week 12'° i
1 @ Finacea® Foam (n=483) ® Finacea® Foam (n=198)
351 @ Foam vehicle (n=478) 357 @ Foam vehicle (n=203)

Results from the 2 clinical trials. Week 4
and Week 8 time points were exploratory. el
Treatment differences cannot be regarded 20.7

as statistically significant. 20

Treatment success is defined as a score of 15 — ke

“Clear” or “Minimal” with at least a 2-step an 10 —

reduction, “Moderate” to “Minimal,” from

baseline on a 5-point IGA. 5 - Sk
0 - e

Subjects, %
Subjects, %

WEEK 4 WEEK 8 WEEK 12 WEEK 4 WEEK 8 WEEK 12
Finacea® Foam should be used EoT EoT
continuously over 12 weeks. Reassess
patients if no improvement is observed
upon completion of therapy.
e 1362 Py —————

*Investigator’s Global Assessment. TRIALS PATIENTS
TP-value is calculated from the Pearson x2 test.

Please see the full Important Safety Information (cont’d)

Important Safety Apply a thin layer of Finacea Foam twice daily (morning and evening) to the entire facial area (cheeks, F I n ®

Information by tapping chin, forehead, and nose). Wash hands immediately after application.

the ISI button at the top. Avoid the use of occlusive dressings or wrappings at the application site. Avoid use of alcoholic

Please see the full - - - - . I
cleansers, tinctures and astringents, abrasives and peeling agents. | d
Prescribing Information , g. _ , g 799 | (a Ze a | C a Cl )
Patients should be reassessed if no improvement is observed upon completing 12 weeks of therapy.

by tapping the Pl button O
at the top. F 1 5 /
oam, 5

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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IGA (criteria used to define success)

/ / ¥ 4 /

N N N N
AV \J I

SEVERE MODERATE MINIMAL

Success is defined as at
least a 2-step reduction

Success is defined as a score of “Clear” SEVERE MODERATE 0 MINIMAL 0 CLEAR

or “Minimal” with at least a 2-step
reduction, “Moderate” to “Minimal” from

baseline, or “Mild” to “Clear” from
baseline on a 5-point IGA.

Please see the full Important Safety Information (cont’d) S
Important Safety Apply a thin layer of Finacea Foam twice daily (morning and evening) to the entire facial area (cheeks, F I n a e a ®
Information by tapping chin, forehead, and nose). Wash hands immediately after application. C
° ;Tle IS| buttc:rr: a: tlilm top. Avoid the use of occlusive dressings or wrappings at the application site. Avoid use of alcoholic . .
ease see the fu - - - -
cleansers, tinctures and astringents, abrasives and peeling agents. | d
Prescribing Information 7 g 799 (a Ze a | C a Cl )

by tapping the PI button Patients should be reassessed if no improvement is observed upon completing 12 weeks of therapy.

at the top. FOam7 1 5%

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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Adverse reactions with Finacea®” Foam versus foam vehicle

Adverse reactions occurring in =0.5% of subjects’

Finacea® Foam, 15% Foam Vehicle
Adverse Reaction (N=681) n (%) (N=681) n (%)

Application site pain* 42 (6.2%) 10 (1.5%)
Application site pruritus 17 (2.5%) 2 (0.3%)
Application site dryness 5 (0.7 %) 5 (0.7 %)

Application site erythema 5 (0.7%) 6 (0.9%)

*Application site pain is a term used to describe disagreeable skin sensations, including burning, stinging, paraesthesia, and tenderness.

Please see the full Important Safety Information (cont’d) o
Important Safety Apply a thin layer of Finacea Foam twice daily (morning and evening) to the entire facial area (cheeks, F I n a e a ®
Information by tapping chin, forehead, and nose). Wash hands immediately after application. C

¢ the ISI button at the top. Avoid the use of occlusive dressings or wrappings at the application site. Avoid use of alcoholic

Please see the full - - - - ' I
cleansers, tinctures and astringents, abrasives and peeling agents. | d
Prescribing Information , g. _ , g 799 | (a Ze a | C a Cl )
Patients should be reassessed if no improvement is observed upon completing 12 weeks of therapy.

by tapping the Pl button O
at the top. F 1 5 /
oam, e

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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SECONDARY ENDPOINT RESULTS

RESULTS of the clinical trials:

Secondary endpoints

Reduction From Baseline, %

Please see the full
Important Safety
Information by tapping
the ISI button at the top.
Please see the full
Prescribing Information
by tapping the Pl button
at the top.

® Finacea® Foam (n=483)
@® Foam vehicle (n=478)

70

60 —

0=

40 -

30 -

20).=

0=

0

51 | 7 | Feoonces P
O

THERAPEUTIC

RESPONSE
RATE

TRIAL 2

® Finacea® Foam (n=198)
@® Foam vehicle (n=203)

TRIAL 1

Mean percent change (from
baseline) in inflammatory
lesion count observed with

g 65.4
61.6 a Finacea® Foam versus foam
94.2 X 60- 919 vehicle over 12 weeks**®
2
— 50
e 2 39.8 510
47.7 50.8 0 ,5_ 47 1 - Results from the 2 clinical studies. Week 4,
; = : Week 8, and Week 12 time points were
T Ty exploratory.
32.8 2 31.4 Treatment differences observed cannot be
S regarded as statistically significant.
=]
£ 10—
0
| | | | | | Finacea® Foam should be used
WEEK 4 WEEK 8 WEEK 12 WEEK 4 WEEK 8 WEEK 12 continuously over 12 weeks. Reassess
EoTl EoT patients if no improvement is observed

upon completion of therapy.

Important Safety Information (cont’d)
Warnings and Precautions

- Hypopigmentation: There have been isolated reports of hypopigmentation after use of azelaic acid.
Because azelaic acid has not been well studied in patients with dark complexion, monitor these patients
for early signs of hypopigmentation.

Finaceae
(azelaic acid)

Foam, 15%

Patient-reported Data

- Eye and Mucous Membrane Irritation: Azelaic acid has been reported to cause irritation of the eyes.
Avoid contact with the eyes, mouth and other mucous membranes. If Finacea Foam does come in contact
with the eyes, wash the eyes with large amounts of water and consult a healthcare professional if eye
Irritation persists.

Patient Photos About Finacea® Foam Summary

Secondary Endpoints

Primary Endpoints
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SECONDARY ENDPOINT RESULTS ﬂ °
©
RESULTS of the clinical trials:

Secondary endpoints

RATE

TRIAL 1 TRIAL 2
@® Finacea® Foam (n=483) @ Finacea® Foam (n=198) Change in therapeutic response
@ Foam vehicle (n=478) @ Foam vehicle (n=203) 69.2 rate with Finacea® Foam versus
70 - 66.3 70 - 66.7 : foam vehicle over 12 weeks*®°
00 — 57-1 60 —
O\ui‘ 504 44.7 °\v5. 041 434 Results from the 2 clinical studies. Week 4,
o o 54-7 Week 8, and Week 12 time points were
-§ 40 - g sl exploratory.
§ 30 — § 30 — Treatment differences observed cannot be
&= — regarded as statistically significant.
<T <T
S 20- S 20
10 — o=
Therapeutic response rate is defined as
0= 0 - | the percentage of patients achieving IGA
WEEK 4 WEEK 8 WEEK 12 WEEK 4 WEEK 8 WEEK 12 scores of “Clear,” “Minimal,” or “Mild.”
EoT EoT
Please see the full Important Safety Information (cont’d) o
Important Safety Warnings and Precautions F I n a c: e a ®
Information by tapping - Hypopigmentation: There have been isolated reports of hypopigmentation after use of azelaic acid.

the ISI button at the top. Because azelaic acid has not been well studied in patients with dark complexion, monitor these patients

° Elreeii(:i;enegtlr:ﬁgrrlrl\ation for early signs of hypopigmentation. (a Ze | a | C a C | d )

by tapping the Pl button - Eye and Mucous Membrane Irritation: Azelaic acid has been reported to cause irritation of the eyes.

at the top Avoid contact with the eyes, mouth and other mucous membranes. If Finacea Foam does come in contact FO a m *‘ 5 (y
' with the eyes, wash the eyes with large amounts of water and consult a healthcare professional if eye 9 O

Irritation persists.

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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.
Not actual size. @

O 32-005-50
I
e —
Finacea®
(azelaic acid)

FINACEA® FOAM | TREATMENT SUCCESS Foam, 15%

These photos show individual subjects who (a score of
“Clear” or “Minimal” with at least a 2-step reduction from baseline on a 5-point IGA).°

Actual photos of
2 patients from the
Finacea® Foam arm

% vl N,
T
o,
W g BT
sy
g /

o of the clinical trials.
Individual results
T NEVA'CRA
34 "f bg'ff
A i

Baseline oatiant Week 12
|GA score: 4 418-022 |GA score: 1
Lesion count: 26 Lesion count: 1

Baseline .
Patient
IGA score: 4 #15-013 IGA score: 1
| esion count: 21 | esion count: 1

Please see the full Important Safety Information (cont’d)

®
Important Safety Warnings and Precautions (cont’d) F I n a ‘ e a ®
Information by tapping - Flammability: The propellant in Finacea Foam is flammable. Instruct the patient to avoid fire, flame, and

the ISI button at the top. smoking during and immediately following application. Do not puncture and/or incinerate the containers.

Please see the full : o o I I
Do not expose containers to heat and/or store at temperatures above 120°F (49°C). | d )
Prescribing Information g g ( ) (a Ze a | C a Cl

by tapping the Pl button Adverse Reactions

at the top. * In clinical studies, the most frequently observed adverse reactions reported in =0.5% of subjects treated FO a m “ 5 cy
with Finacea Foam included local site pain (6.2%), pruritus (2.5%), dryness (0.7%), and erythema (0.7%). 9 O

Home Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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.
Not actual size. @

FOAM VEHICLE | TREATMENT SUCCESS

FOAM VEHICLE

These photos show individual subjects who (a score of
“Clear” or “Minimal” with at least a 2-step reduction from baseline on a 5-point IGA).°

st e 7 i e T T N
e Sl - VaTim iR . . wn SRR a5 AR
-3 ‘%‘@;O‘;ﬁ“‘.* J8 _-';..,_ ,--‘ & F T 4 - “:.:;‘3_., .&-'-.:.i:i;;,."- u
g P o g - T4 e % R e T - .
e & S R, 4 f.«';;,ﬁ-‘n. P U - .
R e e ol 7 b i P WP 7
i, SN o7 e W F AN A & LA Y
= 55 1 R R 2 patients from the
S s S5 e R L N
Ll x ¥ . o ._,.A }:/‘,‘ b . 2} ) e - i_‘ i 5 : R AN
-y Py & R | & Y T\ '
: S L i | 4y oS il R oam venicle arm
“‘ # s . __-"-‘- /] § '} ' “'"-".‘:;-,‘- w, S N "
U S & e ‘ f th | . | t . I
- o S LY o DL
NG i O e Clinical triails.
vty i o
"":-".i.' % '.';:-' "'- > - -
e o e ---
Individual results
A dakar
- -

NEVA'CIRA

'3'1
e
il

Baseline .
_ Patient _
|GA score: 4 415-006 |GA score: 1
| esion count: 24 | esion count: 4

Baseline o
atient
IGA score: 4 #15-009 IGA score: 1
Lesion count: 23 Lesion count: O

Please see the full Important Safety Information (cont’d)

®
Importar_nt Safety _ Warnings and Precautions (cont’d) F I n a ‘ e a ®
Information by tapping - Flammability: The propellant in Finacea Foam is flammable. Instruct the patient to avoid fire, flame, and

the ISI button at the top. smoking during and immediately following application. Do not puncture and/or incinerate the containers.

Please see the full : ’ .
Do not expose containers to heat and/or store at temperatures above 120°F (49°C). | d
Prescribing Information g P ( ) a Ze a | C a Cl

by tapping the Pl button Adverse Reactions

at the top. * In clinical studies, the most frequently observed adverse reactions reported in =0.5% of subjects treated FO a m “ 5 cy
with Finacea Foam included local site pain (6.2%), pruritus (2.5%), dryness (0.7%), and erythema (0.7%). 9 O

Home Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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AZELAIC ACID'

suspended in an oil-in-water
emulsion vehicle

Please see the full
Important Safety
Information by tapping

the ISI button at the top.
Please see the full

Prescribing Information
by tapping the Pl button
at the top.

Home

DID YOU KNOW? X

For a single application, dispense the smallest
amount of foam necessary to adequately
cover the affected area with a thin layer.’

FRAGRANCE WATER BASED'
FREE’ (not alcohol based)

the infant to Finacea Foam.

Primary Endpoints

Secondary Endpoints

CONTAINS
2 EMOLLIENTS'

(cetostearyl alcohol and

medium-chain triglycerides,
diglycerides, monoglycerides) and
a humectant (propylene glycol)

Important Safety Information (cont’d)
Use in Specific Populations

F ' N
Pregnancy: Azelaic acid is minimally absorbed systemically following topical route of administration, and I a Ce a

maternal use is not expected to result in fetal exposure to the drug.

Lactation: Azelaic acid is naturally present in human milk. When used as prescribed, azelaic acid is (a Ze | a | C a Cl d )

unlikely to be absorbed through the skin in clinically relevant amounts to cause a change in azelaic acid

concentration in milk or milk production; therefore, breastfeeding is not expected to result in exposure of FO a m *‘ 5 Cy
y O

Patient Photos

About Finacea® Foam

Pl References

NDC 50222-303-50
R |
[ S ——— ]
Finaceae

(@zelaic acid)
Foam, 15%

Not actual size.  For Topical Use Only

» Apply Finacea® Foam twice daily
(morning and evening) to the entire facial
area (cheeks, chin, forehead, and nose)’

« Shake well before use'

» Cosmetics may be applied after the
application of Finacea® Foam has dried’

» Avoid the use of occlusive dressings
or wrappings'

» Finacea® Foam should be used
continuously over 12 weeks'

» Reassess patients if no improvement
IS observed upon completing 12 weeks
of therapy’

» Not for oral, ophthalmic, or intravaginal use'

Patient-reported Data Summary


https://www.leo-pharma.us/Files/Billeder/US%20Website%20Product%20PIs/Finacea%20Foam%20USPI%20-%20Dec%202020.pdf

Pl References

O

®
O

Did yvou NOW?

Rosacea is often thought of as a “woman’s condition”

In the United States, 14 million people have been diagnosed with rosacea;
about one-fourth of them are men.”®

Men tend to have more severe rosacea symptoms

Men are more than twice as likely to experience an enlarged, red nose with
excess tissue, thickening of the skin, and irregular surface nodules due to
rosacea. One reason for this—men may delay medical treatment until
rosacea becomes advanced.’

People of color may be underdiagnosed or misdiagnosed

This may be due in part to a misconception that rosacea is a disease of
fair-skinned people. Also, difficulty detecting its characteristics in those
with darker skin is thought to lead to underdiagnosis.®

Actor portrayal. For illustrative purposes only.

Please see the full Important Safety Information (cont’d)

®
Important Safety Use in Specific Populations F I n a ( 'ea ®
Information by tapping Pregnancy: Azelaic acid is minimally absorbed systemically following topical route of administration, and

the ISI button at the top.

P the full maternal use is not expected to result in fetal exposure to the drug. ) .
ease see the fu
Prescribina Inf i Lactation: Azelaic acid is naturally present in human milk. When used as prescribed, azelaic acid is a Ze | a | C a Cl d
. g o maron nlikely to be absorbed through the skin in clinically relevant amounts t hange in azelaic acid
by tapping the Pl button unlikely to be absorbed through the skin in clinically relevant amounts to cause a change in azelaic aci
at the top concentration in milk or milk production; therefore, breastfeeding is not expected to result in exposure of FO a m *‘ 5 Cy
' the infant to Finacea Foam. y O

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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What patients REPO RTEPD

about Finacea” Foam

Global assessment of treatment response with Finacea® Foam versus foam vehicle at Week 12°1°

COSMETIC
ACCEPTABILITY

TRIAL 1 TRIAL 2

Excellent
18.6%

Excellent
17.2%

Excellent

Excellent 14.8%

Worse Worse Worse Worse
1.8% 6.3% 2.1% 3.7%
Finacea® Foam (n=435) Foam vehicle (n=432) Finacea® Foam (n=198) Foam vehicle (n=203)
8 50 / reported excellent, 740 / reported excellent, 8 50 / reported excellent, 730 / reported excellent,
O good, or fair O good, or fair O good, or fair O good, or fair

Patient-reported data are based on opinions from study subjects. Outcomes were exploratory and cannot be regarded as statistically significant.

Please see the full Important Safety Information (cont’d) o

Important Safety Use in Specific Populations (cont'd) F I n a ( 'ea ®

Information by tapping Pediatric Use: The safety and efficacy of Finacea Foam have not been established in pediatric patients.

the ISI button at the top. You are encouraged to report side effects of prescription drugs to the FDA. Visit : ’

Please see the full '

Proseribing Information  WWWw.fda.gov/medwatch, or call 1-800-FDA-1088 (1-800-332-1088). (a /E | AlC (] d )
o by tapping the Pl button You may also report side effects to LEO Pharma Inc. at 1-877-494-4536, option 1, or email to O

at the top. usdrugsafety@leo-pharma.com. FO a I I l 1 5 A)

)

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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PATIENT-REPORTED DATA ﬂ References °

©
How patients rated the (OSMETIL
QCCEPTABILITY of Finacea® Foam

Assessment of cosmetic acceptability of Finacea® Foam versus foam vehicle at Week 12°1°

50 - TRIAL 1 50 - TRIAL 2
40.5
PR
32.9
25.7 |
X 30- =
& 22.9 @ Finacea® Foam (n=435) %) ® Finacea® Foam (n=198)
-] 218 | ® Foam vehicle (n=432) e ® Foam vehicle (n=203)
= g S
o 20 (7
10.6
10 8.3
... 3.7 4.9
= . afl -L
VERY GOOD GOOD SATISFACTORY POOR NO OPINION VERY GOOD GOOD SATISFACTORY POOR NO OPINION
Finacea® Foam Foam vehicle Finacea® Foam Foam vehicle
8 50 / reported very good, 8 50 / reported very good, 8 80 / reported very good, 80 0 / reported very good,
O good, or satisfactory O good, or satisfactory O good, or satisfactory O good, or satisfactory

Patient-reported data are based on opinions from study subjects. Outcomes were exploratory and cannot be regarded as statistically significant.

Please see the full Important Safety Information (cont’d)
Important Safety Use in Specific Populations (cont’d) F I n a C e a ®
Ei;o:gf":?ozyaiat?:':g Pediatric Use: The safety and efficacy of Finacea Foam have not been established in pediatric patients.
u :
Please see the full P You are encouraged to report side effects of prescription drugs to the FDA. Visit ’ :
Proseribing Information  WWWw.fda.gov/medwatch, or call 1-800-FDA-1088 (1-800-332-1088). d/e131C aCl
by tapping the Pl button You may also report side effects to LEO Pharma Inc. at 1-877-494-4536, option 1, or email to O
at the top. usdrugsafety@leo-pharma.com. FO a I I l 1 5 A)

Primary Endpoints Secondary Endpoints Patient Photos About Finacea® Foam Patient-reported Data Summary
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SR

Finacea” Foam for your
appropriate patients

o,
o

b o

44444
",

"""""
v g 2
A T
»»»»

Instruct patients to apply The first prescription foam
Finacea® Foam twice daily Finacea® Foam was proven approved by the FDA for
(morning and evening) to the effective in two 12-week the treatment of mild to
entire facial area (cheeks, chin, clinical trials. moderate rosacea.’

forehead, and nose).’

LEO PHARMA® CONNECT X

Not actual size.

3
4 . ¥ - 2
s A N e o “ i
2 ‘\33"‘*-;3 oo AR
o Lot 15 E A
¥ % 7 3* Tl 3% A
v s e . 3 - p

Please see the full Indication and Usage

®
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Indication and Usage
Finacea® (azelaic acid) Foam, 15% is indicated for the topical treatment of inflammatory papules and pustules of mild to moderate rosacea.

Important Safety Information
For topical use only. Finacea Foam is not for oral, ophthalmic or intravaginal use.
Before applying Finacea Foam, cleanse affected area(s) using only very mild soaps or soapless cleansing lotion and pat dry with a soft towel.

Apply a thin layer of Finacea Foam twice daily (morning and evening) to the entire facial area (cheeks, chin, forehead, and nose). Wash hands
immediately after application.

Avoid the use of occlusive dressings or wrappings at the application site. Avoid use of alcoholic cleansers, tinctures and astringents, abrasives and
peeling agents.

Patients should be reassessed if no improvement is observed upon completing 12 weeks of therapy.

Warnings and Precautions

- Hypopigmentation: There have been isolated reports of hypopigmentation after use of azelaic acid. Because azelaic acid has not been well studied
In patients with dark complexion, monitor these patients for early signs of hypopigmentation.

- Eye and Mucous Membrane Irritation: Azelaic acid has been reported to cause irritation of the eyes. Avoid contact with the eyes, mouth and
other mucous membranes. If Finacea Foam does come in contact with the eyes, wash the eyes with large amounts of water and consult a

healthcare professional if eye irritation persists.

- Flammability: The propellant in Finacea Foam is flammable. Instruct the patient to avoid fire, flame, and smoking during and immediately following
application. Do not puncture and/or incinerate the containers. Do not expose containers to heat and/or store at temperatures above 120°F (49°C).

Adverse Reactions
* In clinical studies, the most frequently observed adverse reactions reported in =0.5% of subjects treated with Finacea Foam included local site pain

(6.2%), pruritus (2.5%), dryness (0.7%), and erythema (0.7%).
Use in Specific Populations

Pregnancy: Azelaic acid is minimally absorbed systemically following topical route of administration, and maternal use is not expected to result in
fetal exposure to the drug.

Lactation: Azelaic acid is naturally present in human milk. When used as prescribed, azelaic acid is unlikely to be absorbed through the skin in
clinically relevant amounts to cause a change in azelaic acid concentration in milk or milk production; therefore, breastfeeding is not expected to

result in exposure of the infant to Finacea Foam.
Pediatric Use: The safety and efficacy of Finacea Foam have not been established in pediatric patients.

You are encouraged to report side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatch or call
1-800-FDA-1088 (1-800-332-1088).

You may also report side effects to LEO Pharma Inc. at 1-877-494-4536, option 1, or email to usdrugsafety@leo-pharma.com.
Please see the full Prescribing Information by tapping the Pl button at the top.
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