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Background

« EPIT with VP250 is a novel patch-based approach involving administration of microgram quantities of peanut
allergen to intact skin to induce desensitization
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— - Adhesive Overlay

T PET Titanium Backing

Condensation Allergen
Chamber
Adhesive Crown
Condensation Chamber Allergen Solubilization
Formed by adhesive crown, allergen and titanium backing, Occurs within condensation chamber when natural epidermal
secured by adhesive overlay water loss solubilizes dry antigen on titanium backing

« Each patch contains 250 ug peanut protein (~1/1000 of 1 peanut kernel); no up-dosing

* No restrictions or treatment disruptions based on daily activities or illness required in
clinical trial protocols
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Epicutaneous immunotherapy and Viaskin™ (VP250) are under clinical investigation and have not been approved for marketing by any health or regulatory authority.
1. Fleischer DM, et al. Allergy Asthma Proc. 2020;41:278-284. 2. Fleischer DM, et al. JAMA. 2019;32:946-955. 3. Hervé PL, et al. Front Allergy. 2023. doi:10.3389/falgy.2023.1290003.



Study Design: Open-label, Long-term Extension to

the EPITOPE Phase 3 Trial (EPOPEX)
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Study Endpoints

* % reaching ED 21000 mg and 22000 mg

* % of treatment responders (as defined in
EPITOPE?)

* % of participants not meeting stopping
criteria at highest dose (2000 mg) during
DBPCFC

» Safety as assessed by treatment-
emergent adverse event rates, including
anaphylaxis
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Objective

* To assess the efficacy and safety of EPIT with VP250 among peanut-allergic children from the first year of the
open-label extension study to EPITOPE (EPOPEX)

Epicutaneous immunotherapy and Viaskin™ (VP250) are under clinical investigation and have not been approved for marketing by any health or regulatory authority.
ED=eliciting dose; DBPCFC=double-blind, placebo-controlled food challenge.

*Treatment responder (assessed by DBPCFC) defined as: If ED < 10 mg at baseline, responder if ED = 300 mg at M12; If ED > 10 mg at baseline, responder if ED = 1000 mg at M12.

1. Greenhawt M, et al. N Engl J Med. 2023;388:1755-1766.
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L
Efficacy Results: Placebo+VP250 Group -Y Children's Hospital Colorado

- In EPITOPE placebo participants receiving 12 months of VP250 in EPOPEX (Placebo+VP250 group),
treatment outcomes were consistent with results seen after 12 months of VP250 in EPITOPE

Treatment ED 21000 mg ED 22000 mg Completed DBPCFC
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VP250 at M12
in EPITOPE
(N=244)

Treatment Responder 67.0%
21000 mg 64.2%
>2000 mg 37.0%
Completed DBPCFC 30.7%
Without Meeting

Stopping Criteria

Epicutaneous immunotherapy and Viaskin™ (VP250) are under clinical investigation and have not been approved for marketing by any health or regulatory authority.

DBPCFC=double-blind, placebo-controlled food challenge; ED=eliciting dose.

. . . , , School of Medicine
*Treatment responder (assessed by DBPCFC) defined as: If ED < 10 mg at baseline, responder if ED = 300 mg at M12; If ED > 10 mg at baseline, responder if ED = 1000 mg at M12.
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Efﬁcacy Results: VP250+VP250 Group *Children’s Hospital Colorado

- Increases in the percentage of participants achieving an ED of 21000 mg (3-4 peanuts) and
22000 mg (6-8 peanuts) were observed following an additional year of VP250 treatment
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Epicutaneous immunotherapy and Viaskin™ (VP250) are under clinical investigation and have not been approved for marketing by any health or regulatory authority.
ED=eliciting dose. L.
*Month 12 data among participants randomized to VP250 in EPITOPE who completed the EPOPEX Year 1 food challenge endpoint. School of Medicine

TNumber of subjects with non-missing food challenge endpoint. UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS 6



Efficacy Results: VP250+VP250 Group

Children’s Hospital Colorado

- A second year of treatment led to increases in both treatment responders and the proportion of
participants able to complete the DBPCFC without meeting stopping criteria
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 100% - o0 - Stopping Criteria
) 83.9% )
® . 77.4% J%) .
2 80% - ° = 80% -
9 67.0% 8
S o 55 99
T 60% 1 T 60% - 9%
o o
° y ° y 39.5%
40% A 40% A
2 g 30.7%
c c
(] o
O 20% - O 20% -
() o
o o
0% - 0% -
M12 M12* M24t M12 M12* M24
(N=244)  (N=159)  (N=161) (N=244)  (N=147)  (N=152)

Epicutaneous immunotherapy and Viaskin™ (VP250) are under clinical investigation and have not been approved for marketing by any health or regulatory authority.
ED=eliciting dose; DBPCFC=double-blind, placebo-controlled food challenge; M=month.

*Month 12 data among participants randomized to VP250 in EPITOPE who completed the EPOPEX Year 1 food challenge endpoint.

TNumber of subjects with non-missing food challenge endpoint. L
¥In EPITOPE, a treatment responder (assessed by DBPCFC) was defined as: If ED < 10 mg at baseline, responder if ED = 300 mg at M12; If ED > 10 mg at baseline, responder if SCh00| Of MBdlClnB
ED = 1000 mg at M12. UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS



Safety and T0|erab|||ty Results '{Children’s Hospital Colorado

- The frequency of treatment- First Year  Second Year  First Year
related local TEAEs decreased of Active Tof Active Tof Active
in Year 2 Compared to Year 1 of Treatment reatment reatment
VP250 treatment Adverse Event Category [n (%)] VP250 VP250+VP250 PLB+VP250

(N=175) (N=175) (N=91)
TEAEs 175 (100%) 171 (97.7%) 90 (98.9%)
+ During the first 12 months of Treatment-related TEAEs 175(100%) 160 (91.4%) 87 (95.6%)
the open-label extension: Serious TEAEs 17 (9.7%) 7 (4.0%) 2 (2.2%)
- (|):>r|]e (1 .1%\3£§rt(|30|pant Treatment-related serious TEAEs 1(0.6%) 0 1(1.1%)
+
( ace.bo d1 0 grou?) TEAESs leading to permanent study 0 0 0
experience event o treatment discontinuation
moderate treatment-related Treatment-related local TEAEs 175 (100%) 160 (91.4%) 85 (93.4%)
anaphylaxis, which was
considered serious Treatment-emergent local AESI 40 (22.9%) 25 (14.3%) 2 (2.2%)
H H (o) (o)
_ There were no discontinuations Anaphylactic reaction 11 (6.3%) 11 (6.3%) 6 (6.6%)
due to a TEAE Treatment-related anaphylactic reaction 3 (1.7%) 0 1(1.1%)

Epicutaneous immunotherapy and Viaskin™ (VP250) are under clinical investigation and have not been approved for marketing by any health or regulatory authority. School of Medicine
AESI|=adverse event of special interest; PLB=placebo; TEAE=treatment-emergent adverse event. UNIVERSITY OF COLORADO ANSCHUTZ MEDICAL CAMPUS 8
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A second year of EPIT with Viaskin Peanut 250 ug in peanut-allergic children aged 1

through 3 years resulted in continued increases in treatment effect, beyond those observed
after one year in EPITOPE

The treatment effect after one year of Viaskin Peanut 250 ug was confirmed in
participants receiving placebo in EPITOPE

Safety results were consistent with previous trials, with mainly local application site
reactions which decreased over time, and low rates of treatment-related anaphylaxis

TEAE=treatment-emergent adverse event.
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Epicutaneous immunotherapy and Viaskin™ (VP250) are under clinical investigation and have not been approved for marketing by any health or regulatory authority. @
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