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Item 7.01 Regulation FD Disclosure.

On January 13, 2025, Palvella Therapeutics, Inc. (the ‘Company”) posted a corporate presentation to its website, which representatives of the Company will use in various
meetings with investors from time to time. A copy of the presentation is attached hereto as Exhibit 99.1, and incorporated herein by reference.

The information furnished pursuant to Item 7.01, including Exhibit 99.1, shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as
amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, and shall not be deemed to be incorporated by reference in any filing under the
Securities Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such filing.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

Exhibit No. Document

99.1 Corporate Presentation of Palvella Therapeutics, Inc., dated January 13, 2025%*
104 Cover Page Interactive Data File (embedded within the Inline XBRL document)

*Furnished herewith
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Forward Looking Statements

This presentation contains forward-looking statemaents of Palwella Therapeutics, Inc, (the Company™) within the meaning of the Private Sacurities Litigation Reform Act of 1985, Forward.
looking statemants include sll stetemsnts that are not historical facts, snd in some cases, can be idantified by tarms such as "may,” "might," “will," “could,” “would,"” “should,” "expect,”
“intend.” “plan,” “objactiva,” “anticipate,” “beliava," “estimata,” “predict,” “potential,” “continua,” “ongoing,” or tha negativa of thesa terms, or othar comparable terminology intanded to
Identify staternents about the future. Forward-looking staterments contained in this presentation include, but are not limited to, statements regarding the Company's future financisl or
business performance, conditions, plans, prospects, trenda of stretegles end other financial and business maters the Company®s current and prospactive product candidates, the
Company’s planned research and development activities, the Company's planned elinical trials, including timing of receipt of data from the same, the plannad regulatory framework for the
Company’s product candidates, the strength of the Company's intellectual property portfolio, and projections of the Company's future financial results and other metrics, Such forsard-
Looking statemants are subject to risks, uncertainties, and other fagtors which could cause actual results to differ materially from those expressed or implied by such forward lnoking
statements.

Thesa forward-looking statemants are basad upon current estimatas and assumptions of the Company and its management and ara subject to a number of risks, uncertainties and important
factors thet may cause actusl events of results to differ meterialty from those expressed or implied by sny forwerd-looking statements contalned in this presentation. Factors thet mey cause
actual results to differ materlally from current expectstions include, but are not bmited to: competition, the abslity of the company to grow end manage growth, maintsin relationships with
customers and suppliers and retain s managernent and key employess; the suecess, cost and timing of the Cormpany's product development activities, studies and clinical trials; changes in
applicable lws or regulations; the possibility that the Company may be adversely affected by other economic, business or competitive factors; the Company's estimates of expenses and
profitability; the evolution of the markets inwhich the Company competes; the ability of the Company to implement its strategic inftietives and continue to innowvate its existing products; and
tha ability of the Company to defand its intallectual property.

Mothing in this Presentation should be regarded e & represantstion by any parson that the forward-looking statemants aet forth herain will be schieved or that ary of the contemplated results
of such foreard-looking stataments will ba achievad. You should not place undue reliance on foraard-looking statemeants, which spesk only 83 of the date they sre made. The Company
undertakes no duty to update these fonvand-looking statements.

Industry and Market Data

The Company may from time to time provide estimates, projections and other information coneerningits industry, the general business environment, and the markets for certain conditions,
including estimates regarding the potential size of those markets and the estimated incidence and prevalence of certain medical conditions, Information thet is based on estimates, forecasts,
projections, market research or similar methodologies is inharantly subjact to uncartainties, and actusl evants, circumstances or numbers, including ectes! diseasa pravalence rates and
market size, mey diffar matenislly from the informetion reflacted in thiz presantation, Unless othenwiza exprassly statad, we obteinad this industry, businass information, market data,
pravalence information and other data from reports, research aurveys, studies and similar data prepared by market ressarch flima and other third parties, Industry, medical and genaral
publications, government dats, and similer sources, in some ceses applying our own assumptions and enalysis thet may, in the futwre, prove not to heve been accurate.

Trademarks

This Presantation may contain trademarks, servica marks, trede names and copyrights of other companias, which are the property of thair raspective owners. Solety for convanianca, soma of
tha trademarks, sarvice marks, trada names and copyrights raferred to in this Presentation may be listed without tha TM, 5M & or* symbols, but the Compamy will assart, to the fullast axtant
under applicebla law, the nghts of the applicable owners, if any, to thase trademarks, service marks, trade names and copyrights.
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Building the leading therapeutics it

debuted as a

publicly listed

company focused on —
- a 4 r_"N.ASDAQ:PVLA}
rare genetic skin diseases in Decemper




What Sets Palvella Apart: Building The Leader in Rare Genetic Skin Diseases

Late-stage Rare Disease Pipeline and QTORIN™ Platform

QTORIN™ rapamycein in two ongoing studies: Phase 3 (microcystic lymphatic malformations) and
Phase 2 (cutaneous venous malfoermations), with additional QTORIN™ product candidates planned

QTORIN™ rapamycin: potential to be first approved therapy and

standard of care in U.S. for microcystic LMs and cutaneous VMs p dlvell
Both are serious, rare mTOR-driven genetic diseases currently with no FDA-approved therapies

Striving to be
first for rare

Phase 3 designed for success & expedited regulatory pathway
disease patients

Highly statistically significant Phase 2 results in microcystic LMs contributed to Breakthrough
Therapy Designation, single arm baseline-controlled Phase 3 study, and FDA Orphan Product Grant

U.S. peak sales potential > $1bn in two uncontested indications

Microcystic LMs (estimated > 30k U.S. diagnosed patients) & Cutaneous Venous Malformations
(estimated > 75k U.S. diagnosed patients), with orphan pricing anticipated

15; Primary prospective research condwcted by Clarity Pharma and Sentero Pharma, claims data




Well-Capitalized Through Multiple Inflection Points with Funding
from Syndicate of Leading Healthcare-Dedicated Investors

Private Investors

BVF CAMCapital
Palvella closed reverse merger in December 2024 and debuted as
publicly listed company {NASDAQ:PVLA)

Ligand Petrichor

Funded with approximately $78.9 million of cash at close of reverse
merger and concurrent PIPE financing

t New PIPE Investors
Cash expected to fund through multiple key value driving events e R
and into second half of 2027, including through: FRAZIER
* Phase 2 TOIVA clinical trial in cutaneous VMs (Q4:25) M
* Phase 3 SELVA clinical trial in microcystic LMs (Q1:286) \ =
* Planned Rolling NDA Submission in microcystic LMs (Mid-2026) A [J BLUE OwWL

DAFNA M\NANTAHALA

Capital Managemsent, LLC

Fully diluted market cap of ~$200 million’




Building On Milestones Achieved in Q4:2024
to Drive Sustained Momentum in 2025 and Beyond

Notable Q4:24 Developments

Initiated dosing in Phase 3 SELVA trial in
microcystic LMs and Phase 2 TOIVA trial in
cutaneous VMs

Awarded FDA Orphan Products Grant up to
$2.6mm to fund Phase 3 SELVA trial

Fhase 2 clinical trial results in microcystic
LMs published in Journal of Vascular
Anomalies (loVA)}

Research analyst initiations including
Cantor (Josh Schimmer) and H.C.
Wainwright (Andrew Fein)

v V. VvV V¥V

Potential 2025+ Catalysts

Complete enrollment in Phase 3 SELVA and
Phase 2 TOIVA trials

Anticipated topline data readout from Phase 2
TOIVA trial in cutaneous VMs in Q4:25

Anticipated data readout from Phase 3 SELVA
trial in microcystic LMs in Q1:26

Addition of potential new rare disease
programs to development pipeline




OUR LEAD PRODUCT CANDIDATE

QTORIN™ 3.9%

RAPAMYCIN
ANHYDROUS GEL




Our Breakthrough Innovation:
QTORIN™ Platform

Reproducible platform for generation of novel topical product candidates for rare diseases...

Targeted Anhydrous Manufacturing

Formulations ) .
Applying established QTORIN

manufacturing to additional novel
product candidates

High payload capacity optimizes
paotential for therapeutic activity

Delivery to dermis with limited
systemic absorption

\9 Potential Long Duration IP j\

and Other Exclusivities

Each QTORIN™ product candidate eligible for
composition IP on formulation

...leading to First-in-Disease Therapies

@]
3




Broad Potential for mTOR Inhibition in Rare Skin Diseases

mTOR is a key driver for genetic skin diseases

. P : Refractory
f ;‘ Vasecular Tumors? Suh.s?quant
Microcystic LMs' Additional
Potential
s [ i : Indications
Indications L '
¥
Capillary
Malfarmations?
Venous Malformations? Cutaneous Sarcolduais® o)
. 1. Adams &t al., Pediatrics. (2016), 2. Saront at. al., IC| Insight. (2023). 3. Greenberger at. &l., ) Invest Dematol. {2011). 4, Marqués at. al., )

palvella
Yo oA
Am Aced Dermatol. (2015). 5. Redl &t. al., Lancet Rheumatol. (2024},




Systemic Rapamycin Limitations Restrict Use in Genetic Skin Diseases

Strong immunosuppressive activity
poses significant risks to patients with
localized cutaneous disease’

Systemic
Rapamycin
" Systemic toxicities
L'ﬂ'?l“""“rzj including stomatitis, hypertriglyceridemia,
. 'j;‘l‘j.r" st hyperchaolesterolemia, Gl distress, peripheral
o7 U:f} edema, anemia, urinary tract infection’
i I AP —
™ ‘-T " r L

Poor biodistribution to and within
the skin®

[=]

1. Rapamune package ingen

on file; Kitayama et al., lournal of Derm. Sciance | 2019) D C | .f':‘




Rapamycin Anhydrous Gel

RAPAMYCIN
Direct mechanistic
engagement of causal
mTOR pathway

QTORIN™

1000x higher rapamycin
levels at site of disease

vs. systemic rapamycin’

TOPICAL

Limited-to-undetectable
systemic absorption?

Mensured
Dosa Pump

el 2 far investigational vee only and has not been approved or claansd
Gy, The safety or efficacy has not been establizhed for amy uge.




QTORIN™ 3.9% RAPAMYCIN

Microcystic Lymphatic

Malformations




Microcystic Lymphatic Malformations:
Serious, Debilitating, and Lifelong

Early onset: Present at birth and
significantimpact to adolescents

Genetics &
Pathophysiology:
Somatic PIK3CA
mutations cause

hyperactivated
PI3K/mTOR

Lymphorrhea: Persistent discharge
of lymphatic fluid through skin layers

Deep infections: Cellulitis and other
serious infections

Proliferation of infiltrative lesions over
time with no spontaneous resolution

1. Gallaghar at, al. (2022)

-
> 30k patients
ESTIMATED DIAGNOSED IN THE LIS1

Leads to serious impact to
quality of life and
hospitalizations, with no
FDA approved therapies

Current options: surgeries,
sclerotherapy (chemotherapy
injections), off label systamic
pharmacotherapies limited by

toxicities

palvella




No Spontaneous Regression Well-Established in Microcystic LMs

- &:HH.P‘-A. ARTICLENEN

Spmtamea Regressivon of Ly givmas in 2

A 34-year, 28-subject study confirmed no spontaneous regression

=
Types Microcystic
Subtotal 28
Sex (F:M) 14:14
Age (v), mean + SD 0.89+1.4
Maximum diameter (ecm), mean = SD —
Spontaneous regression
Positive 0
Negative 28
N J

PR e '

* Consistent with well-established history of PI3K Related Overgrowth Spectrum, which includes microcystic LM O | Ve | e
**Kata M et al., Plast Reconstr Surg Glob Open. 2017 Sep 25,5(3):¢1501. p -

L




QTORIN™ Rapamycin: On Target, In Tissue

Target: mTOR Tissue: Dermis

Hypesactivaiad” * :

'y

A
* Monogenic somatic mutations leads * QTORIN™ delivers pharmacologically
to overactivated PI3K/mTOR signaling active levels of rapamycin
transepidermally to diseased tissue
QJU"?.'T'J'”' 3.9% reDamyCiT am |'Sl0u's.,!8|' {2 for invas igations! 428 omly and has mal bean aporovad or cleared Dy the FOA or by any otiver p O | VF:\ ::

regelatory agency. The safety or efficacy has not been established for any use.




Real World Evidence and OUS Treatment Guidelines

LYMPHATIC RESEARCH AND BICUOGY
SMary Ann Lister, ino.
S0 00, VIR, 202100

Sirolimus in the Treatment of Microsystic Lymphatic Malformations:
A Systematic Review

o HLE Tang, MD, PHID,' Addiiarea Harmmil, MO, PHOU T Mating, FHO
and lames Trest, MO

“Micro LMs represent therapeutically challenging
congenital vascular lesions. There is no universally
accepted gold standard of care and there are no FDA
approved therapies...this review examines clinical data
over the last 10 years on the role of sirolimus
[rapamycin]...a total of 16 studies were
identified...clinically meaningful, long-term
improvement {up to 3 years) was noted...however,
developing a commercial topical sirolimus formulation
faces important challenges.”

Laboulanger ar&.
Crphanatiowns of Rare Nssases (2023) 18:70
il al i 0.1 186/ 1202302202808y

Franeh national diagnosis and care protocel (PNDS, protocole
natienal de diagnostic et de soins): cystic lymphatic malfermations
Miolic Listondan g’ 7', Annei Badoifl, Olivie Boceas®, ik
Dompmartin®, Laurent Guibawd®, Christing Labreze”, lacgues Lager®,
Biarsictic1n Lesun-Yignas®, Dunis Harbretess™, Aline laly, luls
Maiinin|- Delsurny 2. Armaut Mariel, Syiohens Muncs'®, Prédérique
S 1™ el Annabel Marni e

——

“Sirolimus [rapamycin] is the disease-madifying
treatment of choice. It should be started early in
life (early childhood) to prevent the increase in
volume of the LM.”

pal




QTORIN™ Rapamycin: Phase 2 Study in Microcystic LMs
n=12; QD dose

,/’..
|. ! | |:. ¥
James Treat, M.D. Joyce Teng, M.D., Ph.D. Steve Kempers, M.D. Milton '-.'Ua-ner, M.D. Alison Srn_all, M.D.
" : Assoclated g ascular < School of
#J-J Children's Hospital Stanford BN Skin Care B birthmark
i I of Philadelphix @ MEDICINE | "] ?'I.:,.“-_”:_,_ \L ‘l i”-‘!llill".:" tal MEDICINE

Baseline Single arm, QTORIN™ rapamycin treatment (QD)

(4 weeks) (12

Study Objectives: Safety and efficacy

Results
+ Clinically & statistically significant on pre-specified global and individual endpoints
* Patient exit interviews and photographs align with clinical data

palve




Phase 2: Clinically Meaningful, Statistically Significant Improvements

Viery Much g

Improved | % Individual Clinical Signs: Rapid Onset
* and Time Dependent Improvements
Much o ® i
S * i Statistically significant across key individual
o * signs of microcystic LM at week 12
Inima
Improvement '
* Height (p<0.0001)
NoChange D * Leaking (p=0.005)
+ Bleeding (p<0.05)
 +2.42(p<0.0001) *  Erythema (p<0.005)
Minimally _q * Hyperkeratosis (p=0.005)

Worse

MuchWorse -2

Very Much -3

Worss Weakd Week8 Week12 Weakd Weekd Weekl12
Clinician Global Patient Global
Impression of Change Impression of Change

palvelld

* = pevirlue <0,0001




Phase 2 Results: Visible Improvement

Baseline Week 12

QTORIN™ 3, 9% rapamycin snhydrous g6l is for imestigational use only and has not bean approved or claarad by the FDA or by any other regulatory agency. p O | A= | '
The safety or efficacy haz not been established for any use. i




Phase 2 Results: Visible Improvement

Baseline Week 12

QTORIN™ 3, 9% rapamycin snhydrous g6l 13 for imestigational uvse only and has not been spproved or claarad by the FDA or by sny othar regulatarny BEERCY. p O | vr‘\ '
20 The safety or efficacy ez not been establishe ¥ 58, o=




Microcystic Lymphatic Malformation: Phase 2
All Treatment-Related Adverse Events

Low blood levels of rapamycin detected in some patients:

120.98 pg/mL (mean)

Application site pain 3(25)
Application site pruritus 3{25)
Application site discharge 1(8.3)
Application site erythema 1(8.3)
Application site paraesthesia 1(8.3)
Nodule 1(8.3)

No unexpected AEs
Eczema 1(8.3)
Skin exfoliation 1(8.3)
Diarrhea 1(8.3)

Headache 1({8.3)




Phase 2 Study Results Published in Journal of Vascular Anomalies (JoVA)

I- cal Siudy (Prospective, Retrosg thea, Casa Serias) n
Gl oo i

e weroms v m—r—y e S5V

Journal of

. Phase 2 study of the safety and efficacy of
Vascular QTORIN rapamycin in the treatment of microcystic
Anomalies lymphatic malformations

btz Jamas Traat®, Jeffrey Martin®, Jason T. Connor, Alsan Smalf, Tracy Funk?, Miton Wanar, Jayos Teng'

“Efficacy from this phase 2 study showed a robust clinical response as
measured from both the clinicians’ and patients’ perspective. All 12 patients
in the study demonstrated clinical and statistical improvements across a
variety of endpoints, including remarkable visual improvement in disease
symptoms from photographs of microcystic LM lesions. In addition, patient
exit interviews that assessed baseline disease severity and changes in disease
severity after treatment confirmed the results from this study.”

onal use only and has not been approved or cleared by the FDA ar by any other regulatony agency: D c | LW, I"*. i
W




SELVA Phase 3 Study: Single-Arm, Baseline-Controlled
n=40; QD dose

Efficacy Evaluation Pericd Treatment Extension
24 weeks 24+ weeks
VE Day 1 Baseling Primary Efficacy
Photo 1 Photo 2 Photo 3
Baseline o ’

: Single arm,

(= 8 weeks) 5
Entry Interviaw Exit Interview with
with participant participant

Primary Efficacy

+ mLM-IGA, a 7-point clinician change scale i
¢ Data anticipated

Key Secondary Q-" 2026
+  Blinded mLM Multi-Component Static Scale (mLM- MCSS)

palvella




Phase 3 Pivotal Study Design Mimics Phase 2 Study

Phase 3 trial design based on statistical significance with n=12 in Phase 2

n=12 n=40
{for NDA safety database)

Size
Noteworthy GCGI-C, a 7-point clinician mLM-IGA, a 7-point clinician
SHGEHALELLILIEN change scale (p<0.0001)! change scale (primary)?
Study duration 12 weeks ) 24 weeks
Baseline Controlled v v
QD Dosing v ¥

Moderate to severe
study population

v v

>899% powered

1 CGOl-Cism -'-r\f‘:l" '.ﬂﬂ'|_qf‘: scala ranging from -3
2. mLM-1G4 is 7-point change scala ranging from—3 chworse
a3 8 required companentfor lve clinician assesemant of lesion change

ry much warse) to +3 fwery much improvad)
+3 (wary much improved) thet usas besaline photos

palve




FDA Orphan Products Grant Recipient: Announced November 2024

Based on scientific and technical merit as determined by rare disease and regulatory experts

Out of 51 grant applications received by the FDA Orphan Products Grants Program in fiscal year 2024,
Palvella’s clinical trial was one of seven new clinical trials and only Phase 3 program that was awarded a grant

+  “We would not expect clinical trials to be funded if there was
not a meaningful degree of alignment between the FDA

H manup}‘flps review division on the trial design, particularly for later stage
& McNamara trials”
Regulator and Funder? FDA's Orphan Products + “Receiving a Clinical Trials Grant provides insight that the
Grants Program awards sign'lficant funding to FDA review team likely considered the proposed study as

being capable of providing acceptable data that could

help move promising treatments through
E R 8 g contribute to product approval”

clinical development

e e B Mal s + “Relative to other areas of medicine (e.g., metabalism,

neurology, oncology), there has not been the same focus by
S - il medical product developers on drugs for rare diseasesin
dermatology.”

palve




Regulatory Overview: NDA Submission Planned for 2026

Phase 3 study in
microcystic LMs ongoing;
data expected in Q1 2026

Rolling NDA submission with
potential for six-month priority

review planned for 2026

Seeking full FDA approval
based on clinical endpoints
utilized in prospective Phase
2 and Phase 3 studies

505(b)(2) pathway
leveraging prior FDA
approvals of
rapamycin




Market Research (May 2024): Strong Uptake in U.S. Anticipated

Product X: topical 3.9% rapamycin gel

Percent of my
microcystic LM
patients | would
prescribe Product X:

75%

Would you incorporate
Product X into your clinical
practice?

Would you cansider this as
a first-line therapy
for these patients?

Do you see advantages of
topical administration of
rapamycin (vs oral)?

% Yes

)

“It would be a first
choice medical
therapy”

‘I believe patient
acceptance would
be great”

Survey of 52 high-volume dermatologists and hematologists (average of 11.7 cutaneous microcystic lymphatic malformation patients)

27 Source:; May 2024, Madacorp,

palve
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Favorable Market Dynamics Enable Potential for Self-Commercialization

1 2
Relatively small number of US
First and only market position vascular anomaly centers
in a serious disease with no (n=142), mostly within
FDA-approved therapies academic medical centers,

streamline our commercial and
medical affairs efforts

Second indication
(cutaneous VMs) has
many synergies with
Microcystic LMs

28 palvella




QTORIN™ Rapamycin: >$1bn Sales Potential in Five Years'

» Claims data analysis confirms significant commercial opportunity in both diseases

Microcystic Lymphatic Malformations Cutaneous Venous Malformations

= .
>30K with microcystic disease? e LA it :amu"'
malformations

conductad by Trinity Research (June 2024) D C | e
) W=




QTORIN™ 3.9% RAPAMYCIN

Cutaneous Venous

Malformations




Cutaneous Venous Malformations:
Serious, High Unmet Need

veins impacting the skin

Genetics &
Pathophysiology:
TIEZ or PIK3CA over-
activating mutations;
part of the
PISK/AKT/mTOR
pathway

Hemorrhaging

Functional impairment

Deformity as lesions
continue to grow

Ell 1. Primary prospective research conducted by Clarity Pharma,

Dysregulated growth of malformed

> 75k patients

ESTIMATED DIAGNOSED IN THE LS’

Leads to physical & functional
impairment, psychological
distress, with no FDA approved
therapies
Current options: laser treatment, off label

systemic pharmacotherapies imited by
toxicities

palvella




Substantial Body of Research Supporting Rapamycin’s Potential
in VM Led to FDA Fast Track Designation for QTORIN™ Rapamycin

Summary Takeaways
JRSENT % 1 1
I VASCLLAR BOLOGY: EDITED BY M. LUSA IRUELA ARSPE o High potential of rapamycin
Rapamycin and the treatment of venous malformations ; . -
Seront, Emmanuel® Van Damme, An == Boon, Laurence M.22; Vikkula, Milkkab=s {Rﬂ'pam}fffﬂ 15 Ih{‘ flr“'t tﬂrgeri’d fherﬂ'py Ihﬂt
improves considerably the Qol of these patients™
Summary
Targeted molecular therapies are becoming interesting additions to
the management of vascular anomalles, and rapamycin Is establishing ] 1
itself as the gold standard for venous malformations. Nead for topical theraples

“Topical agents...could abolish the need for
systemic treatments that have wider toxicity”

i

Current unmet need for targeted, localized therapy for Cutaneous Venous Malformations

palvella




Cutaneous Venous Malformations Phase 2 Study
n=~15; QD dose

Day 1 ) i i Day 84
1VE: Photo 1 Baseling Efficacy Evaluation Period Baseling

Photo 2 12 weaks Phatg 3

Baseline
(= 4 weeks)
L ]
T
Entry Interviaw Exit Interview with
with participant participant

Safety
= Safety and tolerability
Efficacy Data anticipated
= Cutaneous vanous malformation - investigators’ global assessment (7-polnt
clinician change scale) Q4 2025

= Cutaneous venous malformation - multicomponent static scale
*  Other clinician and patient-reportad autcomes

palve




cVM Market Research (Sept 2024): Potential to be First Line Therapy

Percent of my % Yes ’ ’

i manbe . Nowrasmmorand TR
I would prescribe X over oral mTOR and “Patients deserve

Product X: PI3K inhibitors? this novel treatment”
Would you consider this as a a3 . :
first-line therapy 6% .;Ess;nf:fa:g)y 31:
6 1 % for these patients? = m:oufd s &
considered for
Product X"

“This product would be life changing for
current patients with limited treatment options”

Survey of 50 high-volume dermatologists and hematologists with an average of 10.6 cutaneous VM patients seen per month

palvella

34 Source: Sept 2024, Medacorp,




QTORIN™ Platform has Broad Potential Across
Rare Dermatological Diseases

QTORIN™ Rapamycin

* Microcystic Lymphatic Malformations
* Venous Malformations

= Additional mTOR-driven indications

QTORIN™

PLATFORM

Additional QTORIN™-enabled products
* Multiple rare genodermatoses and
molecules under evaluation

p

“We have begun to see interest from investors and companies in developing
treatments for a rare disease such as epidermolysis bullosa, but there are many
other diseases within dermatology that remain unaddressed”

John Doux, M.D., Barriers and Opportunities Across the Development
Divide, The Society of Investigative Dermatology, 2015




What Sets Palvella Apart: Building The Leader in Rare Genetic Skin Diseases

Late-stage Rare Disease Pipeline and QTORIN™ Platform

QTORIN™ rapamycein in two ongoing studies: Phase 3 (microcystic lymphatic malformations) and
Phase 2 (cutaneous venous malfoermations), with additional QTORIN™ product candidates planned

QTORIN™ rapamycin: potential to be first approved therapy and

standard of care in U.S. for microcystic LMs and cutaneous VMs p dlvell
Both are serious, rare mTOR-driven genetic diseases currently with no FDA-approved therapies

Striving to be
first for rare

Phase 3 designed for success & expedited regulatory pathway
disease patients

Highly statistically significant Phase 2 results in microcystic LMs contributed to Breakthrough
Therapy Designation, single arm baseline-controlled Phase 3 study, and FDA Orphan Product Grant

U.S. peak sales potential > $1bn in two uncontested indications

Microcystic LMs (estimated > 30k U.S. diagnosed patients) & Cutaneous Venous Malformations
(estimated > 75k U.S. diagnosed patients), with orphan pricing anticipated

15; Primary prospective research condwcted by Clarity Pharma and Sentero Pharma, claims data
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