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Item 7.01. Regulation FD Disclosure.

On January 25, 2024, Eyenovia released an updated investor presentation, a copy of which is furnished as Exhibit 99.1 to this Current Report on Form 8-K and is
incorporated herein by reference.

Eyenovia is developing topical ophthalmic medications that utilize its novel, patented Optejet® drug-device dispensing platform to address large market indications
with significant unmet medical needs. Numerous studies have demonstrated the ability of the Optejet to achieve efficacy with up to 80% less medication than traditional eye
drops, resulting in increased local tolerability and decreased systemic exposure to both drug and preservatives. The Optejet technology is protected by a comprehensive IP
portfolio, with many claims in effect beyond 2031.

Complementing its Optejet device, Eyenovia is developing its Optecare™ suite of digital applications which leverages the onboard programming and Bluetooth
technology in the Optejet to track usage and boost compliance through reminders sent to the patient, which may result in improved patient outcomes. This also represents a
potential additional revenue stream for eye doctors under a CPT code for “Remote Therapeutic Monitoring Treatment Management Services.”

Eyenovia currently has one commercial asset, Mydcombi for mydriasis (in-office and surgical pupil dilation), which is currently being launched commercially.
Eyenovia estimates this to be a $250 million market annually, and the updated investor presentation contains several testimonials from early adopters of the technology.
Mydcombi represents the first FDA approved drug in the Optejet, providing important validation of the technology.

Eyenovia in-licensed its second asset, APP13007 for pain and inflammation following ocular surgery, from Formosa Pharmaceuticals in August of 2023. APP13007
has an FDA PDUFA date of March 4, 2024. APP13007 utilizes Formosa’s APNT™ platform which reduces an active pharmaceutical ingredient’s particle size with high
uniformity and purity, ultimately enhancing bioavailability.

New clinical data in the updated investor presentation demonstrates that 91% of APP13007-treated patients were pain free through day 15, as compared to 42% for
placebo. Similarly, 59% of APP13007-tretaed patients were free from inflammation (ACC Grade 0) through day 15, versus 16% for placebo. Importantly, the clinical profile of
APP13007 allows for 2x/day dosing in a market where most approved treatments require up to 4x/day dosing. APP13007 was well tolerated in clinical trials. Eyenovia plans to
launch APP13007 in 2H 2024, if approved. This would allow the company to further leverage its planned 10-person field sales force.

In addition, Eyenovia recently announced that it has re-acquired the development rights to MicroPine (precision dosed atropine spray) from Bausch+Lomb, which is
currently in Phase 3 for pediatric myopia. Myopia, which typically begins in early childhood, is characterized by an elongation of the eye, resulting in significant vision loss
and even blindness if not treated. It is estimated that myopia affects 25 million children in the U.S. alone, with five million of those believed to be at high risk. The Review of
Myopia Management states this equates to a $1.8 billion annual market opportunity in the U.S., with a similar opportunity in China. With myopia, treatment compliance is
particularly important to slow disease progression, early indications from use of Eyenovia’s Optecare remote therapeutic monitoring suggest enhanced dosing compliance as
compared to historical treatments without such monitoring.

In terms of remaining development steps for MicroPine, Eyenovia is planning to meet with FDA to discuss possible changes to the Phase 3 CHAPERONE clinical trial
protocol to expedite development, including a possible interim analysis of data from ~300 patients in late 2024. If positive and statistically significant, Eyenovia plans to meet
with FDA again with the goal of submitting an NDA in 2H 2026. If positive but not statistically significant, Eyenovia will continue the trial until the original enrollment target
of 420 patients reaches the study endpoint. Under that scenario, the Company would plan to file an NDA in 2H 2027.

Longer term, the Company sees potential applications for the Optejet in glaucoma (annual U.S. market opportunity of $2.7 billion), acute dry eye ($610 million),
chronic dry eye ($5.5 billion) and eye hydration.

Eyenovia’s updated investor presentation is also available for download under “Events and Presentations” in the “Investors” section of the Company’s website,
WWWw.eyenovia.com.




The information contained in this Item 7.01, including Exhibit 99.1, is being “furnished” and shall not be deemed “filed” for purposes of Section 18 of the Exchange
Act, or otherwise subject to the liability of that Section or Sections 11 and 12(a)(2) of the Securities Act. The information contained in this Item 7.01, including Exhibit 99.1,
shall not be incorporated by reference into any registration statement or other document pursuant to the Securities Act or into any filing or other document pursuant to the
Exchange Act, except as otherwise expressly stated in any such filing.
Item 9.01. Financial Statements and Exhibits.

(d)  Exhibits

Exhibit No. Description

9.1 Eyenovia, Inc. Updated Corporate Presentation, dated January 2024

104 Cover Page Interactive Data File (embedded within the Inline XBRL document).



https://content.equisolve.net/hyperiondefi/sec/0001104659-24-006487/for_pdf/tm243960d1_ex99-1.htm
https://content.equisolve.net/hyperiondefi/sec/0001104659-24-006487/for_pdf/tm243960d1_ex99-1.htm

SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto
duly authorized.

EYENOVIA, INC.
Date: January 25, 2024 /s/ John Gandolfo

John Gandolfo
Chief Financial Officer
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We Are the Optejet® Company

Developing and commercializing ophthalmic drug-device therapeutics
with Optecare” services in large markets with high unmet needs




Forward-looking Statements




Eyenovia (NASDAQ:EYEN) is the Optejet® Company

Patented digital device platform technology
Unigue, class-leading drug products

High-value product pipeline addressing areas of
significant medical and market need

Multi-faceted business model with revenue from
direct sales and licensing agreements

Optejet® with microdose array print technology

* Designed to address issues with ease-of-
use and dosing precision

* Delivers efficacy while improving
tolerability and reducing side effects®

» Digital Optecare™ capabilities?
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Today’s Eyedropper Bottle

Designed for manufacturing ease, not patient use

Over the past 125 years, changes
in eyedropper design have done
little to improve the usability of
topical ophthalmic medications

In a recent survey conducted by J. Reckner and Associates, consumers reported that
taking eye drops was among the most difficult ways to self-administer medication’




Introducing the Optejet”

Optejet® with replaceable drug cartridge

Activation button

Ergonomic design

Optejet is a drug-device combination product manufactured with a sterile-filled,
replaceable drug cartridge and equipped with Optecare™ (connected care) capabilities




Ergonomic Design to Improve Usability

Horizontal delivery, push-button dosing and no protruding tip




Laboratory-Proven Cartridge Thoroughly Tested

to Demonstrate Sterile Drug Delivery
e

RESULTS: Using the 1x108
microbial growth challenge

Results of the Study [ BURA  ERSl co) Optejet met the

passing criteria.
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Growth .
All test units did not show

growth for the 28-day
No Growth simulated use

Test Unit Test Unit Positive Control Negative + All positive control units
Upright | Prone Unit - Prone Contro showed growth
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' : ! (N=5) ] + All negative control units
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RFU - Relative Fluorescance Units (10°)

The Optejet Delivers 80% Less Drug Volume Than Eye Droppers

Sufficient for efficacy while improving benefits from reducing excessive exposure to both drugs and preservatives 12

Minimizes Excessive Drug Improves Local Tolerability and
Exposure to Ocular Tissues? Decreases Systemic Exposure?

1 —, Non-preserved eye drops and preserved
Dptejet® spray produced minimal cytotoxicity
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Optejet Digital Technology is Optecare™
s B

e OPTECARE:
The Optejet® is capable of Multiple Benefits for All Stakeholders
automatically tracking usage

PATIENT
Reminders to take medicine
Ability to track compliance progress
Opportunity for brand-specific encouragement
May be monetized through App subscription
service

PHYSICIAN
Ability for quicker action with more
accurate data
Opportunity for billing: CPT Code (98980)
for monthly check of compliance data

PAYER
Cost savings: Less likely to have patient on
second medication if compliance is the issue
Better outcomes: Compliance with drug therapy
shown to slow disease progression’

15 YHetal T W Figld Pro an in Gpen-angle




Broad Intellectual Property Portfolio

* Key claims covered with multiple patents
— 16 US Patents Issued; 1 pending
— 95 foreign issued; 32 pending
— Many in effect beyond 2031
» Clinical data and regulatory approval
adds another layer of IP




MydCombi™
The First FDA-Approved Product with Optejet” Technology

Fill button

Mist button
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The Office-Based and Surgical Pupil Dilation Market
$250 Million Opportunity!in the United States

The leading pupil dilation drugs are tropicamide and
phenylephrine, both used individually and together
and delivered as eye drops

There are approximately 108 million office-based

dilations performed annually in the United States

The current process suffers from a number of shortfalls:
- Multiple eyedrops are usually needed

- Patient discomfort and avoidance

- Time-consuming administration and slow recovery to “normal”

- Cross-contamination risk




MydCombi™

First and only FDA approved ophthalmic spray for mydriasis

ical trials evaluated the
f MYDCOMBI for achievement
of mydriasis,

MYDCOMBI was statistically superior to
tropicamide administered alone anc
phenyle e administered alone.

T

Mearly all (¢ subject eyes achiev
clinically significant effe hieving
pupil diameter of 2 6 mm at 35-minute
post-dose compared to 78% of eyes
administered tropicamide alone and 1

of eyes administered phenylephrine alone.
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Clinically effective mydriasis was observed

e quick 3 i c
as quickly as 20 minutes. MydCombi

eyenovia

Tropicamide Phenylephrine




MydCombi™

Speed and simplicity with each spray

prnationan A pre =

GATE REMARK

The only FDA approved fixed-dose combination of the y TmE  DESTIATION j
leading pupil dilating drugs s j0:46 myocoms 10
|s 10:49 TROPICAMIDE 7 Détzzgg
. ] e — _ D
Quickly achieves clinically necessary dilation and reliable 10:52 PHENYLEPHRINE
time to resolution?

Well tolerated. In clinical studies 97% of patients reported
zero side effects?

Take A New Route
with MydCombi

Online ordering will be available on EyenoviaRx.com
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Testimonials
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Late-Stage Development Pipeline

United States
Addressable Next Milestone
Market

Post surgical pain 2x day dosing in a market 4 PDUFA
APP13007 1 2nd inflammation | dominated by 4x day dosing Set March 2024

o Optejet: Ease of use, less Planned Ph3
. , Pediatric : = ) :
MicroPine Pregreesive Mo systemic exposure, $1.88 Interim Analysis
o Optecare™ service Q4 2024

Optejet: Ease of use, NDA on hold
Apersure Presbyopia convenience, $850M* pending market
low side effect incidence conditions

Targeted Product

Product Indication Differentiation
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APP13007

(Clobetasol Propionate Manosuspension 0.05%, BID)

An Important Advancement in Ocular

Post-Surgical Pain and Inflammation Control
FDA PDUFA date March 2024

) 2024

Post-ocular surgery treatment

¥
-

opportunity ($1.3B market) - +  Potential dry eye product in
= Synergistic commercialization the Optejet ($3.6B market)
with MydCombi's sales force

* Short and mid-term revenue




Technology Enables APP13007’s Compelling Profile

The Post-surgical Pain and Inflammation Market Was Valued at $200m in 2022

Patented APNT nanolization provides many benefits
in topical ophthalmic drug development*

Active
Pharmaceutical Salt or Sugar
Ingredient

- High uniformity and purity in particle size

S . - Improved stability
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- L ] o B 1 - Improved dispersion properties
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~ ‘-‘ ‘I. " P 3 . - Improved bioavailability

b | APNT Nanolization




Rapid and Sustained Ocular Pain Relief

and Clearance of Inflammation

PAIN INFLAMMATION
% of Subjects Pain Free % of subjects with ACC Grade=0
Sustained to Day 15 Sustained to Day 15

- 82%
T7%

POD4 PODE PODE




When it Comes to Post-Surgical Pain and Inflammation Management
Efficacy and Twice-a-Day Dosing Matter Most

Post-Surgical Steroid Posology
Dexamethasone 4x daily
Difluprednate 4x daily

once in the morning and evening? Loteprednol 2x-4x daily
Prednisolone 2x-4x daily

Preferred posology for post-cataract Flurometholone 4x daily
surgery: Antibiotic, NSAID and steroid
APP13007 2x daily




In the Clinical Trial CPN-301, Over 99% of Patients in the Treatment
Group Experienced No Incidents of Elevated IOP > 21mmHg*

All Adverse Events 2 2.0%

Adverse Events
Subjects with = 1 Ocular Adverse Event
Anterior chamber inflammation

Corneal oedema

(N=181) (N=197)

APP13007 ‘ Placebo

n (%) # of Events # of Events
34 (17.3%)
3 (1.5%)

3 (1.7%) - 10 (5.1%)




Facing the MYOPIA: A GLOBAL EPIDEMIC | The Growing Global
M YOopla cplidemic ‘e An overview of the problem and efforts to addeess it EpidEl‘DiC Of Childhood

Myopia: Is Atropine The
Answer?

Progressive Myopia is a Global Epidemic That Can Lead
to Vision Loss and Blindness if Not Controlled

Progression of Myopic Maculopathy
Begins in early childhood, with genetic link®

Elongation of the eye with morbidity and vision
problems?

Urgent need for FDA-approved drug therapies
to slow myopia progression

Heemsl Eye Hynpic Eye High Hyspic Eyn

Affects ~25M children in the US alone,
with ~5M considered to have high myopia risk*




Treatment Options and Medical Need

Approved Devices Optejet Designed to Address

Unmet Needs

Drugs in Clinical Trials

Soft (MiSight) and Hard (Ortho-K) contact
lenses are used to correct nearsightedness
and slow the progression of myopia in
children

fate. Microbial keratitis being a serious

n for contact lens wearers.?

Stellest Specialty Glasses are also used to
correct vision and slow axial elongation

. Atropine eyedrops have been observed to
slow myopia progression in children®

Multiple companies [Sydnexis, Vyluma, and
Ocumension) are in clinical trials using
atropine drops ranging in concentrations
from 0.01% to 0.03%. These trials are
expected to be completed from 2024-2027

Eyenovia's MicroPine ophthalmic spray is in
trial evaluating atropine sulfate solution
concentrations at 0.1%, and 0.01%.
MicroPine delivers ~8ul of drug herizontally
and can track adherence. Eyenovia's trial is
expected to be completed in 2029

Adherence to therapies is o primary determinant of
treatmn

literature reveals that in developed countries
adherence to therapi

Increased Tolerability
* Lower Drug Exposure
Ease of Use
2t has been used for nearly
5,000 patient months in children
Enhanced Compliance
* Connected-care allows for
maonitoring of patient us
with healthca

Enhanced Safety

L Lower temic exposure




The Pediatric Progressive Myopia Market
is Valued at $1.8B in the US and Similarly in China

SAFE.
EFFECTIVE.
EASY

@ MICROPINE

Currently under investigation, not FDA approved




Optecare™ Designed to Improve Treatment Adherence

* Precision-dosed atropine spray
developed specifically for children

daily use by children’

with smart dev
dherence and pr
family reminders

* Compliance data shows promise
compared with historical treatments
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Six-Month Daily Treatment Compliance
28 Children Age 6 — 13 YO!
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Ayerage of compliance rates from published ophthalmic studies?

Average of compliance rales from published pediatnc studies?

10 15

Subject number




MicroPine Planned Development Timeline

If Positive But Not Yet Statistically Significant, Continue Study Until 420 Patlents Reach Endpn!ii‘!:

If Positive and Statistically Significant, Meet with
to Potentially Stop Enroliment and Submit Data




Eyenovia: 2024 Key Events

National MydCombi Launch

APP13007
PDUFA National APP13007 Launch

Early March (Pending Approval)

MydCombi™
Gen-2 Planned
FDA Meeting




Additional Large-Market Opportunities

United States
Addressable Market

Glancoria Optejet: Dpte_care ser\flce:. Ease of $2.7B1
use, Low side effect incidence

Optejet: New drug class,
Ease of use, Fast onset

Target Market Targeted Product Differentiation

$610M?

Acute Dry Eye

Optejet: New MOA,
Ease of use, Fast onset
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Chronic Dry Eye

Eye Hydration Optejet Device Registration




Financial Snapshot (September 2023)

Nasdaq: EYEN

Common Shares Outstanding

Equity Grants Outstanding Under Stock Plans
Warrants

Fully Diluted Shares




Experienced Leadership Team

4

John Gandolfo
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Malini Batheja, PhD Lauren Gidden Rob Richardson
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