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Item 8.01. Other Events.
 

On February 8, 2022, Eyenovia, Inc. (the “Company”) issued a press release announcing that it successfully completed a Type A meeting with the U.S. Food and Drug
Administration (“FDA”) related to the refiling of the new drug application (“NDA”) for MydCombi, the Company’s proprietary, first-in-class combination of tropicamide and
phenylephrine for in-office-pupil dilation. Following the Type A meeting, the Company and the FDA reached alignment on the path forward toward an NDA resubmission. The
Company expects to resubmit the NDA during the third quarter of 2022. A copy of the press release is attached hereto as Exhibit 99.1 and is incorporated herein by reference.

 
Item 9.01. Financial Statements and Exhibits.
 
(d) Exhibits    
       
  Exhibit No.   Description
  99.1   Eyenovia, Inc. Press Release dated February 8, 2022
  104   Cover Page Interactive Data File (embedded within the Inline XBRL Document).
 

 

https://content.equisolve.net/hyperiondefi/sec/0001104659-22-013659/for_pdf/tm225790d1_ex99-1.htm
https://content.equisolve.net/hyperiondefi/sec/0001104659-22-013659/for_pdf/tm225790d1_ex99-1.htm
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Eyenovia Concludes Type A Meeting with FDA Related to
MydCombi™ NDA Resubmission

 
No additional clinical work required; NDA resubmission anticipated in Q3 2022

 
NEW YORK—February 8, 2022—Eyenovia, Inc. (NASDAQ: EYEN), an ophthalmic pharmaceutical technology company developing a pipeline of microdose array print
(MAP™) therapeutics, today announced that the company successfully completed a Type A meeting with the U.S. Food and Drug Administration (FDA) related to the refiling
of the NDA for MydCombi.
 
On October 22, 2021, Eyenovia received a complete response letter (CRL) from the FDA stating that MydCombi, the company’s proprietary, first-in-class combination of
tropicamide and phenylephrine for in-office pupil dilation, had been reclassified as a drug-device combination product. Following the recent Type A meeting, Eyenovia and the
agency reached alignment on the path forward toward an NDA resubmission. Specifically, FDA has requested that the company conduct additional device testing related to the
Optejet® dispenser. Importantly, no additional clinical studies of MydCombi were requested.
 
“We had a very constructive meeting with the FDA and confirmed the additional non-clinical items to be addressed. We are in the process of conducting these requested
validation studies and plan to resubmit our NDA in Q3 2022,” stated Sean Ianchulev, Chief Executive Officer and Chief Medical Officer of Eyenovia. “Of note, now that our
product candidates are classified as combination drug/device products, we will be taking advantage of this requested validation work to streamline development activities for
our future programs. One such potential benefit is the potential to reference this device validation work in future regulatory applications, reducing the time and expense of
repeating these tests for each program.
 
“All in all, while we certainly would have preferred not to have this delay, we understand the legal necessity of the reclassification. Ultimately, we believe that our work today
will lay the regulatory groundwork for future products.”
 
“In parallel with these activities, our second Phase 3 VISION-2 clinical trial of MicroLine, our proprietary pilocarpine formulation for the temporary improvement in near
vision in people with presbyopia, continues to enroll and we anticipate reporting results in the second quarter of this year. We believe the presbyopia market is a nearly $8
billion addressable market in the U.S. alone.”
 
The company will elaborate further on these and other recent corporate developments during its fourth quarter update conference call in mid-March.
 

 



 

 

 
 
About Optejet® and Microdose Array Print (MAP™) Therapeutics
Eyenovia's Optejet microdose formulation and delivery platform for ocular therapeutics uses high-precision piezo-print technology to deliver approximately 8 μL of drug,
consistent with the capacity of the tear film of the eye. We estimate the volume of ophthalmic solution administered with the Optejet is less than 20% of that delivered using
conventional eyedroppers, thus reducing overdosing and exposure to drug and preservatives. Eyenovia's patented microfluidic ejection technology is designed for fast and
gentle ocular surface delivery, where solution is dispensed to the ocular surface in approximately 80 milliseconds, beating the ocular blink reflex. Successful use of the Optejet
has been demonstrated more than 85% of the time after basic training in a variety of clinical settings compared to 40 – 50% historically seen with conventional eyedroppers.
Additionally, its smart electronics and mobile e-health technology are designed to track and enhance patient compliance.
 
About Eyenovia, Inc.
Eyenovia, Inc. (NASDAQ: EYEN) is an ophthalmic pharmaceutical technology company developing a pipeline of microdose array print (MAPTM) therapeutics. Eyenovia is
currently focused on the late-stage development of microdosed medications for mydriasis, presbyopia and myopia progression. For more information, visit Eyenovia.com.
 
The Eyenovia Corporate Information slide deck may be found at ir.eyenovia.com/events-and-presentations.
 
Forward-Looking Statements
Except for historical information, all of the statements, expectations and assumptions contained in this press release are forward-looking statements. Forward-looking
statements include, but are not limited to, statements that express our intentions, beliefs, expectations, strategies, predictions or any other statements relating to our future
activities or other future events or conditions, including estimated market opportunities for our product candidates and platform technology. These statements are based on
current expectations, estimates and projections about our business based, in part, on assumptions made by management. These statements are not guarantees of future
performance and involve risks, uncertainties and assumptions that are difficult to predict. Therefore, actual outcomes and results may, and in some cases are likely to, differ
materially from what is expressed or forecasted in the forward-looking statements due to numerous factors discussed from time to time in documents which we file with the
U.S. Securities and Exchange Commission. In addition, such statements could be affected by risks and uncertainties related to, among other things: risks of our clinical trials,
including, but not limited to, the costs, design, initiation and enrollment (which could still be adversely impacted by COVID-19 and resulting social distancing), timing,
progress and results of such trials; the timing of, and our ability to submit applications for, obtaining and maintaining regulatory approvals for our product candidates; the
potential impacts of COVID-19 on our supply chain; the potential advantages of our product candidates and platform technology; the rate and degree of market acceptance and
clinical utility of our product candidates; our estimates regarding the potential market opportunity for our product candidates; reliance on third parties to develop and
commercialize our product candidates; the ability of us and our partners to timely develop, implement and maintain manufacturing, commercialization and marketing
capabilities and strategies for our product candidates; intellectual property risks; changes in legal, regulatory and legislative environments in the markets in which we operate
and the impact of these changes on our ability to obtain regulatory approval for our products; and our competitive position. Any forward-looking statements speak only as of the
date on which they are made, and except as may be required under applicable securities laws, Eyenovia does not undertake any obligation to update any forward-looking
statements.
 

 



 

 

 
 
Eyenovia Contact:
Eyenovia, Inc.
John Gandolfo
Chief Financial Officer
jgandolfo@eyenovia.com
 
Eyenovia Investor Contact:
Eric Ribner
LifeSci Advisors, LLC
eric@lifesciadvisors.com
(646) 751-4363
 
Eyenovia Media Contact:
Eyenovia, Inc.
Norbert Lowe
Vice President, Commercial Operations
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