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Forward Looking Statements and Disclaimers
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Any statements in this presentation about future expectations, plans, and prospects for the Company, including the development and regulatory status of the Company’s product candidates, 
including the design of, and the timing of the enrollment of the Company’s SOL-1 and SOL-R Phase 3 clinical trials of AXPAXLI™ (also called OTX-TKI) for the treatment of wet AMD; the 
Company’s plans to advance the development of AXPAXLI and its other product candidates, including in additional indications such as NPDR; the size of potential markets for the Company’s 
product candidates; the potential utility or adoption, if approved, of any of the Company's product candidates; the sufficiency of the Company’s cash resources; and other statements 
containing the words "anticipate", "believe”, "estimate”, "expect”, "intend", “designed”, "goal”, "may", "might”, "plan”, "predict”, "project”, "target”, "potential”, "will”, "would”, "could”, 
"should”, "continue”, and similar expressions, constitute forward-looking statements within the meaning of The Private Securities Litigation Reform Act of 1995. Actual results may differ 
materially from those indicated by such forward-looking statements as a result of various important factors. Such forward-looking statements involve substantial risks and uncertainties that 
could cause the Company’s preclinical and clinical development programs, future results, performance, or achievements to differ significantly from those expressed or implied by the 
forward-looking statements. Such risks and uncertainties include, among others, the timing and costs involved in commercializing DEXTENZA® or any product or product candidate that 
receives regulatory approval; the ability to retain regulatory approval of DEXTENZA or any product or product candidate that receives regulatory approval; the initiation, design, timing, 
conduct, and outcomes of clinical trials, including the SOL-1 trial, the SOL-R trial, and the Company’s other ongoing clinical trials; the risk that the U.S. Food and Drug Administration, or FDA, 
will not agree with the Company’s interpretation of the written agreement under the SPA for the SOL-1 trial and the FDA's other written guidance for the SOL clinical program; the risk that 
even though the FDA has agreed with the overall design of the SOL clinical program, the FDA may not agree that the protocols and statistical analysis plans or the data generated by the SOL 
clinical program supports potential marketing approval, even if both SOL-1 and SOL-R are successful and meet their primary endpoints; the risk that the Company and the FDA may not 
agree on the registrational pathway for AXPAXLI for NPDR, DME or any other indication; uncertainty as to whether the data from earlier clinical trials will be predictive of the data of later 
clinical trials, particularly later clinical trials that have a different design or utilize a different formulation than the earlier trials, whether preliminary or interim data from a clinical trial will be 
predictive of final data from such trial, or whether data from a clinical trial assessing a product candidate for one indication will be predictive of results in other indications; the timing of 
availability of data from clinical trials and expectations regarding the timing and sufficiency of regulatory submissions and approvals; the Company’s scientific approach and general 
development progress; the availability or commercial potential of the Company's product candidates; uncertainties inherent in estimating the Company’s cash runway, future expenses, and 
other financial results, including its ability to fund future operations, including clinical trials; the Company’s existing indebtedness and the ability of the Company’s creditors to accelerate the 
maturity of such indebtedness upon the occurrence of certain events of default; the Company’s ability to enter into strategic alliances or generate additional funding on a timely basis, on 
favorable terms, or at all; and other factors discussed in the “Risk Factors” section contained in the Company’s quarterly and annual reports on file with the Securities and Exchange 
Commission. In addition, the forward-looking statements included in this presentation represent the Company’s views as of the date of this presentation. The Company anticipates that 
subsequent events and developments will cause the Company’s views to change. However, while the Company may elect to update these forward-looking statements at some point in the 
future, the Company specifically disclaims any obligation to do so, whether as a result of new information, future events or otherwise, except as required by law. These forward-looking 
statements should not be relied upon as representing the Company’s views as of any date subsequent to the date of this presentation.

This presentation contains references to the Company's trademarks and trade names and to those belonging to other entities. Solely for convenience, trademarks and trade names referred 
to in this presentation may appear without the ® or ™ symbols, but such references are not intended to indicate, in any way, that the Company will not assert, to the fullest extent under 
applicable law, its rights or the rights of the applicable licensor to these trademarks and trade names. The Company does not intend its use or display of other companies' trademarks or 
trade names to imply a relationship with, or endorsement or sponsorship of it by, any other companies. AXPAXLI is a trade name which the Company uses to refer to its OTX-TKI product 
candidate. The FDA has not approved AXPAXLI or OTX-TKI as product names. 

This presentation discusses investigational product candidates in development. Their efficacy and safety profiles have not been established, and they have not been approved for 
marketing by the FDA or any other Health Authority.



*Trial subjects and designated personnel will remain masked through end of year 2.
AMD (age-related macular degeneration); BCVA (best-corrected visual acuity); ETDRS (Early Treatment Diabetic Retinopathy Study).
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Two-arm trial with 
~300 total subjects 
randomized 1:1

Demonstrate that a single OTX-TKI dose is superior to a single aflibercept 2 mg 
dose based on proportion of subjects who maintained visual acuity, defined as 
<15 ETDRS letters of BCVA loss from baseline at Week 36
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SOL-1 Design: OTX-TKI First Registration Study in Wet AMD

Superiority Study Comparing a Single OTX-TKI Dose to a Single Aflibercept (2 mg) Dose



*Trial subjects and designated personnel will remain masked through end of year 2.
AMD (age-related macular degeneration); BCVA (best-corrected visual acuity); ETDRS (Early Treatment Diabetic Retinopathy Study).
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SOL-1 Design: OTX-TKI First Registration Study in Wet AMD

Superiority Study Comparing a Single OTX-TKI Dose to a Single Aflibercept (2 mg) Dose
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0

344 subjects randomized across
>100 sites in U.S. and Argentina

Fully randomized
as of Dec 2024

Topline data 
expected 1Q 2026

SOL-1 STATUS

Randomization after anti-VEGF loading

Designed to enable up to Q12M dosing on label

Designed to enable superiority claim on label

FDA alignment through SPA

SOL-1 De-Risking Elements

ü

ü

ü

ü



*Trial subjects and designated personnel will remain masked through end of year 2.
AMD (age-related macular degeneration); BCVA (best-corrected visual acuity); ETDRS (Early Treatment Diabetic Retinopathy Study).
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SOL-R Design: OTX-TKI Second Registration Study in Wet AMD

Non-Inferiority Study Comparing OTX-TKI Q24W to Aflibercept (2mg) Q8W at W56

Three-arm trial with 
555 total subjects 
randomized 2:2:1

Demonstrate that OTX-TKI is non-inferior to fixed-dose aflibercept 2mg Q8W with 
respect to mean change in BCVA at Week 56 from baseline in wet AMD patients

Non-inferiority margin for the lower bound is -4.5 letters in BCVA at Week 56

PRIMARY ENDPOINT (WEEK 56)DESIGN
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*Trial subjects and designated personnel will remain masked through end of year 2.
AMD (age-related macular degeneration); BCVA (best-corrected visual acuity); ETDRS (Early Treatment Diabetic Retinopathy Study).
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SOL-R Design: OTX-TKI Second Registration Study in Wet AMD

Non-Inferiority Study Comparing OTX-TKI Q24W to Aflibercept (2mg) Q8W at W56
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MONLTHY VISITS
(YEAR 1)

MONTHLY VISITS
(YEAR 2)

Q8W Q8W

Initially enrolled SOL-1 randomization failures 
Opened direct enrollment in Nov 2024

Closed enrollment end of May 2025 with loading 
and randomization ongoing

SOL-R STATUS

Randomization after anti-VEGF loading

Designed to enable Q6M dosing on label

Provides commercially relevant data

FDA alignment based on Type C, other written responses

SOL-R De-Risking Elements

ü

ü

ü

ü

OTX-TKI Aflibercept 2 mg Study visitAflibercept 8 mgScreening Dose,
Any Anti VEGF† 
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SOL Clinical Program 
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Compelling Phase 1 data

De-risking Phase 3 designs

De-risking regulatory path

ü

ü

ü

SOL-1 + SOL-R

Complementary trials with measures 
taken to de-risk outcomes

Taken together, DIFFERING yet COMPLEMENTARY study designs contribute to a more 
comprehensive characterization of OTX-TKI across patient populations

De-risking Registrational Program



THANK YOU!


