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Risks Related To Our Financial Position and-eur-And Our Capital Resources « We will likely need additional capital to fund our
operations. If we are unable to obtain sufficient capital, we will need to curtail and reduce our operations and costs and modify
our business strategy. * We have incurred significant losses since our inception and anticipate that we will continue to incur
losses for the foreseeable future. * We may never achieve profitability from future operations. * We received a subpoena from
the U. S. Attorney’ s Office for the District of Massachusetts seeking production of documents related to sales, marketing and
promotional practices, including as pertain to DEXYCU ®. If the DOJ commences an action against us, the action could have a
material adverse effect on our business, financial condition, results of operations and cash flows. In addition, we have expended
and expect to continue to expend significant financial and managerial resources responding to the DOJ Subpoena, which could
also have a materral adverse effect on our bu%rneqs ﬁnancral Condltron result% of operatroni and ca%h flows * The-engoing

We will need to raise addltronal Caprtal in the future Wthh may not be avarlable on favorable terms and may be dilutive to

stockholders or impose operational restrictions. * We-mustmatntain-eomplianee-The Company’ s receipt of maximum
consideration in conjunction with the-terms-its sale of rights to eur-CreditFaeilities-or-our YUTIQ ® franchise reeeive-a

waweﬁfer—aﬂy—neﬁ—eemphanee—etnefaﬁafe—to Allmera eem-ply—wrt-h—t-he—eevenanfs—offor $ 82 5 mlllmn cash plus royaltles is

derth : eriatly and d1str1but10n advefself;f—a-ffeet—t-he—eﬁgmng
ﬂabi-l-rtry-of otuebusmes‘s—YUTIQ ® 0uts1de of Chlna, Hong Kong, Talwan, Macau and Southeast Asia . - Our ability to use
l:eaﬂ—Agfeement—eerﬁatns-resmeﬁeﬁs&at—hmﬂ—our net ﬂexrbrl-rty—rn—operatrng loss carryforwards and eur—bttsrness—‘—eeﬁatn
potent—ral—payﬁents—te—t-he—other tax attrlbutes end 0 de-a-sale-ofourcompany—To-serviceourindebtedness
e-a-Steh may be l1m1ted faetors—beyend—eﬁr

eeﬁtre-l— Risks Related To The Regulatory Approval And Clrnrcal Development Of Our Product Candidates * The outcomes of
clinical trials are uncertain, and delays in the completion of or the termination of any clinical trial of EYP- 1901 or our other
product candidates could harm our business, financial condition and prospects. ¢ Clinical trial results may fail to support
continued clinical investigations and / or approval of EYP- 1901 or our other product candidates. * We may expend significant
resources to pursue our lead product candidate, EYP- 1901 for the treatment of wet AMD, NPDR, and DME, and fail to
capitalize on the potential of EYP- 1901, or our other product candidates, for the potential treatment of other indications that
may be more profitable or for which there is a greater likelihood of success. * fnitia-Phase 1 or 2 results from a clinical trial do
not ensure that the trial will be successful and success in early- stage clinical trials does not ensure success in later- stage clinical
trials. « Interim, “ We-facerisksrelated-to-top health-eptdemies—- line ” and preliminary data from eutbreaks;ineluding-the
Pandemie-which-eould-signifteantly-distuptour preelintealstudies-and-clinical trials that we announce or publish from time

to time may change as more patient data become available and are subject to audit and verification procedures that
could result in material changes in the final data . + We may find it difficult to enroll patients in our clinical trials, which
could delay or prevent clinical trials of our product candidates. « We are largely dependent on the clinical and future commercial
success of our lead product candidate, EYP- 1901. Risks Related To The Commercialization Of Our Products And Product
Candidates » Our enrrent-business strategy relies in part on our ability to successfully commercialize our product candidates, if
approved preduets-; however, the products may not achieve market acceptance or be commercially successful. « Our preduets—
product candidates, if approved and commercialized, may continue to be impacted by additional unfavorable pricing
regulations, third- party reimbursement practices or healthcare reform initiatives which could harm our business. ¢ If we fail to
comply with reporting and payment obligations under the Medicaid Drug Rebate program or other governmental pricing
programs, we could be subject to additional reimbursement requirements, penalties, sanctions, and fines which could have a
material adverse effect on our business, financial condition, results of operations and growth prospects. * Even though regulatory
approvals for YUTIQ ® and DEXYCU ® have been obtained in the U. S., we will still face extensive FDA regulatory
requirements and may face future regulatory difficulties. * Our relationships with physicians, patients and payors in the U. S. are
subject to applicable anti- kickback, fraud and abuse laws and regulations. In addition, we are subject to patient privacy
regulation by both the federal government and the states in which we conduct our business. Our failure to comply with these
laws could expose us to criminal, civil and administrative sanctions, reputational harm, and could harm our results of operations
and financial conditions. ¢ If the market opportunities for our preduets-and-product candidates, including EYP- 1901, are smaller
than we believe they are, our results of operations may be adversely affected and our business may suffer. ¢ If any of our
produetq have newly drqcovered or developed safety problem% our bu%rneqs Would be qerrously harmed —-—’Phe—Affofdab-le-Gafe

. Risks Related To Our lntellectual Property * [f we are unable to protect our
1ntellectual property rights or if our intellectual property rights are inadequate to protect our product candidates, our competitors
could develop and commercialize technology and products similar to ours, and our competitive position could be harmed. « We
may become involved in lawsuits to protect or enforce our patents or the patents of our licensors, which could be expensive, time
consuming and unsuccessful. ¢ We may not be able to protect our intellectual property rights throughout the world. * Obtaining
and maintaining our patent protection depends on compliance with various procedural, document submission, fee payment and
other requirements imposed by governmental patent agencies, and our patent protection could be reduced or eliminated for non-



compliance with these requirements. ¢ Third parties may initiate legal proceedings alleging that we are infringing their
intellectual property rights, the outcome of which could be uncertain and could harm our business. * Our competitors may be
able to circumvent our patents by developing similar or alternative technologies or products in a non- infringing manner. ¢
Changes in either U. S. or foreign patent law or interpretation of such laws could diminish the value of patents in general,

thereby impairing our ability to protect our products or product candidates. * We may be subject to claims asserting that our
employees, consultants, independent contractors , and advisors have wrongfully used or disclosed confidential information and /
or alleged trade secrets of their current or former employers or claims asserting ownership of what we regard as our own
intellectual property. ¢ Intellectual property rights do not prevent all potential threats to competitive advantages we may have. ¢
[f we are unable to protect the confidentiality of our trade secrets, our business and competitive position would be harmed. * If
our trademarks are not adequately protected, then we may not be able to build name recognition in our markets of interest and
our business may be adversely affected. Risks Related To Our Reliance On Third Parties « The development and
commercialization of our lead product candidate, EYP- 1901, is dependent on intellectual propeIty we hcense ﬁﬂd—A—P-I—s-u-pp-}y—e-f
Vefe-}&mb—from Equmox Science and —H-we-breach-o W W 0

E¥P—l—99—l—is—depeﬁdeﬂt—eﬂ—eﬂ%supp}y—e-ﬂts—dct1\ e phmmdceutlcal mgredlent (API) supply of vorolanib. If we breach our

agreement with Equinox or the agreement is terminated, we could lose license rights or API supply of vorolanib that are
material to our business. * The development of our lead product candidate, EYP- 1901, is dependent on our supply of its
API vorolanib, which we source from third- parties. If any manufacturer or partner we rely upon fails to supply vorolanib in the
amounts we require on a timely basis, or fails to comply with stringent regulations applicable to pharmaceutical drug
manufacturers, we may be unable to meet demand for our products and may lose potential revenues. * Bae-te-If our CROs,
vendors and investigators do not successfully carry out the-their responsibilities or if toss-ofpass—throughrelated-separate
paymentof DEXYCU-as-of January1,2023;-we lose agreed-to-terminate-our relationships engeing-Commeretal-Allianee

Agreement-with them ImprimisRx-to-eo—promete DPEXY-CU-, whieh-our development efforts with respect to our product
candidates could alse-have-amatertal-adverse-effeetbe delayed. » We use our own facility for the manufacturing of YUTIQ

®, and rely on third party suppliers for key components and any disruptions to our operations or to the operations of our
suppliers could adversely affect YUTIQ ®’ s commercial viability. * Our manufacturing operations currently depend on
our Watertown, MA facility and we are currently developing an additional manufacturing facility in Northbridge, MA.
If our Watertown location is destroyed or out of operation, or, if the Northbrldge development is delayed for a
substantial period of time, our business may be adversely impacted d ofop OnS—¢
reduetion-ofeash-flow-asseetated-with DEXY-EU-. « If we encounter issues w 1th our C M()s or suppllers we may need to qudln‘y

altername manufacturers or suppllers which could i 1mpmr our ability to suﬁlclently and tlmely mdnufdctule and supply

Rlsks Related To Ownershlp ()1‘ Our Common Stock The trading price of the shares of our common stock has been hlghly
volatile, and purchasers of our common stock could incur substantial losses. * A small concentration of approximately ten
stockholders beneficially own 63-65 % of our total outstanding common stock, which gives certain stockholders significant
Control over mdttels subject to stockholder approval which would prev ent new inv eStOIS from 1nﬂuenc1ng ugmhcant cmporate

(Nasdaq EYPT) 1s a chnlcal- stage blopharmaceutlcal company Commltted to devi e]opmg dnd Commercmllzmg thempeutlcs
to help improve the lives of patients with serious eye-disorders-retinal diseases . The Company' s pipeline leverages its
proprietary bioerodible Durasert E ™ technology (Durasert E ™) for sustained intraocular drug delivery. The Company’
s lead product candidate, EYP- 1901, is an investigational sustained delivery treatment for anti- vascular endothelial
growth factor (anti- VEGF) mediated retinal diseases combining vorolanib, a selective and patent- protected tyrosine
kinase inhibitor with Durasert E ™. Additional pipeline programs include EYP- 2301, a promising TIE- 2 agonist,
razuprotafib, f/ k / a AKB- 9778, formulated in Durasert E ™ to potentially improve outcomes in serious retinal
diseases. The proven Durasert ® drug delivery technology (Durasert ®) has been safely administered to thousands of
patient eyes across four products approved by the U. S. Food and Drug Administration (FDA). EyePoint
Pharmaceutlcals is headquartered in Watertown, Massachusetts. The Durasen ® technolos_y (Dumsert) prov1des for

owri—Massaeh

-Bufaseﬁ—a-l-}ews—for the dev elopment of a mlnmturlzed sohd cyhndeI of drug fer-that can be dehvered through a standard
1ntrav1treal (IVT) 1nJect10n in the phys1c1an office. A Durasert IVT 1nsert can be de51gned to prov1de cons1stent sustamed

generally be “tailored te—for each drug dnd dlsedse mdlcatlon Durasert ® mserts can be developed in non- erodlble
formulatlons or in bloerodlble formulatlons usmg Durasert 1) 107 EYP 1901 has the ﬁ—aﬁ-rnvest-rgaﬁeﬂal—pfoduet—aﬂd-euf

(—T—KH—t-hat—peteﬂﬁa-l-lry» potentlal to bﬂ-ngs—~ ring a new mechdmsm of dCthn and tredtment pdmdlom for anti- VEGF
medlated serious eye diseases beyeﬁd-exlst-mg—aﬂﬁ- Vorolamb acts through 1ntracellular bmdmg of all vasculcu endothelial




VEGF 1sotorms Vorolamb has also demonstl ated GHLOUld(’Iné neuroprotection data in pleCllnlCdl in- vivo studies potentlally
bringing an additional treatment benefit. EYP- 1901 is presently in Phase 2 clinical trials as a sustained delivery treatment
for wet age- related macular degeneration (wet AMD), non- proliferative diabetic retinopathy (NPDR), and diabetic
macular edema (DME). We expect to initiate pivotal Phase 3 clinical trials in wet AMD in the second half of 2024. In wet
AMD, EYP- 1901 is being developed as a sustained-delivery-six- month maintenance therapy-as-atreatment and in December
2023, we reported positive topline six- month treatmentsafety and efficacy data from the Phase 2 clinical trial (DAVIO 2).
DAYVIO 2 is a non- inferiority, randomized controlled, three- arm clinical trial comparing two doses of EYP- 1901 (2mg
and 3mg) against an aflibercept control arm . Data from the DAVIO 2 clinical trial demonstrated that $3-EYP- 1901
achieved all primary and secondary endpoints including; * Both EYP- 1901 cohorts demonstrated a statistically non-
inferior change in best corrected visual acuity BCVA versus aflibercept control with a numerical difference of only- 0. 3
and- 0. 4 letters, respectively for the 2mg and 3mg dose at blended six- month endpoint. ¢ Positive safety profile
continued with no EYP- 1901- related ocular or systemic serious adverse events (SAEs). * Key secondary endpoints were
achieved with both EYP- 1901 doses. These include an over 80 % reduction in ofpatients-went-stx—months-withoutneeding

a-supplemental-anti—VEGFinjeettonrand-the-treatment burden aeress-al-, with nearly two- thirds of eyes supplement- free up
to six- months. ¢ Strong anatomical control in both EYP- 1901 cohorts documented was-redueed-by 75-%-throughsix-

menths-optical coherence tomography (OCT) . For-In NPDR, EYP- 1901 is being developed as a potential nine- month
treatment for this disease. We completed enrollment in the Phase 2 clinical trial for NPDR (PAVIA) in May of 2023 and
expect topline data in the second quarter of 2024. In January 2024, we believe-announced the first patient dosing in the
Phase 2 clinical trial of EYP- 1901 has-in DME and anticipate topline data in the first quarter of 2025 petential-as-a-onee-
yearly-treatmentoption-. Our-In May 2023, we completed our transition to a clinical- stage biopharmaceutical company
with the license of our commercial product, YUTIQ ®, to Alimera Sciences Inc., for $ 82. 5 million plus potential royalties
on future revenues beginning in 2025. YUTIQ ® is a once every three- year treatment for chronic non- infectious uveitis
atfectnm the }’)OSIGI‘IOI segment of the eye thdt utilizes a non- erodlble founulatlon of Dumsert ® . YUTIQ ® was launched in
an h etised-on-its by-beth nat-speetatistphystetans Wecontnmetoe\aluate

staﬂe 01‘ each 01‘ our programs: DEVELOPMENT PR()(JRAM STATUS PARTNEREYP- 1901 — \0101<1n1b 111bfeefed-1b-}e
Durasert E ™ « Wet-wet AMD « NPDR « DME Phase 2 clinical trials underway in wet AMD , NPDR and DME NPBDRBDME
Phase2-trial-antietpated-in-Q4-2023-or-Q1+2624-Partnered with Betta Pharmaeentieals-in C hma Hong Kong, Taiwan and Maeat
MacauEYP - 2301 G@M-MERGEHTP{%@G&%MS—SZHEPUS—PAR—PN% razuprotaﬁb in Durasert E ™ Preclmlcal

%92—3—9etﬂﬂeﬂs-teﬁ—ﬁcs-ta—5tmtevy ()u1 goal is to become a leadeI n the dev elopment and commewldllzatlon of innovative
sustained delivery therapeutics to help improve the lives of patients with serious eye disorders. The key elements of our strategy
include: « Advance EYP- 1901 through Phase 3 clinical development for wet AMD, NPDR and DME ¢ Advance EYP- 1901
into clinical trials in additional indications, potentially including Myepte-myopic €heroidal-choroidal Neevaseutarization
neovascularization (CNV) and retinal vein occlusion (RVO) « Advance EYP- 2301 into clinical development for serious
retinal diseases * Expand product pipeline through in- license, partnership or acquisition with initial focus on molecules that
can be delivered using our Durasert ® technology. ¢ Leverage our drug delivery technologies through research collaborations
and out- licenses with other pharmaceutical and biopharmaceutical companies, institutions and other organizations. The Unmet
Need in the Treatment of Eye Disease — Duration of Action We are primarily focused on diseases affecting the posterior
segment of the eye, with particular attention on retinal disease. We leverage our best- in- class sustained delivery Durasert ®
technology to achieve improved outcomes with more convenient dosing regimens. Diseases of the retina and posterior segment
of the eye include wet AMD, DR, and DME and other indications including orphan diseases and certain cancers. Our lead



pipeline program, EYP- 1901, is initially focused on improving the treatment of wet AMD, BR-NPDR, and DME asne-. these
These VEGF mediated diseases share an underlying propensity to cause leakage from either pre- existing damaged blood
vessels or new vessels (neovascularization), that, if untreated, can lead to severe visual loss. These conditions are generally
treated locally with frequent large molecule anti- VEGF ligand blocking intravitreal injections. While these treatments have a
pesitive-history of safety and initial efficacy, the need for frequent injections hampers long term visual outcomes. Many patlents
with retinal or other posterior segment diseases steh-as-non—tnfeettous-uvettis-require lifelong treatment and interruptions in
therapy can result in disease reactivation and permanent visual loss. Accordingly, monthly or bi- monthly injections are not an
effective long term means of delivering a steady state dose to the site of disease for many patients. Finally, the risk of patient
non- compliance increases when treatment involves multiple products or complex or painful dosing regimens, as patients age or
suffer cognitive impairment or serious illness, or when the treatment is lengthy or expensive. Drug delivery for treating
ophthalmic diseases in posterior segments of the eye is a significant challenge. Due to the effectiveness of the blood- eye barrier,
it is difficult for systemically (orally or intravenously) administered drugs to reach the retina in sufficient quantities to have a
beneficial effect without causing adverse side effects to other parts of the body. Due to the drawbacks of frequent intravitreal
injections, we believe the development-of- methodsto-deliver-delivery of drugs to patients in a more precise, mtere-desezero
order release krnetlcs over longer perlods of tlme with Durasert ® can satlsfy a large unmet medical need for both patlents and
physrclans. r-add v etons believepa viH-b SO h-their-preserib

a-fter—d-tagﬁests—pfesents—lsﬁ&es—fer—pat—teﬁs— Further we are focused on brrngrng new mechanlsms of actlon to the treatment of

disease in addition to the current standard of care. Unlike many chronic diseases that are treated with drugs addressing multiple
mechanisms of action, most retinal diseases are currently addressed using a single mechanism of action. Durasert Technology
Platformr-Our current Durasert ® technology platfermtruses proprietary sustained release teehnietogy-to deliver drugs in the eye
over periods of months to years through a single intravitreal (IVT) injection. To date, four products utilizing successive
generations of the Durasert ® technology have been approved by the FDA. In-addition-to-ourownYUITQthese-These
products include YUTIQ ® (fluocinolone acetonide intravitreal implant or FA 0. 18 mg) and ILUVIEN (FA intravitreal
implant) 0. 19 mg, which are both licensed to Alimera Sciences Inc. (Alimera), and Retisert ® (FA intravitreal implant 30. 59
mg ) and Vitrasert ® (ganciclovir }intravitreal implant 4. 5 mg ) , which are both licensed to Bausch & Lomb. Earlier
ophthalmic products that utilize the Durasert ® technology, Retisert and Vitrasert, are surgically implanted; while ILUVIEN
and YUTIQ ® were designed to be injeeted-delivered IVT during a physician office visit. The Durasert ® technology allows
for the production of a solid, injectable, sustained release insert of a drug compound. All four FDA- approved Durasert ®
products utilize a non- erodible formulation of Durasert ® . For these products, the drug core matrix is coated with one or more
polymer layers, and the permeability of those layers and other design aspects control the rate and duration of drug release. By
changing elements of the design, we can alter both the rate and duration of release to meet different therapeutic needs. EYP-
1901 deploys a bioerodible formulation of the Durasert technology , Durasert EQ . In this formulation, the drug core matrix
remains essentially unchanged, however, the non- erodible polymer layers are not utilized. This allows the solid insert to
potentially deliver higher doses of drug and for the remaining core matrix to be fully bio eroded after the drug is fully released.
Our Durasert ® technology platform is designed to provide sustained delivery of drugs for ophthalmic diseases and conditions
with the following features: * Sustained Delivery. The delivery of drugs for predetermined periods of time ranging from months
to years. We believe that uninterrupted, sustained delivery offers the opportunity to develop products that reduce the need for
repeated applications, thereby reducing the risks of patient noncompliance and adverse effects from repeated administrations.
Controlled Release Rate. The release of therapeutics for sustained zero- order kinetics at a controlled rate. We believe that this
feature allows us to develop products that deliver optimal concentrations of therapeutics over time and eliminate excessive
variability in dosing during treatment. * Local Delivery. The delivery of therapeutics directly to a target site. We believe this
administration can allow the natural barriers of the body to isolate and assist in maintaining appropriate concentrations at the
target site to achieve the maximum therapeutic effect while minimizing unwanted systemic effects. EYP- 1901 for wet AMD,
NPDR and DME EYP- 1901 is an investigational product deploying a-bieerodible-Durasertinsert-efvorolanib, a selective and
patent protected TKI, that potentially brings a new mechanism of action and treatment paradigm for serious eye diseases beyond
existing anti- VEGF large molecule ligand blocking therapies. EYP- 1901 utilizes our bioerodible Durasert EQ technology.
We have reported positive safety and efficacy data for EYP- 1901 in our Phase +2 DAVIO clinical trial and we are currently
developing-evaluating EYP- 1901 in Phase 2 clinical trials for wet AMD and-(DAVIO 2) NPDR (PAVIA) and DME
(VERONA) . A-The Phase 2 clinical trial in DME enrolled is-its first patient on January 9, a&t—tetp&ted—te—m-tt-tafe—m—}ate%@%}
or-early2024. Vorolanib acts through intracellular binding of all VEGF receptors thereby blocking all VEGF isoforms, the main
driver of the proliferation of blood vessels that are the hallmark of wet AMD and other retinal diseases. In addition to the safety
and efficacy demonstrated in the DA VIO clinical trial, vorolanib has also demonstrated encouraging neuroprotection data in
preclinical in- vivo studies potentially bringing an additional treatment benefit. Prior to in- licensing by EyePeint-the Company
, vorolanib was previously studied in Phase 1 and 2 clinical trials as an orally delivered therapy for the treatment of wet AMD
and data from these trials demonstrated a positive clinical signal and no ocular toxicity. Market Opportunity in Wet-Age-
Related-Maeutar Degenerationwet AMD yWet AMD occurs when new, abnormal blood vessels grow under the retina. These
vessels may leak blood or other fluids, causing scarring of the macula. This form of AMD is less common but much more
serious. AMD is one of the major causes of vision loss of the total vision impairment globally. As the proportion of people in
the U. S. age 65 and older grows larger, more people are developing age- related diseases such as AMD. From 2000- 2010, the
number of people with AMD grew 18 percent, from 1. 75 million to 2. 07 million. By 2050, the estimated number of people
with AMD is expected to more than double from 2. 07 million to 5. 44 million. White Americans are expected to continue to
account for the majority of cases. However, Hispanics are expected to account for the greatest rate of increase, with a nearly six-




fold rise in the number of expected cases from 2010 to 2050. Age is the greatest risk factor for developing AMD and individuals
aged 50 are more prone to the disease. Among all AMD patients in the United States, wet AMD accounts for only 10 % of
cases, yet it alone accounts for 90 % of legal blindness. There are several effective and safe treatments for wet AMD available
on the market, including large molecule anti- VEGF intravitreal injectable drugs marketed under the brands names Lucentis,
Eylea, Eylea HD, Vabysmo, Beovu, and Avastin (off label use). However, these treatments must be injected in a physician’ s
office either monthly, bi- monthly or in some patients cvery three to four months, which can cause inconvenience and
discomfort and often lead to reduced compliance and poor outcomes. The branded drug, SUSVIMO ™, a port delivery
technology for ranibizumab, was approved by the FDA in 2021 and requires an initial surgical placement of the port. Genentech
voluntarily recalled Susvimo in October 2022 and all new implants have been paused. The issue is the septum dislodges
preventrng the PDS 1rnplant to be reﬁlled Itis currently not known when Susvimo will be Cornmerc1ally available again.

S ; so—=-Separate published studies using real world data (one
study in the U. S and another that includes Canada France Gerrnany, Ireland, ltaly, the Netherlands, UK , and Venezuela)
indicate that despite initial efficacy, approved wet AMD treatments still result in vision loss over time. We believe that EYP-
1901, if approved as a potential six- month sustained delivery maintenance therapy, has the potential to offer wet AMD patients
a eenventent-safe and effective treatment option with a unique mechanism of action. Market Opportunity in Non- Proliferative
Diabetic Retinopathy @NBBR)-Diabetic retinopathy (DR) is a frequent complication of diabetes mellitus. Slow but progressive
changes in the small blood vessels of the retina may cause no symptoms or only mild vision problems in early stages. The
disease progresses from NPDR to proliferative diabetic retinopathy (PDR). At any stage, retina bleeding and fluid accumulation
fead-leads to DME which can cause blindness . Both PDR and DME are common DR complications associated with the
progression of the disease . Diabetes is the leading cause of new cases of blindness in adults. This is a growing problem as the
number of people living with diabetes increases, so does the number of people with impaired vision due to NPDR. The central
retina area that is located between the main branches (superior and inferior arcades) of the central retinal vessels in the eye is
known as the “ macular area . The retina beyond this is considered * peripheral retina+" . The central retinal area can develop
abnormal findings. These findings can be present in the non- proliferative or the proliferative forms of the disease. These
changes in the macula include the presence of abnormally dilated small vessel outpouchings (called microaneurysms), retinal
bleeding (retinal hemorrhages) and yellow lipid and protein deposits (hard exudates). With DME, the macula can get thicker
than normal. NPDR can be classified into mild, moderate or severe stages based upon the presence or absence of retinal
bleeding, abnormal venous beading of the vessel wall (venous beading) or abnormal vascular findings (intraretinal
microvascular anomalies or IRMA). NPDR progresses to PDR and / or DME, which is a major cause of vision loss in a diabetic
eye. No treatment is typically administered at the NPDR stages. A treatment with a sustainable dosing regimen that slows or
prevents progression of NPDR to PDR or DME could help reduce the vision threatening effects of diabetic eye disease. Market
Opportunity in Diabetic Macular Edema BME}-DME is triggered by DR, a well- known complication of diabetes. DR is caused
by long- term damage to the retina’ s small blood vessels. The leakage of fluid into the retina may lead to swelling of the
surrounding tissue, including the macula. If left untreated, fluid can leak into the macula’ s center, called the fovea, the part of
the eye where sharp, straight- ahead vision occurs. The fluid makes the macula swell, blurring vision. This condition results in
DME. DME can occur at any stage of DR, although it is more likely to occur later with the disease’ s progression. Common
signs and symptoms of DME include dark spots like a smudge on glasses or gaps that may appear in the vision, blurred vision,
double vision, faded colors, or the affected person may find bright light or glare difficult. The American Academy of
Ophthalmology (AAO) estimates that nearly 80 % of Type 1 diabetics and 50 % of Type 2 diabetics will have developed DR
after living with diabetes for 15 and 20 years, respectively. Per the March 3, 2022, Journal of American Medical Association
of Ophthalmology, DR is the leading cause of incident blindness in US adults aged 20 to 74 years old and DME can occur
with any stage of DR. DR and DME affect 28. S5 % and 3. 8 %, respectively, of US adults, 40 years and older, with
diabetes. The most common treatments of DME are anti- VEGF BPrags-drugs , corticosteroids, and laser photocoagulation.
Topical nonsteroidal anti- inflammatory drugs (NSAIDs), in the form of eye drops, are sometimes used either before or after
cataract surgery to prevent the development of macular edema. Currently, intravitreal anti- VEGF agents are the preferred first-
line treatment for DME. The EYPT- 1901 Phase 1 BAMO-clinical trial (DAVIO) was a dose escalation trial that enrolled 17
wet AMD patients across four separate doses. The primary endpoint of the trial was safety, and key secondary endpoints were
best corrected visual acuity (BCVA) and central subfield thickness (CST) measured by optical coherence tomography (OCT)
. In November 2021, we reported positive interim six- month safety and efficacy data for the DAVIO clinical trial. There were
no ocular SerteusAdverseEventsSAEs yreported, no drug- related systemic SAEs reported , and all ocular adverse events
(AEs) were < grade 2; the only grade 3 AE was not drug- related. Regarding efficacy, stable visual acuity (VA) and eptieat
eoherenee-tomography--OCT yand a clinically significant reduction in treatment burden of 75 % was observed with a median
time to rescue of six months. The six- month interim data also reported that 53 % of patients in the trial did not require a
supplemental anti- VEGF treatment up- to the six- month visit. In July 2022, we updated the results of the DAVIO clinical trial
through 12- months reporting continued positive safety and efficacy results. This included a continuation of a clinically
significant reduction in treatment burden of 73 % at 12 months. The data also reported that 35 % of patients in the trial did not
require a supplemental anti- VEGF treatment up- to the twelve- month visit. We-nitiated-DAVIO 2 is a multi- center
randomrzed double- masked controlled Phase 2 clrnrcal tr1al -fereof EYP- 1901 fer-in previously treated patients with wet

; . Originally designed This-trialis-expeeted-to
enroll appfe*rmately—l44 patients aeress-, t-hfee—~ the aﬂﬁs—eempﬂsed-trlal enrolled 160 patients in total due to strong
investigator and patient interest. All enrolled patients were previously treated with a standard- of- care anti- VEGF
therapy and were randomly assigned to one of two separate-doses of EYP- 1901 swith-(approximately 2 mg or 3 mg) or an
aflibercept control. EYP- 1901 is delivered with a single intravitreal injection in the physician' s office, similar to current




FDA approved anti- VEGF treatments. The primary non- inferiority efficacy endpoint was change in BCVA compared
to the aflibercept control, approximately six- months after the EYP- 1901 injection. Secondary endpoints include safety,
reduction in treatment burden, mean change in CST as measured by OCT, the percent of eyes that remain free of
supplemental anti- VEGF injections, and number of aflibercept injections in each group. DAVIO 2 top line results at
week 32 were released on December 4, 2023. In addition-summary , the study indicated: » Both EYP- 1901 doses (2mg and
3mg) achieved all primary and secondary endpoints. * Statistical non- inferiority in change in BCVA (at a confidence
interval of 95 %) compared to aflibercept control, at weeks 28 and weeks 32 combined. The 2mg and 3mg doses were
only- 0. 3 and- 0. 4 letters different, respectively, versus on- label aflibercept. The lower limit of the non- inferiority
margin is defined as a- 4. S letters by the FDA with 5 letters representing one line on the eye chart. « Continued positive
safety and tolerability profile with no EYP- 1901- related ocular or systemic SAEs. * 89 % and 85 % reduction in
treatment burden, respectively, for the 2mg and 3mg EYP- 1901 doses, when comparing the injections in the 6 months
prior to entry into the study vs. the injections administered during the study following EYP- 1901 dosing. * 65 % and 64
% of eyes were supplement free up to six- months, respectively, for the 2mg and 3mg doses of EYP- 1901. * Both EYP-
1901 doses demonstrated strong anatomic control with OCT difference below 10 microns at week 32 compared to the
aflibercept control. * Patient discontinuation up to week 32 was low at 4 % with no EYP- 1901 related discontinuation.
The DAVIO 2 study is ongoing with continued patient follow up through week 56: « On February 2, 2024, in the sub-
group of patients who were supplement- free up to six months, the EYP- 1901 groups demonstrated numerical
superiority in change in BCVA along with strong anatomic control compared to the aflibercept control group. This result
confirms that the positive topline data from the Phase 2 DAVIO 2 trial were driven by EYP- 1901 and not by study eyes
requlrmg supplemental mjectlon The PAVIA NPDR Phase 2 clinical trial is a i NPBRAPAVHA)-was-initiated--the-three
o A AMD-trial with —Fhe-PAVHA-triakisexpeeted-to-enrott

ap A y two sepalate doses of EYP- 1901 , given as single injection on Day
1, and a shdm control PAVIA is evaluatmg EYP 1901 as a potential nine- month treatment in NPDR and the trial
completed enrollment of 77 patients. A summary of the trial includes: * Moderately severe to severe NPDR patients
enrolled * Primary endpoint: 2, or more, step diabetic retinopathy severity score (DRSS) improvement at week 36
Secondary endpoints include reduction in vision- threatening complications, DME occurrence and or proliferative
disease, retinal ischemia and safety The PAVIA topline results are anticipated in the second quarter of 2024. The
VERONA DME Phase 2 clinical trial, is a three arm trial with two separate doses of EYP- 1901 and an aflibercept
control. VERONA is evaluating EYP- 1901 as a potential six- month treatment in previously treated DME patients. The
two EYP- 1901 doses are administered as a single injection on Day 1 following the aflibercept injection on the same visit.
The trial enrolled its first patient on Jan 9, 2024, and topline results are anticipated in the first quarter of 2025. A
summary of the trial includes: « Evaluate the safety and efficacy of EYP- 1901 in the DME patient population ¢ Collect
dose- ranging data to inform future clinical trials « Primary endpoint: time to supplemental anti- VEGF injection up to
week 24  Secondary endpoints: change in BCVA vs. aflibercept control, stable anatomical outcome as measured by
OCT, DRSS over time The Company’ s lead product candidate, EYP- 1901, is an investigational sustained delivery
treatment for anti- VEGF- mediated retinal diseases combining vorolanib, a selective and patent- protected tyrosine
kinase inhibitor with Durasert EOQ . In I ebruary 2020, we entered into an Exclusive License Agreement (Equinox License
Agreement) with Equinox Science, LLC (Equinox), pursuant to which Equinox granted us an exclusive, sublicensable, royalty-
bearing right and license to certain patents and other Equinox intellectual property to research, develop, make, have made, use,
sell, offer for sale and import the compound vorolanib and any pharmaceutical products comprising the compound for the
prevention or treatment of wet AMD, DR and RVO (the Original Field) using our proprietary localized delivery technologies, in
each case, throughout the world except China, Hong Kong, Taiwan and Macau (the Territory). On May 2, 2022, we entered into
Amendment # 1 to the Equinox License Agreement, pursuant to which the Original Field was expanded to cover the prevention
or treatment of ophthalmology indications using the Company’ s proprietary localized delivery technologies. In consideration
for the rights granted by Equinox, we (i) made a one time, non- refundable, non- creditable upfront cash payment of $ 1. 0
million to Equinox in February 2020, and (ii) agreed to pay milestone payments totaling up to $ 50 million upon the
achievement of certain development and regulatory milestones, consisting of (a) completion of a Phase 2 clinical trial for the
compound or a licensed product, (b) the filing of a new drug application (NDA) or foreign equivalent for the compound or a
licensed product in the United States, European Union , or United Kingdom and (c) regulatory approval of the compound or a
licensed product in the United States, European Union , or United Kingdom. We also agreed to pay Equinox tiered royalties
based upon annual net sales of licensed products in the Territory. The royalties are payable with respect to a licensed product in
a particular country in the Territory on a country- by- country and licensed product- by- licensed product basis until the later of
(1) twelve years after the first commercial sale of such licensed product in such country and (ii) the first day of the month
following the month in which a generic product corresponding to such licensed product is launched in such country
{eoleetivelythe ReyaltyFera)-. The royalty rates range from the high- single digits to low- double digits depending on the
level of annual net sales. The royalty rates are subject to reduction during certain periods when there is no valid patent claim that
covers a licensed product in a particular country. On May 2, 2022, the Company entered into an Exclusive License Agreement
(the Betta License Agreement) with Betta Pharmaceuticals (/o., Ltd. (Betta), an affiliate of Equinox. Under the Betta License
Agreement, the Company granted to Betta an exclusive, sublicensable, royalty- bearing license under certain of the Company’ s
intellectual property to develop, use (but not make or have made), sell, offer for sale , and import the Company’ s product
candidate, EYP- 1901, an investigational sustained delivery intravitreal anti- VEGF treatment that combines a bioerodible
formulation of the Company’ s proprietary sustained- release technology with the compound vorolanib (the Licensed Product),
in the field of ophthalmology (the Betta Field) in the Greater Area of China, including China, the Hong Kong Special




Administrative Region, the Macau Special Administrative Region, and Taiwan (the Betta Territory). The Company retained
rights under the Company’ s intellectual property to, among other things, conduct clinical trials on the Licensed Product in the
Betta Field in the Betta Territory. In consideration for the rights granted by the Company, Betta agreed to pay the Company
tiered, mid- to- high single- digit royalties based upon annual net sales of Licensed Products in the Betta Territory. The royalties
are payable on a Licensed Product- by- Licensed- Product and region- by- region basis commencing on the first commercial sale
of'a Licensed Product in a region and continuing until the later of (i) the date that is twelve (12) years after first commercial sale
of such Licensed Product in such region, and (ii) the first day of the month following the month in which a generic product
corresponding to such Licensed Product is launched in the relevant region. The royalty rate is subject to reduction under certain
circumstances, including when there is no valid claim of a licensed patent that covers a Licensed Product in a particular region.
The Company is advancing EYP- 2301 into pre- clinical development. EYP- 2301 delivers razuprotafib, f/ k / a AKB-
9778, formulated in Durasert EQO to potentially improve outcomes in serious retinal diseases. [n August 2021, we entered
into an Asset Purchase Agreement with Aerpio Pharmaceuticals Inc. (Aerpio), pursuant to which we acquired all right title and
interest in and to certain U. S. and ex- U. S. patents and applications relating to certain Tie- 2 activating molecules , including
razuprotafib, for a one- time cash payment of $ 450, 000. The assets we acquired from Aerpio included hundreds of patents and
applications. Our Previously €oemmeretal-Commerecialized Products YUTIO (fluocinolone acetonide intravitreal implant or......
Study, the SYNCRONICITY @tudy, of YUTIQ ® (ﬂuounolone acetomde intravitreal 1mplant )—or FA 0. 18 mg) for
intravitreal injection the-treatmer tonr—InfeetiousPosterior-Segmen year-, prospeetive-was
approved by the FDA in October 2018 epeﬂ-—label-and commercrally launched in the U S.in February 2019. On May 17

. uneontroHed-2023 , safety-and we licensed the U. S. rights to Alimera and also entered with Alimera into a product rights
agreement (the Product Rights Agreement). Pursuant to the Product Rights Agreement, we granted Alimera and-- an
effieaey-study-—tts-objeetive-exclusive and sublicensable (in accordance with the terms of the Product Rights Agreement)
right and license under the Company’ s and is-its affiliates’ interest in certain to-evaluate-thesafety-and-effieaey-of the
Company’ s and its affiliates’ intellectual property to develop, manufacture, sell, commercialize, and otherwise exploit
certain products, including YUTIQ ® ( for the management-treatment and prevention of uveitis in the entire world except
Europe, the Middle East, and Africa (the Licensed Territory). The Licensed Territory excluded such territories because
the Company had previously licensed to Alimera rights to certain products, which included YUTIQ ® (known as
ILUVIEN ® in Europe, the Middle East, and Africa (EMEA)) for the treatment and prevention of uveitis in EMEA
pursuant to that certain Second Amended and Restated Collaboration Agreement, dated as of July 10, 2017, by and
between pSivida, US, Inc. (f/ k / a Control Delivery Systems, Inc.) (n/k / a EyePoint Pharmaceuticals U. S., Inc., an
affiliate of Company) and Alimera. The license also excluded any rights to YUTIQ ® for the treatment of chronic non-
infectious uveitis affecting the posterior segment wveitis-that-of the eye in China and certain other countries and regions in
Asia, which rights have been exclusively licensed by the Company to Ocumension Therapeutics (“ Ocumension )
pursuant to the Exclusive License Agreement, dated has- as responded-to-previous-sterotd-therapy-of November 2, 2018, by
and between the Company and 0cumens1on We hcensed plan—te—enfe&qapfe*nﬁately—l—z%wbjeets—ﬁ&ﬂa—at—leaﬁee

s-the llmcal developmenttﬂa-l—eentrnttes— regulatory,

relmbursement data—wrl-l—be—presented—e%publ-tshed—and dlstrlbutlon when
for-to YUTIQ ® to Ocumension for inthe G o etton
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commenced in China in 2022 and M&rkeﬁng—we are ent1tled to royaltles on product sales by 0cumens1on Allmera is now
respon51ble for all commercral regulatory, and dlstrlbutlon act1v1t1es related to YUTIQ ® Was—gr&rﬁed—a-permaﬂent—and
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DEXY( U® (dexamethasone 1r1traocul¢u suspenslon) 9 %, for mtmocular ddm1mst1dt10n was approved by the FDA in Februaly
2018 for the treatment of post- operative ocular inflammation and commercially launched in the U. S. in March 2019 with a
primary focus on its use immediately following cataract surgery. DEXYCU ® is administered as a single dose directly into the
surgical site at the end of ocular surgery and is the first long- acting intraocular product approved by the FDA for the treatment

of post- operative inflammation. DEXY CU wutitizes-our-proprictary-Verisome-R drag—deliveryteehnotogy,whieh-allows for a
single mtmocular m]ectlon that 1eledses dexamethasone, a corticosteroid, for up to 22 ddVS BEXY¥EU-s-approved-for-oeular




ehmmdtlon of sepamte pass- throu,(:h relmbursement by the Centers for Medlcare and Medicaid Serv1ces ( ( MS ) as

described below, the market opportunity for this product is significantly 1mpdcted and, accordmOIy, the C ompany has
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The FDA carefully reguldtes the quallty of phmmdceutlcals The main regulatory standard f01 ensurms_ pharnmceutlcal quallty
is the Current Good Manufacturing Practice (cGMPs) regulation for human pharmaceuticals. Manufacturing of our clinical trial
materials (CTM) and of our commercial products is subject to these cGMPs which govern record- keeping, manufacturing
processes and controls, personnel, quality control and quality assurance, among other activities. Incoming raw materials and
components from suppliers are inspected upon arrival according to pre- specified criteria prior to use in the CTM or the
commercial product. During product manufacture, in- process tests are conducted on intermediate products according to pre-
specified criteria; testing is finally conducted on the finished product prior to its release. Our systems and our contractors are
required to comply with cGMP requirements, and we assess compliance regularly through performance monitoring and audits.
Production, assembly, and packaging of EYP- 1901 CTM is done in the Class 10, 000 clean rooms located at our Watertown,
MA facility. We source the active pharmaceutical ingredient (API) vorolanib from Betta Pharmaeeuntteals-and various raw
materials and components for both EYP- 1901 and its injector from third- party vendors. We established a relationship with a U.
S.- based contract manufacturing supplier for vorolanib to devetep-transfer the process for manufacturing vorolanib and to
become the U. S. supplier of vorolanib for use in EYP- 1901. Our agreements with Betta Pharmaeeutieals-and these third parties
include confidentiality and, intellectual property , and supply provisions to protect our proprietary rights related to EYP- 1901.
In January 2023, we announced that we entered into a lease agreement to design and construct a 40, 000- square- foot
manufacturing facility in Northbridge, Massachusetts to support the global manufacturing of our programs, including
EYP-1901. The 40, 000 square- foot standalone manufacturing facility will be GMP compliant to meet U. S. FDA and
European Medicines Agency (EMA) standards and support EYP- 1901’ s clinical supply and commercial readiness upon
regulatory approval. In addition, the building will have the capacity and capabilities to support our expanding pipeline.
The new facility, customized for our requirements, will be constructed and managed by V. E. Properties IX, LLC, and is
expected to be operational in the second half of 2024. Production, assembly , and packaging of YUTIQ ® is done in the Class
10, 000 clean rooms located at our Watertown, MA facility and we are supplying such product to our partners pursuant to
our respective agreements with them . We source the API and various raw materials and components for YUTIQ ® from
third- party vendors . We currently use a contract manufacturer for the commercial supply of DEXYCU ®. A separate
contract manufacturer provides kitting and packaging of the finished product, and other vendors provide sterilization,
testing, and storage services . Our agreements with these third pdmes include conhdentmhty and intellectual property
provisions to protect our propnetmy rl,(:hts related to S
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operate in dccordame w1th c¢GMPs and all other dpphcable ]dW and regulations. We employ personnel with extensive teLhHILdl
manufacturing, analytical , and quality experience to oversee contract manufacturing and testing activities, and to compile
manufacturing and quality information for our regulatory submissions. U. S. Sales and Marketing As of May Febraary28-,
2023, the commercial support of YUTIQ ® was shut down due to the out- license of the product to Alimera. There are no
internal employees presently supporting YUTIQ ® sales and marketing efforts. In 2023, we terminated have26-KAMs



we—ha-ve—rﬂtﬁrmﬁed-t-hese—aeﬁﬂﬁes—m%@%—due to the ehmlnauon of %eparate pass- through relmburqement by C MS DEXYCU
® is not commercially supported by the Company although it is stlll avallable through spec1alty dlstrlbutors U. S.
Mall(et Access and Payer Relmburqement A a 8

permanent J code established on October 1, 2019 Wthh enable% relmbumement from both Med1care and commercml payers. In
May 2023 we out- licensed YUTIQ ® to Allmera DEXYCU ® had three- year pass through status with Medicare which
expired effective January 1, 2023. The Company made the decision to no longer commercially support DEXYCU ® from a
sales and marketing perspective as of January 1, 2023, and therefore all patient assistance programs and support were
also concluded concurrently. Accordingly, we now focus on reimbursement matters related to our product candidates. U.
S. Product Distribution Channel We have-previously established a distribution channel in the United States for the
commercialization of YUTIQ ® and DEXYCU ® that prevides-provided physicians with several options for ordering our
products. This includes agreements with a nationally recognized third- party logistics provider (3PL), several distributors , and a
specialty pharmacy provider for physicians who prefer to use a traditional buy- and- bill model. The 3PL provides fee- based
services related to logistics, warehousing, order fulfilment, invoicing, returns and accounts receivable management . While
DEXYCU ® is still available through this network, all YUTIQ ® product responsibilities including distribution were
turned over to Alimera effective May 2023 . Rescarch Agreements From time to time, we enter into research agreements with
third parties to evaluate our technology platforms for the treatment of ophthalmic and other diseases. We intend to continue this
activity with partner compounds that could be successfully delivered with our Durasert and, potentially, Verisome technology
platforms en-a-fee—for—serviee-basis-with the potential for future clinical and commercial milestones and royalties. FDA
Approved Products Licensed to ©thers— Other Entities YUTIQ ® for posterior segment uveitis YUTIQ ® (fluocinolone
acetonide intravitreal implant or FA 0.18 mg) for intravitreal injection,was approved by the FDA in October 2018 and we
commercially launched ¥59HQ-in the U.S.in February 2019.YUTIQ ® is indicated for the treatment of chronic non- infectious
uveitis affecting the posterior segment of the eye. YUTIQ ® is a once every three- year treatment utilizing a non- erodible
formulation of our proprietary Durasert technology that is administered during a physician office visit.In addtttenrMay 2023 we
licensed rights to eemmeretatizationrof-Y UTIQ ® to Alimera for $ 82.5 million with $ 75 million paid up- front and $ 7.5
million due in the-equal quarterly installments in 2024.We are also entitled to low to mid double- digit royalty on
Alimera’ s related U.S. ;we-net sales above defined thresholds for the calendar years 2025- 2028.We have licensed

clmlcal development regulatory,1elmbursement and dlstrlbutlon ughts to YUTIQ ® t-he—pfedﬂet—te—kl-rmefa—feﬁEt&epe—l\éldd-le
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%uitamed releaqe micro- insert based on our Dura@ert ® technology platform and-which delivers 0. 19 mg of FA to the back of
the eye for treatment of DME. DME is a disease suffered by diabetics where leaking capillaries cause swelling in the macula,
the most sensitive part of the retina. DME is a leading cause of blindness in the working- age population in most developed
countries. The ILUVIEN micro- insert is substantially the same micro- insert as YUTIQ ® . We originally licensed our Durasert
® proprietary insert technology to Alimera for use in ILUVIEN for the treatment of all ocular diseases (excluding uveitis). On
July 10, 2017, we entered into an amended and restated collaboration agreement with Alimera ( the Amended Alimera
Agreement ), pursuant to which we (i) expanded the license to Alimera to our proprietary Durasert ® sustained- release drug
delivery technology platform to include uveitis, including chronic non- infectious uveitis affecting the posterior segment of the
eye, in the-EMEA and (ii) converted the net profit share arrangement for each licensed product (including ILUVIEN) under the
original collaboration agreement with Alimera (the Prior Alimera Agreement) to a sales- based royalty on a calendar quarter
basis commencing July 1, 2017, with payments from Alimera due 60 days following the end of each calendar quarter. Sales-
based royalties started at the rate of 2 % and increased, commencing December 12, 2018, to 6 % on aggregate calendar year net
sales up to $ 75 million and 8 % in excess of $ 75 million. Alimera’ s share of contingently recoverable accumulated ILUVIEN
commercialization losses under the Prior Alimera Agreement, capped at $ 25 million, are to be reduced as follows: (i) $ 10. 0
million was cancelled in lieu of an upfront license fee on the effective date of the Amended Alimera Agreement; (ii) for calendar
years 2019 and 2020, 50 % of earned sales- based royalties in excess of 2 % will be offset against the quarterly royalty payments
otherwise due from Alimera; (iii) in March 2020, another $ 5 million was cancelled upon Alimera’ s receipt of regulatory
approval for ILUVIEN for the uveitis indication; and (iv) commencing in calendar year 2021, 20 % of earned sales- based
royalties in excess of 2 % will be offset against the quarterly royalty payments due from Alimera until such time as the balance



of the original § 25 million of recoverable commercialization losses has been fully recouped. On December 17, 2020, we sold
our interest in royalties payable to us under our license agreement with Alimera in connection with Alimera’ s sales of ILUVIEN
\R to SWK Fundmo LLC (SWK) in exchdnge for a one- time $ 16 5 million payment from SWK. Reﬁseft—fer—ehfeme—neﬁ-

-Stafeﬂﬁeﬂ{—Sehed-t&es—fe%fﬂﬁheﬁéefaﬁs—We own or hcense pdtents in the U. S and other countries. Our patents Generally
cover the design, formulation, manufacturing methods , and use of our sustained release therapeutics, devices and technologies.
For example, we own and / or license U. S. and foreign patents and patent applications for our DURASERT ® technology and
our VERISOME ® technology. In addition, we own U. S. and foreign patents and patent applications covering other
technologies, such as devices used to administer some of our products. Patents for individual products extend for varying
periods according to the date of patent filing or grant and legal term of patents in the various countries where patent protection is
obtained. The actual protection afforded by a patent, which can vary from country to country, depends upon the type of patent,
the scope of its coverage , and the availability of legal remedies in the country. Patent term extension may be available in
various countries to compensate for a patent office delay or a regulatory delay in approval of the product. The last expiring
patent covering the vorolanib compound licensed to us by Equinox Science and used in EYP- 1901 expires in September
2037, but the Company has filed an additional patent application for EYP- 1901 that, if issued, would extend coverage of
EYP- 1901 until at least 2041. In addition, the Company has filed additional patent applications for technology relating
to EYP- 1901, that, if issued, could expire in 2043, and for a new injector designed for administration of DURASERT ®,
that, if issued, could expire in 2042. The acquired Aerpio patent portfolio now includes approximately 150 U. S. or ex- U.
S. patents and pending applications that -S-patents-and-pending-appleations-that-claim compositions of matter,pharmaceutical
formutations-compositions and / or methods of use eevering-for both small molecule and mono and bi- specific antibody
inhibitors of the protein tyrosine phosphatase (VE- PTP) .One of the small molecules is razuprotafib .Some of the antibodies
covered include both VE- PTP and VEGF binding domains.VE- PTP is a negative Tie2 regulator that,when inhibited,can
activate the Tie2 pathway leading to downstream signaling that promotes vascular health,stability and decreases vascular
permeability and inflammation associated with a number of posterior segment eye diseases.The patent claims te-for methods of
use relate primarily to disease indications where-aetivation-were-where previousty-tisted-inractivation of Tie2 and associated
vascular stabilization are potentially beneficial. The potential expiration dates of thc HSFPA-patents and applications in
this portfolio Orange-- range Book-from 2027 to 2041. This date range is estimated and based on certain assumptions,
including that certain applications will be granted, all necessary fees will be paid and no terminal disclaimers for— or
RetisertexpiredtnrMareh260+0-other limitations on expiration are required for certain patents or applications . The latest
expiring U. S patent listed in the U. S. BSFBA—-- FDA Orange Book covering ILUVIEN ® and YUTIQ ® expires in August
2027 trthe-J—S—and the latest expiring European counterpart expires in October 2024 trthe-EU-, although extensions have
been obtained or applied for through May 2027 in various EB-European countries. The U. S. patent covering the YUTIQ ®

mjector and admlmstratlon Wlth this IHJQCIOI explres in Jdnuary 2028 Our fl"—he—}ast—e-ﬁt-he—pfevteﬁs}y—lssued patents eeveritg
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2039 and for a new injector designed...... are required for certain patenti or apphcatlon% Humm C dpltal Resourws To achieve
the-our Company goals and-expeetations-ofour-Company-, it is critical thatwe-eentinwe-to attract and retain top talent with
experience in clinical development, regulatory, manufacturing and other functional areas crucial to executing on our
strategy . To facilitate talent attraction and retention , we-strive-to-make-our eompany-Company ensures a safe and rewarding
workplace, with-providing opportunities for our employees to grow and develop in their careers . We offer ;-supported-by
streng-compensation and incentives that include market- competitive pay , equity grants, performance bonuses,
healthcare benefits and-health, retirement, and wellness programs, including paid time off and by-programs-thatbuild
eonneetions-between-flexible work schedules. We embrace our empteyees-Company culture and strive to foster a
collaborative, inclusive, and productive work environment . As of February 2829 , 2623-2024 , we had +44-121 full- time
employees all located in the United States. None of our employees are represented by a collective bargaining agreement and
none are represented by labor union . During fiscal 2622-2023 our voluntary turnover rate was +6-7. 6 %, which is below
eonsistent-with-the average voluntary turnover rates for Boston- area Bteteeh-biotech companies. The success of our business is
fundamentally connected to the well- being of our employees. Accordingly, we are committed to their health, safety, and
wellness. We provide our employees and their families with access to a variety of innovative, flexible and convenient health and
wellness programs, including benefits that provide protection and security so that they have peace of mind concerning events



that may require time away from work, or that impact their financial well- being ;that. We support their physical and mental
health ard-by providing tools and resources to help them improve or maintain their health status and encourage engagement in

healthy behaviors . Dependmg on —a-nd—ﬂ%&t—effefeheteeﬂétere—pess&b-}e-se—ﬂ%ey» the e&n—eﬂsteﬂﬂfe—nature of their-- the

Fees w01k both remote and
0 tle-+m t al-sa : ployee Hitng-on—site-work arrangements are
available . We also prov1de robust compensatlon aﬁd-beﬂeﬂts—pfegra—rﬂs—to meet the needs of our employees. In addition to
competitive base salaries, these programs include annual discretionary bonuses, steel-equity awards, a 401 (k) plan and
employer match, an employee stock purchase program, tax advantaged health-dental-and-viston-insuranee-benefits;-health
savings and flexible spending accounts, paid time off, family leave and flexible work schedules, among others. Our broad-
based equity programs tnekade-includes all employees with-. The vesting conditions are set to facilitate the retention of
employees with critical skills and experience and motivate employees to perform to the best of their abilities, while we achieve
our objectives . In order to promote long- term retention and maximize the potential of our employees, we invest in their
professional and personal development. By offering needs- based supplemental training, management development and
effective communications training our employee satisfaction scores have increased. We survey our employees on a
regular basis and report the results of those surveys back to management and our board of directors . As a company our
success is rooted in the diversity of our teams and our commitment to inclusion. We value diversity at all levels and continue to
focus on extending our diversity and inclusion initiatives across our workforce — from working with managers to recruit diverse
team members to the advancement of leaders from different backgrounds. Competition The market for products treating eye
diseases i is hlghly competltlve and is characterized by extensive research eﬂorts and rapid technological progress. We-faee
b 6 A—app p ets-an P eteandidates—Pharmaceutical, drug delivery , and
blotechnology companies, as well as re%e"lrch organizations, governmental entities, universities, hospitals, other nonprofit
organizations , and individual scientists, have developed and are seeking to develop drugs, therapies , and novel delivery
methods to treat diseases targeted by our products and product candidates. MestMany of our competitors and potential
competitors are larger, better established, more experienced , and have substantially more resources than we or our partners
have. Competitors may reach the market earlier, may have obtained or could obtain patent protection that dominates or
adversely affects our products and potential products, and may offer products with greater efficacy, lesser or fewer side effects ,
and / or other competitive advantages. We believe that competition for treatments of eye diseases is based upon the effectiveness
of the treatment, side effects, time to market, reimbursement and price, reliability, ease of administration, dosing or injection
frequency, patent position , and other factors. Many companies have or are pursuing products to treat eye diseases that are or
would be competitive with EYP- 1901 and ¥&HQ-other pipeline products . Some of these products and product candidates
include the following: FDA- approved LUCENTIS ® (ranibizumab), EYLEA ® (aflibercept 2mg ), EYLEA ® HD
(aflibercept 8mg), VABYSMO ® (faricimab) and off- label use of the cancer drug AVASTIN ® (bevacizumab) are the leading
treatments for wet AMD. Lucentis, Eylea, and Avastin are also used in the treatment of NBDPR-DR and DME. There are also
two FDA- approved btesimiar-Lucentis biosimilars mediations approved by the FDA. In 2021, the FDA approved Susvimo, a
first- of- its- kind port delivery system (PDS) with ranibizumab for the treatment of patients with wet AMD. However, in the
Fall of 2022, Susvimo was taken off the market by Genentech via a voluntary recall. In January 2022 , the FDA approved
VABYSMO ® (faricimab), a bispecific antibody Ang- 2 and ¥EGF-vascular endothelial growth factor - A inhibitor. Also in
2022, two ranibizumab biosimilars, Byooviz and Cimerli entered the market. The FDA also approved Beovu ® brolucizumab
mnjection on October &, 2019. In August 2023, the FDA approved EYLEA ® HD (aflibercept 8mg) for wet AMD, DME,
and DR based on the pivotal PULSAR and PHOTON trials in which EYLEA ® HD demonstrated clinically equivalent
vision gains to EYLEA ® (aflibercept 2 mg) that were maintained with fewer injections. In addition to FDA approved
products, there are a number of investigational treatments in development including the following: REGENXBIO Inc.,
and-Adverum Biotechnologies, Inc. , 4D Molecular Therapeutics (4DMT), 4D Molecular Therapeutics (4DMT), as well as
several others in early development are developing gene therapy treatments for retinal diseases, such as wet AMD and DME .
REGENXBIO is developing ABBV- RGX- 314, a gene therapy utilizing its NAV AAVS vector containing a gene encoding for
a monoclonal antibody fragment which inhibits VEGF. Adverum is developing Ixe- vec (formerly ADVM- 022), a gene
therapy utilizing an AAV 7m§ vector contammg a gene encodlng for a protein that expresses aflibercept. 4DMT is developing
4D- 150 as an 1n-a § app crets-there-are-an ber-of-investigational genetic medicine using the
intravitreal R100 vector for the ffeafrnenfﬁ treatment of neovascular age- related macular degeneration in-development
inehuding-the-folowing:Aflibereept8-mg-( high-wet AMD) and diabetic macular edema (DME). 4D - dose-Eslea-150 is in
the randomized Phase 2 stage of the Phase 1 /2 PRISM study for adults with wet AMD and in the Phase 2 SPECTRA
study for adults with DME. AXPAXLI (formerly OTX- TKI ) Ocular Therapeutix Regeneron/Bayerdn-September2022;

3 In February 2023 Ocular Fherapeuties

Therapeutlx Inc. (Ocular Therapeutlx) preiented 10- month data for OTX- TKI demonstrating a favorable safety and
efficacy profile in a controlled Phase 1 trial of patients that were measured dry at screening. OTX- TKI utilizes axitinib, a TKI,



formulated in a hydrogel and delivered through an intravitreal injection. Ocular Fherapeuttes-Therapeutix has-indieated--
initiated their—- the SOL intentionte-advanee-OFX—HKIintoPhase3-trials— trial inDR-and in-expects to enroll
approximately 300 evaluable wet AMD subjects who are treatment naive in the study eye in the trial. The SOL trial is
designed to be a multi- center, parallel- group trial. In February 2024, Ocular Therapeutix announced that it had
screened the first three subjects in the SOL trial in early 2024 . CLS- AX — Clearside Biomedical , Ine. Clearside
Biomedical , Ime. is developing CLS- AX (axitinib injectable suspension) for investigation in patients with neovascular wet
AMD AMDBY-. A subset of data was released in 2023 that appeared favorable. Clearside Biomedical announced that topline
data results of their Phase 2b clinical trial are expected in the third quarter of 2024. Tarcocimab Tedromer (formerly
KSI-301) — Kodiak Sciences &SF36+Inc. Tarcocimab Tedromer is an investigational anti- VEGF therapy. In Febraary-July
%92—2—2023 , Kodiak eemp-}eted—enfel-}meﬁt—rn-Sclences Inc (Kodlak) announced its phase 3 wet AMD GLEAM and

als obal-multicenter, randomized studies destgned-to-evaluate-did not meet the
thelr prlmary emcacy endpomts —dufabﬂ-rty—a-nd-sa-fet-y—of shownng KS36+Hinpatients-with-treatment—naive DMEIn-—each
3 e-etth rnon an-individualized-dosingregimen--
1nferlor v1sual acuity galns for tarcoclmab dosed every etg-h-t—s to 24 weeks after enty-three-3 monthly loading doses
compared to -erintravitreat-aflibercept every-eight-weeks-afterfive-loading-doses-. Eaeh-In November 2023, Kodiak
announced it was rebooting its Tarcocimab development program based on the strength of its phase 3 NPDR GLOW
study . In the study, six- month dosmg of tarcoclmab tedromer 5 mg in moderately severe to severe NPDR met ts-its one-

de—the prlmdly endp01nt-ts—the—e1=raﬁge—ffefn—basel-rne—m—best-

Kodmk -Seteﬂees—a-lse—fepeﬁed—the—festﬂ-ts—ef—a—plans to conduct one addltlonal NPDR plvotal study ef—IéS-I-—}G—l—fer—tfe&tmeﬂt

v ob ated-with Eylea-a commercial
formulatlon of tarcoclmab OPT 302 Opthea lelted OPT 302 1s an mtra\ itreal agent that inhibits VEGHE-vascular
endothelial growth factor - C and VEGE-D. OPT- 302 has been investigated in both DME and nAMD patients in combination
with [VI anti- vascular endothelial growth factor- A (anti- VEGF- A') therapy. In Opthea ~Limited' s (Opthea) randomized,
double- masked, sham- controlled, phase 1b / 2a trial, 153 patients with DME were treated with OPT- 302 alone, in combination
with intravitreal aflibercept injections, or with aflibercept alone. OPT- 302 and aflibercept combination therapy yielded the
largest proportion of DME patients who gained > 10 Early Treatment Diabetic Retinopathy Study ( ETDRS ) letters from
baseline to week 12. 20 Opthea has initiated phase 3 trials for OPT- 302 in combination with and in comparison to ranibizumab
and aflibercept for nAMD patients . According to Opthea, these trials are currently enrolling . THR- 149 — Oxurion NV
Plasma kallikrein (PKal) is independent of the VEGF pathway and is also thought to promote vascular permeability and
neovascularization. THR- 149 is bicyclic peptide PKal inhibitor delivered via intravitreal injection currently in clinical trials for
DME patients who demonstrated suboptimal response to anti- VEGF therapy. KALAHARI is a 2- part, randomized,
multicenter, phase 2 study that aims to assess the dosage levels of THR- 149 intravitreal injection in addition to the efficacy and
safety of THR- 149 compared to aflibercept injections in 126 patients with DME. In May 2023, Oxurion NV announced
KALAHARI is-expeeted-toreach-reached its primary-endpeintenrollment target of 108 patients. At that time, Oxurion
announced that it anticipated topline data in Mareh-the fourth quarter of 2023. Interim results presented in February 2022
revealed that over 80 % of DME patients in the THR- 149 high- dose arm gained > 5 ETDRS letters and 50 % of patients gained
> 10 ETDRS letters four months after the final THR- 149 injection. 24 €entral-central subfield thickness (CST) also remained
stable at the 6- month mark. Integrins are transmembrane glycoprotein receptors that play a role in cell signaling, adhesion,
migration, remodeling, and proliferation and are thought to contribute to retinal pathology via modulation and integration of the
VEGF and Ano /TleZ pathways Chmcdl trials explonng the ethcacy of anti- integrin thempy n DME are undeley, mcludms_

OCS 01 Oculis Holdlng AG OCS 011.5% ophthdlmlc suspenﬂon isa tOplCdl formuldtlon of dexamethdsone thdt l.ltlllZGS
novel solubilizing nanoparticle technology to enhance bioavailability and durability of the dexamethasone solution. 36
DIAMOND is a 2- stage, double- masked, randomized, multicenter phase 3 trial that will evaluate the safety and efficacy of
OCS- 01 with 2 dosing regimens in comparison to vehicle alone in 482 DME patients for 52 weeks. 3+Prelminaryresultsfrom
In December 2023, Oculis Holding AG announced the first patient first visit in phase 3 DIAMOND are-expeetee-- 1 trial of
OCS- 01 eye drop in 2624-diabetic macular edema . UBX1325 — Unity Biotechnology , Ine. UBX1325 is an inhibitor of Bel-
xl, a protein that senescent cells rely on for survival. UBX 1325 demonstrated a favorable safety profile and sustained
improvements in visual acuity through 24 weeks in a phase 1 study of patients with advanced vascular eye disease. In
September, 32-UBX1325-is-eurrently-betng-studiedin-the company announced 48- week results from phase 2 BEHOED
ENVISION study ;a-multieenter; randomized;-doubte-of UBX1325 in patients with wet AMD. Patients on combination
treatment with UBX1325 and aflibercept from weeks 24 - masked-48 maintained vision gains achieved at week 24 on
aflibercept alone. Then in December 2023 , prospeetive-Unity Biotechnology, Inc. announced the first patient dosed in

phase 2 ASPIRE study of tﬂal—t-h&t—eﬂfel-}ed-é%p&ttefrts—te—feeewe-efHG—ptg—U BX1 %25 in DME w1th topline 16 injeetion-or




subject to extensive regulatlon by the FDA and other federal state, and local regulatory agencies. The Federal Food, Drug and
Cosmetic Act (the FD & C Act), and FDA’ s implementing regulations set forth, among other things, requirements for the
testing, development, manufacture, quality control, safety, effectiveness, approval, labeling, storage, record- keeping, reporting,
distribution, import, export, advertising , and promotion of our products and product candidates. Although the discussion below
focuses on regulation in the U. S., we currently out- license certain of our products and may seek approval for, and market, other
products in other countries in the future. Generally, our activities in other countries will be subject to regulation that is similar in
nature and scope to that imposed in the U. S., although there can be important differences. Additionally, some significant aspects
of regulation in the EU are addressed in a centralized way through the EMA, and the European Commission, but country-
specific regulation remains essential in many respects. The process of obtaining regulatory marketing approvals and the
subsequent compliance with appropriate federal, state, local , and foreign statutes and regulations require the expenditure of
substantial time and financial resources and may not be successful. Development and Approval Under the FD & C Act, FDA
approval of an NDA is required before any new drug can be marketed in the U. S. NDAs require extensive studies and
submission of a large amount of data by the applicant. Pre- clinical Testing. Before testing any compound in human patients in
the U. S., a company must generate extensive pre- clinical data. Pre- clinical testing generally includes laboratory evaluation of
product chemistry and formulation, as well as toxicological and pharmacological studies in several animal species to assess the
toxicity and dosing of the product. Certain animal studies must be performed in compliance with the FDA’ s Good Laboratory
Practice ( GLP ), regulations and the U. S. Department of Agriculture’ s Animal Welfare Act. Investigational New Drug (
IND ) Application. Human clinical trials in the U. S. cannot commence until an IND, application is submitted and becomes
effective. A company must submit pre- clinical testing results to the FDA as part of the IND, and the FDA must evaluate
whether there is an adequate basis for testing the drug in initial clinical studies in human volunteers. Unless the FDA raises
concerns, the IND becomes effective 30 days following its receipt by the FDA, and the clinical trial proposed in the IND may
begin. Once human clinical trials have commenced, the FDA may stop a clinical trial by placing it on “ clinical hold ” because
of concerns about the safety of the product being tested, or for other reasons. Clinical Trials. Clinical trials involve the
administration of a drug to healthy human volunteers or to patients under the supervision of a qualified investigator. The conduct
of clinical trials is subject to extensive regulation, including compliance with the FDA”’ s bioresearch monitoring regulations and
Good Clinical Practice, or GCP, requirements, which establish standards for conducting, recording data from, and reporting the
results of, clinical trials, and are intended to assure that the data and reported results are credible and accurate, and that the
rights, safety, and well- being of study participants are protected. Clinical trials must be conducted under protocols that detail
the study objectives, parameters for monitoring safety, and the efficacy criteria, if any, to be evaluated. Each protocol is
reviewed by the FDA as part of the IND. In addition, each clinical trial must be reviewed and approved by, and conducted under
the auspices of, an Institational-institutional Review-review Beard-board (erIRB ), for each clinical site. Companies
sponsoring the clinical trials, investigators, and IRBs also must comply with, as applicable, regulations and guidelines for
obtaining informed consent from the study patients, following the protocol and investigational plan, adequately monitoring the
clinical trial, and timely reporting of adverse events, or AEs. Foreign studies conducted under an IND must meet the same
requirements that apply to studies being conducted in the U. S. Data from a foreign study not conducted under an IND may be
submitted in support of an NDA if the study was conducted in accordance with GCP and the FDA is able to validate the data. A



study sponsor is required to publicly post specified details about certain clinical trials and clinical trial results on government or
independent websites (e. g., http: // clinicaltrials. gov). Human clinical trials typically are conducted in three sequential phases,
although the phases may overlap or be combined: * Phase 1 clinical trials involve the initial administration of the investigational
drug to humans, typically to a small group of healthy human subjects, but occasionally to a group of patients with the targeted
disease or disorder. Phase 1 clinical trials generally are intended to evaluate the safety, metabolism and pharmacologic actions of
the drug, the side effects associated with increasing doses, and, if possible, to gain early evidence of effectiveness. ¢ Phase 2
clinical trials generally are controlled studies that involve a relatively small sample of the intended patient population and are
designed to develop initial data regarding the product’ s effectiveness, to determine dose response and the optimal dose range,
and to gather additional information relating to safety and potential AEs.  Phase 3 clinical trials are conducted after preliminary
evidence of effectiveness has been obtained and are intended to gather the additional information about dosage, safety and
effectiveness necessary to evaluate the drug’ s overall risk- benefit profile, and to provide a basis for regulatory approval.
Generally, Phase 3 clinical development programs consist of expanded, large- scale studies of patients with the target disease or
disorder to obtain statistical evidence of the efficacy and safety of the drug at the proposed dosing regimen. The sponsoring
company, the FDA, or the IRB may suspend or terminate a clinical trial at any time on various grounds, including a finding that
the patients are being exposed to an unacceptable health risk. Further, success in early- stage clinical trials does not assure
success in later- stage clinical trials. Data obtained from clinical activities are not always conclusive and may be subject to
alternative interpretations that could delay, limit or prevent regulatory approval. NDA Submission and Review. The FD & C Act
provides two pathways for the approval of new drugs through an NDA. An NDA under Section 505 (b) (1) of the FD & C Act
is a comprehensive application to support approval of a product candidate that includes, among other things, data and
information to demonstrate that the proposed drug is safe and effective for its proposed uses, that production methods are
adequate to ensure its identity, strength, quality, and purity of the drug, and that proposed labeling is appropriate and contains all
necessary information. A 505 (b) (1) NDA contains results of the full set of pre- clinical studies and clinical trials conducted by
or on behalf of the applicant to characterize and evaluate the product candidate. Section 505 (b) (2) of the FD & C Act provides
an alternate regulatory pathway to obtain FDA approval that permits the filing of an NDA where at least some of the
information required for approval comes from studies not conducted by or for the applicant and for which the applicant has not
obtained a right of reference. The applicant may rely to some extent upon the FDA’ s findings of safety and effectiveness for an
approved product that acts as the reference drug and submit its own product- specific data — which may include data from pre-
clinical studies or clinical trials conducted by or on behalf of the applicant — to address differences between the product
candidate and the reference drug. The submission of an NDA under either Section 505 (b) (1) or Section 505 (b) (2) generally
requires payment of a substantial user fee to the FDA, subject to certain limited deferrals, waivers and reductions. The FDA
reviews applications to determine, among other things, whether a product is safe and effective for its intended use and whether
the manufacturing controls are adequate to assure and preserve the product’ s identity, strength, quality, and purity. For some
NDAs, the FDA may convene an advisory committee to seek insights and recommendations on issues relevant to approval of the
application. Although the FDA is not bound by the recommendation of an advisory committee, the agency usually considers
such recommendations carefully when making decisions. Our products and product candidates include products that combine
drug and device components in a manner that meet the definition of a" combination product" under FDA regulations. The FDA
exercises significant discretion over the regulation of combination products, including the discretion to require separate
marketing applications for the drug and device components in a combination product. For YUTIQ ® , FDA’ s Center for Drug
Evaluation and Research (CDER) had primary jurisdiction for review of the NDA, and both the drug and device components
were reviewed under one marketing application. For a drug- device combination product for which CDER has primary
jurisdiction, CDER typically consults with the Center for Devices and Radiological Health in the NDA review process. Whether
reviewed under one application or separately, both the drug and device components of a drug- device combination product must
satisfy the applicable regulatory requirements for marketing as if they were submitted for approval independently. The FDA
may determine that a Risk Evaluation and Mitigation Strategy (REMS), is necessary to ensure that the benefits of a new product
outweigh its risks, and the product can therefore be approved. A REMS may include various elements, ranging from a
medication guide or patient package insert to limitations on who may prescribe or dispense the drug, depending on what the
FDA considers necessary for the safe use of the drug. Under the Pediatric Research Equity Act (PREA), certain applications for
approval must also include an assessment, generally based on clinical study data, of the safety and effectiveness of the subject
drug in relevant pediatric populations. Before approving an NDA, the FDA will inspect the facility or facilities where the
product is manufactured. The FDA will not approve an application unless it determines that the manufacturing processes and
facilities are in compliance with cGMP, requirements and adequate to assure consistent production of the product within
required specifications. The FDA conducts a preliminary review of a submitted NDA to ensure the application is sufficiently
complete for substantive review. Once the FDA accepts an NDA submission for filing — which occurs, if at all, within 60 days
after submission of the NDA — the FDA’ s goal for a non- priority review of an NDA is ten months. The review process can be
and often is significantly extended, however, by FDA requests for additional information, studies, or clarification. The targeted
action date can also be shortened to six months of the 60- day filing date for products that are granted priority review
designation because they are intended to treat serious or life- threatening conditions and demonstrate the potential to address
unmet medical needs. The FDA reviews an NDA to determine, among other things, whether a product is safe and effective for
its intended use and whether its manufacturing is cGMP- compliant to assure and preserve the product’ s identity, strength,
quality , and purity. After review of an NDA and the facilities where the product candidate is manufactured, the FDA either
issues an approval letter or a complete response letter (CRL), outlining the deficiencies in the submission. The CRL may require
additional testing or information, including additional pre- clinical or clinical data, for the FDA to reconsider the application.
Even if such additional information and data are submitted, the FDA may decide that the NDA still does not meet the standards



for approval. Data from clinical trials are not always conclusive and the FDA may interpret data differently than the sponsor.
FDA approval of any application may include many delays or never be granted. If FDA grants approval, an approval letter
authorizes commercial marketing of the product candidate with specific prescribing information for specific indications.
Obtaining regulatory approval often takes a number of years, involves the expenditure of substantial resources, and depends on a
number of factors, including the severity of the disease in question, the availability of alternative treatments, and the risks and
benefits demonstrated in clinical trials. Additionally, as a condition of approval, the FDA may impose restrictions that could
affect the commercial success of a drug or require post- approval commitments, including the completion within a specified time
period of additional clinical studies, which often are referred to as ““ Phase 4 ” or “ post- marketing ” studies. Post- approval
modifications to the drug,such as changes in indications,labeling,or manufacturing processes or facilities,may require a sponsor
to develop additional data or conduct additional pre- clinical studies or clinical trials,to be submitted in a new or supplemental
NDA ,which would require FDA approval.Post- Approval Regulation Once approved,drug products are subject to continuing
regulation by the FDA.If ongoing regulatory requirements are not met,or if safety or manufacturing problems occur after the
product reaches the market,the FDA may at any time withdraw product approval or take actions that would limit or suspend
marketing. Additionally,the FDA may require post- marketing studies or clinical trials,changes to a product’ s approved
labeling,including the addition of new warnings and contraindications,or the implementation of other risk management
measures,including distribution- related restrictions,if there are new safety information developments.Good Manufacturing
Practices.Companies engaged in manufacturing drug products or their components must comply with applicable cGMP
requirements and product- specific regulations enforced by the FDA and other regulatory agencies.Compliance with cGMP
includes adhering to requirements relating to organization and training of personnel,buildings and facilities,equipment,control of
components and drug product containers and closures,production and process controls,quality control and quality
assurance,packaging and labeling controls,holding and distribution,laboratory controls,and records and reports.The FDA
regulates and inspects equipment,facilities,and processes used in manufacturing pharmaceutical products prior to
approval.If,after receiving approval,a company makes a material change in manufacturing equipment,location,or process (all of
which are,to some degree,incorporated in the NDA),additional regulatory review and approval may be required.The FDA also
conducts regular,periodic visits to re- inspect equipment,facilities,and processes following the initial approval of a
product.Failure to comply with applicable cGMP requirements and conditions of product approval may lead the FDA to take
enforcement actions or seek sanctions,including fines,issuance of warning letters,civil penalties,injunctions,suspension of
manufacturing operations,operating restrictions,withdrawal of FDA approval,seizure or recall of products,and criminal
prosecution.Although we periodically monitor the FDA compliance of our third- party manufacturers,we cannot be certain that
our present or future third- party manufacturers will consistently comply with cGMP and other applicable FDA regulatory
requirements.In addition to cGMP requirements,drug- device combination products are also subject to certain additional
manufacturing and safety reporting regulations for devices.Specifically,the FDA requires that drug- device combination
products comply with certain provisions of the Quality System Regulation (QSR),which sets forth the FDA’ s manufacturing
quality standards for medical devices.In addition to drug safety reporting requirements,the FDA also requires that we comply
with some device safety reporting requirements for our drug- device combination product.Advertising and Promotion.The FDA
and other federal regulatory agencies closely regulate the marketing and promotion of drugs through,among other
things,standards and regulations for direct- to- consumer advertising,advertising and promotion to healthcare
professionals,communications regarding unapproved uses,industry- sponsored scientific and educational activities,and
promotional activities involving the Internet.A product cannot be promoted before it is approved.After approval,product
promotion can include only those claims relating to safety and effectiveness that are consistent with the labeling approved by
the FDA Healthcare providers are permitted to prescribe drugs for “ off- label ” uses — that is,uses not approved by the FDA
and not described in the product’ s labeling — because the FDA does not regulate the practice of medicine.However,FDA
regulations impose restrictions on manufacturers’ communications regarding off- label uses.Broadly speaking,a manufacturer
may not promote a drug for off- label use,but under certain conditions may engage in non- promotional,balanced,scientific
communication regarding off- label use.Failure to comply with applicable FDA requirements and restrictions in this area may
subject a company to adverse publicity and enforcement action by the FDA the Department of Justice,or the Office of the
Inspector General of the Department of Health and Human Services,as well as state authorities. This could subject a company to
a range of penalties that could have a significant commercial impact,including civil and criminal fines and agreements that
materially restrict the manner in which a company promotes or distributes a drug.New Legislation.New legislation is passed
periodically in Congress,or at the state level,that could significantly change the statutory provisions governing the
approval,manufacturing and marketing of products regulated by the FDA. « Enables R & D animal testing alternatives and
allows earlier negotiation with payers during development; « Expands FDA authority during pre- approval inspection of clinical
and non- clinical studies; * Builds on FDA’ s framework governing accelerated approvals, including timing, conditions, and
reporting for post- approval studies; « Addresses diversity in clinical trials with requirements of agreed diversity plan to
implement major clinical studies; and * Confirms that contrast agents, radioactive drugs and over- the counter monographs
drugs are drugs and not medical devices, restoring FDA” s interpretation previously overturned by Genus Med. Techs. LLC v.
FDA. Post- approval modifications to the drug...... of products regulated by the FDA. Further, FDA revises its regulations and
guidance in light of new legislation in ways that may affect our business or products. It is impossible to predict whether other
changes to legislation, regulation, or guidance will be enacted, or what the impact of such changes, if any, may be. Other
Requirements. NDA holders must comply with other regulatory requirements, including submitting annual reports, reporting
information about adverse drug experiences, reporting marketing status notifications, and maintaining certain records. Hatch-
Waxman Act The Drug Price Competition and Patent Term Restoration Act of 1984, or the Hatch- Waxman Act, establishes
two abbreviated approval pathways for pharmaceutical products that are in some way follow- on versions of already approved



products. Generic Drugs. A generic version of an approved drug is approved by means of an abbreviated NDA, or ANDA, by
which the sponsor demonstrates that the proposed product is the same as the approved, brand- name drug, which is referred to
as the reference listed drug (;-6#RLD ) . Generally, an ANDA must contain data and information showing that the proposed
generic product and RLD (i) have the same active ingredient, in the same strength and dosage form, to be delivered via the same
route of administration, (ii) are intended for the same uses, and (iii) are bioequivalent. This is instead of independently
demonstrating the proposed product’ s safety and effectiveness, which are inferred from the fact that the product is the same as
the RLD, which the FDA previously found to be safe and effective. 505 (b) (2) NDAs. As discussed previously, products may
also be submitted for approval via an NDA under section 505 (b) (2) of the FD & C Act. Unlike an ANDA, this does not excuse
the sponsor from demonstrating the proposed product’ s safety and effectiveness. Rather, the sponsor is permitted to rely to
some degree on information from investigations that were not conducted by or for the applicant and for which the applicant has
not obtained a right of reference and must submit its own product- specific data of safety and effectiveness to an extent
necessary because of the differences between the products. An NDA approved under 505 (b) (2) may in turn serve as an RLD
for subsequent applications from other sponsors. RLD Patents. In an NDA, a sponsor must identify patents that claim the drug
substance or drug product or a method of using the drug. When the drug is approved, those patents are among the information
about the product that is listed in the FDA publication, Approved Drug Products with Therapeutic Equivalence Evaluations,
which is referred to as the Orange Book. The sponsor of an ANDA or 505 (b) (2) application seeking to rely on an approved
product as the RLD must make one of several certifications regarding each listed patent. A “ Paragraph I certification is the
sponsor’ s statement that patent information has not been filed for the RLD. A “ Paragraph II ” certification is the sponsor’ s
statement that the RLD’ s patents have expired. A “ Paragraph III ” certification is the sponsor’ s statement that it will wait for
the patent to expire before obtaining approval for its product. A “ Paragraph IV ” certification is an assertion that the patent does
not block approval of the later product, either because the patent is invalid or unenforceable or because the patent, even if valid,
is not infringed by the new product. Regulatory Exclusivities. The Hatch- Waxman Act provides periods of regulatory
exclusivity for products that would serve as RLDs for an ANDA or 505 (b) (2) application. If a product is a “ new chemical
entity, ” or NCE — generally meaning that the drug contains no active moiety that has been approved by the FDA in any other
NDA submitted under section 505 (b) of the FD & C Act — there is a period of five years from the product’ s approval during
which the FDA may not accept for filing any ANDA or 505 (b) (2) application for a drug with the same active moiety. An
ANDA or 505 (b) (2) application may be submitted after four years, however, if the sponsor of the application makes a
Paragraph IV certification. A product that is not an NCE may qualify for a three- year period of exclusivity if the NDA contains
new clinical data (other than bioavailability studies), derived from studies conducted by or for the sponsor, that were necessary
for approval. In that instance, the exclusivity period does not preclude filing or review of an ANDA or 505 (b) (2) application;
rather, the FDA is precluded from granting final approval to the ANDA or 505 (b) (2) application until three years after approval
of the RLD. Additionally, the exclusivity applies only to the conditions of approval that required submission of the clinical data.
Once the FDA accepts for filing an ANDA or 505 (b) (2) application containing a Paragraph IV certification, the applicant must
within 20 days provide notice to the RLD NDA holder and patent owner that the application has been submitted and provide the
factual and legal basis for the applicant’ s assertion that the patent is invalid or not infringed. If the NDA holder or patent owner
files suit against the ANDA or 505 (b) (2) applicant for patent infringement within 45 days of receiving the Paragraph IV notice,
the FDA is prohibited from approving the ANDA or 505 (b) (2) application for a period of 30 months or the resolution of the
underlying suit, whichever is earlier. If the RLD has NCE exclusivity and the notice is given and suit filed during the fifth year
of exclusivity, the regulatory stay extends to 7. 5 years after the RLD approval. The FDA may approve the proposed product
before the expiration of the regulatory stay if a court finds the patent invalid or not infringed or if the court shortens the period
because the parties have failed to cooperate in expediting the litigation. Patent Term Restoration. A portion of the patent term
lost during product development and FDA review of an NDA is restored if approval of the application is the first permitted
commercial marketing of a drug containing the active ingredient. The patent term restoration period is generally one- half the
time between the effective date of the IND or the date of patent grant (whichever is later) and the date of submission of the
NDA, plus the time between the date of submission of the NDA and the date of FDA approval of the product. The maximum
period of restoration is five years, and the patent cannot be extended to more than 14 years from the date of FDA approval of
the product. Only one patent claiming each approved product is eligible for restoration and the patent holder must apply for
restoration within 60 days of approval. The U. S. Patent and Trademark Office ( USPTO ), in consultation with the FDA,
reviews and approves the application for patent term restoration. European and Other International Government Regulation In
addition to regulations in the U. S., we are subject to a variety of regulations in other jurisdictions governing, among other
things, clinical trials and any commercial sales and distribution of our products. Whether or not we obtain FDA approval for a
product, we must obtain the requisite approvals from regulatory authorities in foreign countries prior to the commencement of
clinical trials or marketing of the product in those countries. Some countries outside of the U. S. have a similar process that
requires the submission of a clinical trial application, or CTA, much like the IND prior to the commencement of human clinical
trials. In the EU, for example, similar to the FDA a CTA must be submitted for authorization to the competent national authority
of each EU Member State in which the clinical trial is to be conducted. Furthermore, the applicant may only start a clinical trial
at a specific study site after the competent ethics committee, much like the IRB, has issued a favorable opinion. Once the CTA
is approved in accordance with the EU Clinical Trials Directive 2001 / 20 / EC (;e#Clinical Trials Directive ), and the related
national implementing provisions of the relevant individual EU Member States’ requirements, clinical trial development may
proceed. In April 2014, the new Clinical Trials Regulation, (EU) No 536 /2014, or Clinical Trials Regulation, was adopted. The
Regulation entered into force on January 31, 2022. The Clinical Trials Regulation is directly applicable in all the EU Member
States, repealing the current Clinical Trials Directive. The new Clinical Trials Regulation allowed parties to start and conduct a
clinical trial in accordance with the Clinical Trials Directive during a transitional period of one year which ended on January 31,



2023. Clinical trials authorized under the Clinical Trials Directive before January 31, 2023 , can continue to be conducted under
the Clinical Trials Directive until January 31, 2025. An application to transition ongoing trials from the current Clinical Trials
Directive to the new Clinical Trials Regulation will need to be submitted and authorized in time before the end of the transitional
period. The new Clinical Trials Regulation is intended to simplify and streamline the approval of clinical trials in the EU. The
main characteristics of the regulation include: a streamlined application procedure through a single entry point, the Clinical
Trials Information System (CTIS); a single set of documents to be prepared and submitted for the application as well as
simplified reporting procedures for clinical trial sponsors; and a harmonized procedure for the assessment of applications for
clinical trials, which is divided in two parts. The use of the CTIS became mandatory for new clinical trial applications made in
accordance with the Clinical Trials Regulation on January 31, 2023. Clinical trial sponsors can use CTIS to apply for
authorization to run a clinical trial in all 27 EU Member States and three of the four European Free Trade Association States,
Iceland, Liechtenstein and Norway via a single online application. To obtain regulatory approval to commercialize a new drug
under EU regulatory systems, we must submit a MAA, to the competent regulatory authority. In the EU, marketing
authorization for a medicinal product can be obtained through a centralized, mutual recognition, decentralized procedure, or the
national procedure of an individual EU Member State. A marketing authorization, irrespective of its route to authorization, may
be granted only to an applicant established in the EU. The centralized procedure provides for the grant of a single marketing
authorization by the European Commission that is valid for all 27 EU Member States and three of the four European Free Trade
Association States, Iceland, Liechtenstein , and Norway. Under the centralized procedure, the Committee for Medicinal
Products for Human Use, or the CHMP, established at the EMA is responsible for conducting the initial assessment of a
product. The maximum timeframe for the evaluation of an MAA is 210 days. This period excludes clock stops during which
additional information or written or oral explanation is to be provided by the applicant in response to questions posed by the
CHMP. Accelerated evaluation might be granted by the CHMP in exceptional cases, when a medicinal product is expected to be
of a major public health interest. A major public health interest defined by three cumulative criteria: (i) the seriousness of the
disease (for example, heavy disabling or life- threatening diseases) to be treated, (ii) the absence or insufficiency of an
appropriate alternative therapeutic approach, and (iii) anticipation of high therapeutic benefit. If the CHMP accepts to review a
medicinal product as a major public health interest, the time limit of 210 days will be reduced to 150 days. It is, however,
possible that the CHMP can revert to the standard time limit for the centralized procedure if it considers that it is no longer
appropriate to conduct an accelerated assessment. Irrespective of the related procedure, at the completion of the review period
the CHMP will provide a scientific opinion concerning whether or not a marketing authorization should be granted in relation to
a medicinal product. This opinion is based on a review of the quality, safety, and efficacy of the product. Within 15 days of the
adoption, the EMA will forward its opinion to the European Commission for its decision. Following the opinion of the EMA,
the European Commission makes a final decision to grant a centralized marketing authorization. The centralized procedure is
mandatory for certain types of medicinal products, including orphan medicinal products, medicinal products derived from
certain biotechnological processes, advanced therapy medicinal products and medicinal products containing a new active
substance for the treatment of certain diseases. This route is optional for certain other products, including medicinal products
that are of significant therapeutic, scientific or technical innovation, or whose authorization would be in the interest of public or
animal health at EU level. Unlike the centralized authorization procedure, the decentralized marketing authorization procedure
requires a separate application to, and leads to separate approval by, the competent authorities of each EU Member State in
which the product is to be marketed. This application process is identical to the application that would be submitted to the EMA
for authorization through the centralized procedure and must be completed within 210 days, excluding potential clock- stops,
during which the applicant can respond to questions. The reference EU Member State prepares a draft assessment and drafts of
the related materials. The concerned EU Member States must decide whether to approve the assessment report and related
materials. If a concerned EU Member State cannot approve the assessment report and related materials due to concerns relating
to a potential serious risk to public health, disputed elements may be referred to the European Commission, whose decision is
binding on all EU Member States. The mutual recognition procedure is similarly based on the acceptance by the competent
authorities of the EU Member States of the marketing authorization of a medicinal product by the competent authorities of other
EU Member States. The holder of a national marketing authorization may submit an application to the competent authority of an
EU Member State requesting that this authority recognize the marketing authorization delivered by the competent authority of
another EU Member State. Marketing authorization holders are subject to comprehensive regulatory oversight by the EMA and
the competent authorities of the individual EU Member States both before and after grant of marketing authorization. This
includes control of compliance by the entities with EU cGMP rules, which govern quality control of the manufacturing process
and require documentation policies and procedures. For other countries outside of the EU, such as countries in Eastern Europe,
Latin America , or Asia, the requirements governing the conduct of clinical trials, product licensing, pricing , and
reimbursement vary from country to country. Internationally, clinical trials are generally required to be conducted in accordance
with GCP, applicable regulatory requirements of each jurisdiction and the medical ethics principles that have their origin in the
Declaration of Helsinki. During all phases of development and in the post- market setting, failure to comply with applicable
regulatory requirements may result in administrative or judicial sanctions. These sanctions could include the FDA’ s imposition
of a clinical hold on trials, refusal to approve pending applications, withdrawal of an approval, warning letters or untitled letters,
product recalls, product seizures, total or partial suspension of production or distribution, product detention or refusal to permit
the import or export of products, injunctions, fines, civil penalties or criminal prosecution. Third country authorities can impose
equivalent penalties. Any agency or judicial enforcement action could have a material adverse effect on us. Other Exclusivities
Pediatric Exclusivity. Section 505A of the FD & C Act provides for six months of additional exclusivity or patent protection if
an NDA sponsor submits pediatric data that fairly respond to a Written Request from the FDA for such data. The data do not
need to show that the product is effective in the pediatric population studied; rather, if the clinical trial is deemed to fairly



respond to the FDA’ s request, the additional protection is granted. If reports of requested pediatric studies are submitted to and
accepted by FDA within the statutory time limits, whatever statutory or regulatory periods of exclusivity or Orange Book listed
patent protection that cover the drug are extended by six months. This is not a patent term extension, but it effectively extends
the regulatory period during which the FDA cannot approve an ANDA or 505 (b) (2) application owing to regulatory
exclusivity or listed patents. When any product is approved, we will evaluate seeking pediatric exclusivity as appropriate. In the
EU, Regulation No 1901 /2006 (;erthe-Pediatric Regulation ), requires that prior to obtaining a marketing authorization in the
EU, applicants demonstrate compliance with all measures included in an EMA, approved Pediatric Investigation Plan (;e#PIP )
. This PIP covers all subsets in a pediatric population, unless the EMA has granted either, a product- specific waiver, a class
waiver, or a deferral for one or more of the measures included in the PIP. Where all measures provided in the agreed PIP are
completed, a six- month extension period of qualifying Supplementary Protection Certificates is granted. Between May 2021
and July 2021, the European Commission orgamzed a pubhc consultatlon to revise, among others the Pedlatrrc Regulatlon as
part of'its Pharmaceutlcal Strategy for Europe —Fh RteRtton1s h 3 blish-s

ﬂmrﬂg—aﬁd—subst&ﬂee— Orphan Drug Exclusrvrty The Orphan Drug Act pr0V1des incentives for the development of drugs
intended to treat rare diseases or conditions, which are diseases or conditions affecting less than 200, 000 individuals in the U.
S., or a disease or condition affecting more than 200, 000 individuals in the U. S. but there is no reasonable expectation that the
cost of developing and making the drug product would be recovered from sales in the U. S. If a sponsor demonstrates that a drug
product qualifies for orphan drug designation, the FDA may grant orphan drug designation to the product for that use. The
benefits of orphan drug designation include research and development tax credits and exemption from user fees. A drug that is
approved for the orphan drug designated indication generally is granted seven years of orphan drug exclusivity. During that
period, the FDA generally may not approve any other application for the same product for the same indication, although there
are exceptions, most notably when the later product is shown to be clinically superior to the product with exclusivity. The FDA
can revoke a product’ s orphan drug exclusivity under certain circumstances, including when the product sponsor is unable to
assure the availability of sufficient quantities of the product to meet patient needs. Orphan drug exclusivity does not prevent the
FDA from approving a different drug for the same disease or condition, or the same biologic for a different disease or condition.
In the EU, medicinal products: (a) that are used to diagnose, treat or prevent life- threatening or chronically debilitating
conditions that affect no more than five in 10, 000 people in the EU; or (b) that are used to treat or prevent life- threatening or
chronically debilitating conditions and that, for economic reasons, would be unlikely to be developed without incentives; and (c)
where no satisfactory method of diagnosis, prevention or treatment of the condition concerned exists, or, if such a method exists,
the medicinal product would be of significant benefit to those affected by the condition, may be granted an orphan designation in
the EU. The application for orphan designation must be submitted to the EMA” s Committee for Orphan Medicinal Products and
approved by the European Commission before an application is made for marketing authorization for the product. Once
authorized, orphan medicinal product designation entitles an applicant to financial incentives such as reduction of fees or fee
waivers. In addition, orphan medicinal products are entitled to ten years of market exclusivity following authorization. During
this ten- year period, with a limited number of exceptions, neither the competent authorities of the EU Member States, the EMA,
or the European Commission are permitted to accept applications or grant marketing authorization for other similar medicinal
products with the same therapeutic indication. However, marketing authorization may be granted to a similar medicinal product
with the same orphan indication during the ten- year period with the consent of the marketing authorization holder for the
original orphan medicinal product or if the manufacturer of the original orphan medicinal product is unable to supply sufficient
quantities. Marketing authorization may also be granted to a similar medicinal product with the same orphan indication if this
latter product is safer, more effective or otherwise clinically superior to the original orphan medicinal product. The period of
market exclusivity may, in addition, be reduced to six years if it can be demonstrated on the basis of available evidence that the
original orphan medicinal product is sufficiently profitable not to justify maintenance of market exclusivity. A-On April 26,
2023, the European Commission adopted its proposal for the revision of Regulation (EC) No 141 /2000 on orphan medicinal
products (OMP Regulation) ts-expeeted-by-the-end-of Mareh2023-. Among the changes expeeted;the-proposal-proposed wotld

, the draft OMP Regulation reforms the validity of the orphan designation which will expire after seven years, amends
the scope of market exclusivity and intreduee-introduces a new definitions-concept of signifieantbenefit-and-thighesty
modulated market exclusivity with orphan products addressing high unmet medical needs benefiting from ;-ehanges-te-the
longest market exclusivity periods-and-tauneheonditionatity-of 10 years (with possible additional extensions) , as well as &
removal-ofintroduces, among the-other changes, the power for the EMA to propose new criteria for orphan pediatrie
tneentive-designations. This proposal is currently being discussed and has not yet been adopted . Data Exclusivity. In the
EU, if a marketing authorization is granted for a medicinal product containing a new active substance, that product benefits
from eight years of data exclusivity, during which generic marketing authorization applications referring to the data of that
product may not be accepted by the regulatory authorities. The product also benefits from 10 years’ market exclusivity during
which generic products, even if authorized, may not be placed on the market. The overall ten- year period will be extended to a
maximum of 11 years if, during the first eight years of those ten years, the marketing authorization holder obtains an
authorization for one or more new therapeutic indications which, during the scientific evaluation prior to their authorization, are
held to bring a significant clinical benefit in comparison with existing therapies. A-On April 26, 2023, the European
Commission adopted its proposal for the revision of Regulation (EC) No 726 /2004 laying down procedures for the
authorization of medicinal products in the EU is-expeeted-by-the-end-of Mareh2623- Among the changes expeeted-, the
proposal sweuld-reduee-reduces the current data exclusivity period to a baseline 6- years. Additional regulatory data protection
could be obtained upon conditions, but with a maximum of 8- years data exclusivity. This propesal is currently being



discussed and has not yet been adopted. U. S. Healthcare Reform The Patient Protection and Affordable Care Act, as
amended, which we refer to as the Affordable Care Act ;erAEAsis a sweeping measure intended to expand healthcare
coverage within the U. S., primarily through the imposition of health insurance mandates on employers and individuals, the
provision of subsidies to eligible individuals enrolled in plans offered on the health insurance exchanges, and expansion of the
Medicaid program. This law substantially changed the way healthcare is financed by both governmental and private insurers and
has significantly impacted the pharmaceutical industry. Changes that may affect our business include those governing
enrollment in federal healthcare programs, reimbursement changes, benefits for patients within a coverage gap in the Medicare
Part D prescription drug program (commonly known as the donut hole), rules regarding prescription drug benefits under the
health insurance exchanges, changes to the Medicaid Drug Rebate program, expansion of the Public Health Service Act’ s 340B
drug pricing discount program, or 340B program, fraud and abuse, and enforcement. The Affordable Care Act also requires
pharmaceutical manufacturers of branded prescription drugs to pay a branded prescription drug fee to the federal
government. Each such manufacturer pays a prorated share of the branded prescription drug fee of $ 2. 8 billion in 2019
and thereafter, based on the dollar value of its branded prescription drug sales to certain federal programs identified in
the law. These changes have impacted and will continue to impact existing government healthcare programs and have resulted
in the development of new programs, including Medicare payment for performance initiatives. Some states have elected not to
expand their Medicaid programs to individuals with an income of up to 133 % of the federal poverty level, as is permitted under
the Affordable Care Act. For each state that does not choose to expand its Medicaid program, there may be fewer insured
patients overall, which could impact our sales of products and product candidates for which we receive regulatory approval, and
our business and financial condition. Where new patients receive insurance coverage under any of the new Medicaid options
made available through the Affordable Care Act, the possibility exists that manufacturers may be required to pay Medicaid
rebates on drugs used under these circumstances, a decision that could impact manufacturer revenues. Certain provisions of the
Affordable Care Act have been subject to judicial challenges as well as efforts to modify them or to alter their interpretation and
implementation. For example, Congress eliminated, starting January 1, 2019, the tax penalty for not complying with the
Affordable Care Act’ s individual mandate to carry health insurance. Further, the Bipartisan Budget Act of 2018, among other
things, amended the Medicare statute to reduce the coverage gap in most Medicare drugs plans, commonly known as the “ donut
hole, ” by raising the required manufacturer point- of- sale discount from 50 % to 70 % off the negotiated price . The Inflation
Reduction Act of 2022 (IRA) sunsets the existing coverage gap program and replaces it with a new manufacturer
discount program cffective 2025 as-efJanuary 12649 Additional legislative changes, regulatory changes, and judicial
challenges related to the Affordable Care Act remain possible, but the nature and extent of such potential changes or challenges
are uncertain at this time. It is unclear how the Affordable Care Act and its implementation, as well as efforts to modify or
invalidate the Affordable Care Act, or portions thereof, or its implementation, will affect our business, financial condition , and
results of operations. It is possible that the Affordable Care Act, as currently enacted or as it may be amended in the future, and
other healthcare reform measures, including those that may be adopted in the future, could have a material adverse effect on our
industry generally and on our ability to maintain or increase sales of our products or product candidates for which we receive
regulatory approval or to successfully commercialize our products and product candidates. Other legislative changes relating to
reimbursement have been adopted in the U. S. since the Affordable Care Act was enacted. For example jenAugust2,204+-, the
Budget Control Act of 2011, among other things, created the Joint Select Committee on Deficit Reduction to recommend to
Congress proposals for spending reductions. The Joint Select Committee did not achieve a targeted deficit reduction, which
triggered the legislation’ s automatic reductions. In concert with subsequent legislation, this has resulted in aggregate reductions
to Medicare payments to providers of, on average, 2 % per fiscal year through 2031. Sequestration is currently set at 2 % and
will increase to 2. 25 % for the first half of fiscal year 2030, to 3 % for the second half of fiscal year 2030, and to 4 % for the
remainder of the sequestration period that lasts through the first six months of fiscal year 2031. As long as these cuts remain in
effect, they could adversely impact payment for any products we may commercialize in the future. We expect that additional
federal healthcare reform measures will be adopted in the future, any of which could limit the amounts that federal and state
governments will pay for healthcare products and services, and in turn could significantly reduce the projected value of certain
development projects and reduce our profitability. Additional legislative changes, regulatory changes, or guidance could be
adopted, which may impact the marketing approvals and reimbursement for our product candidates. For example, there has been
increasing legislative, regulatory, and enforcement interest in the United States with respect to drug pricing practices. There
have been several Congressional inquiries and proposed and enacted federal and state legislation and regulatory initiatives
designed to, among other things, bring more transparency to product pricing, evaluate the relationship between pricing and
manufacturer patient programs, and reform government healthcare program reimbursement methodologies for drug products. If
healthcare policies intended to curb healthcare costs are adopted or if we experience negative publicity with respect to pricing of
our products or the pricing of pharmaceutical drugs generally, the prices that we charge for any approved products may be
limited, our eommer01al opportumty may be hmlted and / or our revenues from sales of our products may be negatively
1mpacted AAHS Ae Aj-was-stgned-tntetaw—The IRA includes several drug
prlclng pohcles that are 1ntended to reduce costs for the Medicare program and its beneficiaries, as well as a variety of
provisions on the environment and clean energy, corporate taxes, and other health care policies. The IRA contains a negotiation
provision that requires the Secretary of Health and Human Services to negotiate, with respect to Medicare units and subject to a
specified cap, the price of a set number of high Medicare spend drugs and biologicals per year starting in 2026. The IRA limits
the negotiation eligibility for the 2026, 2027 , and 2028 program years and afford limited additional relief for “ small biotech
drugs ” of certain small manufacturers which, among other things, represent a limited portion (as specified in the text) of
Medicare program spending. The IRA also penalizes manufacturers of certain Medicare Part B and D drugs for price increases
above inflation and makes several changes to the Medicare Part D benefit, including a limit on annual out- of- pocket costs, and




a change in manufacturer liability under the program. Coverage and Reimbursement Sales of any of our preduets-and-product
candidates, if approved and once commercialized , depend, in part, on the extent to which the costs of the produets— product
will be covered by Medicare and Medicaid, and private payors, such as commercial health insurers and managed care
organizations. Third- party payors determine which drugs they will cover and the amount of reimbursement they will provide
for a covered drug. In the U. S, there is no uniform system among payors for making coverage and reimbursement decisions. In
addition, the process for determining whether a payor will provide coverage for a product may be separate from the process for
setting the price or reimbursement rate that the payor will pay for the product once coverage is approved. Payors may limit
coverage to specific products on an approved list, or formulary, which might not include all of the FDA- approved products for
a particular indication. In order to secure coverage and reimbursement for our products, we may need to conduct expensive
pharmacoeconomic studies in order to demonstrate the medical necessity and cost- effectiveness of the product, in addition to
the costly studies required to obtain FDA or other comparable regulatory approvals. Even if we conduct pharmacoeconomic
studies, our preduet-products eandidates-may not be considered medically necessary or cost- effective by payors. Further, a
payor’ s decision to provide coverage for a product does not imply-guarantee that an adequate reimbursement rate will be
approved-set, including because health care providers ( HCPs) negotiate their own reimbursement directly with commercial
payors. In the past, payors have implemented reimbursement metrics and periodically revised those metrics as well as the
methodologies used as the basis for reimbursement rates, such as ASP, average manufacturer price, or AMP, and actual
acquisition cost. The existing data for reimbursement based on these metrics is relatively limited, although certain states have
begun to survey acquisition cost data for the purpose of setting Medicaid reimbursement rates. CMS surveys and publishes retail
pharmacy acquisition cost information in the form of National Average Drug Acquisition Cost files to provide state Medicaid
agencies with a basis of comparison for their own reimbursement and pricing methodologies and rates. We have participated in
and, if we obtain approval to commercialize additional products, we expect to participate in, and have certain price
reporting obligations to, the Medicaid Drug Rebate Program. This program requires us to pay a rebate for each unit of drug
reimbursed by Medicaid. The amount of the *“ basic ™ portion of the rebate for each product is set by law as the larger of: (i) 23.
1 % of quarterly AMP, or (ii) the difference between quarterly AMP and the quarterly best price available from us to any
commercial or non- governmental customer, or Best Price. AMP must be reported on a monthly and quarterly basis and Best
Price is reported on a quarterly basis only. In addition, the rebate also includes the ““ additional ” portion, which adjusts the
overall rebate amount upward as an “ inflation penalty ” when the drug’ s latest quarter’ s AMP exceeds the drug” s AMP from
the first full quarter of sales after launch, adjusted for increases in the Consumer Price Index- Urban. The upward adjustment in
the rebate amount per unit is equal to the excess amount of the current AMP over the inflation- adjusted AMP from the first full
quarter of sales. Rebates under the Medicaid Drug Rebate Program are no longer subject to a enrrently-eapped-at-+o6-pereent
of AMPbut-that-cap as of issetto-beremevedeffeetive-January 1, 2024, which could increase our rebate liability. The rebate
amount is computed each quarter based on our report to CMS of current quarterly AMP and Best Price for our drug. We are
required to report revisions to AMP or Best Price within a period not to exceed 12 quarters from the quarter in which the data
was originally due. Any such revisions could have the impact of increasing or decreasing our rebate liability for prior quarters,
depending on the direction of the revision. The Affordable Care Act made significant changes to the Medicaid Drug Rebate
Program, and CMS issued a final regulation ;whieh-beeame-effeetive-onrAprit;264+6,-to implement the changes to the
Medicaid Drug Rebate program under the Affordable Care Act. On-Beeember242026,-CMS issued a-another final regulation
that modified existing Medicaid Drug Rebate Program regulations to permit reporting multiple Best Price figures with regard to
value based purchasing arrangements (beginning in 2022) and provided definitions for  line extension, ” “ new formulation, ”
and related terms with the practical effect of expanding the scope of drugs considered to be line extensions (beginning in 2022).
While the regulatory provisions that purported to affect the availability of the AMP and Best Price exclusions of manufacturer-
sponsored patient benefit programs in the context of pharmacy benefit manager “ accumulator ” programs were invalidated by a
court, accumulator , and other such programs may continue to negatively affect us in other ways. Federal law requires that any
manufacturer that participates in the Medicaid Drug Rebate Program also participate in the Public Health Service’ s 340B drug
pricing program in order for federal funds to be available for the manufacturer’ s drugs under Medicaid and Medicare Part B.
The 340B program, which is administered by the Health Resources and Services Administration, or HRSA, requires
participating manufacturers to agree to charge statutorily defined covered entities no more than the 340B “ ceiling price ™ for
the manufacturer’ s covered outpatient drugs. These 340B covered entities include a variety of community health clinics and
other entities that receive health services grants from the Public Health Service, as well as hospitals that serve a disproportionate
share of low- income patients. The 340B ceiling price is calculated using a statutory formula, which is based on the AMP and
rebate amount for the covered outpatient drug as calculated under the Medicaid Drug Rebate Program. Any changes to the
definition of AMP and the Medicaid rebate amount under the Affordable Care Act or other legislation could affect our 340B
ceiling price calculations and negatively impact our results of operations. HRSA issued a final regulation regarding the
calculation of the 340B ceiling price and the imposition of civil monetary penalties on manufacturers that knowingly and
intentionally overcharge covered entities, which became effective on January 1, 2019. It is currently unclear how HRSA will
apply its enforcement authority under this regulation. HRSA has also implemented a ceiling price reporting requirement related
to the 340B program under which we are required to report 340B ceiling prices to HRSA on a quarterly basis, and HRSA then
publishes that information to covered entities. Moreover, under a final regulation effective January 13,2021, HRSA newly
established an administrative dispute resolution (ADR), process for claims by covered entities that a manufacturer has engaged
in overcharging, and by manufacturers that a covered entity violated the prohibitions against diversion or duplicate discounts.
Such claims are to be resolved through an ADR panel of government officials rendering a decision that eeutd-may be appealed
to enly-inr-federal court. An ADR proceeding could subject us to onerous procedural requirements and could result in additional
liability. In addition, legislation may be introduced that, if passed, would further expand the 340B program to additional covered



entities or would require participating manufacturers to agree to provide 340B discounted pricing on drugs used in an inpatient
setting. Federal law also requires that a company that participates in the Medicaid Drug Rebate program report ASP information
each quarter to CMS for certain categories of drugs that are paid under the Medicare Part B program. For calendar quarters
beginning January 1, 2022, manufacturers are required to report the average sales price for certain drugs under the Medicare
program regardless of whether they participate in the Medicaid Drug Rebate Program. Manufacturers calculate the ASP based
on a statutorily defined formula as well as regulations and interpretations of the statute by CMS. CMS may uses— use these
submissions to determine payment rates for drugs under Medicare Part B. Starting in 2023, manufacturers must pay refunds to
Medicare for single source drugs or biologicals, or biosimilar biological products, reimbursed under Medicare Part B and
packaged in single- dose containers or single- use packages, for units of discarded drug reimbursed by Medicare Part B in excess
of 10 percent of total allowed charges under Medicare Part B for that drug. Manufacturers that fail to pay refunds could be
subject to civil monetary penalties of 125 percent of the refund amount. For more information about Medicare Part B, refer
to the risk factor entitled “ Our products and product candidates, if approved and commercialized, may become subject
to unfavorable pricing regulations, third- party reimbursement practices, or healthcare reform initiatives which could
harm our business ” set forth under the section titled “ Risk Factors ” in this Annual Report on Form 10- K. Statutory or
regulatory changes or CMS guldance could affect the prrcrng of our approved products and could negatlvely affect our results
of operations. The ©n stist16;2022;Presiden d etav 0 0 -or-IRA, which,
among other things, requlres the Secretary of Health and Hurnan Seerces Secretary to negotiate, with respect to Medicare units
and subject to a specified cap, the price of a set number of certain high Medicare spend drugs and biologicals per year starting in
2026. The StartingJanaary2023;the-IR A establishes-established a Medicare Part B inflation rebate scheme, under which,
generally speaking, manufacturers will owe rebates if the average sales price of a Part B drug increases faster than the pace of
inflation. Failure to timely pay a Part B inflation rebate is subject to a civil monetary penalty. These or any other public policy
changes could impact the market conditions for our products. We further expect continued scrutiny on government price
reporting and pricing more generally from Congress, agencies, and other bodies. For more information about Medicare Part B,
refer to the risk factor entitled “ Our products and product candidates, if approved and commerecialized, may become subject
to unfavorable pricing regulations, third- party reimbursement practices , or healthcare reform initiatives ;which could harm our
business ” set forth under the section titled “ Risk Factors ” in this Annual Report on Form 10- K. In the U. S. Medicare
program, outpatient prescription drugs may be covered under Medicare Part D. Medicare Part D is a voluntary prescription drug
benefit, through which Medicare beneficiaries may enroll in prescription drug plans offered by private entities for coverage of
outpatient prescription drugs. Part D plans include both stand- alone prescription drug benefit plans and prescription drug
coverage as a supplement to Medicare Advantage plans provided for under Medicare Part C. Coverage and reimbursement for
covered outpatient drugs under Part D are not standardized. Part D prescription drug plan sponsors are not required to pay for all
covered Part D drugs, and each drug plan can develop its own drug formulary that identifies which drugs it will cover and at
what tier or level. Any formulary used by a Part D prescription drug plan must be developed and reviewed by a pharmacy and
therapeutic committee. Although Part D prescription drug formularies must include drugs within each therapeutic category and
class of covered Part D drugs, they have some flexibility to establish those categories and classes and are not required to cover
all of the drugs in each category or class. Medicare Part D prescription drug plans may use formularies to limit the number of
drugs that will be covered in any therapeutic class and / or impose differential cost sharing or other utilization management
techniques. Medicare Part D coverage ﬂ—av&&ab{e—feieetﬂepfeduets—aﬂd-may be available for any future product candidates for
which we receive marketing approval and commercialize . However, in order for the products that we market to be included on
the formularies of Part D prescription drug plans, we likely will have to offer pricing that is lower than the prices we might
otherwise obtain. Changes to Medicare Part D that give plans more freedom to limit coverage or manage utilization, and other
cost reduction initiatives in the program, could decrease the coverage and price that we receive for any approved products and
could seriously harm our business. In addition, manufacturers are currently required to provide to CMS a 70 % discount on
brand name prescription drugs utilized by Medicare Part D beneficiaries when those beneficiaries are in the coverage gap phase
of the Part D benefit design. The IRA sunsets the coverage gap discount program starting in 2025 and replaces it with a new
manufacturer discount program and makes other reforms to the Part D benefit, which could increase our liability under Part D.
Further, starting-Oetober2022-the IRA establishes a Medicare Part D inflation rebate scheme, under which, generally speaking,
manufacturers will owe additional rebates if the AMP of a Part D drug increases faster than the pace of inflation. Failure to
timely pay a Part D inflation rebate is subject to a civil monetary penalty. In order to be eligible to have our products paid for
with federal funds under the Medicaid and Medicare Part B programs and purchased by certain federal agencies and grantees,
we must participate in the U. S. Department of Veterans Affairs, (VA), Federal Supply Schedule, (FSS), pricing program. Under
this program, we are obligated to make our *“ innovator ” drugs available for procurement on an FSS contract and charge a price
to four federal agencies — the VA, U. S. Department of Defense, (DoD), Public Health Service and U. S. Coast Guard — that is
no higher than the statutory Federal Ceiling Price, (FCP). The FCP is based on the non- federal average manufacturer price,
(Non- FAMP), which we calculate and report to the VA on a quarterly and annual basis. We also may participate in the Tricare
Retail Pharmacy program, under which we would pay quarterly rebates on utilization of innovator products that are dispensed
through the Tricare Retail Pharmacy network to Tricare beneficiaries. The rebates are calculated as the difference between the
annual Non- FAMP and FCP. Pricing and rebate calculations vary across products and programs, are complex, and are often
subject to interpretation by us, governmental or regulatory agencies, and the courts. We could be held liable for errors associated
with our submission of pricing data. In addition to retroactive Medicaid rebates and the potential for issuing 340B program
refunds, if we are found to have knowingly submitted false AMP, Best Price, or Non- FAMP information to the government, we
may be liable for significant civil monetary penalties per item of false information. If we are found to have made a
misrepresentation in the reporting of our ASP, the Medicare statute provides for significant civil monetary penalties for each




misrepresentation for each day in which the misrepresentation was applied. Our failure to submit monthly / quarterly AMP and
Best Price data on a timely basis could result in a significant civil monetary penalty per day for each day the information is late
beyond the due date. Such conduct also could be grounds for CMS to terminate our Medicaid drug rebate agreement, in which
case federal payments may not be available under Medicaid or Medicare Part B for our covered outpatient drugs. Significant
civil monetary penalties also could apply to late submissions of Non- FAMP information. Civil monetary penalties could also be
applied if we are found to have charged 340B covered entities more than the statutorily mandated ceiling price or HRSA could
terminate our agreement to participate in the 340B program, in which case federal payments may not be available under
Medicaid or Medicare Part B for our covered outpatient drugs. In addition, claims submitted to federally- funded healthcare
programs, such as Medicare and Medicaid, for drugs priced based on incorrect pricing data provided by a manufacturer can
implicate the federal civil False Claims Act. Civil monetary penalties could be due if we fail to offer discounts to beneficiaries
under the Medicare Part D coverage gap discount program. Furthermore, under the refund program for discarded drugs,
manufacturers that fail to pay refunds could be subject to civil monetary penalties of 125 percent of the refund amount. The
containment of healthcare costs has become a priority of federal, state and foreign governments, and the prices of drugs have
been a focus in this effort. The U. S. government, state legislatures, and foreign governments have shown significant interest in
implementing cost- containment programs to limit the growth of government- paid healthcare costs, including price controls,
restrictions on reimbursement, and requirements for substitution of generic products for branded prescription drugs. For
example, there have been several recent U. S. Congressional inquiries and proposed federal and state legislation designed to,
among other things, bring more transparency to drug pricing, review the relationship between pricing and manufacturer patient
program% reduce the cost of drug% and reform government program rermburqement methodologre% for drug products.

be propo%alq by legrilators at both the federal and state levels regulatore and third- party payors to contaln healthcare costs.
Thus, even if we obtain favorable coverage and reimbursement status for our products and any product candidates for which we
receive regulatory approval, less favorable coverage policies and reimbursement rates may be implemented in the future.
Different pricing and reimbursement schemes exist in other countries. In the EU, each EU Member State can restrict the range of
medicinal products for which its national health insurance system provides reimbursement and can control the prices of
medicinal products for human use marketed on its territory. As a result, following receipt of marketing authorization in an EU
Member State, through any application route, the applicant is required to engage in pricing discussions and negotiations with the
competent pricing authority in the individual EU Member State. The governments of the EU Member States influence the price
of pharmaceutical products through their pricing and reimbursement rules and control of national healthcare systems that fund a
large part of the cost of those products to consumers. Some EU Member States operate positive and negative list systems under
which products may only be marketed once a reimbursement price has been agreed upon. To obtain reimbursement or pricing
approval, some of these countries may require the completion of clinical trials that compare the cost- effectiveness of a
particular product candidate to currently available therapies. Other EU Member States allow companies to fix their own prices
for medicines y-but monitor and control company profits. Others adopt a system of reference pricing, basing the price or
reimbursement level in their territories either on the pricing and reimbursement levels in other countries or on the pricing and
reimbursement levels of medicinal products intended for the same therapeutic indication. Further, some EU Member States
approve a specific price for the medicinal product or may instead adopt a system of direct or indirect controls on the profitability
of the company placing the medicinal on the market. The downward pressure on healthcare costs in general, particularly
prescription drugs, has become more intense. As a result, increasingly high barriers are being erected to the entry of new
products. In addition, we may face competition for our product candidates from lower- priced products in foreign countries that
have placed price controls on pharmaceutical products. In addition, in some countries, cross- border imports from low- priced
markets exert a commercial pressure on pricing within a country. Health Technology Assessment, or HTA, of medicinal



products, however, is becoming an increasingly common part of the pricing and reimbursement procedures in some EU Member
States. These EU Member States include France, Germany, Ireland, Italy , and Sweden. HTA is the procedure according to
which the assessment of the public health impact, therapeutic impact and the economic and societal impact of use of a given
medicinal product in the national healthcare systems of the individual country is conducted. HTA generally focuses on the
clinical efficacy and effectiveness, safety, cost, and cost- effectiveness of individual medicinal products as well as their potential
implications for the healthcare system. Those elements of medicinal products are compared with other treatment options
available on the market. The outcome of HTA regarding specific medicinal products will often influence the pricing and
reimbursement status granted to these medicinal products by the competent authorities of individual EU Member States. The
extent to which pricing and reimbursement decisions are influenced by the HTA of the specific medicinal product varies
between EU Member States. In addition, pursuant to Directive 2011 /24 / EU on the application of patients’ rights in cross-
border healthcare, a voluntary network of national authorities or bodies responsible for HTA in the individual EU Member
States was established. The purpose of the network is to facilitate and support the exchange of scientific information concerning
HTAs. This may lead to harmonization of the criteria taken into account in the conduct of HTAs between EU Member States
and in pricing and reimbursement decisions and may negatively affect price in at least some EU Member States. On January 31,
2018, the European Commission adopted a proposal for an HTA Regulation intended to set out an EU- wide framework for
HTA and boost cooperation among EU Member States in assessing health technologies, including new medicinal products. The
HTA Regulation provides the basis for permanent and sustainable cooperation at the EU level for joint clinical assessments in
these areas yand is therefore complementary to Directive 2011 /24 / EU. The HTA Regulation was finally adopted on
December 13, 2021 , and entered into force on January 11, 2022. The HTA Regulation will apply to all EU Member States from
January 12, 2025. The HTA Regulation provides that EU Member States will be able to use common HTA tools, methodologies,
and procedures across the EU. Individual EU Member States will continue to be responsible for drawing conclusions on the
overall value of a new health technology for their healthcare system, and pricing and reimbursement decisions. Healthcare Fraud
and Abuse Laws In addition to FDA restrictions on marketing of pharmaceutical products, if and when we commercialize our
busittess-is-product candidates, our relationship with customers and third party payors will be subject to healtheare
appllcable anti- klckback fraud and abu%e and other laws and regulation-regulations and-enforeement-by-both-the-federal

v v v ress-. These laws include, but are not limited to the following: The
federal Anti- Kickback Statute prohrbrtq among other thrngq knowrngly and willfully offering, paying, soliciting or recervrng
remuneration, directly or indirectly, in cash or in kind, to induce or in return for purchasing, leasing, ordering or arranging for or
recommending the purchase, lease or order of any healthcare item or service reimbursable, in whole or in part, under Medicare,
Medicaid or other federally financed healthcare programs. This statute has been interpreted to apply to arrangements between
pharmaceutical manufacturers on one hand and prescribers, purchasers, and formulary managers on the other. A violation of the
Anti- Kickback Statute may be established without proving actual knowledge of the statute or specific intent to violate it. The
government may assert that a claim including items or services resulting from a violation of the federal Anti- Kickback Statute

constitutes a false or fraudulent clarm for purpo%eq of the federal civil False Clarmq Act —Al-t-heﬁg-h—t-here—&fe—a—nttmbe%e-f

statute-. The federal Crvrl F alse Clarmq Act prohibits any person from, among other thrngq knowrngly pre%entrng, or causing to
be presented, a false or fraudulent claim for payment of government funds, or knowingly making, using, or causing to be made
or used, a false record or statement material to an obligation to pay money to the government or knowingly concealing or
knowingly and improperly avoiding, decreasing, or concealing an obligation to pay money to the federal government. Actions
under the False Claims Act may be brought by prrvate 1nd1V1dua1§ known as qui tam relators in the name of the government and
toqharemanymonetaryrecovery ; y v harmaceutieal-and-otherhealthearceompanieshave fae

The Health In%urance Portabrhty and Accountabrhty Act of 1996 and its 1mplement1ng regulatrom (collectrvely HIPAA)
prohibits, among other things, knowingly and willfully executing a scheme to defraud any healthcare benefit program, including
private third- party payors. HIPAA also prohibits knowingly and willfully falsifying, concealing or covering up a material fact
or making any materially false, fictitious or fraudulent statement or representation, or making or using any false writing or
document knowing the same to contain any materially false, fictitious or fraudulent statement or entry in connection with the



delivery of or payment for healthcare benefits, items or services. We may obtain health information from third parties that are
subject to privacy and security requirements under HIPAA and we could potentially be subject to criminal penalties if we, our
affiliates, or our agents knowingly obtain er-disetese-individually identifiable health information maintained by a HIPAA-
covered entity in a manner that is not authorized or permitted by HIPAA. The majority of states also have statutes or regulations
similar to the federal anti- kickback and false claims laws, which apply to items and services reimbursed under Medicaid and
other state programs, or, in several states, apply regardless of the payor. Several states now require pharmaceutical companies to
report expenses relating to the marketing and promotion of pharmaceutical products in those states and to report gifts and
payments to individual HCPs hea-l-t-h—eafe—pfevtdefs—m those states. Some of these states also prohibit certain marketing- related
activities including the provision of gifts, meals, or other items to certain HCPs health-eare-providers-. Other states have laws
requiring pharmaceutical sales representatives to be registered or licensed, and still others impose limits on co- pay assistance
that pharmaceutical companies can offer to patients. In addition, several states require pharmaceutical companies to implement
compliance programs or marketing codes. The Physician Payments Sunshine Act, implemented as the Open Payments program,
and its implementing regulations, requires manufacturers of drugs, devices, biologics and medical supplies for which payment is
available under Medicare, Medicaid or the Children’ s Health Insurance Program (with certain exceptions) to report annually to
CMS information related to direct or indirect payments and other transfers of value to physicians , physician assistants, nurse
practitioners, clinical nurse specialists, certified nurse anesthetists, certified nurse- midwives, and teaching hospitals, as
well as ownership and investment interests held in the company by physicians and their immediate family members. As-Many
of fastyearmanufaetarers-must-the non- U. S. jurisdictions where we 0perate also have equlvalent laws requlrlng us to
report transfers of value made-to healthcare professionals phystetatrass ;
eertifted-nurse-anesthetists-and-eertifted-nurse—midwives-. Comphance w1th such 1aws and regulatlons w111 require substantlal
resources. Because of the breadth of these various fraud and abuse laws, it is possible that some of our business activities could
be subject to challenge under one or more of such laws. Such a challenge could have material adverse effects on our business,
financial condition and results of operations. In the event governmental authorities conclude that our business practices do not
comply with current or future statutes, regulations or case law involving applicable fraud and abuse or other healthcare laws and
regulations, they may impose sanctions under these laws, which are potentially significant and may include civil monetary
penalties, damages, exclusion of an entity or individual from participation in government health care programs, criminal fines
and imprisonment, additional reporting requirements if we become subject to a corporate integrity agreement or other settlement
to resolve allegations of violations of these laws, as well as the potential curtailment or restructuring of our operations. Even if
we are not determined to have violated these laws, government investigations into these issues typically require the expenditure
of significant resources and generate negative publicity. Healthcare Privacy Laws We may be subject to federal, state , and
foreign laws and regulations governing data privacy and security of health information, and the collection, use, disclosure, and
protection of health- related and other personal information, including state data breach notification laws, state health
information and / or genetic privacy laws, and federal and state consumer protection laws, such as Section 5 of the FTC Act,
many of which differ from each other in significant ways, thus complicating compliance efforts. Compliance with these laws is
difficult, constantly evolving, and time consuming. Many of these state laws enable a state attorney general to bring actions and
provide private rights of action to consumers as enforcement mechanisms. There is also heightened sensitivity around certain
types of health information, such as sensitive condition information or the health information of minors, which may be subject to
additional protections. Federal regulators, state attorneys general, and plaintiffs’ attorneys, including class action attorneys, have
been and will likely continue to be active in this space. The legislative and regulatory landscape for privacy and data protection
continues to evolve, and there has been an increasing focus on privacy and data protection issues which may affect our business.
Failure to comply with these laws and regulations could result in government enforcement actions and create liability for us
(including the imposition of significant civil and / or criminal penalties), private litigation and / or adverse publicity that could
negatively affect our business. We may obtain health information from third parties, such as HCPs heatth-eare-providers-who
prescribe our products, and research institutions we collaborate with, who are subject to privacy and security requirements under
HIPAA. Although we are not directly subject to HIPAA, other than potentially with respect to providing certain employee
benefits, we could be subject to criminal penalties if we or our affiliates or agents knowingly obtain individually identifiable
health information maintained by a HIPAA- covered entity in a manner that is not authorized or permitted by HIPAA. In
California, the California Consumer Privacy Act (CCPA) establishes certain requirements for data use and sharing transparency
and provides California consumers (as defined in the law) certain rights concerning the use, disclosure, and retention of their
personal data. In November 2020, California voters approved the California Privacy Rights Act (CPRA) ballot initiative which
introduced significant amendments to the CCPA and established and funded a dedicated California privacy regulator, the
California Privacy Protection Agency (CPPA). The amendments introduced by the CPRA went effect on January 1, 2023, and
new implementing regulations continue are-expeeted-to be introduced by the CPPA. Failure to comply with the CCPA may
result in, among other things, significant civil penalties and injunctive relief, or statutory or actual damages. In addition,
California residents have the right to bring a private right of action in connection with certain types of incidents. These claims
may result in significant liability and damages. Similarly, there are a number of legislative proposals in the EU, the United
States, at both the federal and state level, as well as other jurisdictions that could impose new obligations or limitations in areas
affecting our business. For example, other states, including Virginia, Colorado, Utah , Indiana, Iowa, Tennessee, Montana,
Texas , and Connecticut have enacted privacy laws similar to the CCPA that impose new obligations or limitations in areas
affecting our business and we continue to assess the impact of these state legislation, on our business as additional information
and guidance becomes available. In addition, some countries are considering or have passed legislation implementing data
protection requirements or requiring local storage and processing of data or similar requirements that could increase the cost and
complexity of delivering our services and research activities. These laws and regulations are evolving and subject to




interpretation, and may impose limitations on our activities or otherwise adversely affect our business. The obligations to
comply with the CCPA and evolving legislation may require us, among other things, to update our notices and develop new
processes internally and with our partners. In addition, we could be subject to regulatory actions and / or claims made by
individuals and groups in private litigation involving privacy issues related to data collection and use practices and other data
privacy laws and regulations, including claims for misuse or inappropriate disclosure of data, as well as unfair or deceptive acts
or practices in violation of Section 5 (a) of the Federal Trade Commission Act (FTC Act). The FTC expects a company’ s data
security measures to be reasonable and appropriate in light of the sensitivity and volume of consumer information it holds, the
size and complexity of its business, and the cost of available tools to improve security and reduce vulnerabilities. Individually
identifiable health information is considered sensitive data that merits stronger safeguards. With respect to privacy, the FTC also
sets expectations that companies honor the privacy promises made to individuals about how the company handles consumers’
personal information; any failure to honor promises, such as the statements made in a privacy policy or on a website, may also
constitute unfair or deceptive acts or practices in violation of the FTC Act. While we do not intend to engage in unfair or
deceptive acts or practices, the FTC has the power to enforce promises as it interprets them, and events that we cannot fully
control, such as data breaches, may be result in FTC enforcement. Enforcement by the FTC under the FTC Act can result in civil
penalties or decades- long enforcement actions. These laws and regulations, as well as any associated claims, inquiries, or
investigations or any other government actions may lead to unfavorable outcomes including increased compliance costs, delays
or impediments in the development of new products, negative publicity, increased operating costs, diversion of management
time and attention, and remedies that harm our business, including fines or demands or orders that we modify or cease existing
business practices. Outside the U. S., the legislative and regulatory landscape for privacy and data security continues to evolve.
There has been increased attention to privacy and data security issues that could potentially affect our business, including the EU
General Data Protection Regulation including as implemented in the UK (collectively, GDPR), which imposes penalties for the
most serious breaches of up to EUR 20 million or 4 % of a noncompliant company’ s annual global revenue, whichever is
greater. The GDPR regulates the processing of personal data (including health data from clinical trials) and places certain
obligations on the processing of such personal data including ensuring the lawfulness of processing personal data (including
obtaining valid consent of the individuals to whom the personal data relates, where applicable), the processing details disclosed
to the individuals, the adequacy, relevance and necessity of the personal data collected, the retention of personal data collected,
the sharing of personal data with third parties, the transfer of personal data out of the European Economic Area / UK to third
countries including the U. S., contracting requirements (such as with clinical trial sites and vendors), the use of personal data in
accordance with individual rights, the security of personal data and security breach / incident notifications. Data protection
authorities from the different European Member States and the UK may interpret the GDPR and applicable related national laws
differently and impose requirements additional to those provided in the GDPR and that sit alongside the GDPR, as set out under
applicable local data protection law. In addition, guidance on implementation and compliance practices may be issued, updated
or otherwise revised. Enforcement by European and UK regulators is generally active, and failure to comply with the GDPR or
applicable Member State / UK local law may result in fines, amongst other things (such as notices requiring compliance within a
certain timeframe). Further, the UK Government may amend / update UK data protection law, which may result in changes to
our business operations and potentially incur commercial cost. European / UK data protection laws, including the GDPR,
generally restrict the transfer of personal data from the European Economic Area (EEA), including the EU, United Kingdom and
Switzerland, to the U. S. and most other countries (except those deemed to be adequate by the European Commission / UK
Secretary of State as apphcable) unless the parties to the transfer have nnplernented specrflc safeguards to protect the transferred
personal data On July 10 While-prev y eompantes-e e A s 38

European COInmlSSlOl’l adopted a—new—set—ef—SG@s—&mted—at—enabhng%awful—&&ns{efs—eﬁts adequacy dec1smn for the EU- U.
S. Data Privacy Framework, meaning that personal data can now flow freely from te-non—adeguate-eountries-ountside-the

EEASE. U. to U. S. companies that participate in the Data Privacy Framework deadline-for-the-adeption-ef-which-was
Beeember272022-. There are also recent developments regarding data transfers in the UK, which formally approved two

mechanisms for transferring UK data overseas and that came into force on March 21, 2022: the International Data Transfer
Agreement or the International Data Transfer Addendum to the SCCs. The UK Information Commissioner’ s Office also issued
guidance on how to approach undertaking risk assessments for transfers of UK data to non- adequate countries outside the UK.
A lack of valid transfer mechanisms for GDPR- covered data could increase exposure to enforcement actions as described
above, and may affect our business operations and require commercial cost (including potentially limiting our ability to
collaborate / work with certain third parties and / or requiring an increase in our data processing capabilities in the EU / UK).
Further, the European / UK data protection laws (including laws on data transfers as set out above) may also be updated /
revised, accompanied by new guidance and / or judicial / regulatory interpretations, which could entail further impacts on our
compliance efforts and increased cost. Foreign Corrupt Practices Act In addition, the U. S. Foreign Corrupt Practices Act of
1977, as amended, (FCPA), prohibits corporations and individuals from engaging in certain activities to obtain or retain business
or to influence a person working in an official capacity. It is illegal to pay, offer to pay or authorize the payment of anything of



value to any official of another country, government staff member, political party or political candidate in an attempt to obtain or
retain business or to otherwise influence a person working in that capacity. Corporate Information We were incorporated under
the laws of the state of Delaware on March 19, 2008 , under the name New pSivida, Inc. Our predecessor, pSivida Limited, was
formed in December 2000 as an Australian company incorporated in Western Australia. We subsequently changed our name to
pSivida Corp. in May 2008 and again to EyePoint Pharmaceuticals, Inc. in March 2018. Our principal executive office is located
at 480 Pleasant Street, Suite C400, Watertown, Massachusetts 02472 , and our telephone number is (617) 926- 5000. Additional
Information Our website address is www. eyepointpharma. com. Information contained on, or connected to, our website is not
incorporated by reference into this Annual Report on Form 10- K. Copies of this Annual Report on Form 10- K, and our annual
reports on Form 10- K, proxy statements, quarterly reports on Form 10- Q, current reports on Form 8- K and, if applicable,
amendments to those reports filed or furnished pursuant to Section 13 (a) or 15 (d) of the Securities Exchange Act of 1934, as
amended, are available free of charge through our website under “ Investors — Financial Information — SEC Filings ” as soon as
reasonably practicable after we electronically file these materials with, or otherwise furnish them to, the SEC. The SEC
maintains an Internet site that contains reports, proxy and information statements and other information regarding issuers that
file electronically with the SEC at www. sec. gov. ITEM 1A. RISK FACTORS RISKS RELATED TO OUR FINANCIAL
POSITION AND OUR CAPITAL RESOURCES Our operations have consumed substantial amounts of cash. We are
currently financing Fe-date;-we-have-finaneed-our operations pritnarity-through the sale of capital stock, preeeedsfromrterm

teanagreements;-the receipt of license fees, milestone payments, researeh-and revenues development-funding-and-royalty
payments—from our eel-}abefaﬂen-sales of YUTIQ ® and DEXYCU ® to our commerclallzatlon partners —and—pfeduet—sa}es—.

developing EYP 1901 asa potentral six- month sustained dehvery treatment for wet AMD and-as well a treatment for non-
proliferative diabetic retinopathy ( NPDR ), and diabetic macular edema (DME) . However, we have no expectation of
revenues from our research and development programs, including EYP- 1901, prior to the successful completion of clinical
trials for such programs. Therefore, we have no sufficient historical evidence to assert that it is probable that we will receive
sufficient revenues from our product sales to fund operations. As of December 31, 2822-2023 , our cash, cash equivalents, and
investments in marketable securities totaled $ +444-331 . 6-0 million. We believe that our cash, cash equivalents and investments
in marketable securities, combined with anticipated net cash inflows from net product sales , will fund our operating plan
through topline data for the Phase 3 wet AMD clinical trials related to EYP- 1901 into the-seeend-half-0£2024-2026 , under
current expectations regarding the timing and outcomes of our Phase 3 clinical trial for EYP- 1901 for the treatment of wet
AMD, and through Phase 2 clinical trials for E¥R—96+fer-the treatment of wet-AMB-and-NPDR and DME . Due to the
difficulty and uncertainty associated with the design and implementation of clinical trials, we will continue to assess our cash,
cash equivalents, results from investments in marketable securities and future funding requirements. However, there is no
assurance that additional funding will be achieved and that we will succeed in our future operatrons Actual cash requrrements
could differ from our projections due to many factors, including the-e ePand 3
medieateommunity-, the timing and results of our Phase 2 and Phase 3 chnrcal trrals for EYP- 1901, addrtronal investments in
research and development programs such as EYP ;the-s § 0

the ongorng efforts for asseet&ted—wr-t-h—respondrng to the subpoena from the U. S. Attorney s Offrce for the District of
Massachusetts (DOJ) seeking production of documents related to sales, marketing and promotional practices, including as
pertain to DEXYCU ® (DOJ nvestigatiorrSubpoena ), higher interest rates, inflation, supply shortages, competing
technological and market developments , and the costs of any strategic acquisitions and / or development of complementary
business opportunities. If we are unable to raise additional capital in sufficient amounts or on terms acceptable to us, we will
need to curtail and reduce our operations and costs, and modify our business strategy, which may require us to, among other
things: « significantly delay, scale back or discontinue the eemmeretalization-or-development of one or more of our produets-or
product candidates or one or more of our other research and development initiatives; ¢ seek partners or collaborators for one or
more of our preduets-or-product candidates at an earlier stage than otherwise would be desirable or on terms that are less
favorable than might otherwise be available; ¢ sell or license on unfavorable terms our rights to one or more of our technologies 5
produets-or product candidates that we otherwise would seek to develop or commercialize ourselves; and / or * seek to sell our
company at an earlier stage than would otherwise be desirable or on terms that are less favorable than mrght otherwise be
available. We have incurred significant losses since our inception shave-notgenerated-signifieantreven m-eommerets
sales-ofourproduets-and are not profitable. Investment in drug development is highly speculatrve because it entails substantial
upfront operating expenses and significant risk that a product candidate will fail to successfully complete clinical trials, gain
regulatory approval or become commercially viable. We continue to incur significant operating expenses due primarily to
investments in clinical trials, sales and marketing infrastructure, research and development, and other expenses related to our
ongoing operations. For the years ended December 31, 2023 and 2022 and-2624-, we had losses from operations of § 75. 1
million and $ 99. 6 million ard-$-553-miltien, respectrvely, and net losses of § 70. 8 million and $ 102. 3 mithenand-$-584
million, respectrvely, and we had a total accumulated deficit of $ 64-742 . 4-1 million at December 31, 2622-2023 . We expect
to continue to incur significant expenses and operating losses for the foreseeable future. We anticipate that our expenses will
continue to be significant if, and as, we: ¢ continue the research and pre- clinical and clinical development of our product
candidates, including EYP- 1901 and YGHQ-EYP- 2301 ; - initiate additional pre- clinical studies, clinical trials , or other
studres or trrals for EYP- 1901, EYP- 2301 and our other product candrdates . eeﬁt-iﬁue—te—susf&m—aﬁd—eﬂh&nee—aﬂ-effeet—rve

te—eenﬁnefer&hze—BE%G‘GU—mtefn&&ena-Hy—*—add addrtronal operatronal frnanc1al and management 1nf0rmatron systems and

personnel, including personnel to support our development and commercialization planning efforts; ¢ continue to perform tasks




associated with the ongoing DOJ Investigatien-Subpoena ; « hire additional commercial, clinical, manufacturing and scientific
personnel , and engage third party commercial, clinical and manufacturing organizations; ¢ further develop the manufacturing
process for our product candidates; ¢ change or add additional manufacturers or suppliers; ¢ seek regulatory approvals for our
product candidates that successfully complete clinical trials;  seek to identify and validate additional product candidates; *
acquire or in- license other products, product candidates , and technologies; * maintain, protect , and expand our intellectual
property portfolio; ¢ create additional infrastructure to support our product development and planned future commercial sale
efforts; and ¢ experience any delays or encounter issues with any of the above. Our ability to generate revenue and achieve
profitability depends on our ability, alone or with strategic collaboration partners, to successfully eemmereialize-our-eurrent
produets-and-complete the development of, and obtain the regulatory approvals necessary for, the manufacture and
commercialization of our product candidates, including EYP- 1901. To become and remain profitable, we must succeed in
developing and commercializing products that generate significant revenue. This will require us to be successful in a range of
challenging activities, including completing pre- clinical testing and clinical trials of our product candidates, discovering
additional product candidates, obtaining regulatory approval for these product candidates, manufacturing, marketing , and
selling any products for which we or our licensees may obtain regulatory approval, satisfying any post- marketing requirements
and obtaining reimbursement for our products from private insurance or government payors. We do not know the extent to
which ¥FHQ-erBEX¥EH;-er-any of our product candidates, including EYP- 1901, if approved, will generate significant
revenue for us, if at all. We may never succeed in these activities and, even if we do, we may never generate revenues
significant enough to achieve profitability. Because of the numerous risks and uncertainties associated with pharmaceutical
product development and commercialization, we are unable to accurately project when or if we will be able to achieve
profitability from operations. Even if we do so, we may not be able to sustain or increase profitability on a quarterly or annual
basis. Our failure to become and remain profitable would depress the value of our company and could impair our ability to raise
capital, expand our business, maintain our research and development efforts, diversify our product offerings , or even continue
our operations. Our ability to generate revenue from our euffeﬂt—ef—future productq and product Candldates will depend on a
number of factors, including: * i developmen v ng-the neeessary-effectiveness
and timeliness of our preclinical studles and chnlcal trlals Vﬁt-h—fespeet—te—E%LP-—l-%-l—and our-other—- the producteandidates
usefulness of the data ; * our ability to create eentintte-to-sustatnrand-enhanee-an cffective commercial infrastructure and enter
into, and maintain, ﬁew—agreementi for the Commermahzatlon of EYP- 1901 ¥U—T—IQ—‘—etu=ab1-l-rtry—te-eemp-}e’ee—and our subﬁa-l-t:

BE%@EGU—m—addmeﬂ&Puﬂp&fmefedjtmsd-teﬁeﬁs—et&ﬁde—fhe—other product candldates U—S— . the size of the market@ in the
territories for which we gain regulatory approval; « our ability to farther-develop our commercial organization capable of sales,
marketing , and distribution for ¥ HQ-ard-any of our ether-product candidates for which we may obtain marketing approval; «
our ability to manufacture clinical and commercial supply of our products and product candidates; * our ability to enter
into and maintain commercially reasonable agreements with menufaetarers;wholesalers, distributors , and other third parties in
our supply chain; * the sufficiency of our existing cash resources until we present topline data for the EYP- 1901 Phase 3
clinical trials into 2026; ¢ our access to needed capital; ® our success in establishing a commercially viable price for our
produets— product candidates ; ° our ability to manufacture commercial quantities of our preduets— product candidates at
acceptable cost levels; and ¢ our ability to obtain coverage and adequate reimbursement from third parties, including government
payors. We received a subpoena from the U. S. Attorney’ s Office for the District of Massachusetts seeking production of
documents related to sales, marketing and promotional practices, including as pertain to DEXYCU ®. If the DOJ commences an
action against us, the action could have a material adverse effect on our business, financial condition, results of operations , and
cash flows. In addition, we have expended and expect to continue to expend significant financial and managerial resources
responding to the DOJ subpoena, which could also have a material adverse effect on our business, financial condition, results of
operations , and cash flows. In August 2022, the Company received a subpoena from the U. S. Attorney’ s Office for the District
of Massachusetts (DOJ) seeking production of documents related to sales, marketing , and promotional practices, including as
pertain to DEXYCU ® (DOJ Subpoena) . We are cooperating fully with the government in connection with this matter. We
cannot predict the outcome of the DOJ Investigation-Subpoena , and there can be no assurance that the DOJ will not commence
an action against us, or as to what the ultimate outcome of any such DOJ Investigatton-Subpoena might be. Under applicable
law, the DOIJ has the ability to impose sanctions on companies which are found to have violated the provisions of applicable
laws, including s-civil monetary penalties and other remedies. The resolution of any such enforcement action, should there be
one, could have a material adverse effect on our business, financial condition, results of operations , and cash flows. We have
expended and expect to continue to expend significant financial and managerial resources responding to the DOJ subpeena
Subpoena Wthh could also have a materlal adverse effect on our bu%lne%i financial condltlon reqults of operations , and cash




to help fund the development and commercialization of EYP- 1901 dnd our other product candldates if approved Tand-the
eontinted-eommeretalizatton-of YUHQ-. The amount of additional capital we will require will be influenced by many factors,
including, but not limited to: * our clinical development plans for EYP- 1901 for the treatment of wet AMD, NPDR, and DME
and our other product candidates , including EYP- 2301 ; - the outcome, timing and cost of the regulatory approval process for
EYP- 1901 and our other produet candidates, 1nelud1r1g the potentlal for the FDA to require that we perform more studies and
clinical trials than those we currently expect + G

whether and to what extent we internally fund, whether and When we initiate, dnd how we conduct other product dev elopment
programs; * whether and when we are able to enter into strategic arrangements for our products or product candidates and the
nature of those arrangements; ¢ the costs involved in preparing, filing, and prosecuting patent applications, and maintaining, and
enforcing our intellectual property rights; * changes in our operating plan, resulting in increases or decreases in our need for
capital;  our views on the availability, timing and desirability of raising capital; and ¢ the costs of operating as a public
company. We do not know if additional capital will be available to us when needed or on terms favorable to us or our
stockholders. Collaboration, licensing or other commercial agreements may not be available on favorable terms, or at all. If we
seek to sell our equity securities under our at- the- market (ATM) program or in another offering, we do not know whether and
to what extent we will be able to do so, or on what terms. Further, the rules and regulations of the Nasdaq Stock Market LLC,
(Nasdaq), require us to obtain stockholder approval for sales of our equity securities under certain circumstances, which could
delay or prevent us from raising additional capital from such sales. Also, the state of the economy and financial and credit
markets at the time or times we seek any additional financing may make it more difficult or more expensive to obtain. If
available, additional equity financing may be dilutive to stockholders, debt financing may involve restrictive covenants or other
unfavorable terms and dilute our existing stockholders’ equity, and funding through collaboration, licensing or other commercial
agreements may be on unfavorable terms, including requiring us to relinquish rights to certain of our technologies or products. If
adequate financing is not available if and when needed, we may delay, reduce the scope of, or eliminate research or
development programs, postpone or cancel the pursuit of product candidates such as EYP- 1901, including pre- clinical and

clinical trials and new business opportunities, independent-b—S—eemmeretalizattonof YUHQ;-or other new products, if any,

reduce staff and operatmg costs, or othemlse SanlflCdntly curtdll our operdtlons to reduce our cash requnements and extend our




fhe—grea-tere%@%—SG—GG@—GGG—and—énﬁ—t-he—( ompany’ s ﬁx-—n&ent-h—recelpt of maximum con51derat10n in COIl]llIlCthIl with its
sale of rights to our YUTIQ ® franchise to Alimera for $ 82. 5 million €ash-cash Barrr-plus royalties is dependent on
Alimera’ s effective sale and distribution of YUTIQ ® outside of China, Hong Kong, Taiwan, Macau, and Southeast
Asia. Pursuant to our PRA with Alimera, the Company agreed to grant to Alimera an exclusive and sublicensable right
and license under the Company’ s and its affiliates’ interest in certain of the Company’ s and its affiliates’ intellectual
property to develop, manufacture, sell, commercialize and otherwise exploit certain products, including YUTIQ ®
(fluocinolone acetonide intravitreal implant or FA) 0. 18 mg, for the treatment and prevention of uveitis in the entire
world except Europe, the Middle East and Africa. Pursuant to the agreement, Alimera paid the Company a $ 75 million
cash upfront payment (Upfront Payment). Ahmera is requlred to make four quarterly Guaranteed Payments (a\ defined

ﬂeg&ﬁve-eeven&ﬁts—er,—sabjeet—lo speei-ﬁed—eufe—peﬂeds,—et-lﬂrer the Company from 2025 to 2028 atterms—ef—ﬂae—SJvLB—I:eaﬁ
Agreemtent;+a percentage materiaHmpatrmentin-the-perfeetiorrorpriority-of SVB-low- to- mid double digits of Alimera ’
annual U. S. net sales seetrity-interestin-the-eotateral;the-oeeutrenee-of certain products a-matertal-adverse-effeet(
including YUTIQ ® as—speerﬁed—rn—t-he—S#B—I:eamArgfeemeﬁt—) +=in excess of certain thresholds, begmnlng at $ 70 mllhon

in 2025 mcreasmg annually thereafter (Royaltles) spee
d va -Sttbjeet—Upon Ahmera S payment of the Upfront Payment and the
Guaranteed Payments, the hcenses and rlghts granted to Ahmera w1ll automatlcally become perpetual and irrevocable.
We cannot predict what success, if any app 6 0 nt-, Alimera upon-the
eeeﬁrreﬁee-e%&n—eveﬁt—efdefaﬂl-t—s%—nmx have aeee}erate—aH—ef&nyametmts-et&st&nd-mg—\\ ith respect to sales of YUTIQ ®
he-CreditFaetlities{(prinetps e atton-fees-and anyprepayment-fees)—Our-assets-oreash-flow
therefore, 1t is uncertaln as to when we may recelve m&be—sa-fﬁetent—te—ftﬁi—y%epay—etmebhg&ﬁens—tmder—lhu royaltles SVB




may—hwe—to execute the effectlve sale ake-aett : o ing-or-delayi 3
eapital-expenditires;strategie-aequisitions-and mvestmeﬂts%wsaeh—&eﬁefrrﬁneeess&ty—may—ﬁeedlstnbutwn of YUTIQ ®
in the speclfied reglons the royaltles contemplated under the PRA could be adversely impacted in total, effected-on
o or in part, indebtedness-mayrestrietour-ability-to-selt
assets-and our busmess could ﬂse-ef—ﬂ%e—pfeeeeds—ffeﬁ%stteh—sa-}es—etﬂhpfeﬁtabihwﬂi—be harmed tm-p&efed—by—etu‘—eb-l-rga-t—teﬂs

net operdtms, loss (NOL) Cdnytorw ards of approxmmtely $ 32—1—296 6—5 million for U S tedeldl income tax dnd approxmmtely
$ 264-254 . 2-7 million for state income tax purposes available to offset future taxable income, and U. S. federal and state
research and development tax credits of approximately $ 78 . 2-9 million, prior to consideration of annual limitations that may
be imposed under Section 382 of the Internal Revenue Code of 1986, as amended (Section 382). Our U. S. NOL carryforwards
begin to expire in 2023 if not utilized. Our U. S. NOL and tax credit carryforwards could expire unused and be unavailable to
offset future income tax liabilities. Under Section 382, and corresponding provisions of U. S. state law, if a corporation
undergoes an “ ownership change, ” generally defined as a greater than 50 % change, by value, in its equity ownership over a
three- year period, the corporation’ s ability to use its pre- change U. S. NOLs and other pre- change tax attributes, such as
research and development tax credits, to offset its post- change income may be limited. The latest analysis performed under
Section 382, performed through September 30, 2018, confirmed that the exercise of certain warrants in late September 2018
resulted in a greater than 50 % cumulative ownership change, which will cause annual limitations on the use of our then existing
NOL balances and other pre- change tax attributes. As a result, if we earn net taxable income in future periods, our ability to use
our pre- change U. S. NOL carryforwards to offset U. S. federal taxable income will be subject to limitations, which could
potentially result in increased future tax liabilities to us. In addition, we may experience additional ownership changes in the
future as a result of subsequent shifts in our stock ownership, including through completed or contemplated financings, some of
which may be outside of our control. If we determine that a future ownership change has occurred and our ability to use our
historical net operating loss and tax credit carryforwards is materially limited, it would harm our future operating results by
effectively increasing our future tax obligations. RISKS RELATED TO THE REGULATORY APPROVAL AND CLINICAL
DEVELOPMENT OF OUR PRODUCT CANDIDATES The outcomes of clinical trials are uncertain, and delays in the
completion of or the termination of any clinical trial of EYP- 1901 or our other product candidates could harm our



business, financial condition, and prospects. Our research and development program for our lead product candidate, EYP-
1901, and certain of our other product candidates, are still in development. We must demonstrate EYP- 1901” s and our other
product candidates’ safety and efficacy in humans through extensive clinical testing. Such testing is expensive and time-
consuming and requires specialized knowledge and expertise. Clinical trials are expensive and difficult to design and
implement, in part because they are subject to rigorous regulatory requirements. The clinical trial process is also time-
consuming, and the outcome is not certain. We estimate that clinical trials of our product candidates will take multiple years to
complete. Failure can occur at any stage of a clinical trial, and we could encounter problems that cause us to abandon or repeat
clinical trials. The commencement and completion of clinical trials may be delayed or precluded by a number of factors,
including: * decisions not to pursue development of product candidates due to pre- clinical or clinical trial results or market
factors;  lack of sufficient funding; * failure to reach agreement with the FDA or other regulatory agency requirements for
clinical trial design or scope of the development program; ¢ delays or inability to attract clinical investigators for trials; ¢

clinical sites droppmg out of a cllmcal trral . t1me required to add new clinical s1tes —'-aﬁy-efdefs—&em—}ee&l,—st&t&er—fedefa-l

manter; © delays or inability to recruit patlents in sufﬁment numbers or at the expected rate; * de(:lsrons by licensees not to
exercise options for products or not to pursue or promote products licensed to them; ¢ adverse side effects; ¢ farlure of trrals to
demonstrate safety and efﬁcacy, ; 0 h-th A her-regle 3 elinte

pHent-program patlents delays or failure to complete partrclpatron in a clinical trial or
1nab111ty to follow patients adequately after treatment * changes in the design or manufacture of a product candidate; « failures
by, changes in our (or our licensees’) relationship with, or other issues at, CROs, vendors , and investigators responsible for pre-
clinical testing and clinical trials; ¢ imposition of a clinical hold following an inspection of our clinical trial operations or trial
sites by the FDA or foreign regulatory authorities; ¢ delays or failures in obtaining required IRB approval; ¢ inability to obtain
supplies and / or to manufacture sufficient quantities of materials for use in clinical trials , including vorolanib; ¢ our inability
to manufacture EYP- 1901 to scale, necessary to execute our Phase 3 study in an acceptable time period ; * stability issues
with clinical materials; ¢ failure to comply with GLP, GCP, cGMP or similar foreign regulatory requirements that affect the
conduct of pre- clinical and clinical studies and the manufacturing of product candidates;  requests by regulatory authorities for
additional data or clinical trials; « governmental or regulatory agency assessments of pre- clinical or clinical testing that differ
from our (or our licensees’) interpretations or conclusions; ¢ governmental or regulatory delays, or changes in approval policies
or regulations; and ¢ developments, clinical trial results and other factors with respect to competitive products and treatments , a
process which may also create a more competitive environment for patient accrual in clinical trials . We, the FDA, other
regulatory authorities outside the United States, or an IRB may suspend a clinical trial at any time for various reasons, including
if it appears that the clinical trial is exposing participants to unacceptable health risks or if the FDA or one or more other
regulatory authorities outside the United States find deficiencies in our iND-investigational new drug application or similar
application outside the United States or the conduct of the trial. If we experience delays in the completion of, or the termination
of, any clinical trial of any of our product candidates, including EYP- 1901, the commercial prospects of such product candidate
will be harmed, and our ability to generate product revenues from such product candidate will be delayed. In addition, any
delays in completing our clinical trials will increase our costs, slow down our product candidate development and approval
process, and jeopardize our ability to commence product sales and generate revenues. Any of these occurrences may harm our
business, financial condition, results of operations, cash flows and prospects significantly. In addition, many of the factors that
cause, or lead to, a delay in the commencement or completion of clinical trials may also ultimately lead to the denial of
regulatory approval of our product candidates. Even if our clinical trials are successfully completed as planned, the results may
not support approval of EYP- 1901 or our other product candidates under the laws and regulations of the FDA or other
regulatory authorities outside the United States. The clinical trial process may fail to demonstrate that our product candidates are
both safe and effective for their intended uses. Pre- clinical and clinical data and analyses are often able to be interpreted in
different ways. Even if we view our results favorably, if a regulatory authority has a different view, we may still fail to obtain
regulatory approval of our product candidates. This, in turn, would significantly adversely affect our business prospects. We may
expend significant resources to pursue our lead product candidate, EYP- 1901 for the potential treatment of wet AMD, NPDR
and DME and fail to capitalize on the potential of EYP- 1901, or our other product candidates, for the potential treatment of
other indications that may be more profitable or for which there is a greater likelihood of success. Because we have limited
financial and managerial resources, we focus on research programs and product candidates for specific indications. Specifically,
with regard to EYP- 1901, we initially focused our efforts on the treatment of wet AMD, but have since expanded our efforts to
include the treatment of NPDR and DME. As a result, we may forego or delay pursuit of opportunities with EYP- 1901 or other
product candidates for the treatment of other indications that later prove to have greater commercial potential. Our resource
allocation decisions may cause us to fail to capitalize on viable commercial products or profitable market opportunities. Our
spending on current and future research and development programs and product candidates for specific indications may not
yield any commercially viable products. Furthermore, until such time as we are able to build a broader product candidate
pipeline, if ever, any adverse developments with respect to our leading product candidate, EYP- 1901, would have a more
significant adverse effect on our overall business than if we maintained a broader portfolio of product candidates. We have
historically based our research and development efforts primarily on our proprietary technologies for the treatment of chronic
eye diseases. As a result of pursuing the development of product candidates using our proprietary technologies, we may fail to
develop product candidates or address indications based on other scientific approaches that may offer greater commercial
potential or for which there is a greater likelihood of success. Research programs to identify new product candidates require




substantial technical, financial and human resources. These research programs may initially show promise in identifying
potential product candidates, yet fail to yield product candidates for clinical development. Inittal-Phase 1 or 2 results from a
clinical trial do not ensure that the trial will be successful and success in early stage clinical trials does not ensure success in
later- stage clinical trials. Results from pre- clinical testing, early clinical trials, prior clinical trials, investigator- sponsored
studies , and other data and information often do not accurately predict final pivotal clinical trial results. EYP- 1901 relies on
vorolanib as its active pharmaceutical agent. Vorolanib is a small molecule TKI that has been previously studied by Tyrogenex
in Phase 1 and 2 clinical trials as an orally delivered therapy for the treatment of wet AMD. The Phase 2 clinical trial was
discontinued due to systemic toxicity. There can be no assurance that such systemic toxicities will not occur in our clinical trial
for EYP- 1901. In addition, data from one pivotal clinical trial may not be predictive of the results of other pivotal clinical trials
for the same product candidate, even if the trial designs are the same or similar. Data obtained from pre- clinical studies and
clinical trials are susceptible to varying interpretations, which may delay, limit or prevent regulatory approval. Adverse side
effects may be observed in clinical trials that delay, limit or prevent regulatory approval, and even after a product candidate has
received marketing approval, the emergence of adverse side effects in more widespread clinical practice may cause the product’
s regulatory approval to be limited or even rescinded. Additional trials necessary for approval may not be undertaken or may
ultimately fail to establish the safety and efficacy of our product candidates. In addition, while the clinical trials of our product
candidates, including our lead product candidate, EYP- 1901, are designed based on the available relevant information, in view
of the uncertainties inherent in drug development, such clinical trials may not be designed with a focus on indications, patient
populations, dosing regimens, safety or efficacy parameters or other variables that will provide the necessary safety and efficacy
data to support regulatory approval to commercialize the product. In addition, the methods we select to assess particular safety
or efficacy parameters may not yield statistically significant results regarding our product candidates’ effects on patients. Even if
we believe the data collected from clinical trials of our product candidates are promising, these data may not be sufficient to
support approval by the FDA or foreign regulatory authorities. Pre- clinical and clinical data can be interpreted in different
ways. Accordingly, the FDA or foreign regulatory authorities could interpret these data in different ways from us or our
partners, which could delay, limit or prevent regulatory approval. We-started-eonduetingPhase2-From time to time, we may
publicly disclose preliminary or top- line data from our preclinical studies and clinical trials for-EYR—90+in-multipte
jurisdietions-within-, which is based on a preliminary analysis of the-then - available data, and U—S—in2622—FEnreHment-of
patientstrthese—- the results and related findings and conclusions are subject to change following a more comprehensive
review of the data related to the particular study or trial. We also make assumptions, estimations, calculations, and
conclusions as part of our analyses of data, and we may not have received or had the opportunity to fully and carefully
evaluate all data. As a result, the top- line or preliminary results that we report may differ from future results of the
same studies, or different conclusions or considerations may qualify such results, once additional data have been received
and fully evaluated. Top- line and preliminary data also remain subject to audit and verification procedures that may
result in the final data being materially different from the top- line or preliminary data we previously published. As a
result, top- line and preliminary data should be viewed with caution until the final data are available. From time to time,
we may also disclose interim data from our preclinical studies and clinical trials and-futare-. Interim data from clinical
trials #rthat we may complete are subject to these—- the regions-risk that one or more of the clinical outcomes may
materially change as patient enrollment continues and more patient data become available or as patients from our
clinical trials continue other treatments for their disease. Adverse differences between preliminary or interim data and
final data could significantly harm our business prospects. Further, disclosure of interim data by us or by our
competitors could result in volatility in the price of our common stock. Further, others, including regulatory agencies,
may not accept or agree with our assumptions, estimates, calculations, conclusions, or analyses or may interpret or weigh
the importance of data differently, which could impact the value of the particular program, the approvability or
commercialization of the particular product candidate or product and our company in general. In addition, the
information we choose to publicly disclose regarding a particular study or clinical trial is based on what is typically
extensive information, and you or others may not agree with what we determine is material or otherwise appropriate
information to include in our disclosure. If the interim, top- line, or preliminary data that we report differ from final
results, or if others, including regulatory authorities, disagree with the conclusions reached, our ability to obtain
approval for, and commercialize, our product candidates may be detayed-due-to-the-ontbreak-of the Pandemie-harmed,
which could harm our business, operating results, prospects, or financial condition . i=-We may not be successful in our
efforts to identify and successfully develop addition-additional product candidates. Part of our strategy involves
identifying product candidates. We may fail to identify and develop product candidates for clinical development for a
number of reasons ., including those discussed in these risk factors and also: * we rely~may not be able to assemble
sufficient resources to acquire or discover additional product candidates; competitors may develop alternatives that
render our potential product candidates obsolete or less attractive; ¢ potential product candidates we develop may
nevertheless be covered by third- parties’ patent or other intellectual property or exclusive rights; ¢ potential product
candidates may, on further study independentelinieainvestigators-, eontractreseareh-organizations-and-be shown to have
harmful side effects, toxicities, or other third—partyserviee-providers-characteristics that indicate that they are unlikely to
assist-be products that will receive marketing approval or achieve market acceptance, if approved; * we may not be able
to meet targeted pharmaceutlcal formulatlons of the product candidates that would allow us to initiate ir-managing;

0 P ; linical trials in patients on time and eutbreaks-ahead of
competlng development programs; . potentlal product candidates may affeetnot be effective; ¢ their—-- the abilityto-devote
sufftetenttime-market for a potential product candidate may change so that the continued development of that product
candidate is no longer reasonable; ¢ a potential product candidate may not be capable of being produced in commercial




quantltles at and» an feseﬂfees—te-acceptable cost, our-- or at all programs—As-aresult-the-expeeted-timeline-for- or © the
; atnrregulatory filings-may-be-negativelyimpaeted-pathway for

a potential product candldate is hlghly complex and difficult to navigate successfully or economically. If we are unable to
identify and successfully commercialize additional suitable product candidates , whieh-this would adversely affeetimpact
our business strategy and our financial position . Identifying and qualifying patients to participate in clinical trials of our
product candidates, including EYP- 1901, is critical to our success. The timing of our clinical trials depends in part on the speed
at which we can recruit patients to partlclpate in te%tlng our product candidates. If patlents are unWllhng to participate in our
trials because of the v altheareinstit elietes;-negative publicity from
adverse events in the blotechnology mduqtrlei public perceptlon of vaccine safety issues or for other reasons, including
competitive clinical trials for similar patient populations, the timeline for recruiting patients, conducting studies , and obtaining
regulatory approval of potential products may be delayed. These delays could result in increased costs, delays in advancing our
product development, delays in testing the effectiveness of our technology or termination of the clinical trials altogether. We
may not be able to identify, recruit , and enroll a sufficient number of patients, or those with required or desired characteristics to
achieve diversity in a clinical trial, or complete our clinical trials in a timely manner. Patient enrollment is affected by a variety
of factors including, among others: ¢ severity of the disease under investigation; ¢ design of the trial protocol and size of the
patient population required for analysis of the trial” s primary endpoints; ¢ size of the patient population; ¢ eligibility criteria for
the trial in questlon perceived risks and benefits of the product candidate being tested; ¢ willingness or availability of patients
to participate in our clinical trials (nelading-due-to-the-COVID-—9-pandemie)-; « proximity and availability of clinical trial sites
for prospective patients; ¢ our ability to recruit clinical trial investigators with the appropriate competencies and experience, and
adequate research staffing to support multiple, concurrent clinical trials; ¢ availability of competing ¥aeeires-and-+ortherapies
and related clinical trials; ¢ efforts to facilitate timely enrollment in clinical trials; ¢ our ability to obtain and maintain patient
consents; ¢ the risk that patients enrolled in clinical trials will drop out of the trials before completion; ¢ patient referral practices
of physicians; and ¢ ability to monitor patients adequately during and after treatment. We may not be able to initiate or continue
clinical trials if we cannot enroll a sufficient number of eligible patients to participate in the clinical trials required by regulatory
agencies. Even if we enroll a sufficient number of eligible patients to initiate our clinical trials, we may be unable to maintain
participation of these patients throughout the course of the clinical trial as required by the clinical trial protocol, in which event
we may be unable to use the research results from those patients. If we have difficulty enrolling and maintaining the enrollment
of a sufficient number of patients to conduct our clinical trials as planned, we may need to delay, limit , or terminate ongoing or
planned clinical trials, any of which would have an adverse effect on our business. Our ability to generate revenues and become
profitable will depend in large part on the future commercial success of our lead product candidate, EYP- 1901, if it is approved
for marketing. IfEYP- 1901 or any other product that we commercialize in the future does not gain an adequate level of
acceptance among physicians, patients and third parties, we may not generate significant product revenues or become profitable.
Market acceptance by physicians, patients and third party payors of EYP- 1901 or other products we may commercialize in the
future will depend on a number of factors, some of which are beyond our control, including: ¢ their efficacy, safety , and other
potential advantages in relation to alternative treatments; ¢ their relative convenience and ease of administration; ¢ the
availability of adequate coverage or reimbursement by third parties, such as insurance companies and other healthcare payors,
and by government healthcare programs, including Medicare and Medicaid; ¢ the prevalence and severity of adverse events; ¢
their cost of treatment in relation to alternative treatments, including generic products; ¢ the extent and strength of our third party
manufacturer and supplier support; ¢ the extent and strength of marketing and distribution support; ¢ the limitations or warnings
contained in a product’ s approved labeling; and  distribution and use restrictions imposed by the FDA or other regulatory
authorities outside the United States. For example, even if EYP- 1901 gains approval by the FDA, physicians and patients may
not immediately be receptive to it and may be slow to adopt it. If EYP- 1901 does not achieve an adequate level of acceptance
among physicians, patients and third party payors, we may not generate meaningful revenues from EYP- 1901 and we may not
become profitable . Future public health crises such as the COVID- 19 pandemic may adversely impact, and pose risks to,
certain elements of our business such as our preclinical studies and clinical trials, the nature and extent of which are
highly uncertain and unpredictable. Our global operations expose us to risks associated with public health crises,
including epidemics and pandemics such as the previous COVID- 19 pandemic. As it relates to EYP- 1901 targeting wet
AMD, we expect to start conducting Phase 3 clinical trials for EYP- 1901 throughout the world in 2024. We also expect
to continue with Phase 2 clinical trials for NPDR and for DME in 2024. Enrollment of patients in these clinical trials and
future clinical trials in these regions may be delayed due to the outbreak of the health epidemics and outbreaks, for
example, the previous COVID- 19 pandemic. In addition, we rely on independent clinical investigators, contract
research organizations and other third- party service providers to assist us in managing, monitoring and otherwise
carrying out our preclinical studies and clinical trials, and outbreaks may affect their ability to devote sufficient time
and resources to our programs. As a result, if a public health crisis were to occur in the future, the expected timeline for
data readouts of our preclinical studies and clinical trials and certain regulatory filings may be negatively impacted,
which would adversely affect our business . RISKS RELATED TO THE COMMERCIALIZATION OF OUR PRODUCTS
AND PRODUCT CANDIDATES Our ability to eentimge-to-successfully commercialize our product candidates, if approved
produets-, is important to the execution of our business strategy. Such products may not achieve broad market acceptance among
retinal specialists and other doctors, patients, government health administration authorities and other third- party payors, and
may not continue to be commercially successful in the U. S. The degree of market acceptance and commercial success of our
approved-produets— product candidates will depend on a number of factors, including the following: * the acceptance of our
produets— product candidates by patients and the medical community and the availability, perceived advantages and relative
cost, safety and efficacy of alternative and competing treatments; ¢ our ability to obtain reimbursement for our preduets—




product candidates from third party payors at levels sufficient to support commercial success; * the sufficiency of our existing
cash resources into 2026° . the cost effectrvene%% of our products —»fhe—effeet—weness—ef—etukU—S—eeﬁnﬂefetal-effeﬁs—fer

Pharmaeeutieals-CoEtd—Betta)y; « the effectrvene%% of our dl§tl’lbut101’l strategies and operatrons * our abrhty and the ability of
our contract manufacturing organizations, or CMOs, as applicable, to manufacture commercial supplies of our products, to
remain in good standing with regulatory agencies, and to develop, validate and maintain commercially viable manufacturing
processes that are, to the extent required, compliant with cGMP regulations; ¢ the degree to which the approved labeling
supports promotional initiatives for commercial success;  a continued acceptable safety profile of our products; * results from
additional clinical trials of our products or further analysis of clinical data from completed clinical trials of our products by us or
our competitors; ¢ our ability to enforce our intellectual property rights; ¢ our products’ potential advantages over other
therapies; ¢ our ability to avoid third- party patent interference or patent infringement claims; and * maintaining compliance with
all applicable regulatory requirements. As many of these factors are beyond our control, we cannot assure you that we will ever
be able to generate meaningful revenues through product sales. In particular, if governments, private insurers, governmental
insurers , and other third- party payors do not provide adequate and timely coverage and reimbursement levels for our products
or limit the frequency of administration, the market acceptance of our preduets-and-product candidates will be limited.
Governments, governmental insurers, private insurers , and other third- party payors attempt to contain healthcare costs by
limiting coverage and the level of reimbursement for products and, accordingly, they may challenge the price and cost-
effectiveness of our products or refuse to provide coverage for our products. Any inability on our part to successfully
commercialize YgHQHrthe- U—Sand-DEX¥-CU-nternattonally;-and-our ether-product candidates in the U. S. or any foreign
territories where they may be approved, or any significant delay in such approvals, could have a material adverse impact on our
ability to execute upon our business strategy and our future business prospects. Our prodtaets— product and product
candidates, if approved and commercialized, may become subject to unfavorable pricing regulations, third- party
reimbursement practices , or healthcare reform initiatives which could harm our business. The statutes and regulations that
govern marketing approvals, pricing and reimbursement for new drug products vary widely from country to country. Some
countries require approval of the sale price of a product before it can be marketed. In many countries, the pricing review period
begins after marketing or product licensing approval is granted. In some foreign markets, prescription pharmaceutical pricing
remains subject to continuing governmental control even after initial approval is granted. As a result, we might obtain marketing
approval for a product candidate in a particular country, but then be subject to price regulations that delay our commercial
launch of the product candidate , possibly for lengthy time periods, which could negatively impact the revenues we are able to
generate from the sale of the product candidate in that particular country. Adverse pricing limitations may hinder our ability to
recoup our investment in one or more of our products. Our success also depends in part on the extent to which coverage and
reimbursement for these-our produets— product candidates, once commercialized, and related treatments will be available
from government health administration authorities, private health insurers and other organizations. Government authorities and
third- party payors, such as private health insurers and health maintenance organizations, determine which medications they will
cover and establish reimbursement levels. A primary trend in the U. S. healthcare industry and elsewhere is cost containment.
Government authorities and third- party payors have attempted to control costs by limiting coverage and the amount of
reimbursement for particular medications. Increasingly, third- party payors are requiring that drug companies provide them with
predetermined discounts from list prices and are challenging the prices charged for medical products. Third- party payors also
may seek additional clinical evidence, beyond the data required to obtain marketing approval, demonstrating clinical benefits
and value in specific patient populations, before covering our products for those patients. We cannot be sure that coverage and
reimbursement will be available for any product candidate that we commercialize and, if reimbursement is available, what the
level of reimbursement will be. Coverage and reimbursement may impact the demand for, or the price of, any product candidate
for which we obtain marketing approval. If reimbursement is not available or is available only to limited levels, we may not be
able to %ucceqsfully Commermahze any product Candrdate for which we obtaln marketlng approval —Fefe*a—m-p-}e—uﬂéer—eﬂﬁeﬂf

ﬁpef&t—teﬂs—aﬂd—ﬁﬂaﬂera-l—eeﬁd-rﬁeﬁ- There may be ilgnlﬁcant delay% in obtarnrng coverage and relmbur%ement for newly
approved drugs, and coverage may be more limited than the purposes for which the drug is approved by the FDA or

comparable foreign regulatory authorities. Moreover, eligibility for coverage and reimbursement does not imply that any drug
will be paid for in all cases or at a rate that covers our costs, including research, development, manufacturing, selling and
distribution costs. Reimbursement rates may vary according to the use of the drug and the clinical setting in which it is used,
may be based on reimbursement levels already set for lower cost drugs and may be incorporated into existing payments for
other services. Net prices for products may be reduced by mandatory discounts or rebates required by government healthcare



programs or private payors and by any future relaxation of laws that presently restrict imports of products from countries where
they may be sold at lower prices than in the U. S. Third- party payors often rely upon Medicare coverage policy and payment
limitations in setting their own reimbursement policies. Our inability to promptly obtain coverage and profitable reimbursement
rates from both government- funded and private payors for any approved products that we develop could have a material
adverse effect on our operating results, our ability to raise capital needed to commercialize products, and our overall financial
condition. We-Once we commercialize any new products, we may participate in, and have certain price reporting obligations
to, the Medicaid Drug Rebate Program. This program requires us to pay a rebate for each unit of drug reimbursed by Medicaid.
The amount of the “ basic ” portion of the rebate for each product is set by law as the larger of: (i) 23. 1 % of quarterly average
manufacturer price, or AMP, or (ii) the difference between quarterly AMP and the quarterly best price available from us to any
commercial or non- governmental customer, or Best Price. AMP must be reported on a monthly and quarterly basis and Best
Price is reported on a quarterly basis only. In addition, the rebate also includes the *“ additional ” portion, which adjusts the
overall rebate amount upward as an ““ inflation penalty ” when the drug’ s latest quarter’ s AMP exceeds the drug’ s AMP from
the first full quarter of sales after launch, adjusted for increases in the Consumer Price Index- Urban. The upward adjustment in
the rebate amount per unit is equal to the excess amount of the current AMP over the inflation- adjusted AMP from the first full
quarter of sales. The rebate amount is computed each quarter based on our report to the Centers for Medicare and Medicaid
Services ( CMS ) of current quarterly AMP and Best Price for our drug. Rebates under the Medicaid Drug Rebate Program are
no longer subject to a eurrently-eapped-at+00-pereentof AMPbut-that-cap 1ssetto-beremoved-, effective January 1, 2024,
which could increase our rebate liability. We are required to report revisions to AMP or Best Price within a period not to exceed
12 quarters from the quarter in which the data was originally due. Any such revisions could have the impact of increasing or
decreasing our rebate liability for prior quarters, depending on the direction of the revision. The Affordable Care Act made
significant changes to the Medicaid Drug Rebate Program, and CMS issued a final regulation ;whieh-beeame-effeetive-onAprit
+-2616-, to implement the changes to the Medicaid Drug Rebate program under the Affordable Care Act. On December 21,
2020, CMS issued a final regulation that modified existing Medicaid Drug Rebate Program regulations to permit reporting
multiple Best Price figures with regard to value based purchasing arrangements (beginning in 2022) and provided definitions for
“line extension, ” “ new formulation, ” and related terms with the practical effect of expanding the scope of drugs considered to
be line extensions (beginning in 2022). While the regulatory provisions that purported to affect the applicability of the AMP and
Best Price exclusions of manufacturer- sponsored patient benefit programs in the context of pharmacy benefit manager
accumulator ” programs were invalidated by a court, accumulator and other such programs may continue to negatively affect us
in other ways. Federal law also requires that any manufacturer that participates in the Medicaid Drug Rebate Program also
participate in the Public Health Service’ s 340B drug pricing program in order for federal funds to be available for the
manufacturer’ s drugs under Medicaid and Medicare Part B. The 340B drug pricing program, which is administered by the
Health Resources and Services Administration, or HRSA, requires participating manufacturers to agree to charge statutorily-
defined covered entities no more than the 340B “ ceiling price ” for the manufacturer’ s covered outpatient drugs. These 340B
covered entities include, but are not limited to, a variety of community health clinics and other entities that receive health
services grants from the Public Health Service, as well as hospitals that serve a disproportionate share of low- income patients.
The 340B ceiling price is calculated using a statutory formula, which is based on the AMP and rebate amount for the covered
outpatient drug as calculated under the Medicaid Drug Rebate Program. Any changes to the definition of AMP and the Medicaid
rebate amount under the Affordable Care Act or other legislation could affect our 340B ceiling price calculations and negatively
impact our results of operations. HRSA issued a final regulation regarding the calculation of the 340B ceiling price and the
imposition of civil monetary penalties on manufacturers that knowingly and intentionally overcharge covered entities, which
became effective on January 1, 2019. It is currently unclear how HRSA will apply its enforcement authority under this
regulation. HRSA has also implemented a ceiling price reporting requirement related to the 340B program under which we are
required to report 340B ceiling prices to HRSA on a quarterly basis, and HRSA then publishes that information to covered
entities. Moreover, under-a-finatregulationeffeetiveJantary13;2024-HRSA newly established an administrative dispute
resolution (ADR) process for claims by covered entities that a manufacturer has engaged in overcharging, and by manufacturers
that a covered entity violated the prohibitions against diversion or duplicate discounts. Such claims are to be resolved through an
ADR panel of government officials rendering a decision that could be appealed enty-in federal court. An ADR proceeding could
subject us to onerous procedural requirements and could result in additional liability. In addition, legislation may be introduced
that, if passed, would further expand the 340B program to additional covered entities or would require participating
manufacturers to agree to provide 340B discounted pricing on drugs used in an inpatient setting. Federal law also requires that a
company that participates in the Medicaid Drug Rebate program report average sales price, or ASP, information each quarter to
CMS for certain categories of drugs that are paid under the Medicare Part B program. For calendar quarters effective January 1,
2022, manufacturers are required to report the average sales price for certain drugs under the Medicare program regardless of
whether they participate in the Medicaid Drug Rebate Program. Manufacturers calculate the ASP based on a statutorily defined
formula as well as regulations and interpretations of the statute by CMS. CMS may sses— use these submissions to determine
payment rates for drugs under Medicare Part B. Starting in 2023, manufacturers must pay refunds to Medicare for single source
drugs or biologicals, or biosimilar biological products, reimbursed under Medicare Part B and packaged in single- dose
containers or single- use packages, for units of discarded drug reimbursed by Medicare Part B in excess of 10 percent of total
allowed charges under Medicare Part B for that drug. Manufacturers that fail to pay refunds could be subject to civil monetary
penalties of 125 percent of the refund amount. Statutory or regulatory changes or CMS guidance could affect the pricing of our
approved-produets— product candidates , and could negatively affect our results of operations. The OnAugust1+6;2622;
President Bidensigned-intotaw-the-IRA ’W‘h‘leh- among other things, requ1res the Secretary of Health and Human Services to
negotiate, with respect to Medicare units and subject to a specified cap, the price of a set number of certain high Medicare spend



drugs and biologicals per year starting in 2026. Effective January 2023, the IRA established a Medicare Part B inflation rebate
scheme, under which, generally speaking, manufacturers will owe rebates if the average sales price of a Part B drug increases
faster than the pace of inflation. Failure to timely pay a Part B inflation rebate is subject to a civil monetary penalty. Further,
starting October 2022, the IRA established a Medicare Part D inflation rebate scheme, under which, generally speaking,
manufacturers will owe additional rebates if the AMP of a Part D drug increases faster than the pace of inflation. Failure to
timely pay a Part D inflation rebate is subject to a civil monetary penalty. In addition, manufacturers are currently required to
provide a 70 % discount on brand name prescription drugs utilized by Medicare Part D beneficiaries when those beneficiaries
are in the coverage gap phase of the Part D benefit design. The IRA sunsets the coverage gap discount program starting in 2025
and replaces it with a new manufacturer discount program and makes other reforms to the Part D benefit, which could increase
our liability under Part D. These or any other public policy change could impact the market conditions for our products. We
further expect continued scrutiny on government price reporting and pricing more generally from Congress, agencies, and other
bodies. In order to be eligible to have our products paid for with federal funds under the Medicaid and Medicare Part B
programs and purchased by certain federal agencies and grantees, we must participate in the VA FSS pricing program. Under
this program, we would be obligated to make our ““ innovator ”” drugs available for procurement on an FSS contract and charge a
price to four federal agencies — VA, DoD, Public Health Service and U. S. Coast Guard — that is no higher than the statutory
FCP. The FCP is based on the Non- FAMP, which we calculate and report to the VA on a quarterly and annual basis. We do not
currently participate in the Tricare Retail Pharmacy program, under which we would need to pay quarterly rebates on utilization
of innovator products that are dispensed through the Tricare Retail Pharmacy network to TRICARE beneficiaries. The rebates
are calculated as the difference between the annual Non- FAMP and FCP. The requirements under the 340B, FSS, and
TRICARE programs will impact gross- to- net revenue for our current products and any product candidates that are
commercialized in the future and could adversely affect our business and operating results. If we fail We-are-shippingYIHQ
direethy-to phystetan-offiees-comply with reporting and payment obligations under the Medicaid Drug Rebate program or
elintesto-other governmental pricing programs, We could be admrms’fered-sub] ect to addltlonal relmbursement
requirements, penalties, sanctions, pa e eh

speet&l-ty—phﬁfmﬂetes-and ﬁnes whlch could distrib

, and growth prospects 2622~

; g d PO . Our price reporting and other
obhgatlom under the Medlcald Dmg Rebate Program Medlcare Part B, the 340B program, and the VA / FSS program are
described in the risk factor entitled © Our products and product candidates, if approved and commercialized, may become
subject to unfavorable pricing regulations, third- party reimbursement practices or healthcare reform initiatives -which could
harm our business = . Pricing and rebate calculations vary across products and programs, are complex, and are often subject to
interpretation by us, governmental or regulatory agencies, and the courts. In the case of Medicaid pricing data, if we become
aware that our reporting for a prior period was incorrect or has changed as a result of a recalculation of the pricing data, we are
obligated to resubmit the corrected data for up to three years after those data were originally due. Such restatements and
recalculations will increase our costs for complying with the laws and regulations governing the Medicaid Drug Rebate program
and could result in an overage or underage in our rebate liability for past quarters. Price recalculations also may affect the
ceiling price at which we are required to offer our products under the 340B program and may require us to offer refunds to
covered entities. We are liable for errors associated with our submission of pricing data. That liability could be significant. In
addition to retroactive Medicaid rebates and the potential for issuing 340B program refunds, if we are found to have knowingly
submitted false AMP, Best Price, or Non- FAMP information to the government, we may be liable for significant civil monetary
penalties per item of false information. If we are found to have made a misrepresentation in the reporting of our ASP, the
Medicare statute provides for significant civil monetary penalties for each misrepresentation for each day in which the
misrepresentation was applied. Our failure to submit monthly / quarterly AMP and Best Brice data on a timely basis could result
in a significant civil monetary penalty per day for each day the information is late beyond the due date. Such conduct also could
be grounds for CMS to terminate our Medicaid drug rebate agreement, in which case federal payments may not be available
under Medicaid or Medicare Part B for our covered outpatient drugs. Significant civil monetary penalties also could apply to
late submissions of Non- FAMP information. Civil monetary penalties could also be applied if we are found to have charged
340B covered entities more than the statutorily mandated ceiling price or HRSA could terminate our agreement to participate in
the 340B program, in which case federal payments may not be available under Medicaid or Medicare Part B for our covered

outpatient drugs. Moreover, ander-a-finalregalationeffeetive January13;2624-HR SA newly-established an ADR process that

has jurisdiction over claims by covered entities that a manufacturer has engaged in overcharging. An ADR proceeding could




subject us to onerous procedural requirements and could result in additional liability. In addition, claims submitted to federally-
funded healthcare programs, such as Medicare and Medicaid, for drugs priced based on incorrect pricing data provided by a
manufacturer can implicate the federal civil False Claims Act. Finally, civil monetary penalties could be due if we fail to offer
discounts to beneficiaries under the Medicare Part D coverage gap discount program. Furthermore, under the refund program for
discarded drugs, manufacturers that fail to pay refunds could be subject to civil monetary penalties of 125 percent of the refund
amount. If we overcharge the government in connection with our FSS contract or our anticipated Tricare Agreement, whether
due to a misstated FCP or otherwise, we are required to refund the difference to the government. Failure to make necessary
disclosures and / or to identify contract overcharges can result in allegations against us under the False Claims Act and other
laws and regulations. Unexpected refunds to the government, and responding to a government investigation or enforcement
action, would be expensive and time- consuming, and could have a material adverse effect on our business, financial condition,
results of operations , and growth prospects. We cannot assure you that our submissions will not be found by CMS or another
governmental agency to be incomplete or incorrect. There has been heightened governmental scrutiny in the U. S. of
pharmaceutical pricing practices in light of the rising cost of prescription drugs. Such scrutiny has resulted in several recent
congressional inquiries and proposed and enacted federal and state legislation designed to, among other things, bring more
transparency to product pricing, review the relationship between pricing and manufacturer patient programs, and reform
government program reimbursement methodologies for products. At both the federal and state level, legislatures are increasingly
passing legislation and implementing regulations designed to control pharmaceutical product pricing, including price or patient
reimbursement constraints, discounts, restrictions on certain product access , and marketing cost disclosure and transparency
measures, and, in some cases, designed to encourage importation from other countries and bulk purchasing. One significant
example of recent legislative action is the IRA whieh-was-signed-intotaw-onAugust16;2622-. The IRA contains a negotiation
provision that requires the Secretary of Health and Human Services to negotiate, with respect to Medicare units and subject to a
specified cap, the price of a set number of high Medicare spend drugs and biologicals per year starting in 2026. Under the drug
price negotiation program, a drug may not be subjected to a negotiated price until at least nine years post- approval, and a
biologic may not be subjected to a negotiated price until at least 13 years post- licensure. The IRA limits the negotiation
eligibility for the 2026, 2027 and 2028 program years and afford limited additional relief for *“ small biotech drugs ” of certain
small manufacturers which, among other things, represent a limited portion (as specified in the text) of Medicare program
spending. The IRA also penalizes manufacturers of certain Medicare Part B and D drugs for price increases above inflation and
makes several changes to the Medicare Part D benefit, including a limit on annual out- of- pocket costs, and a change in
manufacturer liability under the program. The complete impact from the IRA is unknown because negotiated prices will not
apply for Part D drugs until 2026, and two years later for Part B drugs. In keeping with this timeline, and the recent passage, we
cannot predict the implications the IRA provisions will have on our business. Even though regulatory approvals for YUTIQ ®
and DEXYCU ® have been obtained in the U. S., the FDA and state regulatory authorities may still impose significant
restrictions on the indicated uses or marketing of YUTIQ ® and DEXYCU ® , or impose ongoing requirements for potentially
costly post- approval studies or post- marketing surveillance. For example, as part of its approval of DEXYCU ® for the
treatment of postoperative ocular inflammation, the FDA required under the Pediatric Research Equity Act (PREA), that a Phase
3 /4 prospective, randomized, active treatment- controlled, parallel- design multicenter trial be conducted to evaluate the safety
of DEXYCU ® for the treatment of inflammation following ocular surgery for childhood cataract. This pediatric study will
likely require us to undergo a costly and time- consuming development process. If we do not meet our obligations under the
PREA for this pediatric study, the FDA may issue a non- compliance letter and may also consider DEXYCU ® to be
misbranded and subject to potential enforcement action. We were advised by the FDA to show diligence and enroll at least one
patient in the protocolled trial before submitting a new Deferral Extension Request. We submitted a pediatric study protocol to
the FDA as required. We have identified clinical sites and continued are-eentimaing-study start- up activities with thathave
resulted-in-dosing of a first patient in January 2022. In February 2022, we requested a PREA Deferral Extension because of the
unavoidable delays in this program due, among other things, to the Pandemic. The extension was granted by the FDA, extending
the study deadline to June 30, 2025. As of December 31, 2023, the study remains ongoing. \We are-, and with respect to
YUTIQ ®, Alimera, is also subject to ongoing FDA requirements governing the labeling, packaging, storage, distribution,
safety surveillance, advertising, promotion, record- keeping and reporting of safety and other post- marketing information. The
holder of an approved NDA is obligated to monitor and report adverse events and any failure of a product to meet the
specifications in the NDA. The holder of an approved NDA must also submit new or supplemental applications and obtain FDA
approval for certain changes to the approved product, product labeling or manufacturing process. Advertising and promotional
materials must comply with FDA regulations and may be subject to other potentially applicable federal and state laws. The
applicable regulations in countries outside the U. S. grant similar powers to the competent authorities and impose similar
obligations on companies. In addition, manufacturers of drug products and their facilities are subject to payment of substantial
user fees and continual review and periodic inspections by the FDA and other regulatory authorities for compliance with cGMP
regulations and adherence to commitments made in the NDA. We also need to comply with some of the FDA’ s manufacturing
regulations for devices with respect to YUTIQ ® . We and our third- party providers are generally required to maintain
compliance with cGMP and other stringent requirements and are subject to inspections by the FDA and comparable agencies in
other jurisdictions to confirm such compliance. Any delay, interruption or other issues that arise in the manufacture, fill- finish,
packaging , or storage of our products as a result of a failure of our facilities or the facilities or operations of third parties to pass
any regulatory agency inspection could significantly impair our commercial partners' ability to develop-and-commercialize our
products. Significant noncompliance could also result in the imposition of monetary penalties or other civil or criminal sanctions
and damage our reputation. In addition to cGMP, the FDA requires that YUTIQ ® and DEXYCU ® manufacturers comply with
certain provisions of the Quality System Regulation, or QSR, particularly in light of the D. C. Circuit Court of Appeals decision



in Genus Medical Technologies LLC v. FDA. The QSR sets forth the FDA’ s manufacturing quality standards for medical
devices, and other applicable government regulations and corresponding foreign standards. If we, or a regulatory authority,
discover previously unknown problems with YUTIQ ® or DEXYCU ®, such as adverse events of unanticipated severity or
frequency, or problems with a facility where the product is manufactured, a regulatory authority may impose restrictions relative
to YUTIQ ® , DEXYCU ® or their respective manufacturing facilities, including requiring recall or withdrawal of the product
from the market, suspension of manufacturing, or other FDA action or other action by foreign regulatory authorities. If we , and
with respect to YUTIQ ®, Alimera, fail to comply with applicable regulatory requirements for YUTIQ ® or DEXYCU ® , a
regulatory authority may: ¢ issue a warning letter asserting that we are in violation of the law; ¢ seek an injunction or impose
civil or criminal penalties or monetary fines;  suspend, modify or withdraw regulatory approval; ¢ suspend any ongoing clinical
trials; ¢ refuse to approve a pending NDA or a pending application for marketing authorization or supplements to an NDA or to
an application for marketing authorization submitted by us; ¢ seize our product; and / or * refuse to allow us to enter into supply
contracts, including government contracts. Our relationships with physicians, patients and payors in the U. S. are subject to
applicable anti- kickback, fraud and abuse laws and regulations. In addition, we are subject to patient privacy regulation
by both the federal government and the states in which we conduct our business. Our failure to comply with these laws
could expose us to criminal, civil and administrative sanctions, reputational harm, and could harm our results of
operations, and financial conditions. QOur current and future operations with respect to the commercialization of YJHQ-and
BEX¥EU-new product candidates are subject to various U. S. federal and state healthcare laws and regulations. These laws
impact, among other things, our proposed sales, marketing, support and education programs and constrain our business and
financial arrangements and relationships with third- party payors, healthcare professionals and others who may prescribe,
recommend, purchase or provide our products, and other parties through which we may market, sell and distribute our preduets—
product candidates . Finally, our current and future operations are subject to additional healthcare- related statutory and
regulatory requirements and enforcement by foreign regulatory authorities in jurisdictions in which we conduct our business.
Fhe-Refer to “ Healthcare Fraud and Abuse Laws ” section of Government Regulation for a more in- depth description
of these laws , which include, but are not limited to, the following: « The U. S. federal Anti- Kickback Statute prohibits persons
or entities from, among other things, knowingly and willfully soliciting, offering, receiving or paying any remuneration, directly
or indirectly, overtly or covertly, in cash or in kind, to induce or reward either the referral of an individual for, or the purchase,
lease, order, or alranglng for or recommending the purchase, lease or order of, any good or service, for which payment may be
made in whole or in palt under federal healthcare program% %uch as Medlcare and Medlcald —A—pefseﬁ—efeﬂt-rtry—dees—net—need

The federal ClVll False Claims Act (Wthh can be enforced through qui tam, ” or Whl%tleblower actions, by prlvate szem on
behalf of the federal government) prohibits any person from, among other things, knowingly presenting, or causing to be
presented false or fraudulent claims for payment of government funds , or knowingly making, using or causing to be made or
used, a false record or statement material to an obligation to pay money to the government , or knowingly and improperly

aV01d1ng, decrea%lng or Conceahng an obhgatlon to pay money to the U. S federal government —M&ﬂy—ph&mﬂeeuﬁea-l—&ﬂd—efhef

fer—uﬂappfeved—uses— Pharmaceutlcal and other healthcare companies also are %ubject to other federal false clalm laws
including federal criminal healthcare fraud and false statement statutes that extend to non- government health benefit programs. ¢
HIPAA imposes criminal and civil liability for, among other things, knowingly and willfully executing, or attempting to execute,
a scheme to defraud any healthcare benefit program, or knowingly and willfully falsifying, concealing or covering up a material
fact or making any materially false statement, in connection with the delivery of, or payment for healthcare benefits, items or
services by a healthcare benefit program, which includes both government and privately funded benefits programs; similar to the
U. S. federal Anti- Kickback Statute, a person or entity does not need to have actual knowledge of the statute or specific intent to
violate it in order to have committed a violation. * HIPAA, and its implementing regulations, impose certain obligations,
including mandatory contractual terms, with respect to safeguarding the privacy, security and transmission of individually
identifiable health information and impose notification obligations in the event of a breach of the privacy or security of
individually identifiable health information. * Numerous federal and state laws and regulations that address privacy and data
security, including state data breach notification laws, state health information and / or genetic privacy laws, and federal and
state consumer protection laws (e. g., Section 5 of the Federal Trade Commission Act, or FTC Act), govern the collection, use,
disclosure and protection of health- related and other personal information, many of which differ from each other in significant



ways and often are not preempted by HIPAA, thus complicating compliance efforts. Compliance with these laws is difficult,
constantly evolving, and time consuming, and companies that do not comply with these state laws may face civil penalties. * The
majority of states have adopted analogous laws and regulations, including state anti- kickback and false claims laws, that may
apply to our business practices, including but not limited to, research, distribution, sales and marketing arrangements and claims
involving healthcare items or services reimbursed by any third- party payer, including private insurers. Other states have
adopted laws that, among other things, require pharmaceutical companies to comply with the pharmaceutical industry’ s
voluntary compliance guidelines and the relevant compliance guidance promulgated by the U. S. federal government, or
otherwise restrict payments that may be made to healthcare providers and other potential referral sources; and state laws and
regulations that require drug manufacturers to file reports relating to pricing and marketing information, which requires tracking
gifts and other remuneration and items of value provided to healthcare professionals and entities. In addition, some states have
laws requiring pharmaceutical sales representatives to be registered or licensed, and still others impose limits on co- pay
assistance that pharmaceutical companies can offer to patients. * The Physician Payments Sunshine Act, implemented as the
Open Payments program, and its implementing regulations, require certain manufacturers of drugs, devices, biologics , and
medical supplies that are reimbursable under Medicare, Medicaid, or the Children’ s Health Insurance Program to report
annually to the CMS information related to certain payments made in the preceding calendar year and other transfers of value to
physicians , physician assistants, nurse practitioners, clinical nurse specialists, certified nurse anesthetists, certified
nurse- midwives, and teaching hosprtals as Well as ownership and investment interests held by physrcrans and their 1mn1ed1ate
famrly members = ; : ; y :

eemply—faﬁy—wrth—eﬂe-er—mefe—e-ﬁthese-requﬁements— Efforts to ensure that our busrness arrangements w1th th1rd partres erl
comply Wrth applrcable healthcare laws and regulatrons may involve substantlal costs. I-t—ts—pesstb-le—t-hat—gevefnmen-ta-l-

feg-u-la-t-reﬁs—er—g-tndaﬂee—lf our operations are found to be in v1olat10n of any of these laws or any other governmental regulatrons
that may apply to us, we may be subject to significant civil, criminal and administrative penalties, damages, fines, imprisonment,
exclusion from government funded healthcare programs, such as Medicare and Medicaid, additional oversight and reporting
requirements if we become subject to a corporate integrity agreement to resolve allegatrons of non- Complrance with these laws,
and the Curtallment or restructurlng of our operatlons AR ystetan v ; ;

fnaﬂagenaeﬂt—frem—epefat-mg—eur—bustness—The occurrence of any event or penalty described above may 1nh1b1t our abrlrty to

commercialize ¥Y5HQ-our product candidates in the U. S. and generate revenues, which would have a material adverse effect
on our business, financial condition , and results of operations. We focus our research and product development primarily on
treatments for eye diseases. Our projections of both the number of people who have these diseases, as well as the subset of
people with these diseases who have the potential to benefit from treatment with our products and product candidates, such as
our projections of the number of patients with wet AMD, NPDR , and DME who may benefit from treatment with EYP- 1901 if
it is approved for use, are based on estimates. These estimates may prove to be incorrect and new studies or clinical trials may
change the estimated incidence or prevalence of these diseases. The number of patients in the U. S. and elsewhere may turn out
to be lower than expected, may not be otherwise amenable to treatment with our products, or new patients may become
increasingly difficult to identify or gain access to, all of which would adversely affect our results of operations and our business.
For example, we are developing our leading product candidate, EYP- 1901, for the treatment of wet AMD. Although we believe
wet AMD is a common condition and a leading cause of vision loss for people age 50 and older, our estimates of the potential
market opportunity for EYP- 1901 may be incorrect. All of our approved products are and will be subject to continued oversight
by the FDA or other foreign regulatory bodies, and we cannot assure you that newly discovered or developed safety issues will
not arise. Although there were we-have-observed-no matertal-safetytsstes-te-reported EYP- 1901- related ocular or
systematic serious adverse events (SAEs) in our Phase 2 clinical date-data ., we cannot rule out that issues may arise in the
future. For example, with the use of any newly marketed drug by a wider patient population, serious adverse events may occur
from time to time that initially do not appear to relate to the drug itself. If such events are subsequently associated with the drug,
or if any other safety issue emerges, we or our collaboration partners may voluntarily, or FDA or other regulatory authorities
may require that we suspend or cease marketing of our approved products , or modify how we or they market our approved
products. In addition, newly discovered safety issues may subject us to substantial potential liabilities and adversely affect our
financial condition and business. The Affordable Care Act and any changes in healthcare laws may increase the difficulty
and cost for us to commercialize our approved products in the U. S. and affect the prices we may obtain. The U. S. and
state governments have enacted and proposed legislative and regulatory changes affecting the healthcare system that could

: : y ably 0 d duets;-prevent or delay marketing of our ether-product candidates ;-and
restrict or regulate post- approval activities. The U. S. and state governments also have shown significant interest in
implementing cost- containment programs to limit the growth of government- paid healthcare costs, including price controls,
restrictions on reimbursement , and requirements for substitution of generic products for branded prescription products. For
example, the Affordable Care Act was intended to broaden access to health insurance, reduce or constrain the growth of
healthcare spending, enhance remedies against fraud and abuse, add transparency requirements for the healthcare and health




insurance industries, impose new taxes and fees on the health industry , and impose additional health policy reforms. Among the
provisions of the Affordable Care Act that have been implemented since enactment and are of importance to the
commercialization of our appreved-produets-—- product candidates in the U. S. are the following: * an annual, nondeductible fee
on any entity that manufactures or imports specified branded prescription drugs or biologic agents; ¢ an increase in the statutory
minimum rebates a manufacturer must pay under the Medicaid Drug Rebate Program; ¢ expansion of healthcare fraud and abuse
laws, including the U. S. civil False Claims Act and the Anti- Kickback Statute, new government investigative powers, and
enhanced penalties for noncompliance; ¢ a Medicare Part D coverage gap discount program, in which manufacturers must agree
to offer 50 % point- of- sale discounts off negotiated prices of applicable brand drugs to eligible beneficiaries during their
coverage gap period, as a condition for a manufacturer’ s outpatient drugs to be covered under Medicare Part D (such
manufacturer discounts were increased from 50 % to 70 % effeetive-as-ofJantary+;2649-as required by the Bipartisan Budget
Act of 2018) (the IRA sunsets the coverage gap discount program effective 2025); « extension of manufacturers’ Medicaid
rebate liability to covered drugs dispensed to individuals who are enrolled in Medicaid managed care organizations; ¢ price
reporting requirements for drugs that are inhaled, infused, instilled, implanted, or injected; * expansion of eligibility criteria for
Medicaid programs; * addition of entity types eligible for participation in the Public Health Service Act’ s 340B drug pricing
program; * a requirement to annually report certain information regarding drug samples that manufacturers and distributors
provide to physicians; and ¢ a Patient- Centered Outcomes Research Institute to oversee, identify priorities in, and conduct
comparative clinical effectiveness research, along with funding for such research. Certain provisions of the Affordable Care Act
have been subject to judicial challenges as well as efforts to modify them or to alter their interpretation or implementation. For
example, Congress eliminated ;-startingFannary—t52604+9-the tax penalty for not complying with the Affordable Care Act’ s
individual mandate to carry health insurance Further, the Bipartisan Budget Act of 2018, among other things, amended the
Medicare statute to reduce the coverage gap in most Medicare drugs plans, commonly known as the “ donut hole, ” by raising
the required manufacturer point- of- sale discount from 50 % to 70 % off the negotiated price (the IRA sunsets the coverage
gap discount program cffective 2025) as-efJanuary+;2049- Additional legislative changes, regulatory changes, and judicial
challenges related to the Affordable Care Act remain possible. It is unclear how the Affordable Care Act and its implementation,
as well as efforts to modify or invalidate the Affordable Care Act, or portions thereof or its implementation, will affect our
business, financial condition , and results of operations. It is possible that the Affordable Care Act, as currently enacted or as it
may be amended in the future and other healthcare reform measures, including tho%e that may be adopted in the future, could
have a material adverse effect on our industry generally and on our ability to maintain-erinerease-sales A P e
rthe-U—S—erto-eentinteto-successfully commercialize our product candidates in the U. S. We also expect that the
Affordable Care Act, as well as other healthcare reform measures that have been adopted and that may be adopted in the future,
may result in more rigorous coverage criteria and additional downward pressure on the price that we receive for our approved
products in the U. S., and could seriously harm our future revenues. Any reduction in reimbursement from Medicare, Medicaid,
or other government programs may result in a similar reduction in payments from private payors. The implementation of cost
containment measures or other healthcare reforms may prevent us from being able to generate revenues, attain profitability , or
successfully commercialize our approved products in the U. S. There has been increasing legislative, regulatory, and
enforcement interest in the United States with respect to drug pricing and marketing practices. For example, in November 2020,
the OIG issued a Special Fraud Alert to highlight certain inherent fraud and abuse risks associated with speaker fees,
honorariums and expenses paid by pharmaceutical and medical device companies to healthcare professionals participating in
company- sponsored events. The Special Fraud Alert sent a clear signal that speaker programs will be subject to potentially
heightened enforcement scrutiny . The Inflation Reduction Act of 2022 and other changes in healthcare law may impact
the prices we are able to obtain for our products and our obligations to make payments to the government. At both the
federal and state level, legislatures are increasingly passing legislation and implementing regulations designed to control
pharmaceutical product pricing, including price or patient reimbursement constraints. For example, the IRA includes a
number of provisions that impact the pricing of pharmaceutical products. Among the provisions of the IRA that are
important to our commercialized products are the following: * requires the U. S. Department of Health and Human
Services Secretary to negotiate, with respect to Medicare units and subject to a specified cap, the price of a set number of
certain high Medicare spend drugs and biologicals for each year starting for Medicare Part D drugs with “ initial price
applicability year ” 2026 and for Medicare Part B drugs with “ initial price applicability year ” 2028, which prices are
used to set reimbursement rates for such drugs and biologicals under Medicare Part B and Part D; « penalizes
manufacturers of certain Medicare Part B and Part D drugs for price increases above inflation; and » makes changes to
the Medicare Part D benefit, including changes in manufacturer liability under the program through a new Medicare
Part D manufacturer discount program. Civil monetary penalties (CMPs) could accrue for a failure to comply with
certain drug price negotiation program, inflation rebate program, or Part D manufacturer discount program
requirements. In addition, excise taxes could accrue for a failure to comply with certain drug price negotiation program
requirements. With respect to the drug price negotiation program, if any of our products were selected for negotiation
and, as a result, a “ maximum fair price ” for such product were set, our Medicare revenue would materially decrease,
and our Medicaid drug rebate program rebate and 340B drug pricing program liability would materially increase in
addition. We anticipate imposition of a maximum fair price also would generate downward pricing pressure in the
commercial market. As we anticipate that CMS’ s implementation of the drug price negotiation program will evolve,
and that there will be related legislative, administrative, and legal developments, our understanding of whether our
products are likely to be selected for negotiation under this program, and whether they may be subject to additional
downward pricing pressure, is likely to evolve as well, which could impact our understanding of our business and
financial condition. With respect to the inflation rebate programs, we have at times increased the price of certain of our




products. We may need to make similar price adjustments to our products in the future and cannot guarantee that such
price adjustments will not trigger an inflation rebate, which could negatively affect our business. A manufacturer that
does not timely pay a rebate is subject to a CMP in an amount at least equal to 125 percent of the rebate amount. With
respect to the Medicare Part D benefit redesign, we participate in the Medicare Part D program and thus expect to
participate in the new Part D manufacturer discount program starting in 2025. Changes to the manufacturer discount
program could change our overall discount liability under the Part D program, as participating manufacturers, as a
general matter, will be required to offer discounts on the negotiated price of a drug on a larger universe of units but at a
lower discount rate. Reductions in patient out of pocket spending could lead to an improvement in patient medication
adherence and overall Part D utilization. It is unclear how these changes will affect our business as a whole, and whether
they will have an overall positive or negative impact. In addition, under the program, manufacturers that fail to provide
a discounted price for an applicable drug can be subject to a CMP equal to 1. 25 percent times the discount that the
manufacturer should have paid under the program agreement. We anticipate that there will be additional legislative and
regulatory reforms that seek to address drug pricing in the U. S. As such, we expect the impact of, not only the IRA, but
also all other such public policies on our business to evolve in ways that we cannot fully anticipate . Patient assistance
programs for pharmaceutical products have come under increasing scrutiny by governments, legislative bodies and enforcement
agencies. These activities may result in actions that have the effect of redueingpriees-or-demand-for-ourproduets;-harming our
business or reputation, or subjecting us to fines or penalties. We previously spenser-sponsored patient assistance programs,
which are-were available to qualified patients for our products, including insurance premium and copay assistance programs.
We also make-made donations to third- party charities that provide such assistance. Recently, there has been enhanced scrutiny
of such company- sponsored programs and services. If we, our vendors or donation recipients, are deemed to have failed to
comply with relevant laws, regulations or government guidance in any of these areas, we could be subject to criminal and civil
sanctions, including significant fines, civil monetary penalties and exclusion from participation in government healthcare
programs, mcludlng Medlcare and Medicaid, and burdensome remedlatlon measures. Actions could also be brought agalnqt
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not achieve the sales we anticipate and could be rendered noncompetitive or obsolete. We believe that pharmaceutical, drug
delivery and biotechnology companies, research organizations, governmental entities, universities, hospitals, other nonprofit
organizations , and individual scientists are seeking to develop drugs, therapies, products, approaches or methods to treat our
targeted diseases or their underlying causes. For our targeted diseases, competitors have alternate therapies that are already
commercialized or are in various stages of development, ranging from discovery to advanced clinical trials. Any of these drugs,
therapies, products, approaches , or methods may receive government approval or gain market acceptance more rapidly than our
produets-and-product candidates, may offer therapeutic or cost advantages, or may more effectively treat our targeted diseases or
their underlying causes, which could result in our product candidates not being approved, reduce demand for our preduets-and
product candidates or render them noncompetitive or obsolete. Many of our competitors and potential competitors for our
leading product candidate, EYP- 1901, and our commercialized products have substantially greater financial, technological,
research and development, marketing , and personnel resources than we do. Our competitors may succeed in developing
alternate technologies and products that, in comparison to the preduets-erproduct candidates we have , and are seeking to ,
develop: « are more effective and easier to use; * are more economical; * have fewer side effects; ¢ offer other benefits; or « may
otherwise render our products less competitive or obsolete. Many of these competitors have greater experience in developing
products, conducting clinical trials, obtaining regulatory approvals or clearances , and manufacturing and marketing products
than we do. DEXYCU ® is an intraocular suspension that delivers dexamethasone, a corticosteroid that is associated with
certain adverse side effects in the eye, which may affect the success of DEXYCU ® for the treatment of post- operative
inflammation. DEXYCU ® is an intraocular suspension that delivers dexamethasone, a corticosteroid, which is associated with
certain adverse side effects in the eye. The safety analyses from DEXYCU ® ’ s clinical trials revealed that the most commonly
reported adverse reactions were increases in intraocular pressure (IOP), corneal edema and iritis, a type of uveitis affecting the
front of the eye. These side effects may adversely affect sales of DEXYCU ® . If the FDA or other applicable regulatory
authorities approve generic products that compete with any of our preduaets-er-product candidates, it could reduce eur-the future
sales of these-preduetser-our product candidates. In the U. S., after an NDA is approved, the product generally becomes a *
listed drug ” which can, in turn, be relied upon by potential competitors in support of approval of an ANDA. The Federal Food,
Drug, and Cosmetic Act, FDA regulations , and other applicable regulations and policies provide incentives to manufacturers to
create generic, non- infringing versions of a drug to facilitate the approval of an ANDA. These manufacturers might show that
their product has the same active ingredients, dosage form, strength, route of administration, conditions of use, and labeling as
our product candidate and might conduct a relatively inexpensive study to demonstrate that the generic product is absorbed in
the body at the same rate and to the same extent as, or is bioequivalent to, our product. These generic equivalents would be
significantly less costly than ours to bring to market, and companies that produce generic equivalents are generally able to offer
their products at lower prices. Thus, after the introduction of a generic competitor, a significant percentage of the sales of any
branded product are typically lost to the generic product. Accordingly, competition from generic equivalents to our products
would substantially limit our ability to generate revenues and therefore to obtain a return on the investments we have made in
our products. Product liability lawsuits against us could cause us to incur substantial liabilities and to limit manufacturing or



commercialization of YUTIQ ® and DEXYCU ®, and any other product candidates that we may develop and commercialize,
including EYP- 1901. We face the risk of product liability exposure as we eemmeretalize- manufacture YUTIQ ® and
DEXYCU >® for our commercialization partners and other product candidates that we may develop and commercialize. We
also may face product liability claims from patients who are treated with any of our product candidates in clinical trials. If we
cannot successfully defend ourselves against claims that our products or product candidates caused injuries, we could incur
substantial liabilities. Regardless of merit or eventual outcome, liability claims may result in: - deereased-demand-for-our
produets—-injury to our reputation and significant negative media attention; ¢ termination of clinical trial sites or entire trial
programs that we conduct in the future relating to ¥YHHQ;PEXYEH-EYP- 1901 or our other product candidates; * withdrawal
of clinical trial participants from any future clinical trial relating to YOHQ; BEXYEU;-EYP- 1901 et, and EYP- 2301or our
other product candidates; * significant costs to defend the related litigation; ¢ substantial money awards to patients; * loss of
revenue; * diversion of management and scientific resources from our business operations; and ¢ an increase in product liability
insurance premiums or an inability to maintain product liability insurance coverage. We currently carry product liability
insurance with coverage up to $ 30. 0 million in the aggregate, with a per incident limit of $ 30. 0 million, which may not be
adequate to cover all liabilities that we may incur. Further, we may not be able to maintain insurance coverage at a reasonable
cost or in an amount adequate to satisfy any liability that may arise. Our inability to maintain sufficient product liability
insurance at an acceptable cost could prevent or inhibit the manufacture of YUTIQ ® and our ability to meet our obligations
to our commercialization partners ef-YUHQ-and-DEXY-EU-, or could prevent or inhibit the development and
commercialization of our other product candidates, including EYP- 1901. Additionally, any agreements we have entered into,
or we may enter into . in the future with collaborators in connection with the development or commercialization of Y5HQ;
BEXYEU;-EYP- 1901 or any of our other product candidates , may entitle us to indemnification against product liability losses,
but such indemnification may not be available or adequate should any claim arise. In addition, several of our agreements require
us to indemnify third parties and these indemnification obligations may exceed the coverage under our product liability
insurance policy. RISKS RELATED TO OUR INTELLECTUAL PROPERTY Our commercial success will depend in large
part on our ability to obtain and maintain patent and other intellectual property protection in the U. S. and other countries with
respect to our proprietary technology and products. We rely on trade secret, patent, copyright and trademark laws, and
confidentiality and other agreements with employees and third parties, all of which offer only limited protection. We seek patent
protection for many different aspects of our product candidates, including their compositions, their methods of use, processes for
their manufacture, and any other aspects that we deem to be commercially important to the development of our business. The
patent prosecution process is expensive and time- consuming, and we and any licensors and licensees may not be able to apply
for or prosecute patents on certain aspects of our product candidates or delivery technologies at a reasonable cost, in a timely
fashion, or at all. For technology licensed to third parties, we may not have the right to control the preparation, filing and / or
prosecution of the corresponding patent applications, or to maintain patent rights corresponding to such technology. Therefore,
these patents and applications may not be prosecuted and enforced in a manner consistent with the best interests of our business.
It is also possible that we, or any licensors or licensees, will fail to identify patentable aspects of inventions made in the course
of development and commercialization activities before it is too late to obtain patent protection on them. It is possible that
defects of form in the preparation or filing of our patents or patent applications may exist, or may arise in the future, such as with
respect to proper priority claims, inventorship, claim scope , or patent term adjustments. If any licensors or licensees are not
fully cooperative or disagree with us as to the prosecution, maintenance, or enforcement of any patent rights, such patent rights
could be compromised, and we might not be able to prevent third parties from making, using, and selling competing products. If
there are material defects in the form or preparation of our patents or patent applications, such patents or applications may be
invalid or unenforceable. Moreover, our competitors may independently develop equivalent knowledge, methods, and know-
how. Any of these outcomes could impair our ability to prevent competition from third parties, which may have an adverse
impact on our business, financial condition, and operating results. The patent positions of pharmaceutical companies generally
are highly uncertain, involve complex legal and factual questions and have in recent years been the subject of much litigation.
As aresult, the issuance, scope, validity, enforceability and commercial value of any patents that issue, are highly uncertain. For
example, recent changes to the patent laws of the U. S. provide additional procedures for third parties to challenge the validity
of issued patents. Under the Leahy- Smith America Invents Act, or AIA, which was signed into law on September 16, 2011,
patents issued from applications with an effective filing date after March 15, 2013, may be challenged by third parties using the
post- grant review procedure which allows challenges for a number of reasons, including prior art, sufficiency of disclosure, and
subject matter eligibility. Under the AIA, patents may also be challenged under the inter partes review procedure. Inter partes
review provides a mechanism by which any third party may challenge the validity of any issued U. S. Patent in the USPTO on
the basis of prior art. Because of a lower evidentiary standard necessary to invalidate a patent claim in USPTO proceedings as
compared to the evidentiary standard relied on in U. S. federal court, a third party could potentially provide evidence in a
USPTO proceeding sufficient for the USPTO to hold a claim invalid even though the same evidence would be insufficient to
invalidate the claim if first presented in a district court action. Accordingly, a third party may attempt to use the USPTO
procedures to invalidate our patent claims that would not have been invalidated if first challenged by the third party as a
defendant in a district court action. With respect to foreign jurisdictions, the laws of foreign countries may not protect our rights
to the same extent as the laws of the U. S. or vice versa. For example, European patent law restricts the patentability of methods
of treatment of the human body more than U. S. law does. Also, patents granted by the European Patent Office may be opposed
by any person within nine months from the publication of their grant. Our patents and patent applications, even if unchallenged
by a third party, may not adequately protect our intellectual property or prevent others from designing around our claims. The
steps we have taken to protect our proprietary rights may not be adequate to preclude misappropriation of our proprietary
information or infringement of our intellectual property rights, both inside and outside the U. S. Further, the examination



process may require us to narrow the claims of pending patent applications, which may limit the scope of patent protection that
may be obtained if these applications issue. The rights that may be granted under future issued patents may not provide us with
the proprietary protection or competitive advantages we are seeking. If we are unable to obtain and maintain patent protection
for our technology and products, or if the scope of the patent protection obtained is not sufficient, our competitors could develop
and commercialize technology and products similar or superior to ours, and our ability to successfully commercialize our
technology and preduets— product candidates may be impaired. As of Febraary28-March 1, 2623-2024 , we had-owned
proprietary know- how and scveral patents and pending applications, including patents and pending applications covering our
Durasert ®, ¥etiserte-EYP- 1901, VERISOME ® and other technologies. With respect to these patent rights, we do not know
whether any of our patent applications will result in issued patents or, if any of our patent applications do issue, whether such
patents will protect our technology in whole or in part, or whether such patents will effectively prevent others from
commercializing competitive technologies and products. There is no guarantee that any of our issued or granted patents will not
later be found invalid or unenforceable. Furthermore, since patent applications in the U. S. and most other countries are
confidential for a period of time after filing, we cannot be certain that we were the first to either (i) file any patent application
related to our product candidates or (ii) invent any of the inventions claimed in our patents or patent applications. For
applications with an effective filing date before March 16, 2013, or patents issuing from such applications, an interference
proceeding can be provoked by a third party or instituted by the USPTO to determine who was the first to invent any of the
subject matter covered by the patent claims of our applications and patents. As of March 16, 2013, the U. S. transitioned to a
first- to- file ” system for deciding which party should be granted a patent when two or more patent applications are filed by
different parties claiming the same invention. A third party that files a patent application in the USPTO before us could
therefore be awarded a patent covering an invention of ours even if we had made the invention before it was made by the third
party. This will require us to be cognizant going forward of the time from invention to filing of a patent application. The change
to “ first- to- file ” from “ first- to- invent ” is one of the changes to the patent laws of the U. S. resulting from the AIA.
Publications of discoveries in the scientific literature often lag behind the actual discoveries, and patent applications in the U. S.
and other jurisdictions are typically not published until 18 months after filing or in some cases not at all, until they are issued as
a patent. Therefore, we cannot be certain that we were the first to make the inventions claimed in our pending patent
applications, that we were the first to file for patent protection of such inventions, or that we have found all of the potentially
relevant prior art relating to our patents and patent applications that could invalidate one or more of our patents or prevent one or
more of our patent applications from issuing. Even if patents do successfully issue and even if such patents cover our product
candidates, third parties may initiate oppositions, interferences, re- examinations, post- grant reviews, inter partes reviews,
nullification or derivation actions in court or before patent offices or similar proceedings challenging the validity, enforceability,
or scope of such patents, which may result in the patent claims being narrowed or invalidated. Furthermore, even if they are
unchallenged, our patents and patent applications may not adequately protect our intellectual property, provide exclusivity for
our product candidates, or prevent others from designing around our claims. Any of these outcomes could impair our ability to
prevent competition from third parties. Furthermore, the issuance of a patent is not conclusive as to its inventorship, scope,
validity or enforceability, and our owned and licensed patents may be challenged in the courts or patent offices in the U. S. and
abroad. Such challenges may result in loss of exclusivity or freedom to operate or in patent claims being narrowed, invalidated
or held unenforceable, in whole or in part, which could limit our ability to stop others from using or commercializing similar or
identical technology and products, or limit the duration of the patent protection of our technology and preduets— product
candidates . Given the amount of time required for the development, testing and regulatory review of new product candidates,
patents protecting such product candidates might expire before or shortly after such product candidates are commercialized. As a
result, our owned and licensed patent portfolio may not provide us with sufficient rights to exclude others from commercializing
products similar or identical to ours. Competitors may infringe our patents or the patents of any party from whom we may
license patents from in the future. To counter infringement or unauthorized use, we may be required to file infringement claims,
which can be expensive and time- consuming. In a patent litigation in the U. S., defendant counterclaims alleging invalidity or
unenforceability are commonplace. Grounds for a validity challenge could be an alleged failure to meet any of several statutory
requirements, for example, lack of novelty, obviousness or non- enablement. Grounds for an unenforceability assertion could be
an allegation that someone connected with prosecution of the patent withheld relevant information from the USPTO or made a
misleading statement during prosecution. The outcome following legal assertions of invalidity and unenforceability during
patent litigation is unpredictable. A court may decide that a patent of ours or of any of our future licensors is not valid, or is
unenforceable, or may refuse to stop the other party from using the technology at issue on the grounds that our patents do not
cover the technology in question. In addition, to the extent that we have to file patent litigation in a federal court against a U. S.
patent holder, we would be required to initiate the proceeding in the state of incorporation or residency of such entity. With
respect to the validity question, for example, we cannot be certain that no invalidating prior art exists. An adverse result in any
litigation or defense proceedings could put one or more of our patents at risk of being invalidated, found unenforceable, or
interpreted narrowly, and it could put our patent applications at risk of not issuing. Defense of these claims, regardless of their
merit, would involve substantial litigation expense and would be a substantial diversion of employee resources from our
business. If a defendant were to prevail on a legal assertion of invalidity or unenforceability, we would lose at least part, and
perhaps all, of the patent protection on one or more of our products. Such a loss of patent protection could compromise our
ability to pursue our business strategy. As noted above, interference proceedings brought by the USPTO for applications with an
effective filing date before March 16, 2013, or for patents issuing from such applications may be necessary to determine the
priority of inventions with respect to our patents and patent applications or those of our collaborators or licensors. An
unfavorable outcome could require us to cease using the technology or to attempt to license rights to it from the prevailing party.
Our business could be harmed if a prevailing party does not offer us a license on terms that are acceptable to us. Litigation or



interference proceedings may fail and, even if successful, may result in substantial costs and distraction of our management and
other employees. We may not be able to prevent, alone or with any of our future licensors, misappropriation of our proprietary
rights, particularly in countries where the laws may not protect those rights as fully as in the U. S. Furthermore, because of the
substantial amount of discovery required in connection with intellectual property litigation, there is a risk that some of our
confidential information could be compromised by disclosure during this type of litigation. In addition, there could be public
announcements of the results of hearings, motions or other interim proceedings or developments. If securities analysts or
investors perceive these results to be negative, it could have a substantial adverse effect on the price of our common stock.
Moreover, we may be subject to a third- party pre- issuance submission of prior art to the USPTO or other foreign patent
offices, or become involved in opposition, derivation, reexamination, inter partes review, post- grant review or interference
proceedings challenging our patent rights or the patent rights of others. An adverse determination in any such submission,
proceeding or litigation could invalidate or reduce the scope of, our patent rights, allow third parties to commercialize our
technology or drugs and compete directly with us, without payment to us, or result in our inability to manufacture or
commercialize drugs without infringing third- party patent rights. In addition, if the breadth or strength of protection provided
by our patents and patent applications is threatened, it could dissuade companies from collaborating with us to license, develop,
or commercialize current or future product candidates. Filing, prosecuting , and defending patents on our product candidates
throughout the world would be prohibitively expensive, and our intellectual property rights in some countries outside the U. S.
may be less extensive than those in the U. S. In addition, the laws and practices of some foreign countries do not protect
intellectual property rights, especially those relating to life sciences, to the same extent as federal and state laws in the U. S. For
example, novel formulations of drugs and manufacturing processes may not be patentable in certain jurisdictions, and the
requirements for patentability may differ in certain countries, particularly developing countries. Also, some foreign countries,
including EU countries, India, Japan , and China, have compulsory licensing laws under which a patent owner may be
compelled under certain circumstances to grant licenses to third parties. Consequently, we may have limited remedies if patents
are infringed or if we are compelled to grant a license to a third party, and we may not be able to prevent third parties from
practicing our inventions in all countries outside the U. S., or from selling or importing products made using our inventions into
or within the U. S. or other jurisdictions. This could limit our potential revenue opportunities. Competitors may use our
technologies in jurisdictions where we have not obtained patent protection to develop their own products, and may export
otherwise infringing products to territories where we have patent protection, but where enforcement is not as strong as that in the
U. S., Fhese-these products may compete with our preduets— product candidates in jurisdictions where we do not have any
issued patents and our patent claims or other intellectual property rights may not be effective or sufficient to prevent them from
competing with us in these jurisdictions. Accordingly, our efforts to enforce intellectual property rights around the world may be
inadequate to obtain a significant commercial advantage from our intellectual property. We may not prevail in any lawsuits that
we initiate in these foreign countries and the damages or other remedies awarded, if any, may not be commercially meaningful.
Further, the complexity and uncertainty of European patent laws have increased in recent years. In Europe, a new unitary patent
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appheatteﬁs—wrl-l—seeﬁ—have—t-he—epﬁeﬂ—upon grant of a European patent ofbeeoming-a Unitary Patent may be elected, which
will be subjeetto-affected in the jurisdietton-of EU member states that have ratified the Unitary Patent Court (UPC).
Agreement and will be subject to the jurisdiction of the UPC. As the UPC is a new court system, there is no precedent for
the court, increasing the uncertainty of any litigation. Patents granted before the implementation of the UPC will have the option
of opting out of the jurisdiction of the UPC and remaining as national patents in the UPC countries. Patents that remain under
the jurisdiction of the UPC will be potentially vulnerable to a single UPC- based revocation challenge that, if successful, could
invalidate the patent in all countries who have ratified are-signatorieste-the UPC. We cannot predict with certainty the long-
term effects of any potential changes. Periodic maintenance fees, renewal fees, annuity fees and various other governmental fees
on patents and applications are required to be paid to the USPTO and various governmental patent agencies outside of the U. S.
in several stages over the lifetime of the patents and applications. The USPTO and various non- U. S. governmental patent
agencies require compliance with a number of procedural, documentary, fee payment , and other similar provisions during the
patent application process and after a patent has issued. There are situations in which non- compliance can result in
abandonment or lapse of the patent or patent application, resulting in partial or complete loss of patent rights in the relevant
jurisdiction. Our commercial success depends upon our ability, and the ability of our partners and collaborators, to develop,
manufacture, market , and sell our products and product candidates, if approved, and use our proprietary technologies without
infringing the proprietary rights of third parties. Although our product candidates are in pre- clinical studies and clinical trials,
we believe that the use of our product candidates in these pre- clinical studies and clinical trials falls within the scope of the
exemptions provided by 35 U. S. C. Section 271 (e) in the U. S., which exempts from patent infringement liability activities
reasonably related to the development and submission of information to the FDA. As our other product candidates progress
toward commercialization, the possibility of a patent infringement claim against us increases. Accordingly, we may invest
significant time and expense in the development of our product candidates only to be subject to significant delay and expensive
and time- consuming patent litigation before our product candidates may be commercialized. There can be no assurance that our
products or product candidates do not infringe other parties’ patents or other proprietary rights, and competitors or other parties
may assert that we infringe their proprietary rights in any event. There is considerable intellectual property litigation in the
biotechnology and pharmaceutical industries. We may become party to, or threatened with, future adversarial proceedings or
litigation regarding intellectual property rights with respect to our product candidates, including interference or derivation
proceedings before the USPTO. Numerous U. S. and foreign issued patents and pending patent applications owned by third
parties exist in the fields in which we are developing our product candidates. Third parties may assert infringement claims



against us based on existing patents or patents that may be granted in the future. If we are found to infringe a third party’ s
intellectual property rights, we could be required to obtain a license from such third party to continue commercializing our
products or product candidates. However, we may not be able to obtain any required license on commercially reasonable terms
or at all. Even if a license can be obtained on acceptable terms, the rights may be non- exclusive, which could give our
competitors access to the same technology or intellectual property rights licensed to us. If we fail to obtain a required license, we
may be unable to effectively market products or product candidates based on our technology, which could limit our ability to
generate revenues or achieve profitability and possibly prevent us from generating revenues sufficient to sustain our operations.
Alternatively, we may need to redesign our infringing products, which may be impossible or require substantial time and
monetary expenditure. Under certain circumstances, we could be forced, including by court order, to cease commercializing our
products or product candidates. In addition, in any such proceeding or litigation, we could be found liable for substantial
monetary damages, potentially including treble damages and attorneys’ fees, if we are found to have willfully infringed. A
finding of infringement could prevent us from commercializing our products or product candidates or force us to cease some of
our business operations, which could harm our business. Any claims by third parties that we have misappropriated their
confidential information or trade secrets could have a similar negative impact on our business. The cost to us in defending or
initiating any litigation or other proceeding relating to patent or other proprietary rights, even if resolved in our favor, could be
substantial, and litigation would divert our management’ s attention. Some of our competitors may be able to sustain the costs of
complex patent litigation more effectively than we can because they have substantially greater resources. Uncertainties resulting
from the initiation and continuation of patent litigation or other proceedings could compromise our commercialization efforts,
delay our research and development efforts and limit our ability to continue our operations. There could also be public
announcements of the results of the hearing, motions, or other interim proceedings or developments. If securities analysts or
investors perceive those results to be negative, it could cause the price of shares of our common stock to decline. Our
competitors may seek approval to market their own products that are the same as, similar to or otherwise competitive with our
products or product candidates. In these circumstances, we may need to defend or assert our patents by various means, including
filing lawsuits alleging patent infringement requiring us to engage in complex, lengthy and costly litigation , or other
proceedings. In any of these types of proceedings, a court or government agency with jurisdiction may find our patents invalid,
unenforceable or not infringed. We may also fail to identify patentable aspects of our research and development before it is too
late to obtain patent protection. Even if we have valid and enforceable patents, these patents still may not provide protection
against competing products or processes sufficient to achieve our business objectives. As is the case with other pharmaceutical
companies, our success is heavily dependent on intellectual property, particularly patents. Obtaining and enforcing patents in the
pharmaceutical industry involve both technological and legal complexity, and it therefore is costly, time- consuming and
inherently uncertain. As noted above, the AIA has significantly changed U. S. patent law. In addition to transitioning from a
first- to- invent ” to  first- to- file ” system, the AIA also limits where a patentee may file a patent infringement suit and
provides opportunities for third parties to challenge issued patents in the USPTO via post- grant review or inter partes review,
for example. All of our U. S. patents, even those issued before March 16, 2013, may be challenged by a third party seeking to
institute inter partes review. Depending on decisions by the U. S. Congress, the federal courts, the USPTO, or similar authorities
in foreign jurisdictions, the laws and regulations governing patents could change in unpredictable ways that would weaken our
ability to obtain new patents or to enforce our existing patents and patents that we might obtain in the future . We may be
subject to claims asserting that our employees, consultants, independent contractors and advisors have wrongfully used
or disclosed confidential information and / or alleged trade secrets of their current or former employers or claims
asserting ownership of what we regard as our own intellectual property . Although we try to ensure that our employees,
consultants, independent contractors and advisors do not use the proprietary information or know- how of others in their work
for us, we may be subject to claims that these individuals or we have inadvertently or otherwise used or disclosed confidential
information and / or intellectual property, including trade secrets or other proprietary information, of the companies that any
such individual currently or formerly worked for or provided services to. Litigation may be necessary to defend against these
claims. If we fail in defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual
property rights or personnel. Even if we are successful in defending against such claims, litigation could result in substantial
costs and be a distraction to our business. In addition, while we require our employees and contractors who may be involved in
the conception or development of intellectual property to execute agreements assigning such intellectual property to us, we may
be unsuccessful in executing such an agreement with each party who, in fact, conceives or develops intellectual property that we
regard as our own. The assignment of intellectual property rights may not be self- executing or the assignment agreements may
be breached, and we may be forced to bring claims against third parties, or defend claims that they may bring against us, to
determine the ownership of what we regard as our intellectual property. The degree of future protection afforded by our
intellectual property rights is uncertain because intellectual property rights have limitations, and intellectual property rights may
not adequately protect our business or permit us to maintain our competitive advantage. The following examples are illustrative:
* others may be able to make drug and device components that are the same as or similar to our product candidates but that are
not covered by the claims of the patents that we own or have exclusively licensed; « we or any of our licensors or collaborators
might not have been the first to make the inventions covered by the issued patent or pending patent application that we own or
have exclusively licensed; * we or any of our licensors or collaborators might not have been the first to file patent applications
covering certain of our inventions;  others may independently develop similar or alternative technologies or duplicate any of
our technologies without infringing our intellectual property rights; « the prosecution of our pending patent applications may not
result in granted patents; ¢ granted patents that we own or have licensed may not cover our products or may be held not
infringed, invalid or unenforceable, as a result of legal challenges by our competitors; « with respect to granted patents that we
own or have licensed, especially patents that we either acquire or in- license, if certain information was withheld from or



misrepresented to the patent examiner, such patents might be held to be unenforceable; ¢ patent protection on our product
candidates may expire before we are able to develop and commercialize the product, or before we are able to recover our
investment in the product; * our competitors might conduct research and development activities in the U. S. and other countries
that provide a safe harbor from patent infringement claims for such activities, as well as in countries in which we do not have
patent rights, and may then use the information learned from such activities to develop competitive products for sale in markets
where we intend to market our product candidates; * we may not develop additional proprietary technologies that are patentable;
* the patents of others may have an adverse effect on our business; and * we may choose not to file a patent application for
certain technologies, trade secrets or know- how, and a third party may subsequently file a patent covering such intellectual
property. Should any of these events occur, they could significantly harm our business, financial condition, results of operations
and prospects. In addition to seeking patent protection for certain aspects of our product candidates and technologies, we also
consider trade secrets, including confidential and unpatented know- how, important to the maintenance of our competitive
position. We protect trade secrets and confidential and unpatented know- how, in part, by customarily entering into non-
disclosure and confidentiality agreements with parties who have access to such knowledge, such as our employees, outside
scientific and commercial collaborators, CROs, CMOs, consultants, advisors , and other third parties. We also enter into
confidentiality and invention or patent assignment agreements with our employees and consultants that obligate them to
maintain confidentiality and assign their inventions to us. Despite these efforts, any of these parties may breach the agreements
and disclose our proprietary information, including our trade secrets, and we may not be able to obtain adequate remedies for
such breaches. In addition, our trade secrets may otherwise become known, including through a potential cybersecurity breach,
or may be independently developed by competitors. Enforcing a claim that a party illegally disclosed or misappropriated a trade
secret is difficult, expensive and time- consuming, and the outcome is unpredictable. In addition, some courts in the U. S. and
certain foreign jurisdictions are less willing or unwilling to protect trade secrets. If any of our trade secrets were to be lawfully
obtained or independently developed by a competitor, we would have no right to prevent them from using that technology or
information to compete with us. If any of our trade secrets were to be disclosed to or independently developed by a competitor,
our competitive position would be harmed. We expect to rely on trademarks as one means to distinguish any of our approved
products from the products of our competitors. We have received registrations for EYEPOINT ®, YUTIQ ®, DEXYCU ®,
DELIVERING INNOVATION TO THE EYE ® and-, DURASERT O —’Phe—Veftseﬂ&e— and WITH AN EYE ON PATIENTS

43 ; e-mayn &b e P Alimera™s Retlsert O and
Vitrasert ® are Bausch & Lomb’ s trademarks YUTIQ ® is llcensed to Allmera Sciences and Ocumensmn Therapeutics in
their respective territories. ILUVIEN ® is Alimera Sciences Inc.’ s trademark. The reports we file or furnish with the
SEC, including this Annual Report on Form 10- K, also contain trademarks, trade names and service marks of other
companies, which are the property of their respective owners . RISKS RELATED TO OUR RELIANCE ON THIRD
PARTIES The development and commercialization of our lead product candidate, EYP- 1901, is dependent on intellectual
property we license from Equinox Science and active pharmaceutical ingredient ( API) supply of vorolanib. If we breach our
agreement with Equinox Science, or the agreement is terminated, we could lose license rights that are material to our business.
Pursuant to our license agreement with Equinox, we acquired exclusive rights to patents, patent applications and know- how
owned or controlled by Equinox relating to the compound vorolanib, a tyrosine kinase inhibitor. Our lead product candidate,
EYP- 1901, utilizes vorolanib in combination with our proprietary Durasert E ™ sustained release technology. At present, Betta,
an affiliate of Equinox alse-is a prevides-provider of us-with-the API supply of vorolanib to support our clinical trials. Our
license agreement with Equinox imposes various development, regulatory, commercial, financial , and other obligations on us. If
we fail to comply with our obligations under the agreement with Equinox, or otherwise materially breach the agreement with
Equinox, and fail to remedy such failure or cure such breach within 90 days, Equinox will have the right to terminate the
agreement. If our agreement with Equinox is terminated by Equinox for our uncured material breach, we would lose our license
and all rights to the use of vorolanib , from Equinox, for EYP- 1901. The loss of the license from Equinox weutd-could prevent
us from developing and commercializing EYP- 1901 and could subject us to claims of breach of contract and patent
infringement from Equinox if any continued research, development, manufacture or commercialization of EYP- 1901 is covered
by the affected patents. Accordingly, the loss of our license from Equinox would materially harm our business. The
development of our lead product candidate, EYP- 1901, is dependent on our supply of API vorolanib, which we source
from third- parties. If any manufacturer or partner we rely upon fails to supply vorolanib in the amounts we require on
a timely basis, or fails to comply with stringent regulations applicable to pharmaceutical drug manufacturers, we may be
unable to meet demand for our products and may lose potential revenues. \We currently source vorolanib, the API in EYP-
1901 , from Betta Pharmaeeutieals-, and have plans to source vorolanib from additional third parties, and we also source
various raw materials and components for both EYP- 1901 and its injector from third- party vendors. We are also working with
a third party manufacturer to develop the process for manufacturing vorolanib and become the U. S. supplier of vorolanib for
use in EYP- 1901. We do not manufacture any of our supply of vorolanib, and we do not currently plan to develop any capacity
to do so. Our dependence upon third parties for the manufacture of our vorolanib could adversely affect our profit margins or
our ability to develop and deliver products on a timely and competitive basis. If for any reason we are unable to obtain or retain
third- party manufacturers on commercially acceptable terms, we may not be able to sell EYP- 1901 as planned. Furthermore, if
we encounter delays or difficulties with manufacturers in producing vorolanib, the distribution, marketing and subsequent sales
of EYP- 1901 could be adversely affected. A long- term inability to meet demand for our products could result in impairment of



our brands overall future and the carrying value of the assets associated with our brands. We are dependent on CROs,
vendors, and investigators for pre- clinical testing and clinical trials related to our product development programs,
including for EYP- 1901. These parties are not our employees, and we cannot control the amount or timing of resources
that they devote to our programs. If they do not timely fulfill their responsibilities or if their performance is inadequate,
the development and commercialization of our product candidates could be delayed. The reeent-COVID-—9-pandemtehas
parties with which we contract for execution of clinical trials play a significant role in the conduct of the trials and the
subsequent collection and analysis of data. Their failure to meet their obligations could adversely affect clinical
development of our product candidates. In addition, if we or our CROs fail to comply with applicable current Good
Clinical Practices (GCP), the clinical data generated in our clinical trials may eentintte-be deemed unreliable and the FDA
may require us to ereate-isstes-perform additional clinical trials before approving any marketing applications. Upon
inspection, the FDA may determine that our clinical trials did not comply with GCP. Switching fer-- or adding additional
CROs involves additional cost and requires management time and focus. Identifying, qualifying and managing
performance of third- party service providers can be difficult, time- consuming and cause delays in our development
programs. In addition, there is a natural transition period when a new CRO commences work and the new CRO may
not provide the same type eur— v
or level of services as the original prov 1der Thouoh we carefully manage our I‘eldthH%hlpS with our CROs there can be no
assurance that we will not encounter challenges or delays in the future or that these delays or challenges will not have a material
adverse impact on our business,financial condition and prospects.If any of our relationships with our CROs terminate,we may
not be able to enter into arrangements with alternative CROs or to do so on commercially reasonable terms.As a result,delays
may occur,which can materially impact our ability to meet our desired clinical development timelines.Because we have relied
on third parties,our internal capacity to perform these functions is limited.Outsourcing these functions involves risks that third
parties may not perform to our standards,may not produce results in a timely manner or may fail to perform at all.In addition,the
use of third- party service providers requires us to disclose our proprietary information to these parties,which could increase the
risk that this information will be misappropriated. We currently have a small number of employees,which limits the internal
resources we have available to identify and monitor our third- party providers.To the extent we are unable to identify and
successfully manage the performance of third- party service providers in the future,our ability to advance our product candidates
through clinical trials will be compromised.Though we carefully manage our relationships with our CROs,there can be no
assurance that we will not encounter similar challenges or delays in the future or that these delays or challenges will not have a
material adverse impact on our business,financial condition , and prospects.We use our own facility for the manufacturing of
YUTIQ ® and rely on third party suppliers for key components,and any disruptions to our suppliers’ operations could
adversely affect YUTIQ ® * s commercial viability. We-Pursuant to our agreements with our commercialization
partners,we currently manufacture commercial supplies of YUTIQ ® ourselves at our Watertown,MA facility and rely on third
party suppliers for key components of YUTIQ ® .We have,and will continue,to perform extensive audits of our
suppliers,vendors and contract laboratories.The cGMP requirements govern,among other things,recordkeeping,production
processes and controls,personnel and quality control. To ensure that we continue to meet these requirements,we have and will
continue to expend significant time,money , and effort.The commercial manufacture of medical products is complex and
requires significant expertise and capital investment,including the development of advanced manufacturing techniques and
process controls.Manufacturers of medical products often encounter difficulties in production,particularly in scaling out and
validating initial production and ensuring the absence of contamination.These problems include difficulties with production
costs and yields,quality control,including stability of the product,quality assurance testing,operator error,shortages of qualified
personnel,as well as compliance with strictly enforced federal,state , and foreign regulations.We cannot assure you that any issue
relating to the manufacture of YUTIQ ® will not occur in the future.The FDA also may,at any time following approval of a
product for sale,audit our manufacturing facilities.If any such inspection or audit identifies a failure to comply with applicable
regulations or if a violation of our product specifications or applicable regulation occurs independent of such an inspection or
audit, FDA may issue a Form FDA —483-and-er-anuntitled-or-warningletter;or-we-or-the— 483 and / or an untitled or
warning letter, or we or the FDA may require remedial measures that may be costly and / or time consuming for us to
implement and that may include the temporary or permanent suspension of commercial sales, recalls, market
withdrawals, seizures or the temporary or permanent closure of a facility. In addition, although we could contract with
other third parties to manufacture YUTIQ ®, we would need to qualify and obtain FDA approval for a contract
mantfaeturers— manufacturer or supplier as and- an introduee-alternative source for YUTIQ ®, which could be costly and
cause significant delays . We currently conduct our manufacturing preeess-operations related to YUTIQ ® in our facility
located in Watertown, MA. If regulatory, manufacturing or other problems, require us to suspend or discontinue
production at our Watertown, MA facility, we will not be able to have or maintain adequate commercial supply of
YUTIQ ®, which would adversely impact our business. If the facility or the equipment in it is significantly damaged or
destroyed by fire, flood, power loss, or similar events, we may not be able to quickly or inexpensively replace our facility
. In Angust2026;to-eomplement-and-angment-the efforts-event of a temporary eur— or internal-sales-team-protracted loss of
either facility for-- or BPEXYC€U-equipment , we might not be able to transfer manufacturing to a third party. Even if we
could transfer manufacturing to a third party, the shift would likely be expensive and time- consuming, particularly
since the new facility would need to comply with necessary regulatory requirements. On January 23, 2023, the Company
entered into a lease Commeretal-Atiance-Agreement-agreement for its new standalone manufacturing facility . including
office effeetive-as-of August12020-and amended-as-ef November12-lab space located at 600 Commerce Drive , 2626
Northbridge, Massachusetts. The facility will be Good Manufacturing Practice ( GMP the-Commeretal-Allianee

Agreement) compliant with-dmprimisRacfor-the-sale-of DPEXY-EU-t0 itseustomers-meet U . S. FDA and European Medicines




Agency Gﬂ—Beeembeﬁé%%—we—erﬁered—rma—a—le&e%agreement—( EMA fhe—l:e&eh%greemeﬁt—) standards

-l-naprnﬁrs-lbe -level—e-ﬁef-feﬁ—dttﬂng—chnlcal supply and commerc1al readlness upon regulatory approval In addltlon, the
January-through-June-building will have the capacity and capabilities to support our commercial business and expanding

pipeline. The new facility, customized for our requirements, is expected to be operatlonal in the second half of 2622-2024 .
If the new facility is delayed for a substantial pcriod of time , (b)-deerease-the-then

based-onr DEXY-CU-unit-we may not be able to accelerate future production for EYP- 1901, as well as support global
demand for the-fourth-quarterof2022;-our U. S. FDA and China NMPA approved therapy te)-terminate-the-previousty
enfered—rnfe—Gemmereral—AH—taﬂee—Agreeﬁwﬁt—, n&ade—effeeﬁve—YUTIQ, as currently planned e&*&gust—l—l‘@%(—)—as—med-rﬁe&

eondition; re erations-and thd duetiono ow-. We Cu1rently depend on CMOs and Suppher% for
DEXYCU ®. Although we could obtam the drug product and other components for DEXYCU ® from other CMOs and
suppliers, we would need to qualify and obtain FDA approval for such CMOs or suppliers as alternative sources, which could be
costly and cause significant delays. In addition, the manufacturer of the drug product in DEXYCU ® conducts its manufacturing
operations for us at a single facility. Unless and until we qualify additional facilities, we may face limitations in our ability to
respond to manufacturing issues. For example, if regulatory, manufacturing or other problems require this manufacturer to
discontinue production at its facility, or if the equipment used for the production of the drug product in this facility is
significantly damaged or destroyed by fire, flood, earthquake, power loss or similar events, the ability of such manufacturer to
manufacture DEXYCU ® may be significantly impaired. In the event that this party suffers a temporary or protracted loss of its
materials, facility or equipment, we would still be required to obtain FDA approval to qualify a new manufacturer as an alternate
manufacturer for the drug product before any drug product manufactured by such manufacturer could be sold or used. Any
production shortfall that impairs the supply of DEXYCU ® could adversely affect our ability to satisfy demand for DEXYCU ®
, which could have a material adverse effect on our product sales, results of operations and financial condition . The Pandemic
may also have an...... our business, financial condition and prospects. Our employees, collaborators, service providers,
independent contractors, principal investigators, consultants, co- promotion partners, vendors and CROs may engage in
misconduct or other improper activities, including noncompliance with regulatory standards and requirements. We are exposed
to the risk that our employees, collaborators, independent contractors, principal investigators, consultants, co- promotion
partners, vendors , and CROs may engage in fraudulent or other illegal activity with respect to our business. Misconduct by
these employees could include intentional, reckless and / or negligent conduct or unauthorized activity that violates: « FDA
regulations, including those laws requiring the reporting of true, complete and accurate information to the FDA; « manufacturing
standards; ¢ federal and state healthcare fraud and abuse laws and regulations; or ¢ laws that require the true, complete , and
accurate reporting of financial information or data. In particular, sales, marketing , and business arrangements in the healthcare
industry are subject to extensive laws and regulations intended to prevent fraud, kickbacks, self- dealing , and other abusive
practices. These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and promotion,
sales commission, customer incentive programs and other business arrangements. Misconduct by these parties could also
involve individually identifiable information, including, without limitation, the improper use of information obtained in the
course of clinical trials, or illegal misappropriation of drug product, which could result in regulatory sanctions and serious harm
to our reputation. Any incidents or any other conduct that leads to an employee receiving an FDA debarment could result in a
loss of business from third parties and severe reputational harm. Although we have adopted a Code of Business Conduct to
govern and deter such behaviors, it is not always possible to identify and deter employee misconduct, and the precautions we
take to detect and prevent this activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting
us from governmental investigations or other actions or lawsuits stemming from a failure to be in compliance with such laws or
regulations. If any such actions are instituted against us, and we are not successful in defending ourselves or asserting our rights,
those actions could have a significant impact on our business, including the imposition of civil, criminal and administrative
penalties, damages, monetary fines, possible exclusion from participation in Medicare, Medicaid and other federal healthcare
programs, contractual damages, reputational harm, diminished profits and future earnings, additional reporting requirements and
oversight if we become subject to a corporate integrity agreement or similar agreement to resolve allegations of non- compliance
with these laws, and curtailment of our operations. RISKS RELATED TO OWNERSHIP OF OUR COMMON STOCK The




price of our common stock is highly volatile and may be affected by developments directly affecting our business, as well as by
developments out of our control or not specific to us. The pharmaceutical and biotechnology industries, in particular, and the
stock market generally, are vulnerable to abrupt changes in investor sentiment. Prices of securities and trading volumes of
companies in the pharmaceutical and biotechnology industries, including ours, can swing dramatically in ways unrelated to, or
that bear a disproportionate relationship to, our performance. The price of our common stock and their trading volumes may
fluctuate based on a number of factors including, but not limited to: ¢ clinical trials and their results, and other product and
technological developments and innovations; ¢ the timing, costs and progress of our commercialization efforts; * FDA and other
domestic and international governmental regulatory actions, receipt and timing of approvals of our product candidates, and any
denials and withdrawal of approvals; ¢ the duration, scope , and outcome of any governmental inquiries or investigations; *
competitive factors, including the commercialization of new products in our markets by our competitors; ¢ advancements with
respect to treatment of the diseases targeted by our preduets-er-product candidates; * developments relating to, and actions by,
our collaborative partners, including execution, amendment and termination of agreements, achievement of milestones and
receipt of payments; ¢ the success of our collaborative partners in marketing any approved products and the amount and timing
of payments to us; ¢ availability and cost of capital and our financial and operating results; ¢ actions with respect to pricing,
reimbursement and coverage, and changes in reimbursement policies or other practices relating to our products or the
pharmaceutical or biotechnology industries generally; * meeting, exceeding or failing to meet analysts’ or investors’
expectations, and changes in evaluations and recommendations by securities analysts; ¢ the use of social media platforms by
customers or investors; ¢ the issuance of additional shares upon the exercise of currently outstanding options or warrants or upon
the settlement of stock units; ¢ future sales of substantial amounts of shares of our common stock in the market; ¢ economic,
industry and market conditions, changes or trends; and * other factors unrelated to us or the pharmaceutical and biotechnology
industries. In addition, low trading volume in our common stock may increase their price volatility. Holders of our common
stock may not be able to llqu1date their posmons at the des1red t1me or prlce Approx1mately ten stockholders F—rﬂa-l-l-y—we—wﬂ-l

aﬁdﬁd&ge—@&pﬁa-l-sharehel&ers—benehcmlly own an aégreg"lte of 65 ever—é%—% of our outstdndmg shares “of common stock as of
Mareh2-February 23 , 2023-2024 . These stockholders have the ability to significantly influence the outcome of matters
submitted to our stockholders for approval, including the election and removal of directors , and any merger, consolidation or
sale of all or substantially all of our assets. In addition, the concentration of voting power in these certain stockholders may: (i)
delay, defer or prevent a change in control; (ii) entrench our management and Board; or (iii) delay or prevent a merger,
consolidation, takeover , or other business combination inv olwng us on terms that other stockholders may desire. Substantial

orse—leﬂg—as—stteh—mveste%ewns

eret-hermse—eattse—t-he—shares—e#our common stock Sales owh

present-thereatfor-purposes-of ealenlating-a substantial number of o

proxyatbstehshares of our common stock , or the perception by the market thdt ﬁre—beﬂeﬂetal-ly-ewned—by—seteh—mvester
those sales could occur, could cause the market prlce of ot-0ur as-common stock to declme w—h*eh—saeh—rmfesfer—has—drreeﬂy

- d-o A s and-us to raise funds through the
sale of equlty in the fu ture In addmon e&eh—certam of E%H—lealﬂ&e&re—our employees, executive officers, and directors
Oeumenstonreurrently-have entered therightto-nominate-one-ormore-individualsto-our—- or beard-may enter into Rule 10b5-
1 trading plans providing for sales of shares of our common stock from time to time. Under a Rule 10bS- 1 trading plan,
a broker executes trades pursuant to parameters established by the employee, director, or officer when entering into the
plan, without further direction from the employee, officer, or director. A Rule 10b5- 1 trading plan may be amended or
terminated in some circumstances. Our employees, executive officers, and dircctors —While-also may buy or sell
additional shares outside of a Rule 10b5- 1 trading plan when the-they direetors-appointed-byEW-Healtheare-and
Oeumenstorrarc not ebligated-to-act-in accordanee-with-possession of material, nonpublic information, subject to the
expiration of lock- up agreements, if applicable. Future issuances of our common stock or our other equity securities
could further depress the market for our common stock. We expect to continue to incur commercialization, drug
development and selling, general and administrative costs, and to satisfy our funding requirements, we may need to sell
additional equity securities. The sale or the proposed sale of substantial amounts of our common stock or our other
equity securities may adversely affect the market price of our common stock and our stock price may decline
substantially. Our stockholders may experience substantial dilution and a reduction in the price that they are able to

obtam upon sale of thelr shares. New equlty securltles 1ssued fiduetary-duties-under Delawaretaws-they-may have greater
Z aeeefd-rﬂg-}y-preferences t-hen&pefseﬂal—rﬂtefests—may—be




currently intend to pay d1v1dends on
stock as—e-ﬁt-he—e%ese—e-ﬁt-faehﬂg—eﬁ—Beeembeﬁ% and any return %%Gfthe—eaimensten—’Pransaeﬁen-)—Pursuaﬂt—to the-Share
Purehase-Agreement-investors is expected to come , : if at all, only from

potential increases in the price of our common stock equal—te—&t—least—7§4%-ef—t-he—s-hafes-e-ﬁ We have never declared or paid
cash d1v1dends on our capltal stock and you should not rely on an investment in our common stock it-aequired-at-the

d¢-to provide dividend income. We currently intend to retain
all of our future earnlngs, 1f any, to ﬁnance the growth and development of our business and do not partieipate--

antlclpate declarlng -m—subsequent—rssuanees—e-ﬁetuh or paymg any cash d1v1dends equrey—seetwr&es—m—efdeﬁe—manﬁam—ﬁs

-rneentwe—plans—mdueemeﬂt—awafds—a-n#effor empleyee—stoelepufehase—plaﬂs—and-the -tssuanee—ef—s-hafes-foreseeable future.
As a result capltal appreclatlon, 1f any, of our common stock Wlll pufsuant—to—&t—the—market—eqtuﬁeeffemtg—pfegﬁnﬁs—
be ef-feeted-ﬂa—a—sepafate—pfwafe

e-the foreseeable future extentofthe-number-ofshares
W ; age-. Provisions in our charter documents could prevent or delay
stockholders attempts to takeover our company. Our board of directors is authorized to issue “ blank check preferred stock,
with designations, rights and preferences as they may determine. Accordingly, our board of directors may in the future, without
stockholder approval, issue shares of preferred stock with dividend, liquidation, conversion, voting or other rights that could
adversely affect the voting power or other rights of the holders of our common stock. This type of preferred stock could also be
issued to discourage, delay , or prevent a change in our control. The ability to issue “ blank check ” preferred stock is a
traditional anti- takeover measure. This provision in our charter documents makes it difficult for a majority stockholder to gain
control of our company. Provisions like this may be beneficial to our management and our board of directors in a hostile tender
offer and may have an adverse impact on stockholders who may want to participate in such a tender offer. Provisions in our
bylaws provide for indemnification of officers and directors, which could require us to direct funds away from our business and
the development of our product candidates. Our bylaws provide for the indemnification of our officers and directors. We may in
the future be required to advance costs incurred by an officer or director and to pay judgments, fines and expenses incurred by
an officer or director, including reasonable attorneys’ fees, as a result of actions or proceedings in which our officers and
directors are involved by reason of being or having been an officer or director of our company. Funds paid in satisfaction of
judgments, fines , and expenses may be funds we need for the operation of our business and the development of our product
candidates, thereby affecting our ablllty to attain profitability. GENERAL RISK FACTORS We will need to grow the size of
our organization, and we may experience difficulties in managing this growth. -l-mplementa-t-teﬁ-o-f—etuedevelopment
Development and commercialization of our product candidate strategies will require additional managerial, operational, sales,
marketing, financial , and other resources. Our current management, personnel , and systems may not be adequate to effectively
manage the expansion of our operations, which may result in weaknesses in our infrastructure, give rise to operational mistakes,
loss of business opportunities, employee turnover , and reduced productivity. Future growth could require significant capital
expenditures and may divert financial resources from other projects, such as the development of our existing or future product
candidates. Future growth would impose significant added responsibilities on members of management, including: ¢ overseeing
our clinical trials for EYP- 1901 effectively; « managing-the-eommeretalization-of YUHQ—=-identifying, recruiting,
maintaining, motivating and mtegratmg add1t1onal employees including any research and development personnel engaged in our
clinical trials for EYP- 1901 ;as-w d of
YUHQ-; » managing our internal development efforts effectrvely Whrle complymg with our contractual obl1gatrons to lrcensors
licensees, contractors and other third parties; and improving our managerial, development, operational and financial systems ,
and procedures. As our operations expand, we will need to manage additional relationships with various strategic collaborators,
suppliers , and other third parties. Our future financial performance and our ability to commercialize our product candidates and
to compete effectively will depend, in part, on our ability to manage any future growth effectively. To that end, we must be able
to manage our development efforts and clinical trials effectively and hire, train and integrate additional management,
administrative , and sales and marketing personnel. Failure to accomplish any of these activities could prevent us from
successfully growing our company. Our business and operations would suffer in the event of computer system failures,
cyberattacks or a deficiency in our cybersecurity. Despite the implementation of security measures, our internal computer
systems and those of our contractors and consultants are vulnerable to damage from computer viruses, unauthorized access,
natural disasters, terrorism, war and telecommunication and electrical failures, cyberattacks or cyber- intrusions over the
Internet, attachments to emails, persons inside our organization, or persons with access to systems inside our organization. The
risk of a security breach or disruption, particularly through cyber- attacks or cyber intrusion, including by computer hackers,
foreign governments, and cyber terrorists, has generally increased as the number, intensity and sophistication of attempted
attacks and intrusions from around the world have increased. Such an event could cause interruption of our operations. As part
of our business, we and our vendors maintain large amounts of confidential information, including non- public personal
information on patients and our employees. Breaches in security could result in the loss or misuse of this information, which
could, in turn, result in potential regulatory actions or litigation, including material claims for damages, interruption to our
operations, damage to our reputation or otherwise have a material adverse effect on our business, financial condition and




operating results. We expect to have appropriate information security policies and systems in place in order to prevent
unauthorized use or disclosure of confidential information, including non- public personal information, but there can be no
assurance that such use or disclosure will not occur. If we fail to comply with data protection laws and regulations, we could be
subject to government enforcement actions, which could include civil or criminal penalties, as well as private litigation and / or
adverse publicity, any of which could negatively affect our operating results and business. We may be subject to laws and
regulations that address privacy and data security in the U. S. and in states in which we conduct our business. The legislative
and regulatory landscape for privacy and data protection continues to evolve, and there has been an increasing focus on privacy
and data protection issues which may affect our business. In the U. S., numerous federal and state laws and regulations govern
the collection, use, disclosure, and protection of health- related and other personal information, including state data breach
notification laws, state health information privacy laws, state genetic privacy laws, and federal and state consumer protection
and privacy laws (including, for example, Section 5 of the FTC Act and the CCPA). Compliance with these laws is difficult,
constantly evolving, and time consuming. In addition, state laws govern the privacy and security of health, research and genetic
information in specified circumstances, many of which differ from each other in significant ways and may not have the same
effect, thus complicating compliance efforts. Failure to comply with these laws and regulations could result in government
enforcement actions and create liability for us, which could include civil and / or criminal penalties, as well as private litigation
and / or adverse publicity that could negatively affect our operating results and business. For instance, HIPAA imposes certain
obligations, including mandatory contractual terms, with respect to safeguarding the privacy, security and transmission of
individually identifiable health information and imposes notification obligations in the event of a breach of the privacy or
security of individually identifiable health information on entities subject to HIPAA and their business associates that perform
certain activities that involve the use or disclosure of protected health information on their behalf. We may obtain health
information from third parties (e. g., research institutions from which we obtain clinical trial data) that are subject to privacy and
security requirements under HIPAA. Although we are not directly subject to HIPAA — other than potentially with respect to
providing certain employee benefits — we could potentially be subject to criminal penalties if we, our affiliates, or our agents
knowingly obtain, use, or disclose individually identifiable health information maintained by a HIPAA- covered entity in a
manner that is not authorized or permitted by HIPAA. In addition, the CCPA establishes certain requirements for data use and
sharing transparency ;-and provides California consumers (as defined in the law) certain rights concerning the use, disclosure,
and retention of their personal data. In November 2020, California voters approved the California Privacy Rights Act (CPRA)
ballot initiative which introduced significant amendments to the CCPA and established and funded a dedicated California
privacy regulator, the California Privacy Protection Agency (CPPA). The amendments introduced by the CPRA went into effect
on January 1, 2023, and new implementing regulations are expected to be introduced by the CPPA. Failure to comply with the
CCPA may result in, among other things, significant civil penalties and injunctive relief, or statutory or actual damages. In
addition, California residents have the right to bring a private right of action in connection with certain types of incidents. These
claims may result in significant liability and damages. Similarly, there are a number of legislative proposals in the United States,
at both the federal and state level, that could impose new obligations or limitations in areas affecting our business. For example,
other states, including Virginia, Colorado, Utah, Indiana, Iowa, Tennessee, Montana, Texas, and Connecticut have enacted
privacy laws similar to the CCPA that impose new obligations or limitations in areas affecting our business. These laws and
regulations are evolving and subject to interpretation ;-and may impose limitations on our activities or otherwise adversely affect
our business. The obligations to comply with the CCPA and evolving legislation may require us, among other things, to update
our notices and develop new processes internally and with our partners. We may be subject to fines, penalties, or private actions
in the event of non- compliance with such laws. In addition, we could be subject to regulatory actions and / or claims made by
individuals and groups in private litigation involving privacy issues related to data collection and use practices and other data
privacy laws and regulations, including claims for misuse or inappropriate disclosure of data, as well as unfair or deceptive acts
or practices in violation of Section 5 (a) of the Federal Trade Commission Act (FTC Act). The FTC expects a company’ s data
security measures to be reasonable and appropriate in light of the sensitivity and volume of consumer information it holds, the
size and complexity of its business, and the cost of available tools to improve security and reduce vulnerabilities. Individually
identifiable health information is considered sensitive data that merits stronger safeguards. With respect to privacy, the FTC also
sets expectations that companies honor the privacy promises made to individuals about how the company handles consumers’
personal information; any failure to honor promises, such as the statements made in a privacy policy or on a website, may also
constitute unfair or deceptive acts or practices in violation of the FTC Act. Enforcement by the FTC under the FTC Act can
result in civil penalties or decades- long enforcement actions. If we, our agents, or our third party partners fail to comply or are
alleged to have failed to comply with these or other applicable data protection and privacy laws and regulations, or if we were to
experience a data breach involving personal information, we could be subject to government enforcement actions or private
lawsuits. Any associated claims, inquiries, or investigations or other government actions could lead to unfavorable outcomes
that have a material impact on our business including through significant penalties or fines, monetary judgments or settlements
including criminal and civil liability for us and our officers and directors, increased compliance costs, delays or impediments in
the development of new products, negative publicity, increased operating costs, diversion of management time and attention, or
other remedies that harm our business, including orders that we modify or cease existing business practices. Outside the U. S.,
the legislative and regulatory landscape for privacy and data security continues to evolve. There has been increased attention to
privacy and data security issues that could potentially affect our business, including the EU General Data Protection Regulation
including as implemented in the UK, (collectively, GDPR), which imposes penalties for the most serious breaches of up to EUR
20 million or 4 % of a noncompliant company’ s annual global revenue, whichever is greater. The GDPR regulates the
processing of personal data (including health data from clinical trials) and places certain obligations on the processing of
personal data including ensuring the lawfulness of processing personal data (including obtaining valid consent of the individuals



to whom the personal data relates, where applicable), the processing details disclosed to the individuals, the adequacy, relevance
and necessity of the personal data collected, the retention of personal data, the sharing of personal data with third parties, the
transfer of personal data out of the European Economic Area / UK to third countries including the U. S., contracting
requirements (such as with clinical trial sites and vendors), the use of personal data in accordance with individual rights, the
security of personal data and security breach / incident notifications. Data protection authorities from the different European
Member States and the UK may interpret the GDPR and applicable related national laws differently and impose requirements
additional to those provided in the GDPR and that sit alongside the GDPR, as set out under applicable local data protection law.
In addition, guidance on implementation and compliance practices may be issued, updated or otherwise revised. Enforcement by
European and UK regulators is generally active, and failure to comply with the GDPR or applicable Member State / UK local
law may result in fines, amongst other things (such as notices requiring compliance within a certain timeframe). Further, the UK
Government may amend / update UK data protection law, which may result in changes to our business operations and
potentially incur commercial cost. European / UK data protection laws, including the GDPR, generally restrict the transfer
of personal data from the European Economic Area (EEA), including the EU, United Kingdom, and Switzerland, to the
U. S. and most other countries (except those deemed to be adequate by the European Commission / UK Secretary of
State as applicable) unless the parties to the transfer have implemented specific safeguards to protect the transferred
personal data. Some available lawful transfer mechanisms are under scrutiny and in flux, such as the European
Commission’ s Standard Contractual Clauses (SCCs). On July 10, 2023, the European Commission adopted its adequacy
decision for the EU- U. S. Data Privacy Framework, meaning that personal data can now flow freely from the EEA to U.
S. companies that participate in the Data Privacy Framework. There are also recent developments regarding data
transfers in the UK, which formally approved two mechanisms for transferring UK data overseas and that came into
force on March 21, 2022: the International Data Transfer Agreement or the International Data Transfer Addendum to
the SCCs. The UK Information Commissioner’ s Office also issued guidance on how to approach undertaking risk
assessments for transfers of UK data to non- adequate countries outside the UK. Additionally, other countries outside of
Europe / UK have enacted or are considering enacting similar cross- border data transfer restrictions and laws requiring local
data residency, which could increase the cost and complexity of delivering our services and operating our business. The type of
challenges we face in Europe / UK will likely also arise in other JUIISdICtIOHS that adopt laws umlhr in construction to the
GDPR or regulatory hamewmks of equn alent complex1ty —JrMareh ommisston-and-the AT

by—t-he—Eu—fepe&n—Geﬂafﬂiss-teﬂ— Fulthelmore followmo the UK s exit hom the EU the UK became a thlrd countly to the EU in
terms of personal data transfers. The European Commission has adopted an Adequacy Decision concerning the level of personal
data protection in the UK under which personal data may now flow freely from the EU to the UK. However, personal data
transfers from the EU to the UK may nevertheless be at a greater risk than before because the Adequacy Decision may be
suspended.



