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Investing in our common stock involves a high degree of risk. Before you invest in our common stock, you should carefully
consider the risks described below together with all of the other information contained in this Annual Report, including our
financial statements and the related notes and the section titled “ Management’ s Discussion and Analysis of Financial Condition
and Results of Operations. ” The occurrence of any of the events or developments described below could harm our business,
financial condition, results of operations , and growth prospects. Unless otherwise indicated, references in these risk factors to
our business being harmed will include harm to our business, reputation, financial condition, results of operations, and
prospects. In such an event, the market price of our common stock could decline, and you may lose all or part of your
investment. Additional risks and uncertainties not presently known to us or that we currently deem immaterial also may impair
our business operations. Risk Factors Summary Investing in shares of our common stock involves a high degree of risk because
our business is subject to numerous risks and uncertainties, as more fully described below. The principal factors and
uncertainties that make investing in shares of our common stock risky include, among others: * We are a clinical- stage
biopharmaceutical company with a limited operating history and no products approved for commercial sale. We have incurred
significant losses since our inception. We expect to incur losses over the next several years and may never achieve or maintain
profitability. « We may not realize the expected benefits from our business restructuring and workforce reduction and we
may incur additional costs implementing it or other difficulties. * We require substantial additional funding to meet our
financial needs and to pursue our business objectives. If we are unable to raise capital when needed, we could be forced to
delay, reduce, or altogether cease our current and future product development programs or future commercialization efforts. ¢

W d g ote—If we do not obtain regulatory approval for and successfully
commercialize epet-r&be-re-le—efany of our ot-heieproduct candidates, or if we experience significant delays in doing so, we may

never become profitable. « If clinical trials of epetraberele-er-our any-etherproduct eandidate-candidates that-we-may-advanee
to-elinteattrials-fail to demonstrate safety —te-lefabrl-rt-y—and / or efﬁcaey of such product candidates to the satisfaction of the &~

S—FoeodandDrugAdministration(FDA 2

comparable regulatory authorities, or do not otherwise produee favorable results, we may incur addrtlonal costs or experience
delays in completing, or ultimately be unable to Complete the development and Commereralrzatron of epetfabefe-le—e—leour a-ny
et-heieproduct e&nd-tdate—candldates - da

of patlent% in Cllnreal trlals our cllnlcal development acthltles and receipt of necessary regulatory approvals Could be delayed
or prevented We rely on s-tngle-—seufeed—thlrd par ties to conduct -t-he—our precllnlcal and nonelrnleal studies ;and clinical trials

: : pe-these-these third parties
fnay—do not successfully carry out petto i iy irg-fat acth ot-the-their contractual duties

, trials-and-manufacturing-serviees-or-fathingto-comply with applicable regulatory requirements or

meet expected deadlines, our development programs and our ability to seek or obtain regulatory approval for or
commercialize our product candidates may be delayed . + Even if epetraberele-er-any of our etherproduct candidates
reeetves— receive regulatory approval, they-it may fail to achieve the degree of market acceptance by physicians, patients, third-
party payors and others in the rnedrcal Communlty neceqsary for Commereral success. -I-Pw&afe—tuﬁa-ble—to—es-t&bhslrsales—

t-heyhafe—a-ppfe’v‘ed— We face substantial Competrtlon Wthh may reqult in others dlscoverrng, developrng , Or commerc1alrzrng
products before or more successfully than we do. * We operate with a small team and our future success depends on our ability
to retain key executives and to attract, retain, and motivate qualified personnel. « We have identified material weaknesses in our
1nternal Control over ﬁnancral reportlng Due {-f—we—&fe—unab-le—to remediate-these-material-weaknesses;-er-our failure #-we
herw at-to maintain effective internal control over financial
reportlng, we may not be able to aeeurately or tnnely report our financial condition or results of operations, which may
adversely affect our business. * Our rights to develop and commercialize our technology sepetraberete-and our other product
candidates are subject, in large part, to the terms and conditions of licenses granted to us by others, reludinrg-such as Anacor
Pharmaceuticals, Inc. (a wholly owned subsidiary of Pfizer) (“ Anacor ) . [f we fail to comply with our obligations in the
agreements under which we in- license or acquire development or commercialization rights to products, technology , or data
from third parties, we could lose such rights that are important to our business. ¢ If we are unable to obtain and maintain patent
and other intellectual property protection for our technology, or for epetraberete-or-our eur-other-product candidates, or if the
scope of the patent and other intellectual property protection obtained is not sufficiently broad, our competitors could develop
and commercialize technology and drugs similar or identical to ours, and our ability to successfully commercialize our
technology and product candidates may be impaired. ¢ If we are not able to obtain, or if there are delays in obtaining, required
regulatory approvals, we will not be able to commerc1alrze epet-r&be-re-le—efour eu-leet-heieproduct candidates, and our ab1lrty to
generate revenue will be materrally nnparred .




trials-ofepetraborole-orotherprodueteandidates—-The trading price of our common stock has been and may continue to be

volatile. Risks Related to Our Financial Position and Capital Needs Biopharmaceutical product development is a highly
speculative undertaking and involves a substantial degree of risk. We are a clinical- stage biopharmaceutical company with a
limited operating history upon which you can evaluate our business and prospects. We currently have no products approved for
commercial sale, have not generated any revenue from the sale of products and have incurred losses in each year since our
inception in 2017. In addition, we have limited experience as a company and have not yet demonstrated an ability to successfully
overcome many of the risks and uncertainties frequently encountered by companies in new and rapidly evolving fields,
particularly in the biopharmaceutical industry. On August 8 Our-initial-produet-eandidate-, 2024, we announced topline results
from the Phase 2 part of the EBO- 301 Phase 2 / 3 study evaluating cpetraborole -on top of optimized background
regimen (“ OBR ”) in treatment- refractory MAC lung disease. The Phase 2 part of the study met is-its evrrently-in
primary objective of demonstrating the potential validation of a novel patient- reported outcome (PRO) tool and a higher
PRO- based clinical devetopmtentresponse rate in the epetraborole OBR arm (39. 5 %) vs. placebo OBR (25. 0 %;
treatment difference 13. 9 %, p = 0. 19). Sputum culture conversion at Month 6, a key secondary endpoint, was similar
between treatment arms (13. 2 % in epetraborole OBR vs. 10. 0 % placebo OBR; treatment difference 3. 4 %, p = 0. 64).
Epetraborole was generally well tolerated in the trial . Our net loss was $ 51. 3 million and $ 64. 7 million and-$-4-6
mithen-for the year-years ended December 31, 2024 and 2023 and2022-, respectively. As of December 31, 2623-2024 , we had
an accumulated deficit of $ +54-205 . 5-8 million. We have funded our operations to date primarily with proceeds from our
underwritten offering (the" Underwritten Offering), our * at- the- market ” equity offering program (“ ATM Offering ), our IPO
, and the sale of our redeemable convertible preferred stock. We have devoted substantially all of our financial resources and
efforts to research and development, including preclinical and nonclinical studies, manufacturing, clinical trials , and general and
administrative costs associated with our operations. We expect to continue to incur significant expenses and operating losses
over the next several years. Our net losses may fluctuate significantly from quarter to quarter and year to year. We anticipate
that our expenses will increase substantially as we: ¢ continue our ongoing and planned preclinical, nonclinical , and clinical
development of epetraberete-and-our ether-product candidates; ¢ initiate preclinical and nonclinical studies and clinical trials for
product candidates that we may pursue in the future; ¢ seek to discover and develop future product candidates; ¢ seek regulatory
approvals for epetraberete-and-any of our ether-product candidates that successfully complete clinical trials; ¢ ultimately
establish sales, marketing , and distribution infrastructure and scale up external manufacturing capabilities as-if we move into
later- stage clinical trials for epetraberete-, and teeleseek to commercialize , any product candidate for which we may obtain
regulatory approval and intend to commercialize on our own; ¢ maintain, expand , and protect our intellectual property portfolio;
* hire additional clinical, scientific, chemistry, manufacturing and controls personnel; ¢ add operational, financial, management ,
and compliance information systems and personnel, including personnel to support our product development and any future
commercialization efforts; and ¢ incur legal, accounting, information systems , and other expenses associated with operating as a
public company. To become and remain profitable, we must succeed in developing and eventually commercializing drugs that
generate significant revenue. This will require us to be successful in a range of challenging activities, including completing
preclinical and nonclinical studies and clinical trials of our epetraberete-and-any-otherproduct candidates, obtaining regulatory
approval, manufacturing, marketing , and selling any products for which we may obtain regulatory approval, as well as
discovering and developing additional product candidates. We are only in the preliminary stages of most of these activities. We
may never succeed in these activities and, even if we do, may never generate revenues that are significant enough to achieve
profitability. Because of the numerous risks and uncertainties associated with drug development, we are unable to accurately
predict the timing or amount of expenses or when, or if, we will be able to achieve profitability. If we are required by regulatory
authorities to perform studies in addition to those currently expected, or if there are further delays in the initiation and
completion of our clinical trials or the development of epetraberete-and-any of our etherproduct candidates, our expenses could
increase. Even if we achieve profitability, 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 common stock and could impair our ability to raise
capital, expand our business, maintain our research and development efforts, or continue our operations. A decline in the value
of our common stock could also cause you to lose all or part of your investment. Our limited operating history may make it
difficult for you to evaluate the success of our business to date and to assess our future viability. We commenced active
operations in November 2019, and our operations to date have been largely focused on raising capital, developing epetraborole,
broadening our expertise in the development of epetraborole, undertaking preclinical and nonclinical studies, manufacturing
clinical trial material, preparing for and initiating clinical trials, and general and administrative operations. As a company, we
have not yet demonstrated an ability to successfully complete pivotal clinical trials, obtain regulatory approvals, manufacture a
commercial product or arrange for a third party to do so on our behalf, or conduct sales and marketing activities necessary for
successful commercialization. Consequently, any predictions you make about our future success or viability may not be as
accurate as they could be if we had a longer operating history. We have and may encounter unforeseen expenses, difficulties,
complications, delays and other known or unknown factors in achieving our business objectives. W-e-For example, in August
2024, we announced topline data from the Phase 2 portion of our Phase 2 / 3 clinical trial evaluating our initial product
candidate, epetraborole, in patients with treatment- refractory MAC lung disease. Although the Phase 2 part of the study
met its primary objective in demonstrating the potential validation of a novel patient- reported outcome (PRO) tool and
a higher PRO- based clinical response rate in the epetraborole OBR arm (39. 5 %) vs. placebo OBR (25. 0 %; treatment
difference 13. 9 %, p = 0. 19), sputum culture conversion at Month 6, a key secondary endpoint, was similar between
treatment arms (13. 2 % in epetraborole OBR vs. 10. 0 % placebo OBR; treatment difference 3. 4 %, p = 0. 64). Given
these results, we decided to close out the trial and are in the process of planning to unblind the Phase 3 part of the study
and meet with the FDA to determine next steps. In addition, we will need to transition successfully at some point from a



company with a research and development focus to a company capable of supporting commercial activities. We may not be
successful in such a transition. We expect our financial condition and operating results to continue to fluctuate significantly from
quarter to quarter and year to year due to a variety of factors, many of which are beyond our control. Accordingly, you should
not rely upon the results of any quarterly or annual periods as indications of future operating performance. In August 2024, we
announced a business restructuring plan and implemented a workforce reduction. The objective of these initiatives was
to focus the organization and our resources on product candidates and development compounds to treat Chagas
diseases, NTM, melioidosis, other infectious diseases, and oncology while we continue to evaluate the TR- MAC program.
However, the changes to our business strategy and the reduction in workforce may yield unintended consequences and
costs, such as the loss of institutional knowledge and expertise, attrition beyond our intended workforce reduction, a
reduction in morale among our remaining employees, and the risk that we may not achieve the anticipated benefits, all of
which may have an adverse effect on our development activities, ability to progress our product candidate development,
and results of operations or financial condition. As a result of the workforce reduction, we have recognized severance
and other charges of $ 2. 2 million as of December 31, 2024, primarily consisting of severance payments and other
employee termination- related expenses. We may also incur other charges, costs, future cash expenditures or
impairments not currently contemplated due to events that may occur as a result of, or in connection with, the revised
business strategy and workforce reduction. In addition, we may be unsuccessful in distributing the duties and obligations
of departed employees among our remaining employees. We may also discover that the workforce reduction and cost
cutting measures will make it difficult for us to pursue new opportunities and initiatives and require us to hire qualified
replacement personnel, which may require us to incur additional and unanticipated costs and expenses. Moreover, there
is no assurance we will be successful in our pursuit of any of our new goals. Our failure to successfully accomplish any of
the above activities and goals may have a negative impact on our business, financial condition, results of operations and
growth prospects. We require substantial additional funding to meet our financial needs and to pursue our business objectives.
If we are unable to raise capital when needed, we could be forced to delay, reduce or altogether cease our current and future
product development programs or future commercialization efforts. We believe that our existing cash, cash equivalents , and
investments will enable us to fund our operating expenses and capital expenditure requirements for at least the next 12 months.
However, we will need to obtain substantial additional funding in connection with our continuing operations and planned
activities. Our future capital requirements will depend on many factors, including: ¢ the timing, progress , and results of our
ongoing and future clinical trials of epetraberete-and-our ether-product candidates; ¢ the costs, timing and outcome of regulatory
review of epetraberete-and-any of our ether-product candidates that may complete or be in the process of completing clinical
development; ¢ the scope, progress, results and costs of identifying, obtaining , and conducting preclinical development,
laboratory testing and clinical trials of future product candidates that we may pursue; ¢ the cost and timetable of manufacturing
processes for development, clinical trials and potential commercial use; * the number and development requirements of future
product candidates that we may pursue; ¢ the amount of funding that we receive under our non- dilutive funding opportunities,
including government awards that we may apply for; ¢ the costs and timing of future commercialization activities, including
product manufacturing, marketing, sales , and distribution, for epetraberete-and-any otherproduct candidates that receive
regulatory approval s#f-any-; * the pricing and revenue, if any, received from commercial sales of epetraberete-er-any other
product candidates that receive regulatory approval; ¢ the costs and timing of preparing, filing and prosecuting patent
applications, maintaining and enforcing our intellectual property rights, and defending any intellectual property- related claims; ¢
the costs of operating as a public company; and ¢ the extent to which we acquire or in- license other product candidates and
technologies. Identifying potential product candidates and conducting preclinical testing and clinical trials is a time- consuming,
expensive and uncertain process that takes years to complete, and we may never generate the necessary data or results required
to obtain regulatory approval and achieve product sales. In addition, epetraberete-and-any-ofour ether-product candidates, if
approved, may not achieve commercial success. Our commercial revenues, if any, will be derived from sales of drugs that we do
not expect to be commercially available for several years, if at all. Accordingly, we will need to continue to rely on additional
financing to achieve our business objectives. Adequate additional financing may not be available to us on acceptable terms, or at
all. In addition, we may seek additional capital due to favorable market conditions or strategic considerations even if we believe
we have sufficient funds for our current or future operating plans. If we are unable to raise capital when needed or on attractive
terms, we could be forced to delay, reduce or altogether cease our research and development programs or any future
commercialization efforts. Raising additional capital may cause dilution to our stockholders, restrict our operations or require us
to relinquish rights to our technologies or to epetraberete-er-any of our ether-product candidates. Until such time, if ever, as we
can generate substantial product revenue, we expect to finance our cash needs through a combination of equity offerings and
debt financings. To the extent that we raise additional capital through the sale of equity or convertible debt securities, your
ownership interest will be diluted, and the terms of these securities may include liquidation or other preferences that adversely
affect your rights as a stockholder. Debt financing and preferred equity financing, if available, may involve agreements that
include covenants limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital
expenditures or declaring dividends. If we raise additional funds through collaborations, strategic alliances or marketing,
distribution or licensing arrangements with third parties, we may be required to relinquish valuable rights to our technologies,
future revenue streams, research programs or epetraberete-er-any ether-product candidates, or to grant licenses on terms that
may not be favorable to us. If we are unable to raise additional funds through equity or debt financings when needed, we may be
required to delay, limit, reduce or terminate our development of epetraberote-or-our any-otherproduct eandidate-candidates or
future commercialization efforts or grant rights to a third party to develop and market product candidates that we would
otherwise prefer to develop and market ourselves. We have a contractual commitment to develop epetraborole for global health
initiatives, which may affect our ability to develop and commercialize epetraborole in certain countries and may impact our



intellectual property rights. Our strategy for our global health initiatives depends on receiving non- dilutive funding, and we as a
company have limited experience with this strategy. Under our Global Health Agreement with Adjuvant, we have a contractual
commitment to use reasonably diligent endeavors to develop epetraborole and any other mutually agreed- upon products for
melioidosis, tuberculosis , and other indications for at- risk developing countries at accessible pricing and at reasonable volume,
including selling epetraborole and any other mutually agreed- upon products in certain target countries at or slightly above the
cost of sales, so long as we do not sell products at a loss. Under the Global Health Agreement, we made certain commitments to
develop epetraborole and any other mutually agreed- upon products and to pursue regulatory strategies and product
registrations. If we do not maintain compliance with these and other program- related global access commitments under the
Global Health Agreement, Adjuvant may be entitled to repayment for any portion of its investment that is not used for the
purposes outlined in the Global Health Agreement. Our obligations under the Global Health Agreement may affect our ability to
commercialize epetraborole in certain countries. Our strategy for developing epetraborole for global health initiatives depends
on recelvmg non- d1lut1ve funding from sources such as pubhe and private agenc1es and foundanons n-September2022;-we

9 q l o d o O e o L A I
aﬂd—ma-l&ﬂa—respeetwel—y—We as a company, have lmnted experience Wlth non- dllut1ve funding and we may not b able to
obtain additional non- dilutive funding to support our needs to fund our global health initiatives. For example, we cannot be
certain that there will be additional awards, contracts, grants or funding sources or solicitations available to support our
development efforts, that our other grant applications and funding proposals will be successful, or that we will be able to
continue satisfying the award criteria of the NIAID contract award or any grants or funding awarded to us. If we fail to receive
additional non- dilutive funding, progress in our global health initiatives may be 1mpa1red or delayed Risks Related to the
Development of Our Guﬁeﬁt—&ﬂd—F&t&re—Ploduet Candidates W g g eeess-ofepetra e

have no products apploved for sale and have hlstorlcally mvested a slgmﬁeant portlon of our efforts and fmanelal resources on
the development of our initial product candidate, epetraborole, as a treatment for NFM-treatment- refractory MAC lung
disease eaused-by-. Although we have dlscontmued our development efforts w1th respect to epetraborole in the treatment-
refractory MAC population studied in bacte W P §

EBO- 301 trial until completion of discussions w1th the FDA to ahgn on potentlal next steps -few—ye&rs—wrl—l—be—deveted—te

the-development-efepetraberole—As-atesult, our business remains eurrently-depends-heavily dependent on the successful

development, regulatory approval, and, if approved, commercialization of epetraberele-er-our any-efeur-otherproduct
candidates. We cannot be certain that any product candidate will receive regulatory approval or will be successfully

commercialized even if it receives regulatory approval. The research, development, manufacturing, safety, efficacy, labeling,
approval, sale, marketing and distribution of epetraberele-er-our any-efeureother-product candidates are, and will remain,
subject to comprehensive regulation by the FDA sthe-PMBA-and other comparable foreign regulatory authorities. Before
obtaining regulatory approvals for the commercial sale of epetraberele-and-any ether-product candidates, we must demonstrate
through preclinical and nonclinical studies and clinical trials that the product candidate is safe and effective for use in each target
indication. Drug development is a long, expensive and uncertain process, and delay or failure can occur at any stage during our
nonclinical studies, clinical trials or drug product manufacturing process. These delays or failures could be caused by a variety
of factors, including but not limited to, toxicity, safety, tolerability, efficacy, problems with clinical trial enrollment, drug
product availability, stability, and impurity issues related to drug product manufacturing. For example, in Febru&Fy—August

2024, we voluntartty-paused-enroliment-of-announced topline data from the Phase 3-2 portion of EBO- 301, our engeing
Phase 2 / 3 clinical trial evaluating epetraborole in patients with treatment- refractory MAC lung disease . Although after-a

blinded-aggregate-analysis-of datafrom-the Phase 2 part of the study met its primary objective in demonstrating the
potential validation of a novel patient- reported outcome (“ PRO ”) tool and a non- significant, but numerically higher
PRO- based clinical response rate in the epetraborole OBR arm (39. S %) vs. placebo OBR (25. 0 %; treatment
difference 13. 9 %, p = 0. 19), sputum culture conversion at Month 6, a key secondary endpoint, was similar between
treatment arms (13. 2 % in epetraborole OBR vs. 10. 0 % placebo OBR; treatment difference 3. 4 %, p = 0. 64). Given
these topline results, we decided to close out the Phase 3 portion of the trial suggested-Hower—than—antieipated-effieacy
results-and commence a review of data to help 1nform further development Although we believe There-isno-guarantee
that we—wrl-l—be—able—to date su ot-our ongoing ot-the-timing
he-study-data review witt-be
sﬂfﬁeteﬂt—te-sappeﬁ—supports the contlnued development aﬁ—&ppl-re&ﬁeﬂ—seekmg—regt&atefyh&ppfeva-l-of epetraborole in
patients with treatment- refractory MAC lung disease , it is possible that we will determine to defer or discontinue
development of epetraborole in NTM, whether due to further FDA feedback or otherwise . Failure to obtain regulatory
approval for epetraberete-and-our ether-product candidates in the United States or other territories will prevent us from
commercializing and marketing such product candidates. The success of epetraberete-and-our ether-product candidates will
depend on several additional factors, including: ¢ successful and timely completion of preclinical and nonclinical studies and
requisite clinical trials; ¢ performing preclinical studies and clinical trials in compliance with the FDA sthe-PMBA-or any
comparable regulatory authority requirements;  receipt of regulatory approvals from applicable regulatory authorities; * the




ability to manufacture sufficient quantity of product for development, clinical trials or potential commercialization; ¢ obtaining
regulatory approvals with labeling for sufficiently broad patient populations and indications, without unduly restrictive
distribution limitations or safety warnings, such as black box warnings or a Risk Evaluation and Mitigation Strategies (
REMS 2" ) program; ¢ obtaining and maintaining patent, trademark and trade secret protection, and regulatory exclusivity for
our epetraberete-and-any-other-product candidates; « making and retaining sufficient and reliable arrangements with third parties
for manufacturing capabilities; ¢ launching commercial sales of products, if and when approved; ¢ acceptance of our therapies, if
and when approved, by physicians, patients and third- party payors; * competing effectively with other therapies; ¢ obtaining
and maintaining healthcare coverage and adequate reimbursement from third- party payors; * maintaining, protecting and
expanding our portfolio of intellectual property rights, including patents, trademarks, trade secrets and know- how; ¢ avoiding
and defending against third- party infringement, misappropriation or other violation of intellectual property claims; ¢
maintaining a continued acceptable safety and tolerability profile of our drugs following approval; and  allowance to proceed
with clinical trials under future investigational new drug applications (<" INDs 2" ), or under comparable applications
submitted outside the United States. If we do not achieve these factors in a timely manner or at all, we could experience
significant delays or an inability to successfully commercialize epetraberete-er-our any-ofenrotherproduct candidates, which
would harm our business. We may not be successful in our efforts to build a pipeline of product candidates. A key element of
our strategy is to develop our AN2 drug discovery platform, build a pipeline of product candidates and progress these product
candidates through clinical development for the treatment of Chagas disease, serious-infeetions-(ineluding-different-forms-of
NTM tung-, melioidosis, other infectious disease-diseases ), and in oncology . We may not be able to develop product
candidates that are safe and effective for any proposed use. Even if we are successful in continuing to build our pipeline, the
potential product candidates that we identify may not be suitable for clinical development, as a result of significant safety,
tolerability and other negative characteristics or limitations that may prevent successful regulatory approval or limit market
acceptance or reimbursements from third- party payors. If we do not successfully develop and commercialize epetraberote-and+
er-any ether-of our product candidates, we will not be able to obtain product revenue in future periods, which could significantly

harm our hnancml posmon and ddversely aftect the tradmg prlce of our common stock —Steeesstrpreehinteal-ornonehinteat

wn

-fefetg-n—fegtﬂa-toﬁ—autheﬂ&es— There can be no assurance that t-he—any chnlcal trials we conduct W111 be sutf1c1ent for product
approval. Prior to marketing any product candidate in the United States sineluding-epetraborote-, we must demonstrate that such
product candidate is safe and provide substantial evidence of effectiveness for its intended uses. The FDA has generally
interpreted the “ substantial evidence ” requirements as requiring sponsors to conduct two adequate and well- controlled Phase 3
clinical trials. However, in some circumstances, the FDA may conclude that substantial evidence of efficacy has been
demonstrated through the conduct of one adequate and well- controlled clinical trial, plus confirmatory evidence (whether
obtained prior to or after such trial). Regardless of the We—p-}&ﬂ—te—fe}y—eﬂ—a—s-mg-}e—pﬂfeta{-chnlcal tﬂa-l-development plans we
decide to pursue with respect to our product candidates supportap : : Y :
disease-, but-there can be no assurance that the FDA will not require dddmondl chnlcal trldls for dpploval of epet-f&befe}e—such
product candldates beyond the trials that we culrently plan to conduct, even if we succesgfully complete the trial and believe




ha\e limited expenenoe deswmna N—T—M—el-i-n-iea-l—tﬂa-}s—dmi have—ne—pﬂe%eﬁaeﬂeﬁee—condudmg clinical trials in the United
States or other geographies and may be unable to design and execute a clinical trial to support regulatory approval. In addition,
the design and results of our clinical trials may not be sufficient to support approval, since factors such as an inappropriate
dosage or flaws in the design of a clinical trial may not become apparent until the clinical trial is in progress or data are
available. There is a high failure rate for drag-and-btetegie-produets— product candidates proceeding through clinical trials.
Many companies in the pharmaceutical and biotechnology industries have suffered significant setbacks in later- stage clinical
trials even after achieving plomlsmg results in plecllmcal testmg and edlllel— stage clinical trials. For exdmple a1in August

petmbmole n pdnents with NFM-treatment- refractory MAC
lulm dlsedse Tinay-tnerease- Although we beheve the ﬂs-lePhase 2 part of hematologieal-abnormalities-or-the study met its
primary objective in demonstrating the potential for-validation of a novel patient- reported outcome (PRO) tool and a
higher PRO- based clinical response rate in the epetraborole OBR arm (39. 5 %) vs. placebo OBR (25. 0 %; treatment
difference 13. 9 %, p = 0. 19), sputum culture conversion at Month 6, a key secondary endpoint, was similar between
treatment arms (13. 2 % in epetraborole OBR vs. 10. 0 % placebo OBR; treatment difference 3. 4 %, p = 0. 64). Given
the-these results emergenee-ofnew-, unknown-we decided to close the Phase 3 portion of the trial and to commence a
review of data to help inform further development. Although we believe that our ongoing data review to date supports
the continued development of epetraborole in patients with treatment- refractory MAC lung disease emergentadverse
events—traddition, it is possible that we will defer or discontinue development of epetraborole in NTM, whether due to
further FDA feedback or otherwise. For example, based on the results from the Phase 2 portion of the EBO- 301 trial, we
submitted an amended statistical analysis plan for the EBO- 301 trial selecting the Quality of Life — Bronchiectasis
(QOL- B) respiratory domain patient reported outcome (PRO) instrument as the revised primary efficacy endpoint.
However, the FDA may e*peﬂeﬂee-not con51der the data from the Phase 3 portlon of the trial to be clinically meamngful

aﬂ-y—et-her—pfeduet—e&nd-t&a-te— We may not Commercmllze mdlket pmmote or sell any ploduct candldate w 1thout obtdmmo
regulatory approval from the FDA sthe-PMBA-or other comparable regulatory authorities, and we may never receive such
approvals. It is impossible to predict when or if epetraberete-er-any ether-of our product candidates will prove-be deemed
effective or safe in humans and s##H-receive regulatory approval. Before obtaining regulatory approval from regulatory
authorities for the sale of epetraberele-er-any other-of our product candidates, we must complete preclinical and nonclinical
development and conduct extensive clinical trials to demonstrate the safety and efficacy of such product candidates in humans.
Clinical testing is expensive, difficult to design and implement, can take many years to complete, and is uncertain as to
outcome. A failure of one or more clinical trials can occur at any stage of testing. Moreover, preclinical, nonclinical and clinical
data are often susceptible to varying interpretations and analyses, and many companies that have believed their product
candidates performed satisfactorily in preclinical and nonclinical studies and clinical trials have nonetheless failed to obtain



regulatory approval of their products. In addition, before we can initiate clinical trials for any product candidates, we must
submit the results of preclinical studies to the FDA or comparable foreign regulatory authorities along with other information,
including information about product candidate chemistry, manufacturing and controls and our proposed clinical trial protocol, as
part of an IND or similar regulatory submission. The FDA or comparable foreign regulatory authorities may require us to
conduct additional preclinical studies for any product candidate before it allows us to initiate clinical trials under any IND or
similar regulatory submission, which may lead to delays and increase the costs of our preclinical development programs. We
may experience numerous unforeseen events prior to, during, or as a result of, clinical trials that could delay or prevent our
ability to receive regulatory approval or commercialize epetraberele-er-any of our ether-product candidates, including, but not
limited to: « we may be unable to generate sufficient preclinical, toxicology or other in vivo or in vitro data to support the
initiation or continuation of clinical trials; * the FDA ;the-PMBA-or other comparable regulatory authorities may disagree as to
the design or implementation of our clinical trials, including the selection of primary and secondary endpoints, which may
result in changes to our planned clinical trial design and potential target clinical outcomes , or may result in failure to obtain
approval altogether ; - regulators, nstitationalreviewboards(~IRBs 2}, or ethics committees may not allow or authorize us or
our investigators to commence a clinical trial or conduct a clinical trial at a prospective trial site; * we may not reach agreement
on acceptable terms with prospective eentraetreseareh-organizations~CROs 2, and clinical trial sites, the terms of which can
be subject to extensive negotiation and may vary significantly among different CROs and clinical trial sites; * we may
experience delays in identifying, recruiting and training suitable clinical investigators; ¢ regulators may issue a clinical hold, or
regulators or institutional review boards may require that we or our investigators suspend or terminate clinical research for
various reasons, including noncompliance with regulatory requirements or a finding that the participants are being exposed to
unacceptable health risks; * we may make changes or amendments to a trial protocol; * we may select endpoints that require
prolonged periods of clinical observation or require extended analysis of the resulting data; « clinical trial sites may deviate from
the trial protocol or drop out of a trial; « clinical trials for epetraberete-er-our any-efenrotherproduct candidates may produce
negative or inconclusive results; « we may decide, or regulators may require us, to conduct additional clinical trials or abandon
product development programs; ¢ enrollment in clinical trials may be slower than we anticipate, participants may drop out of
these clinical trials at a higher rate than we anticipate, we may fail to recruit suitable patients to participate in a trial, or the
number of patients required for clinical trials of epetraberete-and-any-ofour ether-product candidates may be larger than we
anticipate; ¢ our third- party contractors may fail to comply with regulatory requirements or meet their contractual obligations to
us in a timely manner, or at all; « we may lack adequate funding to complete a clinical trial, or the cost of clinical trials of
epetraborete-or-our any-ofeurotherproduct candidates may be greater than we anticipate; * the FDA ;the-PMBA-or other
comparable regulatory authorities may fail to approve the manufacturing processes or facilities of third- party manufacturers
with whom we enter into agreements for clinical and commercial supplies; * the supply or quality of epetraberole-or-our any-of
eur-other-product candidates or other materials necessary to conduct clinical trials of such product candidates may be
insufficient or inadequate; ¢ serious adverse events may occur in trials of the same class of agents conducted by other companies
that could be considered similar to our product candidates; * epetraberete-er-our enr-other-product candidates may have
undesirable side effects or other unexpected characteristics, causing us or our investigators, regulators or IRBs to suspend or
terminate the clinical trials; and * the approval policies or regulations of the FDA sthe-PMBA-or other comparable regulatory
authorities may significantly change in a manner rendering our clinical data insufficient for approval. If we are required to
conduct additional clinical trlals or other testlng of epet-f&befe-}e-er—any of our ﬁt-her—product candidates beyond the studies that
we currently contemplate yste Re v has ote-, if we are unable to successfully
complete clinical trials or other testlng of epet-f&befe-}e-efour aﬂy—e—f—eufet-her—product candldates or if the results of these trials
or tests are not positive or are only modestly positive or if there are safety concerns observed in these trials or tests, we may: ¢
be delayed in obtaining regulatory approval for our product candidates; ¢ not obtain regulatory approval at all; ¢ obtain approval
for indications or patient populations that are not as broad as intended or desired; * obtain approval with labeling that includes
significant use or distribution restrictions or safety warnings, such as black box warnings or a REMS program; ¢ be subject to
additional post- marketing testing requirements; or * be required to remove the product from the market after obtaining
regulatory approval. We do not know whether any of our preclinical and nonclinical studies or clinical trials will begin as
planned, will need to be restructured, or will be completed on schedule or at all. Significant preclinical and nonclinical study or
clinical trial delays also could shorten any periods during which we may have the exclusive right to commercialize epetraberele
er-our eurotherproduct candidates or allow our competitors to bring products to market before we do and impair our ability to
successfully commercialize epetraberele-er-our eur-other-product candidates. In addition, many of the factors that cause, or lead
to, delays of clinical trials may ultimately lead to the denial of regulatory approval of epetraberete-or-our any-ofourother
product candidates. We cannot predict whether or when bacteria may develop resistance to epetraberele-er-any of our ether
antibacterial product candidates, which could affect the revenue potential of our product candidates. We are developing
epetraborote-certain of our product candidates to treat bacterial infections. The bacteria responsible for these infections
evolve quickly and may develop antibiotic resistance caused by spontaneous mutations in the genes encoding the cellular target
of the antibiotic. In some cases, resistance mechanisms can be transferred within and between bacterial species. Prescription or
use of epetraberote-or-our eur-other-product candidates, if approved, may-could depend on the type and rate of resistance of the
targeted bacteria. Although we do intend to analyze the potential of emergence of resistance to our epetraberole-and-any-other
product candidates and only select those that we believe have low resistance potential, we cannot predict whether or when
bacterial resistance to-epetraborole-orotherprodueteandidates-may develop. Such bacterial resistances, if and when identified,
could adversely affect the conduct or results of our clinical trials, and could adversely affect the market potentlal of the product
candldate 1fappr0ved. ample;-elintealresistanee petrab as-a-monotherapy-w § ertab
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drug- resistant mfectlons in community settings or in countries with poor public hedlth infrastructures, or the potential use of any
product candidates outside of controlled hospital settings, could contribute to the rise of resistance. Qur Epetraborote-or-any-of
eurother-product candidates may cause undesirable side effects or have other properties that could delay or prevent their
regulatory approval, limit the commercial potential, or result in significant negative consequences following any potential
regulatory approval. Results of our clinical trials could reveal a high and unacceptable severity and prevalence of side effects or
unexpected characteristics. Undesirable side effects caused by our product candidates, whether used alone on in combination
with other therapies, could cause us or regulatory authorities to interrupt, delay or halt clinical trials or the delay or denial of
regulatory approval by the FDA or comparable foreign regulatory authorities, or, if such product candidates are approved, result
in a more restrictive label and other post- approval requirements. Any treatment- related side effects could also affect patient
recruitment or the ability of enrolled patients to complete the trial, or could result in potential product liability claims. Any of
these occurrences may hdlm our business, financial condition, results of operations and g ;Drowth prospects SanlflCdntly —Ir
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further defining previously identified risks) in any ongoing or subsequent clinical trials and there may be unforeseen serious

adv erse events or side el‘fects that differ from those seen in studles completed to date Forexample-the-desing-duration-for
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larger, longer and more extensive clinical programs, or as use of such product candidates becomes more widespread, if they
receive regulatory approval, subjects will report illnesses, injuries, discomforts and other adverse events that were not observed
in earlier trials, as well as conditions that did not occur or went undetected in previous trials. Many times, side effects are only
detectable after investigational drugs are tested in large- scale ;hase-3-clinical trials or, in some cases, after they are made
available to patients on a commercial scale after approval. If additional clinical experience indicates that epetraberele-er-an
other-of our product eandidate-candidates has unexpected side effects or causes serious or life- threatening side effects, the
development of the product candldate may fail or be delayed or, if the product candldate has received reéuldtory dppIO\’dl such

demonstrate clinical el‘flcdcy, any unacceptable adverse 31de effects or t0x1cmes when administered in the presence of othel
pharmaceutical products, which can arise at any stage of development, may outweigh potential benefits. We may observe
adverse or significant adverse events or drug- drug interactions in future preclinical studies or clinical trial candidates, which



could result in the delay or termination of development, prevent regulatory approval or limit market acceptance if ultimately
approved. For example, we have observed cases of anemia in patients receiving epetraborole, and though we believe these
reported adverse events have not been serious in nature or otherwise suggestive of a material safety issue, consistent
imbalances in observed adverse events between active and placebo arms could adversely affect the integrity of a study
blind and subsequent trial data. Moreover, if we elect, or are required, to delay, suspend or terminate any clinical trial of
epetraborete-er-any ether-of our product candidates, the commercial prospects of such product candidate may be harmed and our
ability to generate revenue through its sale may be delayed or eliminated. Any of these occurrences may significantly harm our
business. Additionally, if epetraberele-er-any of our ether-product candidates receive regulatory approval, regulatory authorities
may require the addition of labeling statements, such as a ““ black box ” warning or a contraindication, or the adoption of a
REMS program to ensure that the benefits outweigh its risks, which may include, among other things, a medication guide
outlining the risks of the drug for distribution to patients and a communication plan to health care practitioners. Furthermore, if
we or others later identify undesirable side effects caused by any product candidates, several potentially significant negative
consequences could result, including: * regulatory authorities may suspend or withdraw approvals of such product candidate, or
we may decide to suspend marketing or remove a product from the marketplace; ¢ regulatory authorities may require additional
warnings on the label or impose distribution or use restrictions; * we may be required to change the way a product candidate is
administered or conduct additional clinical trials, including one or more post- marketing research studies; * we could be sued
and held liable for harm caused to patients; * we may be required to implement REMS, including the creation of a medication
guide outlining the risks of such side effects for distribution to patients; « we could be subject to fines, injunctions or the
imposition of criminal or civil penalties; * we may need to conduct a recall or comparable post- marketing action; and ¢ our
reputation may suffer. Any of these events could prevent us from achieving or maintaining market acceptance of the affected
product candidate, if approved, or could substantially increase commercialization costs and expenses, which could delay or
prevent us from generating revenue from the sale of our product candidates and harm our business and results of operations. If
we are not successful in discovering, developing and commercializing additional product candidates, our ability to expand our
business and achieve our strategic objectives would be impaired. Although a substantial amount of our effort will focus on
potential the-eentinued-clinical testing and potential regulatory approval of our current and future product candidates,
including the development of AN2- 502998, a boron- based small molecule therapeutic candidate for the treatment of
Chagas disease, cpetraborole for NTM or melioidosis, and other development compounds , an clement of our strategy is to
discover, develop and commercialize a portfolio of product candidates to treat rare-ehronte-tanginfeetions-ineluding NFM-Iung
disease-diseases and-ehronie-Chagas-disease-with high unmet need . We are secking to do so by utilizing our targeted- design
AN2 drug discovery platform, which uses bacterial genomics and state- of- the- art molecular and dynamic models to design
active new compounds that target known mechanisms. We focus our clinical development on pathogens , drug targets, and
patients with high, unmet medical needs to leverage the development and regulatory paths available for first- in- class or best-
in- class therapeutics anti—infeetives-. Research efforts to identify and develop product candidates require substantial technical,
financial, and human resources, whether or not any product candidates are ultimately identified. Our research programs may
initially show promise in identifying potential product candidates, yet fail to yield product candidates for clinical development
for many reasons, including the following: « the research methodology used may not be successful in identifying potential
product candidates; « competitors may develop alternatives that render our product candidates obsolete or less attractive;
product candidates we develop may nevertheless be covered by third parties’ patents or other exclusive rights; ¢ a product
candidate may on further study be shown to have harmful side effects or other characteristics that indicate it is unlikely to be
effective or otherwise does not meet applicable regulatory criteria; * a product candidate may not be capable of being produced
in commercial quantities at an acceptable cost, or at all; * a product candidate may not be accepted as safe, tolerable and
effective by patients, the medical community or third- party payors, if applicable; and ¢ the FDA sthe-PMBDA-or other
regulatory authorities may not approve or agree with the intended use of a new product candidate. If we fail to develop and
successfully commercialize epetraberele-or-our eur-other-product candidates, our business and future prospects may be harmed
and our business will be more vulnerable to any problems that we encounter in developing and commercializing epetraberete—If
we—expeﬂe&ee-de}ays—efour product candldates difﬁeu}&es—mﬁ&enfeﬂmeﬂ%eﬂaaﬁeﬁfs—r&e}ﬁnea{—ma}s—etmehmea{

y pted-. Patient enrollment is a
51gn1ﬁcant factor in the timing of Cllnlcal trlals and the tlmlng of our Cllnlcal trlals W111 depend in part, on the speed at which
we can recruit patients to participate in our trials, as well as completion of required follow- up periods. We may not be able to
initiate, continue or complete clinical trials of epetraberete-or-any etherproduct candidates that we develop if we are unable to
locate and enroll a sufficient number of eligible patients to participate in these trials, as required by the FDA ;the-PMBA-or
other comparable regulatory authorities. We have limited experience enrolling patients in our clinical trials and cannot predict
how successful we will be in enrolling patients in future clinical trials. Patient enrollment is also affected by other factors
including: * the size and nature of the targeted patient population; * the severity of the disease under investigation; ¢ the
proximity and availability of clinical trial sites for prospective patients; ¢ the eligibility criteria for participation in the clinical
trial; » the design of the clinical trial; ¢ the perceived risks and benefits of the product candidate under study; ¢ our ability to
recruit clinical trial investigators with appropriate experience; * efforts to facility timely enrollment in clinical trials; ¢ the
availability and efficacy of drugs approved to treat the diseases under study;  the patient referral practices of physicians;  our
ability to obtain and maintain patient consents; ¢ the ability to monitor patients adequately during and after treatment; and ¢ the
risk that patients enrolled in clinical trials will drop out of the trials before completion. In particular, we may face delays and
difficulties in enrollment in our eurrent-planned trials of epetraberete-certain of our product candidates because Chagas
N—'PM—}ung—dlsease eaused-by-MACis-eonsidered-a-and certain other conditions we may target include rarc disease-diseases

(i. e., the size of the targeted patient population is small) and-. Because of this, we may experience difficulties in recruiting




expenses-and-farthertriat-delays-. Additionally, other pharmaceutical companies and research institutions targeting these same
diseases are recruiting clinical trial patients from these patient populations, which may make it more difficult to fully enroll any
clinical trials. We also rely on, and will continue to rely on, CROs and clinical trial sites to ensure proper and timely conduct of
our clinical trials and preclinical studies. Though we have entered into agreements governing their services, we will have limited
influence over their actual performance. Our inability to enroll a sufficient number of patients for clinical trials would result in
significant delays and could require us to abandon one or more clinical trials altogether. We have experienced enrollment delays
in the past. Enrollment delays in these clinical trials may result in further increased development costs for our product
candidates, which would reduce the capital we have available to support our current and future product candidates and may
result in our need to raise additional capital earlier than planned and could cause the value of our common stock to decline and
limit our ability to obtain additional financing. We may expend our limited resources to pursue a particular product candidate or
indication and fail to capitalize on product candidates or indications that may be more profitable or have a greater likelihood of
success. Because we have limited financial and management resources, we focus on research programs and product candidates
that we identify for specific indications. As a result, we may forego or delay pursuit of opportunities with other product
candidates or for other indications that later prove to have greater commercial potential. Our resource allocation decisions may
cause us to fail to capitalize on viable commercial drugs 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. If we do not accurately evaluate the commercial potential or target market for a particular product candidate, we may
relinquish valuable rights to that product candidate through collaboration, licensing, or other royalty arrangements in cases in
which it would have been more advantageous for us to retain sole development and commercialization rights to such product
candidate. Interim “ topline ”” and preliminary data from our 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. From time to time, we may publicly disclose interim, topline or preliminary data from our clinical
trials and preclinical studies, which is based on a preliminary analysis of then- available data, and 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 interim, topline or preliminary results that
we report may differ from future results of the same studies or trials, or different conclusions or considerations may qualify such
results, once additional data have been received and fully evaluated. Topline and preliminary data also remain subject to audit
and verification procedures that may result in the final data being materially different from the topline or preliminary data we
previously published. As a result, topline and preliminary data should be viewed with caution until the final data are available.
Interim data from clinical trials that we may complete are further subject to the risk that one or more of the clinical outcomes
may materially change as patient enrollment continues and more patient data become available. Adverse differences between
interim, topline or preliminary data and final data could significantly harm our business prospects. Further, disclosure of such
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, and any information we determine not to disclose may ultimately be deemed significant with respect to future
decisions, conclusions, views, activities or otherwise regarding a particular product candidate or our business. If the interim,
topline or preliminary data that we report differ from actual 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 harmed, which
could harm our business, financial condition, operating results, growth prospects. We may conduct clinical trials for our product
candidates outside of the United States, and the FDA may not accept data from such trials, in which case our development plans
may be delayed, which could materially harm our business. We conduct and may in the future conduct one or more of our
clinical trials or a portion of our clinical trials for our product candidates outside the United States. The acceptance of study data
from clinical trials conducted outside the United States or another jurisdiction by the FDA or comparable foreign regulatory
authority may be subject to certain conditions or may not be accepted at all. In cases where data from foreign clinical trials are
intended to serve as the sole basis for regulatory approval in the United States, the FDA will generally not approve the
application on the basis of foreign data alone unless (i) the data are applicable to the U. S. population and U. S. medical



practice; (ii) the trials were performed by clinical investigators of recognized competence and pursuant to GCP regulations; and
(iii) the data may be considered valid without the need for an on- site inspection by the FDA, or if the FDA considers such
inspection to be necessary, the FDA is able to validate the data through an on- site inspection or other appropriate means. In
addition, even where the foreign study data are not intended to serve as the sole basis for approval, the FDA will not accept the
data as support for an application for regulatory approval unless the study is well- designed and well- conducted in accordance
with GCP requirements and the FDA is able to validate the data from the study through an onsite inspection if deemed
necessary. Many foreign regulatory authorities have similar requirements for clinical data gathered outside of their respective
jurisdictions. In addition, such foreign trials would be subject to the applicable local laws of the foreign jurisdictions where the
trials are conducted. There can be no assurance that the FDA or any comparable foreign regulatory authority will accept data
from trials conducted outside of the U. S. or the relevant jurisdiction. If the FDA or any comparable foreign regulatory authority
does not accept such data, it may result in the need for additional trials, which could be costly and time- consuming, and which
may result in current or future product candidates that we may develop not receiving approval for commercialization in the
applicable jurisdiction. Risks Related to Our Dependence on Third Parties We rely-are dependent on third parties to conduct
the-our preelinteal-- clinical and-trials, nonclinical studies and preclinical studies. Specifically, we have engaged CROs and
consultants to conduct our ongomg and planned preclmlcal and noncllnlcal studles and chnlcal tr1als have-engaged-CROs
S-t0-€0 5 d std als-in each case in
accordance wrth trial protocols and regulatory requrrements We also expect to engage CROs for any of our other product
candidates that may progress to clinical development.We expect to rely on CROs,as well as other third parties,such as clinical
data management organizations,medical institutions,and clinical investigators,to conduct those preclinical and nonclinical
studies,clinical trials,and manufacture of our clinical trial material.Currently,we rely on single source third- party research
institutions,laboratories,clinical research and manufacturing organizations for research and development.Agreements with such
third parties might terminate for a variety of reasons,including a failure to perform by the third parties.If we need to enter into
alternative arrangements,or fail to enter into alternative arrangements in a timely manner,our product development activities
would be delayed.Our reliance on these third parties for research and development activities will reduce our control over these
activities but will not relieve us of our responsibilities.For example,we will remain responsible for ensuring that each of our
clinical trials is conducted in accordance with the general investigational plan and protocols for the trial. Moreover,we and our
CROs are required to comply with regulations and comply with good laboratory practice requirements for the conduct of certain
preclinical studies and GCP requirements for clinical trials,which are regulations and guidelines enforced by the FDA, for
conducting,recording and reporting the results of clinical trials to assure that data and reported results are credible and accurate
and that the rights,integrity and confidentiality of trial participants are protected.Similar regulatory requirements apply outside
the United States,including the International Council for Harmonisation of Technical Requirements for the Registration of
Pharmaceuticals for Human Use. —Regulatory authorities enforce GCPs through periodic inspections of trial sponsors,principal
investigators and trial sites.Failure to comply with these requirements by us or by third parties can result in FDA refusal to
approve applications based on the clinical data,enforcement actions,adverse publicity and civil and criminal sanctions.There is
no guarantee that any of our CROs,investigators or other third parties will devote adequate time and resources to such trials or
studies or perform as contractually required.If any of these third parties fails to meet expected deadlines,adhere to our clinical
protocols or meet regulatory requirements,or otherwise perform in a substandard manner,our clinical trials may be
extended,delayed or terminated.Furthermore ,these third parties may also have relationships with other entities,some of
which may be our competitors. f these third parties do not successfully carry out their contractual duties, comply with
applicable regulatory requirements or meet...... successfully carry out their contractual duties, meet expected deadlines, or
conduct our clinical trials in accordance with regulatory requirements or our stated protocols, we will not be able to obtain, or
may be delayed in obtaining, regulatory approvals for epetraberele-and-our ether-product candidates and will not be able to, or
may be delayed in our efforts to, successfully commercialize such product candidates. In addition, principal investigators for our
clinical trials may serve as scientific advisors or consultants to us from time to time and may receive cash compensation in
connection with such services. If these relationships and any related compensation result in perceived or actual conflicts of
interest, or the FDA concludes that the financial relationship may have affected the interpretation of the trial, the integrity of the
data generated at the applicable clinical trial site may be questioned and the utility of the clinical trial itself may be jeopardized,
which could result in the delay or rejection by the FDA of any NDA we submit. Any such delay or rejection could prevent us
from commercializing epetraberele-er-our any-other-product candidates. We also expect to rely on other third parties to store
and distribute product supplies for our clinical trials. Any performance failure or regulatory noncompliance on the part of our
distributors could delay clinical development or regulatory approval of epetraberete-or-our any-other-product candidates or
commercialization of such product candidates, resulting in additional losses and depriving us of potential product revenue. Our
reliance on single- sourced third parties to manufacture our product candidates increases the risk that we will not have sufficient
quantities of our product candidates or products or such quantities at an acceptable cost, which could delay, prevent or impair
our development or commercialization efforts. We do not own or operate manufacturing facilities for the production of clinical
or commercial supplies of the product candidates that we are developing or evaluating, nor are we contemplating plans to do so.
We have limited personnel with experience in drug manufacturing and lack the resources and the capabilities to manufacture any
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eaﬁd-tdate—aﬁd—otuestrategy is to continue to outsource all manufacturlng of our product candldates and approved products, if
any, to third parties. In order to conduct clinical trials of our product candidates and prepare for commercialization, we will need
to identify suitable manufacturers with the capabrhtles to manufacture our compounds in large quant1t1es in a manner cons1stent
with existing regulations - e-plansin en e ; Re gy nantfactaringstte
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current and future third- party manufacturers may be unable to successfully increase the manufacturing capacity for any of our
product candidates in a timely or cost- effective manner, or at all. In addition, quality issues may arise during scale- up activities
at any other time. If our manufacturers are unable to successfully scale up the manufacture of our current or future product
candidates in sufficient quality and quantity, the development, testing and clinical trials of that product candidate may be
delayed or infeasible, and regulatory approval or commercial launch of that product candidate may be delayed or not obtained,
which could significantly harm our business. We do not currently have any agreements with third- party manufacturers for the
long- term commercial supply of epetraberete-or-any of our ether-product candidates. In the future, we may be unable to enter
into agreements with third- party manufacturers for commercial supplies of such product candidates or may be unable to do so
on acceptable terms. Even if we are able to establish and maintain arrangements with third- party manufacturers, reliance on
third- party manufacturers entails risks, including: ¢ reliance on the third party for regulatory compliance and quality assurance;
« the possible breach of the manufacturing agreement by the third party; « the failure of such parties to manufacture product
candidates according to our specifications or on schedule;  the possible misappropriation of our proprietary information,
including our trade secrets and know- how; and ¢ the possible termination or nonrenewal of the agreement by the third party at a
time that is costly or inconvenient for us. The facilities used by our third- party manufacturers must be approved for the
manufacture of our product candidates by the FDA, or any comparable foreign regulatory authority, pursuant to inspections that
will be conducted after we submit an NDA to the FDA, or submit a comparable marketing application to a foreign regulatory
authority. We do not control the manufacturing process of, and are completely dependent on, third- party manufacturers for
compliance with cGMP requirements for manufacture of our product candidates. If these third- party manufacturers cannot
successfully manufacture material that conforms to our specifications and the strict regulatory requirements of the FDA or any
comparable foreign regulatory authority, they will not be able to secure and / or maintain regulatory approval for the use of their
manufacturing facilities. In addition, we have no control over the ability of third- party manufacturers to maintain adequate
quality control, quality assurance and qualified personnel. Our failure, or the failure of our third- party manufacturers, to comply
with applicable regulations could result in sanctions being imposed on us, including fines, injunctions, civil penalties, delays,
suspension or withdrawal of approvals, license revocation, seizures or recalls of product candidates or products, operating
restrictions and criminal prosecutions, any of which could significantly and adversely affect supplies of our product candidates.
Our Epetraborete-and-our-otherproduets-and-product candidates may compete with other product candidates and products for
access to manufacturing facilities. There are a limited number of manufacturers that operate under cGMP regulations and that
might be capable of manufacturing for us. If the third parties that we engage to supply any materials or manufacture product for
our preclinical and nonclinical studies and clinical trials should cease to continue to do so for any reason, we likely would
experience delays in advancing these studies and trials while we identify and qualify replacement suppliers, and we may be
unable to obtain replacement supplies on terms that are favorable to us. In addition, if we are not able to obtain adequate
supplies of epetraberete-or-our any-otherproduct candidates or the substances used to manufacture them, it will be more
difficult for us to develop such product candidates and compete effectively. Our current and anticipated future dependence upon
others for the manufacture of our product candidates may adversely affect our future profit margins and our ability to develop
product candidates and commercialize any products that receive regulatory approval on a timely and competitive basis. Risks
Related to the Commercialization of Epetraberete-and-Our ©ther-Product Candidates Even if epetraberete-er-any of our ether
product candidates receives regulatory approval, it may fail to achieve the degree of market acceptance by physicians, patients,
third- party payors, and others in the medical community necessary for commercial success. Even if we obtain approvals from
the FDA sthe-PMBA-or other comparable regulatory agencies and are able to initiate commercialization of epetraberele-er-any
othet-of our product candidates we-develop-, the-such product eandidate-candidates may not achieve market acceptance among
physicians, patients and third- party payors and, ultimately, may not be commercially successful. The degree of market
acceptance of our product candidates, if approved for commercial sale, will depend on a number of factors, including: « the
safety, tolerability, efficacy and ease of use of a once- a- day oral dose and other potential advantages compared to alternative
treatments; ¢ the potential and perceived advantages and disadvantages of the product candidates, including cost and clinical
benefit relative to alternative treatments; ¢ the convenience and ease of once- a- day oral administration compared to alternative
treatments (e. g., inhaled drug through nebulizer); * the willingness of the target patient population to try new therapies and of
physicians to prescribe these therapies; * acceptance by physicians, patients, payor- formularies and treatment facilities and
parties responsible for coverage and reimbursement of the product; ¢ the availability of coverage and adequate reimbursement
by third- party payors, including government authorities; * our ability to manufacture the product candidates in sufficient
quantities and yields; ¢ the strength and effectiveness of marketing and distribution support; * the prevalence and severity of any
side effects; * limitations or warnings, including distribution or use restrictions, contained in the product’ s approved labeling or
an approved REMS; ¢ whether the product is designated under physician treatment guidelines as a first- line therapy or as a
second- or third- line therapy for particular infections; * whether the product is safe, tolerable and efficacious when used in
combination therapy with the current multi- drug standard of care regimen;  the approval of other new products for the same
indications; ¢ the timing of market introduction of the approved product as well as competitive products; and ¢ the emergence of
bacterial resistance to the product. If the market size of any product candidate that obtains regulatory approval is significantly
smaller than we anticipate, it may not achieve market acceptance or commercial success. This could significantly and negatively
impact our business, financial condition, results of operations and growth prospects. We face substantial competition, which
may result in others discovering, developing or commercializing products before or more successfully than we do. The
development and commercialization of new drug products is highly competitive. We face competition from major multi-
national pharmaceutical companies, biotechnology companies, specialty pharmaceutical companies and generic drug companies

with respect to epetraberete-and-other—- the product candidates that we may-intend to develop and commercialize ti-the-future:



academlc institutions, government agencies and other pubhc and prlvate research orgamzatlons If our competltorq obtaln
regulatory approval from the FDA sthe-RMBA-or other comparable regulatory authorities for their product candidates more
rapidly than we do, it could result in our competitors establishing a strong market position before we are able to enter the
market. Our competitors may also succeed in developing, acquiring or licensing technologies and drug products that are more
effective, more effectively marketed and sold, or less costly than epetraberele-er-any ether-product candidates that we may

develop, which could render our product eandldate non- competitive and obsolete —~Our-initial-product-eandidateepetraborete;

We—&fe-ﬁet—pfeseﬂt-l-y—awafe-ef— Many of our competltorq have elgnlﬂcantly greater ﬁnan01a1 resources and expertl%e in re%eareh
and development, manufacturing, preclinical and nonclinical testing, conducting clinical trials, obtaining regulatory approvals,
and marketing approved products than we do as an organization. Mergers and acquisitions in the pharmaceutical and
biotechnology industries may result in even more resources being concentrated among a smaller number of our competitors.
Smaller and other early- stage companies may also prove to be significant competitors, particularly through collaborative
arrangements with large and established companies. These third parties compete with us in recruiting and retaining qualified
scientific and management personnel, establishing clinical trial sites and patient registration for clinical trials, as well as in
acquiring technologies complementary to, or necessary for, our programs . In addition, following the announcement of topline
data from the Phase 2 portion of our Phase 2 / 3 clinical trial evaluating epetraborole, we effected a restructuring
resulting in the elimination of a significant portion of the workforce and could result in additional unplanned loss of
personnel. Continued disruption caused by the transition or by the loss of ongoing services of any qualified scientific and
management personnel could delay or prevent the successful development of our current and future product candidates .
Our commercial opportunity could be reduced or eliminated if our competitors develop and commercialize products that are
safer, more effective, have fewer or less severe side effects, are more convenient, or are less expensive than any product
candidates that we may develop. Our competitors also may obtain approval from the FDA sthe-PMBA-or other comparable
regulatory agencies for their product candidates more rapidly than we may obtain approval for ours, which could result in
product approval delays if a competitor obtains market exclusivity from the FDA sthe-PMBA-or any comparable regulatory
agencies or our competitors establish a strong market position before we are able to enter the market. In addition, our ability to
compete may be affected in many cases by insurers or other third- party payors seeking to encourage the use of generic drugs.
Additional drugs may become available on a generic basis over the coming years. If epetraberete-or-any ether-of our product
candidates achieve regulatory approval, we expect that they will be priced at a significant premium over competitive generic
drugs . If we are unable to establish sales, marketing and distribution capabilities for our product candidates, or enter
into sales, marketing and distribution agreements with third parties, we may not be successful in commercializing our
product candidates, if and when they are approved . We do not have a sales or marketing infrastructure and have limited
experience in the sale, marketing, or distribution of pharmaceutical products. To achieve commercial success for any product
candidate for which we may obtain regulatory approval, we will need to establish a sales and marketing organization or enter
into collaboration, distribution and other marketing arrangements with one or more third parties to commercialize such product
candidate. In the United States and other key markets, we intend to build a commercial organization to target areas with the
greatest incidence of NFM-unginfeetions-conditions for which we may at some point obtain regulatory approval and
recruit experienced sales, marketing and distribution professionals. The development of sales, marketing and distribution
capabilities will require substantial resources, will be time- consuming and could delay any product launch. We may decide to
work with regional specialty pharmacies, distributors, and / or multi- national pharmaceutical companies to leverage their
commercialization capabilities to commercialize any product candidate for which we may obtain regulatory approval outside of
the United States. If the commercial launch of a product candidate for which we recruit a sales force and establish marketing
and distribution capabilities is delayed or does not occur for any reason, we would have prematurely or unnecessarily incurred
these commercialization costs. This may be costly, and our investment would be lost if we cannot retain or reposition our sales
and marketing personnel. In addition, we may not be able to hire a sales force in the United States that is sufficient in size or has
adequate expertise to target the areas that we intend to target. If we are unable to establish a sales force and marketing and
distribution capabilities, our operating results may be adversely affected. Factors that may inhibit our efforts to commercialize
our drugs on our own include: ¢ our inability to recruit, train and retain adequate numbers of effective sales and marketing
personnel; ¢ the inability of sales personnel to obtain access to physicians or persuade adequate numbers of physicians to
prescribe any future products; ¢ the lack of complementary products to be offered by sales personnel, which may put us at a
competitive disadvantage compared to companies with more extensive product lines; ¢ unforeseen costs and expenses associated
with creating an independent sales and marketing organization; and ¢ unforeseen costs and limitations with regard to setting up a
distribution network. If we are unable to establish our own sales, marketing and distribution capabilities in the United States and
other jurisdictions in which epetraberele-er-any other-of our product candidates are approved and, instead, enter into
arrangements with third parties to perform these services, our revenues and profitability, if any, are likely to be lower than if we



were to sell, market and distribute any product candidates that we develop ourselves. We may not be successful in entering into
arrangements with third parties to sell, market and distribute our product candidates or may be unable to do so on terms that are
favorable to us. We likely will have limited control over such third parties, and any of them may fail to devote the necessary
resources and attention to sell and market our product candidates effectively. If we do not establish sales, marketing and
distribution capabilities successfully, either on our own or in collaboration with third parties, we will not be successful in
commercializing any product candidates. Coverage and adequate reimbursement may not be available for epetraberete-er-any
other-of our product candidates, which could make it difficult for us to sell profitably, if approved. Market acceptance and sales
of any product candidates that we commercialize, if approved, will depend in part on the extent to which reimbursement for
these drugs and related treatments will be available from third- party payors, including government health administration
authorities, managed care organizations and other private health insurers. Third- party payors decide which therapies they will
pay for and establish reimbursement levels. Third- party payors often rely upon Medicare coverage policy and payment
limitations in setting their own coverage and reimbursement policies. However, decisions regarding the extent of coverage and
amount of reimbursement to be provided for any product candidates that we develop will be made on a payor- by- payor basis.
One payor’ s determination to provide coverage for a drug does not assure that other payors will also provide coverage and
adequate reimbursement for the drug. Additionally, a third- party payor’ s decision to provide coverage for a therapy does not
imply that an adequate reimbursement rate will be approved. Each payor determines whether or not it will provide coverage for
a therapy, what amount it will pay the manufacturer for the therapy, and on what tier of its list of covered drugs, or formulary, it
will be placed. The position on a payor’ s formulary generally determines the co- payment that a patient will need to make to
obtain the therapy and can strongly influence the adoption of such therapy by patients and physicians. Patients who are
prescribed treatments for their conditions and providers prescribing such services generally rely on third- party payors to
reimburse all or part of the associated healthcare costs. Patients are unlikely to use our drugs, and providers are unlikely to
prescribe our drugs, unless coverage is provided and reimbursement is adequate to cover a significant portion of the cost of our
drugs and their administration. A primary trend in the U. S. healthcare industry and elsewhere is cost containment. Third- party
payors have attempted to control costs by limiting coverage and the amount of reimbursement for particular medications. We
cannot be sure that coverage and reimbursement will be available for any drug that we commercialize and, if reimbursement is
available, what the level of reimbursement will be. Inadequate coverage and reimbursement may impact the demand for, or the
price of, any drug for which we obtain regulatory approval. If coverage and adequate reimbursement are not available, or are
available only to limited levels, we may not be able to successfully commercialize epetraberele-and-any ether-product candidates
that we develop. Product liability lawsuits against us could cause us to incur substantial liabilities and to limit commercialization
of any products that we may develop. We face an inherent risk of product liability exposure related to the testing of eur
epetraborete-and-any-other-product candidates in human clinical trials and will face an even greater risk if we commercially sell
any drugs that we may develop. If we cannot successfully defend ourselves against claims that our product candidates or
products caused injuries, we will incur substantial liabilities. Regardless of merit or eventual outcome, liability claims may
result in: * reduced resources of our management to pursue our business strategy; ¢ decreased demand for any product
candidates or products that we may develop; * injury to our reputation and significant negative media attention; * withdrawal of
clinical trial participants; ¢ initiation of investigations by regulators; * product recalls, withdrawals or labeling, marketing or
promotional restrictions; * significant costs to defend the resulting litigation; ¢ substantial monetary awards paid to clinical trial
participants or patients; * loss of revenue; ¢ the inability to commercialize any drugs that we may develop; and ¢ a decline in our
share price. Our product liability insurance coverage may not be adequate to cover all liabilities that we may incur. We may
need to increase our insurance coverage as we expand our clinical trials or if we commence commercialization of any product
candidates. Insurance coverage is increasingly expensive. 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, if at all. Our product liability insurance policy contains
various exclusions, and we may be subject to a product liability claim for which we have no coverage. We may have to pay any
amounts awarded by a court or negotiated in a settlement that exceed our coverage limitations or that are not covered by our
insurance, and we may not have, or be able to obtain, sufficient capital to pay such amounts. Even if our agreements with current
or future collaborators entitle us to indemnification against losses, such indemnification may not be available or adequate should
any claim arise. There are a variety of risks associated with marketing epetraberele-er-our any-etherproduct candidates
internationally, which could affect our business. We may seek regulatory approval for epetraberele-er-our ether-product
candidates outside of the United States and, accordingly, we expect that we will be subject to additional risks related to operating
in foreign countries if we obtain the necessary approvals, including: « differing regulatory requirements and reimbursement
landscapes in foreign countries; ¢ the potential for so- called parallel importing, which is what happens when a local seller, faced
with high or higher local prices, opts to import goods from a foreign market with low or lower prices rather than buying them
locally; » unexpected changes in tariffs, trade barriers, price and exchange controls and other regulatory requirements;
economic weakness, including inflation or political instability in particular foreign economies and markets; * compliance with
tax, employment, immigration and labor laws for employees living or traveling abroad; * foreign taxes, including withholding of
payroll taxes;  foreign currency fluctuations, which could result in increased operating expenses and reduced revenues, and
other obligations incident to doing business in another country; * difficulties staffing and managing foreign operations; *
workforce uncertainty in countries where labor unrest is more common than in the United States; * potential liability under the
U. S. Foreign Corrupt Practices Act of 1977, as amended (the “ FCPA ”), or comparable foreign regulations; ¢ challenges
enforcing our contractual and intellectual property rights, especially in those foreign countries that do not respect and protect
intellectual property rights to the same extent as the United States; ¢ production shortages resulting from any events affecting
raw material supply or manufacturing capabilities abroad; and ¢ business interruptions resulting from geo- political actions,
including war and terrorism. These and other risks associated with our international operations may compromise our ability to



achieve or maintain profitability. Risks Related to Our Business, Industry and Managing Our Growth We operate with a small
team and our future success depends on our ability to retain key executives and to attract, retain and motivate qualified
personnel. We are highly dependent on the management, research and development, elnteal-financial and business
development expertise of Eric Easom, our co- founder, president, and chief executive officer, Paut-Eekburg;, M-—D—-our-ehief
medieal-effieer;-Sanjay Chanda, Ph. D., our chief development officer, Lucy Day, our chief financial officer, Josh Eizen, J. D.,
our chief legal and operating officer, Kevm—lérause—emhte%str&fegy—efﬁee&and—Mlchael R. K. (Dickon) Alley, Ph. D., our
co- founder and SVP research fellow and head of biology , Stephen Prior, Ph. D., our chief strategy officer, and Vlncent
Hernandez, our senior vice president research and head of chemistry , as well as the other members of our research,
development , and business teams. Each may terminate employment with us at any time. We do not maintain “ key person ”
insurance for any of our executives or employees. Our limited personnel and resources may result in greater workloads for our
employees compared to those at companies with which we compete for personnel, which may lead to higher levels of employee
dissatisfaction and turnover. Recruiting and retaining qualified research, development , and business personnel and, if we
progress the development of epetraberete-or-our any-otherproduct candidates, commercialization, manufacturing, and sales and
marketing personnel, will be critical to our success. The loss of the services of our executive officers or other key employees
could impede the achievement of our research, development , and commercialization objectives and seriously harm our ability
to successfully implement our business strategy. Furthermore, replacing executive officers and key employees may be difficult
and may take an extended period of time because of the limited number of individuals in our industry with the breadth of skills
and experience required to successfully develop, gain regulatory approval of and commercialize our product candidates.
Competition to hire from this limited pool is intense, and we may be unable to hire, train, retain or motivate these key personnel
on acceptable terms given the competition among numerous pharmaceutical and biotechnology companies for similar personnel.
We also experience competition for the hiring of research and development personnel from universities and research institutions.
In addition, we rely on consultants and advisors, including scientific and clinical advisors, to assist us in formulating our
research and development and commercialization strategy. Our consultants and advisors may have commitments under
consulting or advisory contracts with other entities that may limit their availability to us. If we are unable to continue to attract
and retain high- quality personnel, our ability to pursue our growth strategy will be limited. Macroeconomic uncertainties have
in the past and may continue to adversely impact our business, financial condition, results of operations and growth prospects.
The global economy, including credit and financial markets, has experienced extreme volatility and disruptions, including,
among other things, severely diminished liquidity and credit availability, declines in consumer confidence, declines in economic
growth, supply chain shortages, increases in inflation rates, higher interest rates and uncertainty about economic stability.
Higher interest rates, coupled with reduced government spending and volatility in financial markets may increase economic
uncertainty and affect consumer spending. Similarly, volatility and disruptions in global markets and supply chains , tariffs, and
global conflicts may adversely affect our business or the third parties on whom we rely. If the equity and credit markets
deteriorate, including as a result of political unrest or war , or new tariffs , it may make any necessary debt or equity financing
more difficult to obtain in a timely manner or on favorable terms, more costly or more dilutive. Increased inflation rates can
adversely affect us by increasing our costs, including labor and employee benefit costs. To the extent that macroeconomic
uncertainties continue to harm our business, financial condition, results of operations and growth prospects, many of the other
risks described in this ““ Risk Factors ” section will be exacerbated. Prior to the completion of the IPO, we had been a private
company with limited accounting personnel to adequately execute our accounting processes and other supervisory resources
with which to address our internal control over financial reporting. In connection with the preparation of our financial
statements, we identified material weaknesses in our internal control over financial reporting. A material weakness is a
deficiency, or combination of deficiencies, in internal control over financial reporting, such that there is a reasonable possibility
that a material misstatement of the annual or interim financial statements will not be prevented or detected on a timely basis. The
material weaknesses are as follows: * We did not design and maintain an effective control environment commensurate with our
financial reporting requirements. Specifically, we lacked a sufficient complement of resources with (i) an appropriate level of
accounting knowledge, experience and training to appropriately analyze, record and disclose accounting matters timely and
accurately, and (ii) an appropriate level of knowledge and experience to establish effective processes and controls. Additionally,
the lack of a sufficient number of professionals resulted in an inability to consistently establish appropriate authorities and
responsibilities in pursuit of our financial reporting objectives, as demonstrated by, among other things, insufficient segregation
of duties in our finance and accounting functions. This material weakness contributed to the following additional material
weaknesses. « We did not design and maintain effective controls related to the period- end financial reporting process, including
designing and maintaining formal accounting policies, procedures and controls to achieve complete, accurate and timely
financial accounting, reporting and disclosures. Additionally, we did not design and maintain controls over the preparation and
review of account reconciliations and journal entries, including maintaining appropriate segregation of duties. * We did not
design and maintain effective controls related to the accounting for certain non- routine or complex transactions, including the
proper application of U. S. GAAP to such transactions. « We did not design and maintain effective controls over information
technology (“ IT ) general controls for information systems that are relevant to the preparation of our financial statements.
Specifically, we did not design and maintain (i) program change management controls to ensure that information technology
program and data changes affecting financial IT applications and underlying accounting records are identified, tested, authorized
and implemented appropriately, (ii) user access controls to ensure appropriate segregation of duties and that adequately restrict
user and privileged access to financial applications, programs, and data to appropriate Company personnel, (iii) computer
operations controls to ensure that critical batch jobs are monitored and data backups are authorized and monitored, and (iv)
testing and approval controls for program development to ensure that new software development is aligned with business and IT
requirements. These IT deficiencies did not result in adjustments to the financial statements. However, the IT deficiencies, when



aggregated, could impact maintaining effective segregation of duties, as well as the effectiveness of IT- dependent controls
(such as automated controls that address the risk of material misstatement to one or more assertions, along with the IT controls
and underlying data that support the effectiveness of system- generated data and reports) that could result in misstatements
potentially impacting all financial statement accounts and disclosures that would not be prevented or detected. Accordingly,
management has determined the IT deﬁc1en01e€ in the aggregate constltute a material Weaknesq Fo-address-ourmatertal

3—1—29%4—We cannot assure you that there W111 not be future materlal weaknesses in our internal control over ﬁnan01al reporting
in the future. AnyThe failure to maintain effective internal control over financial reporting could severely inhibit our ability to
accurately report our financial condition, results of operations, or cash flows. These H-we-fat-to-remediate-our-identified
material weaknesses, or identify-any additional material weaknesses, in our internal control over financial reporting may cause
investors fmay-to lose confidence in the accuracy and completeness of our financial reports ;-and / or cause the market price of
our common stock eewtd-to decline, and we could be subject to sanctions or investigations by Nasdaq Steek-Global Select
Market EBE€-, the Seeurities-and-Exehange-Commisstor;or-SEC s-or other regulatory authorities. Failure to remediate remedsy
any-material wealeness-weaknesses in our internal control over financial reporting, or to implement or maintain other effective
control systems required of public companies, could also restrict our future access to the capital markets. We-expeetIf in the
future, we need to expand our research, development, and business capabilities and petertialy-implement sales, marketing, and
distribution capabilities, and-as-aresais-we may encounter difficulties in managing esr-such growth, which could disrupt our
operations. As-Although we effected a restructuring to reduce our workforce by approximately 50 %, if the elinteat

development of epetraberete-and-any-of-our ether-product candidates progresses, we may afse-expeetto-cxpericnce signifieant

growth in the-number-ofouremployees-and-the scope of our operations, particularly in the areas of research, drug development,
regulatory affairs and, if epetraberele-er-any ether-of our product eandidate-candidates receives regulatory approval, sales,

marketmg and distribution. To manage any such eur-antieipated-futare-growth, we musteontinue-will need to implement and
improve our managerial, operational, and financial systems, expand our facilities and eentinge-to-recruit and train additional
qualified personnel. Due to our limited financial resources and the limited experience of our management team in managing a
company with such antieipated-growth, we may not be able to effectively manage the-such an expansion of our operations or
recruit and train additional qualified personnel. The expansion of our operations may alse lead to significant costs and may
divert our management and research and development resources. Any inability to manage growth could delay the execution of
our business plans or disrupt our operations. If we engage in future acquisitions or strategic collaborations, this may increase our
capital requirements, dilute our stockholders, cause us to incur debt or assume contingent liabilities, and subject us to other risks.
We have in the past and may Frem-from time to time ;we-may-in the future evaluate various acquisitions and strategic
collaborations, including licensing or acquiring complementary drug products, intellectual property rights, technologies or
businesses, as deemed appropriate to carry out our business plan. Any potential acquisition or strategic collaboration may entail
numerous risks, including: ¢ increased operating expenses and cash requirements;  the assumption of additional indebtedness or
contingent liabilities ; » the issuance of our equity securities which would result in dilution to our stockholders ;
assimilation of operations, intellectual property and drug products of an acquired company, including difficulties associated with
integrating new personnel; ¢ the diversion of our management’ s attention from our existing drug development programs and
initiatives in pursuing such a strategic partnership, merger, or acquisition; * retention of key employees, the loss of key personnel
and uncertainties in our ability to maintain key business relationships; ¢ risks and uncertainties associated with the other party to
such a transaction, including the prospects of that party and their existing drugs or drug candidates and regulatory approvals; and
e our inability to generate revenue from acquired technology and / or drugs sufficient to meet our objectives in undertaking the
acquisition or even to offset the associated acquisition and maintenance costs. In addition, if we undertake such a transaction,
we may incur large one- time expenses and acquire intangible assets that could result in s1gn1f1cant future amortization
expense. Risks Related to Our lntellectual Property Our We-de 0 d ;

maintain patent protection in the United State@ and other countrlei Wlth respect to epetraberete-and-any-ofour etherproduct
candidates. We seek to protect our proprietary position by developing and in- licensing intellectual property relating to our
product candidates including patent applications in the United States and abroad related to our technology and product
candidates that are important to our business. If we or our licensors do not adequately protect the intellectual property we in-
license or own, competitors may be able to use our technologies and erode or negate any competitive advantage that we may
have, which could harm our business and ability to achieve profitability. To protect our proprietary positions, we and our
licensors file patent applications in the United States and abroad related to our novel technologies and product candidates that
are important to our business. The patent application and prosecution process is expensive and time- consuming. We and our
current licensors and licensees, or any future licensors and licensees, may not be able to file and prosecute all necessary or
desirable patent applications at a reasonable cost or in a timely manner. We or our current licensors and licensees, or any future
licensors or licensees may also fail to identify patentable aspects of our research and development before it is too late to obtain



patent protection, or fail to continue to prosecute patents relating to our product candidates. Therefore, these and any of our in-
licensed patents and patent applications may not be prosecuted and enforced in a manner consistent with the best interests of our
business. It is possible that defects of form in the preparation or filing of our licensors’ patents or our 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 our current licensors and licensees, or any future 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. We cannot predict whether the
patent applications we and our licensors or licensees are currently pursuing will issue as patents in any particular jurisdiction or
whether the claims of any issued patents will provide sufficient protection from competitors. If there are material defects in the
form or preparation of our or our licensors’ patents or patent applications, such patents or applications may be invalid and
unenforceable. Moreover, our competitors may independently develop equivalent knowledge, methods, and know- how, and we
may not be able to prevent such competitors from commercializing such equivalent knowledge, methods, and know- how. Any
of these outcomes could impair our ability to prevent competition from third parties and could have a material adverse effect on
our business, financial condition, results of operations and growth prospects. The patent position of biotechnology and
pharmaceutical companies generally is highly uncertain and has been the subject of much litigation in recent years. Changes in
either the patent laws or interpretation of the patent laws in the United States and other countries may diminish the value of our
patents or narrow the scope of our patent protection. In addition, the laws of foreign countries may not protect our rights to the
same extent as the laws of the United States. No consistent policy regarding the breadth of claims allowed in biotechnology and
pharmaceutical patents has emerged to date in the United States or in many foreign jurisdictions. In addition, the determination
of patent rights with respect to pharmaceutical compounds and technologies commonly involves complex legal and factual
questions, which has in recent years been the subject of much litigation. As a result, the issuance, scope, validity, enforceability
and commercial value of our patent rights are highly uncertain. Furthermore, recent changes in patent laws in the United States,
including the America Invents Act of 2011, and future changes in patent laws in or outside the United States may affect the
scope, strength and enforceability of our patent rights or the nature of proceedings that may be brought by us related to our
patent rights. We may not be aware of all third- party intellectual property rights potentially relating to epetraberole-or-our eur
ether-product candidates. Publications of discoveries in the scientific literature often lag behind the actual discoveries, and
patent applications in the United States and other jurisdictions are typically not published until 18 months after filing, or in some
cases not at all. Therefore, we cannot be certain that we or our licensors were the first to make the inventions claimed in patents
or pending patent applications that we in- license or own, or that we or our licensors were the first to file for patent protection of
such inventions. As a result, the issuance, scope, validity and commercial value of our patent rights cannot be predicted with any
certainty. Moreover, we or our licensors may be subject to a third- party pre- issuance submission of prior art to the U. S. Patent
and Trademark Office (“ USPTO ”), or become involved in opposition, derivation, reexamination, inter partes review, or
interference proceedings, in the United States or elsewhere, challenging our patent rights or the patent rights of others. An
adverse determination in any such submission, proceeding or litigation could reduce the scope of, or invalidate, our patent rights,
allow third parties to commercialize our technology or product candidates, and compete directly with us, without payment to us,
or result in our inability to manufacture or commercialize product candidates without infringing third- party patent rights. Our
licensors’ pending and future patent applications and our own pending and future patent applications may not result in patents
being issued that protect our technology or product candidates, in whole or in part, or which effectively prevent others from
commercializing competitive technologies and products. Even if our or our licensors’ patent applications issue as patents, they
may not issue in a form that will provide us with any meaningful protection against competing products or processes sufficient
to achieve our business objectives, prevent competitors from competing with us or otherwise provide us with any competitive
advantage. Our competitors may be able to circumvent our in- licensed patents or any patents we may own in the future by
developing similar or alternative technologies or products in a non- infringing manner. Our competitors may seek to market
generic versions of any approved products by submitting abbreviated NDAs to the FDA in which they claim that patents
licensed by us or may be owned by us in the future are invalid, unenforceable, and / or not infringed. Alternatively, our
competitors may seek approval to market their own products similar to or otherwise competitive with our product candidates. In
these circumstances, we may need to defend and / or assert our in- licensed or owned patents, including by filing lawsuits
alleging patent infringement. In any of these types of proceedings, a court, or other agency with jurisdiction may find our in-
licensed patents or any owned patents, should such patents issue in the future, not infringed, invalid and / or unenforceable. The
issuance of a patent is not conclusive as to its inventorship, scope, validity, or enforceability, and our in- licensed patents or
patents we may own in the future may be challenged in the courts or patent offices in the United States and abroad. Such
challenges may result fn—less—e#exehiﬂﬂﬁyher—ffeedefn—&)-epefafe-er—ln patent claims bemg 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 product candidates, or limit the duration of the patent protection of our technology and product candidates. In
addition, given the amount of time required for the development, testing, and regulatory review of new product candidates,
patents protecting such candidates might expire before or shortly after such candidates are commercialized. Any impairment of
our intellectual property rights, or our failure to protect our intellectual property rights adequately, could give third parties access
to our technology and product candidates and could materially and adversely impact our business, financial condition, results of
operations and growth prospects. Our rights to develop and commercialize our technology sepetraberete;-and our other product
candidates are subject, in large part, to the terms and conditions of licenses granted to us by others, such as Anacor. If we fail to
comply with our obligations in the agreements under which we in- license or acquire development or commercialization rights to
products, technology, or data from third parties, we could lose such rights that are important to our business. We-ate-heavily
reliant-apon-For certain product candidates, we rely on licenses to certain patent rights and other intellectual property that are



important or necessary to the development of these epetraberete-erour-otherproduct candidates. For example, we depend on a
license agreement from Anacor, a biopharmaceutical company that originally developed epetraborole and is currently a wholly-
owned subsidiary of Pfizer. Additionally, we have licensed our rights under the Anacor agreement in China, Hong Kong,
Taiwan and Macau to Brii Biosciences. Anacor has relied upon, our other licensors may have relied upon, and any future
licensors may rely haverelied-upon, third- party companies, consultants or collaborators, or on funds from third parties such
that our licensors are not the sole and exclusive owners of the patents we in- licensed. We have sublicensed certain patents from
Anacor that are owned, maintained and prosecuted by GSK. If third- party companies such as GSK fail to prosecute, maintain,
enforce and defend such patents, or lose rights to those patents, the rights we have licensed may be reduced or eliminated, and
our right to develop and commercialize epetraberete-or-our euretherproduct candidates that are the subject of such licensed
rights could be adversely affected. Further, we rely upon Anacor’ s compliance with its license agreement with GSK to maintain
our sublicense to such patents owned by GSK, and any termination of Anacor’ s license agreement with GSK could result in us
losing our license to epetraborole. Further development and commercialization of our epetraborete;and-development-ofany
et-her—product candldates may requlre us to enter into addltlonal license or collaboratlon agreements —Forexample;-ourtieensers

hirep eetaalp coveringepetrab h . Our future licenses
may not pr0V1de us w1th exeluswe rlghts to use the hcensed patent rlghts and other 1nte11ectual property, or may not pr0V1de us
with exclusive rights to use such patent rights and intellectual property in all relevant fields of use and in all territories in which
we wish to develop or commercialize epetraborete-or-our eur-other-product candidates in the future. Our license agreement with
Anacor, and other intellectual property- related agreements we have entered into and may in the future cnter into tn-the-future
may impose diligence and other obligations, including payment of milestones and royalties. For example, our license agreement
from Anacor requires us to satisfy diligence requirements, including using commercially reasonable efforts to develop and
commercialize products. If we fail to comply with our obligations to Anacor or any ether or future licensors, those
counterparties may have the right to terminate the license agreements, in which event we might not be able to develop,
manufacture, or market any product candidate licensed under the agreements, which could materially adversely affect the value
of the product candidate being developed under any such agreement and further involve termination of our rights to important
intellectual property or technology. In spite of our efforts, Anacor impeses-might conclude, or any other or future licensors
might conclude , that we are in material breach of obligations under our license agreements and may therefore have the right to
terminate the license agreements, thereby removing our ability to develop and commercialize product candidates and technology
covered by such license agreements. If such in- licenses are terminated, or if the underlying patents fail to provide the intended
exclusivity, our competitors would have the freedom to seek regulatory approval of, and to market, products identical to our
product candidates and the licensors to such in- licenses could prevent us from commercializing product candidates that rely
upon the patents or other intellectual property rights which were the subject matter of such terminated agreements. In addition,
we may seek to obtain additional licenses from our licensors and, in connection with obtaining such licenses, we may agree to
amend our existing licenses in a manner that may be more favorable to the licensors, including by agreeing to terms that could
enable third parties (potentially including our competitors) to receive licenses to a portion of the intellectual property that is
subject to our existing licenses. Any of these events could have a material adverse effect on our business, financial condition,
results of operations and growth prospects. Under our license agreement with Anacor, and any other or future license
agreements, disputes may arise regarding intellectual property subject to a licensing agreement, including: « the scope of rights
granted under the license agreement and other interpretation- related issues; ¢ the extent to which our technology and processes
infringe on intellectual property of the licensor that is not subject to the licensing agreement; © the sublicensing of patent and
other rights under our collaborative development relationships; ¢ our diligence obligations under the license agreement and what
activities satisfy those diligence obligations; ¢ the inventorship and ownership of inventions and know- how resulting from the
joint creation or use of intellectual property by our licensors and us and our partners; and ¢ the priority of invention of patented
technology. In addition, the license agreements involving intellectual property or technology from third parties are complex, and
certain provisions in such agreements may be susceptible to multiple interpretations. The resolution of any contract
interpretation disagreement that may arise could narrow what we believe to be the scope of our rights to the relevant intellectual
property or technology, or increase what we believe to be our financial or other obligations under the relevant agreement, either
of which could have a material adverse effect on our business, financial condition, results of operations and growth prospects.
Moreover, if disputes over intellectual property that we have licensed prevent or impair our ability to maintain our current
licensing arrangements on commercially acceptable terms, we may be unable to successfully develop and commercialize the
affected product candidates, which could have a material adverse effect on our business, financial condition, results of
operations and growth prospects. We may not be successful in obtaining necessary rights to any product candidates we may
develop through acquisitions and in- licenses. We currently have rights to intellectual property sthrough licenses from third
parties, including Anacor, to identify and develop product candidates. We may find it necessary or prudent to obtain licenses
from steh-other third- party intellectual property holders in order to avoid infringing these third- party patents. For example,
many pharmaceutical companies, biotechnology companies and academic institutions compete with us and may be filing patent
applications that are potentially relevant to our business. The licensing or acquisition of third- party intellectual property rights
is a competitive area, and several more established companies may pursue strategies to license or acquire third- party intellectual
property rights that we may consider attractive or necessary. These established companies may have a competitive advantage
over us due to their size, capital resources and greater clinical development and commercialization capabilities. In addition,
companies that perceive us to be a competitor may be unwilling to license any intellectual property rights to us. We also may
be unable to license or acquire third- party intellectual property rights on terms that would allow us to make an appropriate
return on our investment or at all. If we are unable to successfully obtain rights to required third- party intellectual property
rights or maintain the existing intellectual property rights we have, we may have to abandon development of the relevant




program or product candidate, which could have a material adverse effect on our business, financial condition, results of
operations and growth prospects. We may become involved in lawsuits to protect or enforce our owned or in- licensed patents or
other intellectual property, which could be expensive, time- consuming and unsuccessful. Competitors or other third parties may
infringe, misappropriate or otherwise violate our in- licensed issued patents or other intellectual property rights we may own.
To counter such infringement, misappropriation , vielation or other unauthorized use, we may be required to file infringement
claims, which can be expensive and time- consuming and divert the time and attention of our management and scientific
personnel. Any claims we assert against third parties could provoke these parties to assert counterclaims against us alleging that
we infringe, misappropriate or otherwise violate their patents, trademarks, copyrights or other intellectual property rights . In
addition, our in- licensed patents may become involved in inventorship or priority disputes. Third parties may raise challenges to
the validity of certain of our in- licensed patent claims and may in the future raise similar claims before administrative bodies in
the United States or abroad, even outside the context of litigation. For example, we may be subject to a third- party pre- issuance
submission of prior art to the USPTO, or become involved in derivation, revocation, reexamination, post- grant review (“ PGR
”), inter partes review (“ IPR ”), interference proceedings and equivalent proceedings in foreign jurisdictions, such as opposition
proceedings challenging any patents that we may own or in- license. Such submissions may also be made prior to a patent’ s
issuance, precluding the granting of a patent based on one of our owned or licensed pending patent applications. A third party
may also claim that our potential future owned patents or licensed patent rights are invalid or unenforceable in a litigation. The
outcome following legal assertions of invalidity and unenforceability is unpredictable. An adverse determination in any such
submission, proceeding or litigation could reduce the scope of, invalidate, or render unenforceable, our potential future owned
patents or licensed patent rights, allow third parties to commercialize epetraberete-or-our eur-other-product candidates and
compete directly with us, without payment to us, or result in our inability to manufacture or commercialize products without
infringing third- party patent rights In a patent infringement proceeding, there is a risk that a court will decide that a patent we
own or in- license is invalid or unenforceable, in whole or in part, and that we do not have the right to stop the other party from
using the invention at issue. There is also a risk that, even if the validity of such patents are upheld, the court will construe the
patent’ s claims narrowly or decide that we do not have the right to stop the other party from using the invention at issue on the
grounds that our owned or in- licensed patents do not cover the invention. An adverse outcome in a litigation or proceeding
involving our owned or in- licensed patents could limit our ability to assert our eowned or in- licensed patents against those
parties or other competitors and may curtail or preclude our ability to exclude third parties from making and selling similar or
competitive products. Similarly, in the future, we expect to rely on trademarks to distinguish epetraberole-and-any-ofour other
product candidates that are approved for marketing, if any, and if we assert trademark infringement claims, a court may
determine that the marks we have asserted are invalid or unenforceable, or that the third party against whom we have asserted
trademark infringement has superior rights to the marks in question. In this case, we could ultimately be forced to cease use of
such trademarks. In any infringement litigation, any award of monetary damages we receive may not be commercially valuable.
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 or trade secrets could be compromised by disclosure during litigation. In
addition, there could be public announcements of the results of hearings, motions s-or other interim proceedings or developments
and 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, there can be no assurance that we will have sufficient financial or other resources to adequately
file and pursue such infringement claims, which typically last for years before they are concluded. Some of our competitors and
other third parties may be able to sustain the costs of such litigation or proceedings more effectively than we can because of
their greater financial resources and more mature and developed intellectual property portfolios. Even if we ultimately prevail in
such claims, the monetary cost of such litigation and the diversion of the attention of our management and scientific personnel
could outweigh any benefit we receive as a result of the proceedings. Accordingly, despite our efforts, we may not be able to
prevent third parties from infringing, misappropriating, otherwise violating or successfully challenging our intellectual property
rights. Uncertainties resulting from the initiation and continuation of patent litigation or other proceedings could have a negative
impact on our ability to compete in the marketplace, which could have a material adverse effect on our business, financial
condition, results of operations and growth prospects. Third parties may initiate legal proceedings alleging that we are infringing
, misappropriating ;-or otherwise violating their intellectual property rights, the outcome of which would be uncertain and could
significantly harm our business. Our commercial success depends, in part, on our ability to develop, manufacture, market and
sell epetraberete-or-our ether-product candidates and use our proprietary chemistry technology without infringing,
misappropriating or otherwise violating the intellectual property rights of third parties. Numerous third- party U. S. and non- U.
S. issued patents exist in the area of antibacterial treatment, including compounds, formulations, treatment methods ;-and
synthetic processes that may be applied towards the synthesis of antibiotics. If any such patents of third parties cover our
product candidates or technologies, we may not be free to manufacture or market our product candidates as planned. There is a
substantial amount of intellectual property litigation in the biotechnology and pharmaceutical industries, and we may become
party to, or threatened with, litigation ;-or other adversarial proceedings regarding intellectual property rights with respect to our
technology or product candidates, including interference proceedings before the USPTO. Third parties may assert claims against
us based on existing or future intellectual property rights. The outcome of intellectual property litigation is subject to
uncertainties that cannot be adequately quantified in advance. If we are found to have infringed, misappropriated ;-or otherwise
violated any third party’ s intellectual property rights, we could be forced, including by court order, to cease developing,
manufacturing, or commercializing epetraberele-er-our ether-product candidates. Alternatively, we may be required to obtain a
license from such third party in order to use technology and continue developing, manufacturing or marketing product
candidates that infringe , misappropriate or otherwise violate such third party’ s intellectual property rights . However, we
may not be able to obtain any such required license on commercially reasonable terms or at all. Even if we were able to obtain a



license, it could be non- exclusive, thereby giving our competitors access to the same technologies licensed to us. We may also
be required to pay substantial ongoing royalty or license payments or fees or comply with other unfavorable terms. In addition,
we could be found liable for monetary damages, including treble damages and attorneys’ fees if we are found to have willfully
infringed a patent or other intellectual property right. A finding of infringement could prevent us from commercializing
epetraberete-er-our ether-product candidates or force us to cease some of our business operations. Claims that we have
misappropriated the confidential information or trade secrets of third parties could have a similar negative effect on our business.
Even if we were to prevail in such a dispute, any litigation regarding our intellectual property rights could be costly and time-
consuming and divert the attention of our management and key personnel from our business operations. 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 or trade secrets could be compromised by disclosure during this type of litigation. During the course
of litigation, there could be public announcements or 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. Negative publicity related to a decision by us to initiate such enforcement actions against a
customer or former customer, regardless of its accuracy, may adversely impact our other customer relationships or prospective
customer relationships, harm our brand and business and could cause the market price of our common stock to decline. Any of
the foregoing arising from uncertainty in legal proceedings could materially and adversely impact our business, financial
condition, results of operations and growth prospects. We may be subject to claims by third parties asserting that we or our
employees, consultants ;-and advisors have misappropriated their intellectual property rights or claiming ownership of what we
regard as our own intellectual property rights . Many of our employees, consultants and advisors were previously employed at
universities or other biotechnology or pharmaceutical companies, including our competitors or potential competitors. Although
we try to ensure that our employees, consultants and advisors do not use the proprietary information or know- how of third
parties in their work for us, we may be subject to claims that we or such employees, consultants and advisors have inadvertently
or otherwise used or disclosed intellectual property, including trade secrets or other proprietary information, of any such
individual’ s former employer. We may also in the future be subject to claims that we have caused an employee to breach the
terms of his or her non- competition or non- solicitation agreement. Litigation may be necessary to defend against these potential
claims. In addition, while it is our policy to require our employees and contractors who may be involved in the development of
intellectual property rights to execute agreements assigning such intellectual property rights to us, such employees and
contractors may breach the agreement and claim the developed intellectual property as their own. Further, we may be
unsuccessful in executing such agreements 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 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. If we fail in prosecuting or defending any such claims, in addition to paying monetary damages, we
may lose valuable intellectual property rights or personnel. A court could prohibit us from using technologies or features that
are essential to epetraberete-er-our other-product candidates if such technologies or features are found to incorporate or be
derived from the trade secrets or other proprietary information of the former employers. Even if we are successful in
prosecuting or defending against such claims, litigation could result in substantial costs and could be a distraction to
management. In addition, any litigation or threat thereof may adversely affect our ability to hire employees or contract with
independent service providers. Moreover, a loss of key personnel or their work product could hamper or prevent our ability to
commercialize our product candidates. Any of the foregoing could have a material adverse impact on our business, financial
condition, results of operations and growth prospects. Any trademarks we may obtain may be infringed or successfully
challenged, resulting in harm to our business. We expect to rely on trademarks as one means to distinguish any of our product
candidates that are approved for marketing from the products of our competitors. We have not yet selected trademarks for our
product candidates and have not yet begun the process of applying to register trademarks for our product candidates. Once we
select trademarks and apply to register them, our trademark applications may not be approved. Third parties who have prior
rights to our trademarks or third parties who have prior rights to similar trademarks may oppose our trademark applications ;-or
otherwise challenge our use of the trademarks. In the event that our trademarks are successfully challenged, we could be forced
to rebrand our product candidates, which could result in loss of brand recognition and could require us to devote resources to
advertising and marketing new brands. At times, competitors may adopt trade names or trademarks similar to ours, thereby
diluting or impeding our ability to build brand identity and possibly leading to market confusion. Our competitors may infringe
our trademarks and we may not have adequate resources to enforce our trademarks and may not be able to prevent such third
parties from using and marketing any such trademarks. In addition, any proprietary name we propose to use with epetraborele-or
any ether-product candidate in the United States must be approved by the FDA, regardless of whether we have registered it, or
applied to register it, as a trademark. The FDA typically conducts a review of proposed product names, including an evaluation
of the potential for confusion with other product names. If the FDA objects to any of our proposed proprietary product names,
we may be required to expend significant additional resources in an effort to identify a suitable proprietary product name that
would qualify under applicable trademark laws, not infringe the existing rights of third parties and be acceptable to the FDA. If
we are unable to establish name recognition based on our trademarks, we may not be able to compete effectively and our
business, financial condition, results of operations and growth prospects may be adversely affected. If we are unable to protect
the confidentiality of our proprietary information, know- how and trade secrets, the value of epetraberele-er-our ether-product
candidates could be adversely affected and our business and competitive position would be harmed. In addition to seeking patent
protection for epetraberete-or-our other-product candidates, we also rely on trade secrets, including unpatented know- how,
technology and other proprietary information, to maintain our competitive position. We seek to protect our trade secrets, in part,
by entering into non- disclosure and confidentiality agreements with parties who have access to them, such as our employees,



corporate collaborators, outside scientific collaborators, contract manufacturers, consultants, advisors and other third parties. We
also enter into confidentiality and invention or patent assignment agreements with our employees and consultants. However,
these agreements may be inadequate to protect our proprietary and intellectual property rights. Despite these efforts, any of these
parties may breach the agreements and disclose our proprietary information, including our trade secrets. In addition, we may not
be able to obtain adequate remedies for any such breaches. Although we use reasonable efforts to protect this proprietary
information and technology, we also cannot guarantee that we have entered into such agreements with each party that may have
or have had access to our confidential information, know- how, trade secrets or other proprietary information or each individual
who has developed intellectual property on our behalf. Monitoring unauthorized uses and disclosures of our intellectual property
is difficult, and we do not know whether the steps we have taken to protect our intellectual property rights will be effective.
Enforcing a claim that a party illegally disclosed or misappropriated a trade secret is difficult, expensive, distracting to
management, and time- consuming, and the outcome is unpredictable and varied depending on the jurisdiction. In addition,
some courts inside and outside the United States, in countries in which we operate or intend to operate, are less willing, or
unwilling, to protect trade secrets, know- how and other proprietary information. Any claims or litigation could cause us to incur
significant expenses. Some third parties may be able to sustain the costs of complex litigation more effectively than we can
because they have substantially greater resources. Our employees, consultants, and other parties may unintentionally or willfully
disclose our information or technology to competitors and there can be no assurance that the legal protections and precaution
taken by us will be adequate to prevent misappropriation of our technology or that competitors will not independently develop
technologies equivalent or superior to ours. Trade secrets and know- how can be difficult to protect. Our competitors or other
third parties may independently develop knowledge, methods and know- how equivalent to our trade secrets. Additionally,
competitors could purchase our product candidates and replicate some or all of the competitive advantages we derive from our
development efforts for technologies on which we do not have patent protection. 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, or those to whom they
communicate, 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, which could have a material adverse
effect on our business, financial condition, results of operations and growth prospects. If we or our licensors do not obtain patent
term extension and data exclusivity for any product candidates we or our licensors may develop, our business may be materially
harmed. Given the amount of time required for the development, testing, and regulatory review of new product candidates,
patents we license or may own in the future protecting such candidates might expire before or shortly after such candidates are
commercialized. As a result, our intellectual property may not provide us with sufficient rights to exclude others from
commercializing products similar or identical to our product candidates. Depending upon the timing, duration, and specifics of
any FDA approval of any of our product candidates, one or more of our in- licensed U. S. patents may be eligible for limited
patent term extension under the Drug Price Competition and Patent Term Restoration Action of 1984 (the “ Hatch- Waxman
Amendments 7). The Hatch- Waxman Amendments permit a patent extension term of up to five years as compensation for
patent term lost during the FDA regulatory review process. A patent term extension cannot extend the remaining term of a
patent beyond a total of 14 years from the date of product approval, only one patent may be extended and only those claims
covering the approved drug, a method for using it, or a method for manufacturing it may be extended. However, we may not be
granted an extension because of, for example, failing to exercise due diligence during the testing phase or regulatory review
process, failing to apply within applicable deadlines, failing to apply prior to expiration of relevant patents, or otherwise failing
to satisfy applicable requirements. Moreover, the applicable time period or the scope of patent protection afforded could be less
than we request. If we are unable to obtain patent term extension or the term of any such patent term extension is less than we
request, our competitors may obtain approval of competing products following our patent expiration, and our business, financial
condition, results of operations and growth prospects could be materially harmed. Obtaining and maintaining our patent
protection depends on compliance with various procedural, document submission, fee payment, and other requirements imposed
by government patent agencies, and our patent protection could be reduced or eliminated for non- compliance with these
requirements. Periodic maintenance fees, renewal fees, annuity fees and various other government fees on patents and patent
applications will be due to be paid to the USPTO and various government patent agencies outside of the United States over the
lifetime of our owned or in- licensed patents and patent applications. In certain circumstances, we rely on our licensing partners
to pay these fees due to U. S. and non- U. S. patent agencies. The USPTO and various non- U. S. government agencies require
compliance with several procedural, documentary, fee payment and other similar provisions during the patent application
process. We are also dependent on our licensors to take the necessary action to comply with these requirements with respect to
our licensed intellectual property. In some cases, an inadvertent lapse can be cured by payment of a late fee or by other means in
accordance with the applicable rules. There are situations, however, in which non- compliance can result in abandonment or
lapse of the patent or patent application, resulting in a partial or complete loss of patent rights in the relevant jurisdiction. In such
an event, potential competitors might be able to enter the market with similar or identical products or technology, which could
have a material adverse effect on our business, financial condition, results of operations and growth prospects. We may not be
able to protect our intellectual property rights throughout the world. Filing, prosecuting, enforcing and defending patents on
product candidates in all countries throughout the world would be prohibitively expensive, and our intellectual property rights in
some countries outside the United States could be less extensive than those in the United States. In some cases, we or our
licensors may not be able to obtain patent protection for certain licensed technology outside the United States. In addition, the
laws of some foreign countries do not protect intellectual property rights to the same extent as federal and state laws in the
United States, even in jurisdictions where we or our licensors do pursue patent protection. Consequently, we may not be able to
prevent third parties from practicing our in- licensed inventions in all countries outside the United States, even in jurisdictions
where our licensors do pursue patent protection or from selling or importing products made using our inventions in and into the



United States or other jurisdictions. In addition, geo- political actions in the United States and in foreign countries could
increase the uncertainties and costs surrounding the prosecution or maintenance of our patent applications or those of
any current or future licensors and the maintenance, enforcement or defense of our issued patents or those of any
current or future licensors. For example, the United States and foreign government actions related to Russia’ s conflict
in Ukraine may limit or prevent filing, prosecution, and maintenance of patent applications in Russia. Government
actions may also prevent maintenance of issued patents in Russia. These actions could result in abandonment or lapse of
our patents or patent applications, resulting in partial or complete loss of patent rights in Russia. In addition, a decree
was adopted by the Russian government in March 2022, allowing Russian companies and individuals to exploit
inventions owned by patentees from the United States without consent or compensation. Consequently, we would not be
able to prevent third parties from practicing our inventions in Russia or from selling or importing products made using
our inventions in and into Russia. Accordingly, our competitive position may be impaired, and our business, financial
condition, results of operations and prospects may be adversely affected. Competitors may use our technologies in
jurisdictions where we or our licensors have not pursued and obtained patent protection to develop their own products and,
further, may export otherwise infringing products to territories where we have patent protection, but enforcement is not as strong
as that in the United States. These products may compete with epetraberete;our ether-product candidates and our preclinical
programs. Our in- licensed patents or other intellectual property rights may not be effective or sufficient to prevent them from
competing. Many companies have encountered significant problems in protecting and defending intellectual property rights in
foreign jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not favor the
enforcement of patents, trade secrets and other intellectual property protection, particularly those relating to biotechnology
products, which could make it difficult for us to stop the infringement of our owned or in- licensed patents-intellectual
property rights , if pursued and obtained, or the marketing of competing products in violation of our proprietary rights
generally. Proceedings to enforce our patent rights in foreign jurisdictions could result in substantial costs and divert our efforts
and attention from other aspects of our business, could put our owned or in- licensed patents at risk of being invalidated or
interpreted narrowly and our owned or in- licensed patent applications at risk of not issuing and could provoke third parties to
assert claims against us. We may not prevail in any lawsuits that we initiate and the damages or other remedies awarded, if any,
may not be commercially meaningful. Accordingly, our efforts to enforce our intellectual property rights around the world may
be inadequate to obtain a significant commercial advantage from the intellectual property that we develop or license. Many
countries have compulsory licensing laws under which a patent owner may be compelled to grant licenses to third parties. In
addition, many countries limit the enforceability of patents against government agencies or government contractors. In these
countries, the patent owner may have limited remedies, which could materially diminish the value of such patent. If we or any
of our licensors are forced to grant a license to third parties with respect to any patents relevant to our business, our competitive
position may be impaired, and our business, financial condition, results of operations and growth prospects may be adversely
affected. Further, on June 1, 2023, the European Union Patent Package (“ EU Patent Package ) regulations were
implemented with the goal of providing a single pan- European Unitary Patent and a new European Unified Patent
Court (“ UPC ”) for litigation involving European patents. As a result, all European patents, including those issued prior
to ratification of the EU Patent Package, now by default automatically fall under the jurisdiction of the UPC. It is
uncertain how the UPC will impact granted European patents in the biotechnology and pharmaceutical industries. Our
European patent applications, if issued, could be challenged in the UPC. During the first seven years of the UPC’ s
existence, the UPC legislation allows a patent owner to opt its European patents out of the jurisdiction of the UPC. We
may decide to opt out our future European patents from the UPC, but doing so may preclude us from realizing the
benefits of the UPC. Moreover, if we do not meet all of the formalities and requirements for opt- out under the UPC, our
future European patent applications and patents could remain under the jurisdiction of the UPC. The UPC will provide
our competitors with a new forum to centrally revoke our European patents, and allow for the possibility of a competitor
to obtain pan- European injunction. Such a loss of patent protection could have a material adverse impact on our
business and our ability to commercialize our technology and product candidates and, resultantly, on our business,
financial condition, results of operations and growth prospects. Risks Related to Regulatory Approval of Epetraberete-and
Our ©ther-Product Candidates and Other Legal Compliance Matters QOur Epetraberote-and-our-otherproduct candidates and the
activities associated with their development and commercialization, including their design, testing, manufacture, safety,
efficacy, record- keeping, labeling, storage, approval, advertising, promotion, sale, import, export and distribution, are subject to
comprehensive regulation by the FDA and other regulatory agencies in the United States and by comparable foreign regulatory
authorities, with regulations differing from country to country. Failure to obtain regulatory approval for a product candidate will
prevent us from commercializing the product candidate. We currently do not have any products approved for sale in any
jurisdiction. For example, we are not permitted to market any product candidate in the United States until we receive regulatory
approval of an NDA from the FDA. We as a company only have limited experience in filing and supporting the applications
necessary to gain regulatory approvals and may rely on third- party contract research organizations to assist us in this process.
Approval policies, regulations, or the type and amount of clinical data necessary to gain approval may change during the course
of'a product candidate’ s clinical development. For instance, changes to leadership and the reorganization and rededication of
critical resources at the FDA and within similar governmental health authorities across the world, may impact the ability of new
products dnd sewlces from belng dev eloped or commelmallzed ina tlmely manner. Re;cul'mons dnd requuements ley among
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regulatory-approvatofan NDAfromthe FPA-. We have not sought or obtained regulatory approval for any product candidate,
and it is possible that epetraberete-and-any product candidates we may seek to develop irthe-fatare-will never obtain regulatory

approval. In order to obtain approval to commercialize a product candidate in the United States or abroad, we or our
collaborators must demonstrate to the satisfaction of the FDA or foreign regulatory agencies, that such product candidates are
safe and effective for their intended uses. Results from nonclinical studies and clinical trials can be interpreted in different ways.
Even if we believe that the nonclinical or clinical data for a product candidate is promising, such data may not be sufficient to
support approval by the FDA and other regulatory authorities. The FDA may also require us to conduct additional nonclinical
studies or clinical trials for product candidates either prior to or post- approval, and it may otherwise object to elements of our
clinical development program. The FDA or any foreign regulatory bodies can delay, limit or deny approval of epetraberole-or
our other-product candidates or require us to conduct additional nonclinical or clinical testing or abandon a program for many
reasons, including: * disagreement with the design , endpoint selection, or implementation of our clinical trials; * negative or
ambiguous results from our clinical trials or results that may not meet the level of statrstrcal srgnlﬁcance requrred by the F DA or
comparable forergn regulatory agencres for approval ample-otherwisepos epetrab be 5

18s@es)-; © serious and unexpected drug- related srde effects experrenced by partrc1pants in our chnrcal trlals or by 1nd1v1duals
using drugs similar to our product candidates; ¢ the population studied may not be sufficiently broad or representative to assure
safety in the full populations for which we seek approval;  our inability to demonstrate to the satisfaction of the FDA or the
applicable foreign regulatory body that our product candidates are safe and effective for the proposed indication; ¢ disagreement
with the interpretation of data from nonclinical studies or clinical trials; ¢ our inability to demonstrate the clinical and other
benefits of our product candidates outweigh any safety or other perceived risks; ¢ requirements for additional nonclinical studies
or clinical trials; ¢ disagreement regarding the formulation, labeling, and / or the specifications we propose for our product
candidates; * approval may be granted only for indications that are significantly more limited than those sought by us, and / or
may include significant restrictions on distribution and use; * deficiencies in the manufacturing processes or facilities of the
third- party manufacturers with which we contract for clinical and commercial supplies; ¢ refusals by regulators to accept a
submission due to, among other reasons, the content or formatting of the submission; or ¢ changes in a policies, requirements, or
regulations rendering our clinical data insufficient for approval. Of the large number of drugs in development, only a small
percentage complete the FDA or foreign regulatory approval processes and are successfully commercialized. The lengthy
review process as well as the unpredictability of future clinical trial results may result in our failing to obtain regulatory
approval, which would significantly harm our business, financial condition, results of operations and growth prospects. Even if
we eventually receive approval of an NDA or foreign marketing application for our product candidates, the FDA, or the
applicable foreign regulatory agency may grant approval contingent on the performance of costly additional clinical trials, often
referred to as Phase 4 clinical trials, and the FDA may require the implementation of a REMS, which may be required to ensure
safe use of the drug after approval. The FDA or the applicable foreign regulatory agency also may approve a product candidate
for a more limited indication or patient population than we originally requested, and the FDA or applicable foreign regulatory
agency may not approve the labeling that we believe is necessary or desirable for the successful commercialization of a product
candidate. Any delay in obtaining, or inability to obtain, applicable regulatory approval would delay or prevent
commercialization of that product candidate and would materially adversely impact our business and prospects. Disruptions at
the FDA and other government agencies caused by the transition to a new administration with different philosophies,
funding shortages , staffing limitations, or global health concerns could hinder their ability to hire, retain or deploy key
leadership and other personnel, prevent new or modified products from being developed, review-reviewed , approved or
commercialized in a timely manner or at all, which could negatively impact our business. The ability of the FDA and foreign
regulatory authorities to review and approve new products can be affected by a variety of factors, including the transition to a
new administration, government budget and funding levels, statutory, regulatory, and policy changes, the FDA’ s or foreign
regulatory authorities’ ability to hire and retain key personnel and accept the payment of user fees, and other events that may
otherwise affect the FDA’ s or foreign regulatory authorities’ ability to perform routine functions. Average review times at the
FDA and foreign regulatory authorities have fluctuated in recent years as a result. In addition, government funding of other
government agencies that fund research and development activities is subject to the political process, which is inherently fluid
and unpredictable. Disruptions at the FDA and other agencies may also slow the time necessary for new drugs or modifications
to approved drugs and biologics to be reviewed and / or approved by necessary government agencies, which would adversely
affect our business. For example, in recent everthelastseverat-years, the U. S. government has shut down several times and
certain regulatory agencies, such as the FDA, have had to furlough critical FDA employees and stop critical activities. In
addition, the current U. S. Presidential administration has issued certain policies and certain Executive Orders directed
towards reducing the employee headcount and costs associated with U. S. administrative agencies, including the FDA,
and it remains unclear the degree to which these efforts may limit or otherwise adversely affect the FDA’ s ability to
conduct routine operations. Separately, in response to the COVID- 19 pandemrc the F DA postponed most 1nspect10ns at
dornest1c and forergn manufacturrng facrhtles at various pornts ven & §

shutdown occurs, or il renewed global health concerns fundmg shortages or stafﬁng l1m1tat1ons hinder or prevent the FDA
or other regulatory authorities from conducting their regular inspections, reviews, or other regulatory activities, it could
significantly impact the ability of the FDA or other regulatory authorities to timely review and process our regulatory
submissions, which could have a material adverse effect on our business. We may not be able to obtain or maintain orphan drug
designations for any product candidates, and we may be unable to take advantage of the benefits associated with orphan drug
designation, including the potential for market exclusivity. Regulatory authorities in some jurisdictions, including the United



States, may designate drugs for relatively small patient populations as orphan drugs. Under the Orphan Drug Act of 1983, the
FDA may designate a product as an orphan product if it is intended to treat a rare disease or condition, which is generally
defined as a diagnosed patient population of fewer than 200, 000 individuals in the United States, or a patient population of
greater than 200, 000 individuals in the United States, but for which there is no reasonable expectation that the cost of
developing the drug will be recovered from sales in the United States. Similar laws exist in Europe and Japan. The European
Commission may grant a product orphan medicinal product designation if the product is intended for the treatment, prevention
or diagnosis of a life- threatening or very serious condition, with a prevalence in the European Union of not more than five in 10,
000 people, and where either no satisfactory method of diagnosis, prevention or treatment of the condition in question exists, or
if such method exists that the medicinal product will be of significant benefit to those affected by that condition. As part of our
business strategy, we intend to seek soﬁght—aﬁd-ha-ve—reeewed—orphm drug designation , Where appllcable, from the FDA and

be dble to obtaln or maintain this status for our product candidates . There can be no assurance that any regulatory authorlty

ﬂ&e—F—DA—er—Ettrepeaﬁ—GeﬁamiSﬁeﬁ—wﬂl ;Drant any orphan drug des1gn’1t1ons —V

entitles a party to hnancml incentives such as opportunities for g ;Drant fundmg towalds clinical trial costs th ddvantages and
user- fee waivers. In addition, if a product candidate that has orphan drug designation subsequently receives the first FDA
approval for the disease or condition for which it has such designation, it is entitled to orphan drug exclusivity, which means that
the FDA may not approve any other applications, including an NDA, to market the same drug for the same disease or condition
for seven years, except in limited circumstances, such as a showing of clinical superiority to the product with orphan drug
exclusivity or where the manufacturer is unable to assure sufficient product quantity. More than one product may be approved
by the FDA for the same orphan d1sease or condition, as long as the products are different drugs, as determined by the FDA As

a result, ev W
e&used—by—N—T—M—eveﬂ—lf epefraberole—any of our product candldates is approved by the F DA and receives orphm drug
exclusivity, absent other applicable exclusivities, the FDA can still approve other drugs for use in treating the same indication or
disease eevered-by-epetraborete-, which could create a more competitive market for us. The failure to successfully obtain orphan
drug exclusivity would adversely affect our business. Even if we obtain orphan drug exclusivity for a product, that exclusivity
may not effectively protect the product from competition because different drugs can be approved for the same disease or
condition. Even after an orphan drug is approved, the FDA or comparable foreign regulatory authority can subsequently

approve the same drug for the same disease or condition if such regulatory authority concludes that the later drug is clinically
superior if it is shown to be safer, more effective, or makes a major contribution to patient care. Orphan drug designation neither
shortens the development tlme or regulatory review time of a drug nor gwes the drug any ddvantage in the regulatory review or




certain of our product candldates If we are not able to use that pathway, we may be required to conduct additional chmcal trials
beyond those that are contemplated, which would increase the expense of obtaining, and delay the receipt of, necessary
regulatory approvals, if we receive them at all. In addition, even if an accelerated approval pathway is available to us, it may not
lead to expedited approval of our product candidates, or approval at all. Under the FDCA and implementing regulations, the
FDA may grant accelerated approval to a product candidate to treat a serious or life- threatening condition that provides
meaningful therapeutic benefit over available therapies, upon a determination that the product has an effect on a surrogate
endpoint or intermediate clinical endpoint that is reasonably likely to predict clinical benefit. The FDA considers a clinical
benefit to be a positive therapeutic effect that is clinically meaningful in the context of a given disease, such as irreversible
morbidity or mortality. For the purposes of accelerated approval, a surrogate endpoint is a marker, such as a laboratory
measurement, radiographic image, physical sign or other measure that is thought to predict clinical benefit, but is not itself a
measure of clinical benefit. An intermediate clinical endpoint is a clinical endpoint that can be measured earlier than an effect on
irreversible morbidity or mortality that is reasonably likely to predict an effect on irreversible morbidity or mortality or other
clinical benefit measurement of a therapeutic effect that is considered reasonably likely to predict the clinical benefit of a drug.
The accelerated approval pathway may be used in cases in which the advantage of a new drug over available therapy may not be
a direct therapeutic advantage, but is a clinically important improvement from a patient and public health perspective. If granted,
accelerated approval is usually contingent on the sponsor’ s agreement to conduct, in a diligent manner, additional confirmatory
studies to verity and describe the drug’ s clinical benefit. If such post- approval studies fail to confirm the drug’ s clinical benefit
or are not completed i ina tlmely manner, the FDA may Wlthdr"lw its approval of the drug on an expedlted basis. In addition, ia

-I-ﬂe}uéed—m—t-he—eﬂ‘rmbus—bﬁ-l—ts—the Food and Dlug Omnlbus Refmm Act of 2022 Wheh—ﬁﬁefrg—e{-her—ﬂa-rﬂgs—prowded the FDA
new statutory authority to mitigate potential risks to patients from continued marketing of ineffective drugs previously granted
accelerated approval. Under these provisions, the FDA may require a sponsor of a product seeking accelerated approval to ,
among other things, have a confirmatory trial underway prior to such approval being granted. Prior to seeking accelerated
approval for any of our product candidates we intend to seek feedback from the FDA or will otherwise evaluate ability to seek
and receive accelerated approval. There can be no assurance that after our evaluation of the feedback and other factors we will
decide to pursue or submit an NDA for accelerated approval or any other form of expedited development, review or approval.
Furthermore, if we decide to submit an application for accelerated approval for our product candidates, there can be no
assurance that such application will be accepted or that any expedited development, review or approval will be granted on a
timely basis, or at all. The FDA or other comparable foreign regulatory authorities could also require us to conduct further
studies prior to considering our application or granting approval of any type. A failure to obtain accelerated approval or any



other form of expedited development, review or approval for our product candidate would result in a longer time period to
commercialization of such product candidate, if any, could increase the cost of development of such product candidate and
could harm our competitive position in the marketplace. Failure to obtain regulatory approval in foreign jurisdictions would
prevent epetraberole-or-our eur-other-product candidates from being marketed in these territories. Any approval we are granted
for our product candidates in the United States would not assure approval of ear-such product candidates in foreign jurisdictions.
In order to market and sell epetraberete-er-our eur-otherproduct candidates in Japan, the European Union, United Kingdom,
other areas of Asia, Australia, and any other jurisdictions, we must obtain separate regulatory approvals and comply with
numerous and varying regulatory requirements. The approval procedure varies among countries and can involve additional
testing. The time required to obtain approval may differ substantially from that required to obtain approval from the FDA. The
regulatory approval process outside the United States generally includes all of the risks associated with obtaining approval from
the FDA. In addition, in many countries outside the United States, it is required that the product be approved for reimbursement
before the product can be approved for sale in that country. We may not obtain approvals from regulatory authorities outside the
United States on a timely basis, if at all. Approval by the FDA does not ensure approval by regulatory authorities in other
countries or jurisdictions, and data from clinical studies approved by the FDA may not be accepted by foreign regulatory
agencies, and approval by one regulatory authority outside the United States does not ensure approval by regulatory authorities
in other countries or jurisdictions or by the FDA. However, failure to obtain approval in one jurisdiction may impact our ability
to obtain approval elsewhere. We may not be able to file for marketing authorization and may not receive necessary approvals to
commercialize our product candidates in any market. Even if we obtain regulatory approvals for epetraborete-or-our any-other
product candidates, the terms of approvals and ongoing regulation of such product candidates may limit how we manufacture
and market the product candidates and compliance with such requirements may involve substantial resources, which could
materially impair our ability to generate revenue. Even if regulatory approval of epetraberete-er-any ether-of our product
candidates is granted, an approved product and its manufacturer and marketer are subject to ongoing review and extensive
regulation, including with respect to the manufacturing processes, labeling, packaging, distribution, adverse event reporting,
storage, advertising, promotion, import, export and recordkeeping for the product. These requirements include submissions of
safety and other post- marketing information and reports, registration, as well as ongoing compliance with cGMPs and GCPs for
any clinical trials, In addition, manufacturers of approved products and those manufacturers’ facilities are required to comply
with extensive FDA requirements including ensuring that quality control and manufacturing procedures conform to cGMP,
which include requirements relating to quality control and quality assurance as well as the corresponding maintenance of records
and documentation and reporting requirements. We and our contract manufacturers could be subject to periodic unannounced
inspections by the FDA to monitor and ensure compliance with cGMP. Accordingly, assuming we receive regulatory approval
for one or more product candidates, we and our contract manufacturers will continue to expend time, money, and effort in all
areas of regulatory compliance. If we or a regulatory agency discover previously unknown problems with a product, such as
adverse events of unanticipated severity or frequency, or problems with the facilities where the product is manufactured, a
regulatory agency may impose restrictions on that product, the manufacturing facility or us, including requiring recall or
withdrawal of the product from the market or suspension of manufacturing. In addition, failure to comply with the FDA and
other comparable foreign regulatory requirements may subject our company to administrative or judicially imposed sanctions,
including: e restrictions on the marketing or manufacturing of our products, withdrawal of the product from the market or
voluntary or mandatory product recalls; * restrictions on product distribution or use, or requirements to conduct post- marketing
studies or clinical trials; * fines, restitutions, disgorgement of profits or revenues, warning letters, untitled letters or holds on
clinical trials; * refusal by the FDA to approve pending applications or supplements to approved applications submitted, or
suspension or revocation of approvals; ¢ product seizures or detentions, or refusal to permit the import or export of our products;
and ¢ injunctions or the imposition of civil or criminal penalties. The occurrence of any event or penalty described above may
inhibit our ability to commercialize our product candidates and generate revenue and could require us to expend significant time
and resources in response and could generate negative publicity. The FDA’ s and other regulatory authorities’ policies may
change and additional government regulations may be promulgated that could prevent, limit or delay marketing authorization of
any product candidates we develop. We also cannot predict the likelihood, nature or extent of government regulation that may
arise from future legislation or administrative action, either in the United States or abroad. If we are slow or unable to adapt to
changes in existing requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory
compliance, we may be subject to enforcement action and we may not achieve or sustain profitability. The FDA and other
regulatory agencies actively enforce the laws and regulations prohibiting the promotion of off- label uses. The FDA and other
regulatory authorities strictly regulates marketing, labeling, advertising and promotion of prescription drugs. These regulations
include standards and restrictions for direct- to- consumer advertising, industry- sponsored scientific and educational activities,
and promotional activities involving the internet and off- label promotion. For example, any regulatory approval that the FDA
grants is limited to those specific diseases and indications for which a product is deemed to be safe and effective by the FDA.
While physicians in the United States may choose, and are generally permitted, to prescribe drugs for uses that are not described
in the product’ s labeling and for uses that differ from those tested in clinical trials and approved by the regulatory authorities,
our ability to promote any products will be narrowly limited to those indications that are specifically approved by the FDA. If
we are found to have promoted such off- label uses, we may become subject to significant liability. The U. S. federal
government has levied large civil and criminal fines against companies for alleged improper promotion of off- label use and has
enjoined several companies from engaging in off- label promotion. The FDA has also requested that companies enter into
consent decrees or permanent injunctions under which specified promotional conduct is changed or curtailed. If we cannot
successfully manage the promotion any product candidates, if approved, we could become subject to significant liability, which
would materially adversely affect our business, financial condition, results of operations and growth prospects. Our employees,



independent contractors, principal investigators, CROs, consultants, commercial partners, and vendors may engage in
misconduct or other improper activities, including non- compliance with regulatory standards and requirements. We are exposed
to the risk of employee fraud or other misconduct or failure to comply with applicable regulatory requirements. Misconduct,
errors, or omissions by employees and independent contractors, such as principal investigators, CROs, consultants, commercial
partners, and vendors, could include failures to comply with regulations of the FDA ;the-PMBA-and other comparable
regulatory authorities, to provide accurate information to such regulators, to comply with manufacturing standards we have
established, to comply with healthcare fraud and abuse laws, to report financial information or data accurately, to disclose
unauthorized activities to us, or to comply with requirements of government contracts (e. g., the September2022-NIAID
contract). In particular, sales, marketing, and other business arrangements in the healthcare industry are subject to extensive laws
intended to prevent fraud, kickbacks, self- dealing, and other abusive practices. These laws may restrict or prohibit a wide range
of business activities, including, but not limited to, research, manufacturing, distribution, pricing, discounting, marketing, and
promotion, sales commission, customer incentive programs, and other business arrangements. Employee and independent
contractor misconduct could also involve the improper use of individually identifiable information, including, without
limitation, information obtained in the course of clinical trials, which could result in regulatory sanctions and serious harm to
our reputation. In addition, federal procurement laws impose substantial penalties for misconduct in connection with government
contracts and require certain contractors to maintain a code of business ethics and conduct. It is not always possible to identify
and deter employee and independent contractor misconduct, and any precautions we take to detect and prevent improper
activities 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. If any such actions are
instituted against us, those actions could have a significant impact on our business, including the imposition of civil, criminal
and administrative penalties, damages, monetary fines, disgorgement, possible exclusion from participation in Medicare,
Medicaid, and other federal healthcare programs, contractual damages, reputational harm, diminished profits, and future
earnings, additional reporting or oversight obligations if we become subject to a corporate integrity agreement or other
agreement to resolve allegations of non- compliance with the law and curtailment, or restructuring of our operations, any of
which could adversely affect our ability to operate. If we successfully commercialize epetraborele-any of er-our enc-ofeourother
product candidates, failure to comply with our reporting and payment obligations under U. S. governmental pricing programs
could have a material adverse effect on our business, financial condition, results of operations and growth prospects. If we
participate in the Medicaid Drug Rebate Program and / or Medicare Part D, if and when we successfully commercialize a
product candidate, we will be required to report certain pricing information for such product candidate to the Centers for
Medicare & Medicaid Services, the federal agency that administers the Medicaid and Medicare programs. We may also be
required to report pricing information to the U. S. Department of Veterans Affairs. If we become subject to these reporting
requirements, we will be liable for errors associated with our submission of pricing data, for failure to report pricing data in a
timely manner, and for overcharging government payers, which can result in civil monetary penalties under the Medicaid
statute, the federal civil False Claims Act, and other laws and regulations. Our current and future relationships with healthcare
professionals, principal investigators, consultants, customers, and third- party payors in the United States and elsewhere may be
subject, directly or indirectly, to applicable anti- kickback, fraud and abuse, false claims, physician payment transparency and
other healthcare laws and regulations, which could expose us to penalties. Healthcare providers, physicians, and third- party
payors in the United States and elsewhere will play a primary role in the recommendation and prescription of any product
candidates for which we obtain regulatory approval. Our current and future arrangements with healthcare professionals,
principal investigators, consultants, customers, and third- party payors may expose us to broadly applicable fraud and abuse and
other healthcare laws that may constrain the business or financial arrangements and relationships through which we research,
sell, market, and distribute any product candidates for which we obtain regulatory approval. In addition, we may be subject to
physician payment transparency laws and regulations by the federal government and by the states and foreign jurisdictions in
which we conduct our business. The applicable federal, state, and foreign healthcare laws that may affect our ability to operate
include the following: « the federal Anti- Kickback Statute, which prohibits, among other things, persons from knowingly and
willfully soliciting, offering, receiving or providing remuneration, directly or indirectly, in cash or in kind, to induce or reward,
or in return for, either the referral of an individual for, or the purchase, lease or order, or the arranging for or recommending the
purchase, lease or order of any good, facility, item or service, for which payment may be made, in whole or in part, under federal
and state healthcare programs such as Medicare and Medicaid. A person or entity does not need to have actual knowledge of the
federal Anti- Kickback Statute or specific intent to violate it in order to have committed a violation; * federal civil and criminal
false claims laws, including the federal False Claims Act, which impose criminal and civil penalties, including through civil
whistleblower or qui tam actions, against individuals or entities for, among other things, knowingly presenting, or causing to be
presented, to the federal government, including the Medicare and Medicaid programs, claims for payment that are false or
fraudulent, knowingly making, using or causing to be made or used, a false record or statement material to a false or fraudulent
claim, or from knowingly making or causing to be made a false statement to avoid, decrease, or conceal an obligation to pay
money to the federal government. In addition, 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 claim for purposes of the civil False Claims
Act; « the federal civil monetary penalties statute, which imposes penalties against any person or entity who, among other
things, is determined to have presented or caused to be presented a claim to a federal health program that the person knows or
should know is for an item or service that was not provided as claimed or is false or fraudulent; * HIPAA which created
additional federal criminal statutes that prohibit knowingly and willfully executing, or attempting to execute, a scheme to
defraud any healthcare benefit program or obtain, by means of false or fraudulent pretenses, representations or promises, any of
the money or property owned by, or under the custody or control of, any healthcare benefit program, regardless of whether the



payor is public or private, knowingly and willfully embezzling or stealing from a health care benefit program, willfully
obstructing a criminal investigation of a health care offense and knowingly and willfully falsifying, concealing or covering up by
any trick or device a material fact or making any materially false statements in connection with the delivery of, or payment for,
healthcare benefits, items or services relating to healthcare matters. Similar to the 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;
« the federal Physician Payments Sunshine Act, which requires manufacturers of certain drugs, devices, biologicals, 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 the Centers for Medicare & Medicaid Services (“ €MMS-- CMS ) information related to
payments and “ transfers of value ” provided to physicians (defined to include doctors, dentists, optometrists, podiatrists, and
chiropractors), certain other healthcare providers (such as nurse practitioners and physicians assistants) and teaching hospitals,
as well as ownership and investment interests held by physicians and their immediate family members; and ¢ analogous state
and foreign laws, such as state anti- kickback and false claims laws, which may apply to sales or marketing arrangements and
claims involving healthcare items or services reimbursed by non- governmental third- party payors, including private insurers;
state and foreign laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s voluntary
compliance guidelines and the relevant compliance guidance promulgated by the federal government or to adopt compliance
programs as prescribed by state laws and regulations, or that otherwise restrict payments that may be made to healthcare
providers; state and foreign laws that require drug manufacturers to report information related to payments and other transfers of
value to physicians and other healthcare providers or marketing expenditures; and state and local laws requiring the licensure of
pharmaceutical sales representatives. Efforts to ensure that our future business arrangements with third parties will comply with
applicable healthcare laws and regulations may involve substantial costs. It is possible that governmental authorities will
conclude that our business practices may not comply with current or future statutes, regulations or case law involving applicable
fraud and abuse or other healthcare laws. If our operations are found to be in violation of any of these laws or any other
governmental regulations that may apply to us, we may be subject to significant civil, criminal, and administrative penalties,
including, without limitation, damages, monetary fines, disgorgement, possible exclusion from participation in Medicare,
Medicaid, and other federal healthcare programs, contractual damages, reputational harm, diminished profits and future
earnings, additional reporting or oversight obligations if we become subject to a corporate integrity agreement or other
agreement to resolve allegations of non- compliance with the law and curtailment or restructuring of our operations, any of
which could adversely affect our ability to operate our business and pursue our strategy. If any of the physicians or other
healthcare providers or entities with whom we expect to do business, including future collaborators, are found not to be in
compliance with applicable laws, they may be subject to criminal, civil, or administrative sanctions, including exclusions from
participation in government healthcare programs, which could also affect our business. Changes in healthcare policies, laws, and
regulations may impact our ability to obtain approval for, or commercialize epetraborete-er-our eur-other-product candidates, if
approved. In the United States and some foreign jurisdictions there have been, and continue to be, several legislative and
regulatory changes and proposed reforms of the healthcare system in an effort to contain costs, improve quality, and expand
access to care. In the United States, there have been and continue to be a number of healthcare- related legislative initiatives, as
well as executive, judicial, and Congressional challenges to existing healthcare laws that have significantly affected, and could
continue to significantly affect, the healthcare industry. For example, on June 17, 2021, the U. S. Supreme Court dismissed a
challenge on procedural grounds that argued the ACA is unconstitutional in its entirety because the * individual mandate ”” was
repealed by Congress. On August 16, 2022, President Biden signed the Inflation Reduction Act of 2022 (the “ IRA ) into law,
which among other things, extends-extended enhanced subsidies for individuals purchasing health insurance coverage in ACA
marketplaces through plan year 2025. The IRA also eliminates-eliminated the *“ donut hole ” under the Medicare Part D
program beginning in 2025 by significantly lowering the beneficiary maximum out- of- pocket cost and creating a new
manufacturer discount program. In addition, there has been heightened governmental scrutiny over the manner in which
manufacturers set prices for their marketed products, which has resulted in several U. S. Congressional inquiries and proposed
and enacted federal and state legislation designed to, among other things, bring more transparency to drug pricing, reduce the
cost of prescription drugs under government payor programs and review the relationship between pricing and manufacturer
patient programs. For example, the IRA, among other things (i) directs the U. S. Department of Health and Human Services (*
HHS ”) to negotiate the price of certain high- expenditure, single- source drugs and biologics covered under Medicare and (ii)
imposes rebates under Medicare Part B and Medicare Part D to penalize price increases that outpace inflation. These provisions
take-took cffect progressively starting in fiscal year 2023. OnAugust29-CMS published the negotiated prices for the initial
ten drugs , which will first be effective in 2623-2026 HHS-announeed, and the list of the -ﬁfst—ten—subsequent 15 drugs that
will be subject to priee-negotiations— negotlatlon although the Medicare drug price negotiation program is currently subject to
legal challenges. HHS has and will continue to issue and update guidance as these programs are implemented. It is currently
unclear how the IRA W111 be 1mp1emented but is hkely to have a 31gn1ﬁcant impact on the pharrnaceutlcal 1ndustry {-n—addi-t-ten—

We expect that addltlonal U. S federal healthcare reform measures W111 be adopted in
the future, any of which could limit the amounts that the U. S. federal government will pay for healthcare products and services,
which could result in reduced demand for epetraberete-or-our eurotherproduct candidates or additional pricing pressures. At
the state level, legislatures have become increasingly active in passing legislation and implementing regulations designed to
control pharmaceutical and biological product pricing, including price or patient reimbursement constraints, discounts,
restrictions on certain product access, and marketing cost disclosure , drug price reporting, and other transparency measures,



and, in some cases, designed to encourage importation from other countries and bulk purchasing . Some states have enacted
legislation creating so- called prescription drug affordability boards, which ultimately may attempt to impose price limits
on certain drugs in these states . Outside of the United States, particularly in the European Union, the pricing of prescription
pharmaceuticals is subject to governmental control. In these countries, pricing negotiations with governmental authorities can
take considerable time after the receipt of regulatory approval for a product. To obtain coverage and reimbursement or pricing
approval in some countries, we may be required to conduct a clinical trial that compares the cost- effectiveness of epetraberote
er-our eurother-product candidates to other available therapies. If reimbursement of our product candidates is unavailable or
limited in scope or amount, or if pricing is set at unsatisfactory levels, our business could be harmed . Government Downsizing
Initiatives Could Adversely Impact FDA Operations, Leading to Potential Delays in Regulatory Review and Approval
Recent government downsizing initiatives, including efforts to reduce the size and scope of federal agencies such as the U.
S. Food and Drug Administration (“ FDA ), could negatively impact the agency’ s ability to efficiently review and
approve new drug applications. These initiatives may lead to staff reductions, voluntary resignations, and resource
constraints that could slow down regulatory processes, including clinical trial oversight, new drug application reviews,
and post- market surveillance activities. In addition, future agency cost- cutting measures, budget reductions, or
structural changes remain uncertain and could further disrupt the FDA operations. Any prolonged delays or
unpredictability in regulatory timelines may adversely affect our ability to bring our product candidates to market in a
timely manner, which could have a material impact on our business, financial condition, and future growth prospects.
Disruptions at the FDA and other government agencies caused by funding shortages, staff reductions or global health
concerns could hinder their ability to hire, retain or deploy key leadership and other personnel, or otherwise prevent
new or modified products from being developed, approved or commercialized in a timely manner or at all, which could
negatively impact our business. The ability of the FDA and foreign regulatory authorities to review and / or approve new
products can be affected by a variety of factors, including government budget and funding levels, staff reductions,
statutory, regulatory, and policy changes, the FDA’ s or foreign regulatory authorities’ ability to hire and retain key
personnel and accept the payment of user fees, and other events that may otherwise affect the FDA’ s or foreign
regulatory authorities’ ability to perform routine functions. Average review times at the FDA and foreign regulatory
authorities have fluctuated in recent years as a result. In addition, government funding of other government agencies
that fund research and development activities is subject to the political process, which is inherently fluid and
unpredictable. Disruptions at the FDA and other agencies such as the EMA, following its relocation to Amsterdam and
resulting staff changes, may also slow the time necessary for new drugs and biologics or modifications to approved drugs
or biologics to be reviewed and / or approved by necessary government agencies, which would adversely affect our
business. For example, over the last several years, the U. S. government has shut down several times and certain
regulatory agencies, such as the FDA, have had to furlough critical FDA employees and stop critical activities. If a
prolonged government shutdown occurs, or if staffing reductions or global health concerns prevent the FDA or other
regulatory authorities from conducting their regular inspections, reviews, or other regulatory activities, it could
significantly impact the ability of the FDA or other regulatory authorities to timely review and process our regulatory
submissions, which could have a material adverse effect on our business . We are subject to privacy and data security laws,
rules, regulations, policies, industry standards, and contractual obligations, and our failure to comply with them could harm our
business. We maintain a large quantity of information, including confidential business information and information related to
our employees and may maintain or have responsibility for the maintenance of personal information in connection with the
conduct of our clinical trials. As such, we are subject to laws and regulations governing the privacy and security of such
information. In the United States, there are numerous federal and state privacy and data security laws and regulations governing
the collection, use, disclosure, and protection of personal information that apply or could apply to our operations or the
operations of our partners, including federal and state health information privacy laws, federal and state security breach
notification laws, and federal and state consumer protection laws. 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, in particular in
relation to health information, which may affect our business and is expected to increase our compliance costs and exposure to
liability. In addition, we may obtain health information from third parties, including research institutions from which we obtain
clinical trial data, that are subject to privacy and security requirements under HIPAA, as amended by the Health Information
Technology for Economic and Clinical Health Act, and the regulations promulgated thereunder. Depending on the facts and
circumstances, we could be subject to significant penalties if we obtain, use or disclose individually identifiable health
information in a manner that is not authorized or permitted by HIPAA. Compliance with these and any other applicable privacy
and data security laws, regulations and other requirements we may be subject to in the future is a rigorous and time- intensive
process, and we may be required to put in place additional mechanisms ensuring compliance with such data protection rules. If
we fail to comply with any such laws, regulations or other requirements, we may face significant fines and penalties that could
adversely affect our business, financial condition, results of operations or growth prospects. Any failure or perceived failure by
us or our third- party processors to comply with these data protection and privacy laws, regulations and requirements could
result in significant government enforcement actions, which could include civil, criminal, and administrative penalties, orders
requiring that we change our practices, claims for damages, and other liabilities, regulatory investigations and enforcement
action, private litigation, significant costs (including in investigating and defending such claims, in remediation measures or
changes to our operations), and adverse publicity, any of which could negatively affect our business, financial condition, results
of operations and growth prospects. Furthermore, the laws are not consistent, and compliance in the event of a widespread data
breach is costly. In addition, states are constantly adopting new laws or amending existing laws, requiring attention to frequently
changing regulatory requirements. With laws, regulations, and other obligations relating to privacy and data protection imposing



new and relatively burdensome obligations, and with the substantial uncertainty over the interpretation and application of these
and other obligations, we may face challenges in addressing their requirements and making necessary changes to our policies
and practices and may incur significant costs and expenses in an effort to do so. We are currently in the process of developing
and updating our policies and procedures in accordance with requirements under applicable data privacy and protection laws and
regulations. We rely on our CROs to ensure compliance with data- privacy regulations that may arise in our trials. Other than
our website privacy policy, we do not currently have any formal data privacy policies and procedures in place and have not
completed formal assessments of whether we are in compliance with all applicable data privacy laws and regulations.
Additionally, if third parties with which we work, such as vendors or service providers, violate applicable laws, rules or
regulations or our policies, such violations may also put our or our clinical trial and employee data, including personal data, at
risk, and our business, financial condition, results of operations and growth prospects may be adversely affected. We are subject
to U. S. and certain foreign export and import controls, sanctions, embargoes, anti- corruption laws, and anti- money laundering
laws and regulations. Compliance with these legal standards could impair our ability to compete in domestic and international
markets. We can face criminal liability and other serious consequences for violations, which can harm our business. We are
subject to export control and import laws and regulations, including the U. S. Export Administration Regulations, U. S. Customs
regulations, various economic and trade sanctions regulations administered by the U. S. Treasury Department’ s Office of
Foreign Assets Controls, the FCPA, the U. S. domestic bribery statute contained in 18 U. S. C. § 201, the U. S. Travel Act, the
USA PATRIOT Act, and other state and national anti- bribery and anti- money laundering laws in the countries in which we
conduct activities. Anti- corruption laws are interpreted broadly and prohibit companies and their employees, agents,
contractors, and other collaborators from authorizing, promising, offering, or providing, directly or indirectly, improper
payments or anything else of value to recipients in the public or private sector. We may engage third parties to sell any
approved epetraberele-er-our-other-product candidates outside the United States, to conduct clinical trials, and / or to obtain
necessary permits, licenses, patent registrations, and other regulatory approvals. We have direct or indirect interactions with
officials and employees of government agencies or government- affiliated hospitals, universities, and other organizations. We
can be held liable for the corrupt or other illegal activities of our employees, agents, contractors, and other collaborators, even if
we do not explicitly authorize or have actual knowledge of such activities. Any violations of the laws and regulations described
above may result in substantial civil and criminal fines and penalties, imprisonment, the loss of export or import privileges,
debarment, tax reassessments, breach of contract, and fraud litigation, reputational harm, and other consequences. We are also
subject to export control, import, and trade sanctions laws and regulations which may restrict or prohibit altogether the
provision, sale, or supply of our product candidates to certain governments, persons, entities, countries, and territories, including
those that are the target of comprehensive sanctions or an embargo . Additionally, new or increased tariffs and other changes
in U. S. trade policy, including new sanctions, could trigger retaliatory actions by affected countries . Obtaining the
necessary export license or other authorization for a particular transaction may be time- consuming and may result in the delay
or loss of sales opportunities. Violations of U. S. export control, import, or sanctions laws and regulations can result in
significant fines or penalties and possible incarceration for responsible employees and managers. Risks Related to Ownership of
Our Common Stock Concentration of ownership of our common stock among our existing executive officers, directors, and
principal stockholders may prevent new investors from influencing significant corporate decisions and matters submitted to
stockholders for approval. Our executive officers, directors, and current beneficial owners of 5 % or more of our capital stock
and their respective affiliates beneficially own, in the aggregate, a significant percentage of our outstanding common stock. As a
result, these persons, acting together, would be able to significantly influence all matters requiring stockholder approval,
including the election and removal of directors, any merger, consolidation, or sale of all or substantially all of our assets, or other
significant corporate transactions. In addition, these persons, acting together, may have the ability to control the management
and affairs of our company. Accordingly, this concentration of ownership may harm the market price of our common stock by: ¢
delaying, deferring, or preventing a change in control; * entrenching our management and / or the board of directors ( *-the *
Board *-); « impeding a merger, consolidation, takeover, or other business combination involving us; or  discouraging a
potential acquirer from making a tender offer or otherwise attempting to obtain control of us. In addition, some of these persons
or entities may have interests different than yours. For example, because many of these stockholders purchased their shares at
prices substantially below the price at which shares were sold in our IPO and recent financings and have held their shares for a
longer period, they may be more interested in selling our company to an acquirer than other investors, or they may want us to
pursue strategies that deviate from the interests of other stockholders. A sale of a substantial number of shares of our common
stock may cause the price of our common stock to decline. Sales of a substantial number of shares of our common stock in the
public market could occur at any time. If our stockholders sell, or the market perceives that our stockholders intend to sell,
substantial amounts of our common stock in the public market, the market price of our common stock could decline
significantly. We cannot predict what effect, if any, sales of our shares in the public market or the availability of shares for sale
will have on the market price of our common stock. However, future sales of substantial amounts of our common stock in the
public market, including shares issued upon exercise of outstanding options, or vesting of restricted stock units, or the
perception that such sales may occur, could adversely affect the market price of our common stock. We also expect that
significant additional capital may be needed in the future to continue our planned operations. To raise capital, we may sell
common stock, convertible securities or other equity securities in one or more transactions at prices and in a manner we
determine from time to time. These sales, or the perception in the market that the holders of a large number of shares intend to
sell shares, could reduce the market price of our common stock. Provisions in our corporate charter documents and under
Delaware law , and the adoption of a rights plan, could make an acquisition of our company, which may be beneficial to our
stockholders, more difficult and may prevent attempts by our stockholders to replace or remove our current management.
Provisions in our amended and restated certificate of incorporation and our amended and restated bylaws may discourage, delay



or prevent a merger, acquisition, or other change in control of our company that stockholders may consider favorable, including
transactions in which you might otherwise receive a premium for your shares. These provisions also could limit the price that
investors might be willing to pay in the future for shares of our common stock, thereby depressing the market price of our
common stock. In addition, because our Board is responsible for appointing the members of our management team, these
provisions may frustrate or prevent any attempts by our stockholders to replace or remove our current management by making it
more difficult for stockholders to replace members of our Board. Among other things, these provisions: * establish a classified
board of directors such that not all members of the Board are elected at one time; ¢ allow the authorized number of our directors
to be changed only by resolution of our Board; ¢ limit the manner in which stockholders can remove directors from the Board; *
establish advance notice requirements for stockholder proposals that can be acted on at stockholder meetings and nominations to
our Board; ¢ require that stockholder actions must be effected at a duly called stockholder meeting and prohibit actions by our
stockholders by written consent; ¢ limit who may call stockholder meetings; ¢ authorize our Board to issue preferred stock
without stockholder approval, which could be used to institute a stockholder rights plan, or so- called “ poison pill, ” that would
work to dilute the stock ownership of a potential hostile acquirer, effectively preventing acquisitions that have not been
approved by our Board; and ¢ require the approval of the holders of at least 66 2 / 3 % of the votes that all our stockholders
would be entitled to cast to amend or repeal certain provisions of our charter or bylaws. Moreover, because we are incorporated
in Delaware, we are governed by the provisions of Section 203 of the Delaware General Corporation Law (the “ DGCL ”),
which prohibits a person who owns in excess of 15 % of our outstanding voting stock from merging or combining with us for a
period of three years after the date of the transaction in which the person acquired more than 15 % of our outstanding voting
stock, unless the merger or combination is approved in a prescribed manner. These provisions could discourage potential
acquisition proposals and could delay or prevent a change in control transaction. They could also have the effect of discouraging
others from making tender offers for our common stock, including transactions that may be in your best interests. These
provisions may also prevent changes in our management or limit the price that investors are willing to pay for our stock.
Additionally, in August 2024, we entered into a Rights Agreement, which was previously approved by the Board. In
connection with the Rights Agreement, a dividend was declared of one preferred stock purchase right for each share of
the Common Stock of the Company outstanding at the Record Date (individually, a “ Right  and collectively, the «
Rights ). Each Right entitles the registered holder thereof, after the Rights become exercisable and until August 15,
2025 (or the earlier redemption, exchange or termination of the Rights), to purchase from the Company one one-
thousandth of a share of Series A Preferred, of the Company at a price of $ 6. 50 per one one- thousandth of a share of
Series A Preferred, subject to adjustment. The Rights will expire on August 15, 2025, subject to the Company’ s right to
extend such date, unless earlier redeemed or exchanged by the Company or terminated. The Rights Agreement could
have the effect of discouraging, delaying or preventing a change in management or control over us. While there is no
plan to do so at this time, our Board may choose to extend the current Rights Agreement or adopt a new rights
agreement in the future. Our amended and restated certificate of incorporation provides that the Court of Chancery of the State
of Delaware and the federal district courts of the United States will be the exclusive forums for substantially all disputes
between us and our stockholders, including claims under the Securities Act, which could limit our stockholders’ ability to obtain
a favorable judicial forum for disputes with us or our directors, officers or employees. Our amended and restated certificate of
incorporation provides that the Court of Chancery of the State of Delaware is the exclusive forum for: ¢ any derivative action or
proceeding brought on our behalf; ¢ any action asserting a breach of fiduciary duty; * any action asserting a claim against us or
any of our directors, officers, employees, or agents arising under the DGCL, our amended and restated certificate of
incorporation, or our amended and restated bylaws; ¢ any action or proceeding to interpret, apply, enforce, or determine the
validity of our amended and restated certificate of incorporation, or our amended and restated bylaws; and ¢ any action asserting
a claim against us or any of our directors, officers, employees, or agents that is governed by the internal- affairs doctrine.
Furthermore, our amended and restated certificate of incorporation also provides that unless we consent in writing to the
selection of an alternative forum, the federal district courts of the United States shall be the exclusive forum for the resolution of
any complaint asserting a cause of action arising under the Securities Act. However, these provisions would not apply to suits
brought to enforce a duty or liability created by the Exchange Act or any other claim for which the federal courts have exclusive
jurisdiction. In addition, Section 22 of the Securities Act creates concurrent jurisdiction for federal and state courts over all suits
brought to enforce any duty or liability created by the Securities Act or the rules and regulations thereunder. To the extent the
exclusive forum provision restricts the courts in which claims arising under the Securities Act may be brought, there is
uncertainty as to whether a court would enforce such a provision. We note that investors cannot waive compliance with the
federal securities laws and the rules and regulations thereunder. Any person purchasing or otherwise acquiring or holding any
interest in shares of our capital stock is deemed to have received notice of and consented to the foregoing provisions. These
choice of forum provisions may limit a stockholder’ s ability to bring a claim in a judicial forum that it finds more favorable for
disputes with us or with our directors, officers, other employees or agents, or our other stockholders, which may discourage such
lawsuits against us and such other persons, or may result in additional expense to a stockholder seeking to bring a claim against
us. Alternatively, if a court were to find this choice of forum provision inapplicable to, or unenforceable in respect of, one or
more of the specified types of actions or proceedings, we may incur additional costs associated with resolving such matters in
other jurisdictions, which could adversely affect our business, financial condition, results of operations and growth prospects.
We will have broad discretion in the use of our cash, and may invest or spend our cash in ways with which you do not agree and
in ways that may not increase the value of your investment. Our management will have broad discretion in the application of our
cash, and could spend our cash in ways that do not improve our results of operations or enhance the value of our common stock.
The failure by our management to apply these funds effectively could result in financial losses that could have a negative impact
on our business, cause the price of our common stock to decline, and delay the development of our epetraborete-and-planted



pipeline and-expansion-programs as well as commercial preparedness. We do not anticipate paying any cash dividends on our
capital stock in the foreseeable future, and accordingly, stockholders must rely on capital appreciation, if any, for any return on
their investment. We do not anticipate paying any cash dividends on our common stock in the foreseeable future. Instead, we
plan to retain any earnings to maintain and expand our existing operations. In addition, any future credit facility or debt
securities may contain terms prohibiting or limiting the amount of dividends that may be declared or paid on our common stock.
If we do not pay cash dividends, you could receive a return on your investment in our common stock only if you are able to sell
your shares in the future and the market price of our common stock has increased when you sell your shares. As a result,
investors seeking cash dividends should not purchase our common stock. Our ability to use our net operating loss carryforwards
and certain other tax attributes may be limited. As of December 31, 2023-2024 , we had federal and state net operating loss (*“
NOLs ) carryforwards of approximately $ 58-81 . 2-3 million and $ 422-166 . 6-3 million, respectively. Under the Tax Cuts and
Jobs Act 0of 2017 er(* the Tax Act ”), as modified by the Coronavirus Aid, Relief, and Economic Security Act (the “ CARES
Act”), our NOLs generated in tax years beginning after December 31, 2017 may be carried forward indefinitely, but the
deductibility of such federal NOLs in tax years beginning after December 31, 2020, is limited to 80 % of taxable income. There
is variation in how states have responded and may continue to respond to the Tax Act or the CARES Act. In addition, under
Sections 382 and 383 of the U. S. Internal Revenue Code of 1986, as amended (the “ Code ), if a corporation undergoes an
ownership change, ” generally defined as a greater than 50 percentage point change (by value) in its equity ownership by certain
stockholders over a three- year period, the corporation’ s ability to use its pre- change NOLs and other pre- change tax attributes
(such as research and development tax credits) to offset its post- change income or taxes may be limited. We may have
experienced ownership changes in the past and may experience ownership changes in the future. As a result, our ability to use
our pre- change NOLs and tax credits to offset post- change taxable income, if any, could be subject to limitations. Similar
provisions of state tax law may also apply. In addition, at the state level, there may be periods during which the use of NOLs is
suspended or otherwise limited, which could accelerate or permanently increase state taxes owed General Risk Factors The
trading price of our common stock has been
subject to wide fluctuations in response to various factors some of Wthh are beyond our control 1nc1ud1ng 11m1ted tradlng
volume. The stock market in general and the market for biopharmaceutical companies in particular have experienced extreme
volatility that has often been unrelated to the operating performance of particular companies. As a result of this volatility,
investors may not be able to sell their shares at or above the price paid for the shares. In addition to the factors discussed in this
“ Risk Factors ” section and elsewhere in this Annual Report es-Form 10- K, these factors include: * the commencement,
enrollment or results of our planned and future clinical trials; ¢ the sufficiency of our existing cash to fund our future operating
expenses and capital expenditure requirements; ¢ the results of our testing and clinical trials; * unanticipated safety, tolerability
or efficacy concerns; ¢ the loss of any of our key research, development or management personnel; « regulatory or legal
developments in the United States and other countries; ¢ the success of competitive products or technologies; ¢ adverse actions
taken by regulatory agencies with respect to our clinical trials or manufacturers; ¢ changes or developments in laws or
regulations applicable to epetraberele-or-our any-etherproduct candidates; « changes to our relationships with collaborators,
manufacturers, or suppliers; * announcements concerning our competitors or the pharmaceutical industry in general;  actual or
anticipated fluctuations in our operating results; ¢ changes in financial estimates or recommendations by securities analysts; ¢
potential acquisitions; © the results of our efforts to discover, develop, acquire, or in- license additional product candidates; ¢ the
trading volume of our common stock on Fhe-the Nasdaq Global Select Market; * sales of our common stock by us, our
executive officers and directors or our stockholders or the anticipation that such sales may occur in the future; » general
economic, political, and market conditions and overall fluctuations in the financial markets in the United States ;Fapan-or other
countries where we conduct critical business;  stock market price and volume fluctuations of comparable companies and, in
particular, those that operate in the biopharmaceutical industry;  banking crises or failures; and * investors’ general perception
of us and our business. These and other market and industry factors may cause the market price and demand for our common
stock to fluctuate substantially, regardless of our actual operating performance, which may limit or prevent investors from
selling their shares of our common stock at or above the price paid for the shares and may otherwise negatively affect the
liquidity of our common stock. In addition, the stock market in general, and biopharmaceutical companies in particular, have
experienced extreme price and volume fluctuations that have often been unrelated or disproportionate to the operating
performance of these companies. Some companies that have experienced volatility in the trading price of their shares have been
the subject of securities class action litigation. Any lawsuit to which we are a party, with or without merit, may result in an
unfavorable judgment. We also may decide to settle lawsuits on unfavorable terms. Any such negative outcome could result in
payments of substantial damages or fines, damage to our reputation or adverse changes to our business practices. Defending
against litigation is costly and time- consuming and could divert our management’ s attention and our resources. Furthermore,
during the course of litigation, there could be negative public announcements of the results of hearings, motions or other interim
proceedings or developments, which could have a negative effect on the market price of our common stock. If equity research
analysts do not publish research or reports, or publish unfavorable research or reports, about us, our business, or our market, our
stock price and trading volume could decline. The trading market for our common stock will be influenced by the research and
reports that equity research analysts publish about us and our business. We currently have research coverage by a limited
number of equity research analysts. Equity research analysts may elect not to continue to provide research coverage of our
common stock, and such lack of research coverage may adversely affect the market price of our common stock. We will not
have any control over the analysts or the content and opinions included in their reports. The price of our shares could decline if
one or more equity research analysts downgrade our shares or issue other unfavorable commentary or research about us. If one
or more equity research analysts ceases coverage of us or fails to publish reports on us regularly, demand for our shares could
decrease, which in turn could cause the trading price or trading volume of our common stock to decline. We are incurring




significantly increased costs as a result of operating as a company whose common stock is publicly traded in the United States,
and our management is devoting substantial time to new compliance initiatives. As a public company in the United States, we
are incurring significant legal, accounting, and other expenses. These expenses will likely be even more significant after we no
longer qualify as an emerging growth company. The Sarbanes- Oxley Act, the Dodd- Frank Wall Street Reform and Consumer
Protection Act, the listing requirements of Nasdaq Steele-Global Select Market E=€;-and other applicable securities rules and
regulations impose various requirements on public companies in the United States, including the establishment and maintenance
of effective disclosure and financial controls and corporate governance practices. Our senior management and other personnel
devote a substantial amount of time to these compliance initiatives. Moreover, these rules and regulations has increased our legal
and financial compliance costs and has made some activities more time- consuming and costly. We cannot predict or estimate
the amount of additional costs we will incur or the timing of such costs. However, these rules and regulations are often subject
to varying interpretations, in many cases due to their lack of specificity, and, as a result, their application in practice may evolve
over time as new guidance is provided by regulatory and governing bodies. This could result in continuing uncertainty regarding
compliance matters and higher costs necessitated by ongoing revisions to disclosure and governance practices. Pursuant to
Section 404, we will be required to furnish a report by our senior management on our internal control over financial reporting.
However, while we remain an emerging growth company, we will not be required to include an attestation report on internal
control over financial reporting issued by our independent registered public accounting firm. To prepare for eventual
compliance with Section 404, we have engaged in a process to document and evaluate our internal control over financial
reporting, which is both costly and challenging. In this regard, we will need to continue to dedicate internal resources, engage
outside consultants, and adopt a detailed work plan to assess and document the adequacy of internal control over financial
reporting, continue steps to improve control processes as appropriate, validate through testing that controls are functioning as
documented, and implement a continuous reporting and improvement process for internal control over financial reporting.
Despite our efforts, there is a risk that we will not be able to conclude, within the prescribed timeframe or at all, that our internal
control over financial reporting is effective as required by Section 404. Identifying material weaknesses could result in an
adverse reaction in the financial markets due to a loss of confidence in the reliability of our financial statements. Significant
disruptions of our or our vendors’ information technology systems or cybersecurity incidents could result in significant
financial, legal, regulatory, business, and reputational harm to us. We are increasingly dependent on information technology
systems and infrastructure, including mobile technologies, to operate our business. In the ordinary course of our business, we
collect, store, process, and transmit large amounts of confidential information, including intellectual property, proprietary
business information, personal information (including health information), and other confidential information. It is critical that
we do so in a secure manner to maintain the confidentiality, integrity, and restricted availability of such information. We have
also outsourced elements of our operations, including elements of our information technology infrastructure and data processing,
to third parties and, as a result, we manage a number of third- party vendors who have access to our computer networks or our
information. In addition, many of those third parties in turn subcontract or outsource some of their responsibilities to other third
parties. While all information technology operations are inherently vulnerable to inadvertent or intentional security breaches,
incidents, attacks, and exposures, the accessibility and distributed nature of our information technology systems, and the
information stored on those systems, make such systems (and the information stored therein) vulnerable to risks that threaten the
confidentiality, integrity and availability of these systems and information, including unintentional or malicious, internal, and
external attacks on our technology environment. Vulnerabilities can be exploited by diverse threat actors and attack vectors,
including through inadvertent or intentional actions of our employees, third- party vendors, business partners, or by malicious
third parties. Cybersecurity incidents are increasing in their frequency, levels of persistence, sophistication, and intensity, and
are being conducted by sophisticated and organized groups and individuals with a wide range of motives (including industrial
espionage) and expertise, including organized criminal groups, “ hacktivists, ” nation states, and others, and utilizing
increasingly sophisticated techniques and tools — including AI — that circumvent security controls, evade detection and remove
or obfuscate forensic evidence. In addition to access to, loss of or the extraction of information, such attacks could involve the
deployment of harmful malware, ransomware, denial- of- service attacks, social engineering / phishing, malicious code
embedded in software, and other means to affect service reliability and threaten the confidentiality, integrity, and availability of
information technology systems or information. In addition, the prevalent use of mobile devices increases the risk of
cybersecurity incidents. Significant disruptions of our or our third- party vendors’ or business partners’ information technology
systems or other similar cybersecurity incidents could adversely affect our business operations and result in the loss,
misappropriation, and unauthorized access, use or disclosure of, or the prevention of access to, information, which could result
in financial, legal, regulatory, business, and reputational harm to us. In addition, any impact to the confidentiality, integrity or
availability of information technology systems and the information stored therein, whether from attacks on our or third- party
technology environment or from computer viruses, natural disasters, terrorism, war, telecommunication and electrical failures,
or other threats, could result in a material disruption of our development programs and our business operations. For example, the
loss of clinical trial data from ongoing, completed or future clinical trials could result in delays in our regulatory approval efforts
and significantly increase our costs to recover or reproduce the data. We cannot ensure that our cybersecurity and data
protection efforts and our investment in information technology, or the efforts or investments of CROs, consultants or other third
parties with which we work, will prevent breakdowns or breaches in our or their systems or other cybersecurity incidents,
including those that cause loss, destruction, unavailability, alteration, dissemination of, or damage, or unauthorized access to, or
processing of, our data, including personal information, assets, and other data processed or maintained on our behalf, that could
have a material adverse effect upon our reputation, business, financial condition, results of operations and growth prospects.
While we have implemented security measures intended to protect our information technology systems and infrastructure, there
can be no assurance that such measures will successfully prevent service interruptions or cybersecurity incidents or that our



security measures and processes will be fully implemented, complied with or effective. Nor can we be certain that our third-
party vendors or business partners have sufficient measures or processes in place to protect their information technology systems
and infrastructure. We, our third- party vendors and business partners are, from time to time, subject to attacks and cybersecurity
incidents. While we have not to our knowledge experienced an incident that has had a material impact on our operations or
financial results, there is no way of knowing with certainty whether we have experienced any material cybersecurity incidents
that have not been discovered. While we have no reason to believe this to be the case, attackers have become very sophisticated
in the way they conceal access to systems, and many companies that have been attacked are not aware that their systems or
information have been compromised. Any event that leads to unauthorized access, use, or disclosure of information, including
personal information regarding our patients or employees, or other adverse impact to the availability, integrity or confidentiality
of our information technology systems, infrastructure or information, could disrupt our business, harm our reputation, compel us
to comply with applicable federal and state breach notification laws and foreign law and contractual equivalents, subject us to
time- consuming, distracting, and expensive litigation (including class actions), regulatory investigation and oversight,
mandatory corrective action, require us to verify the correctness of database contents, or otherwise subject us to liability under
laws, regulations, and contractual obligations, including those that protect the privacy and security of personal information. It
could also result in increased costs to us, including costs to investigate, mitigate and remediate vulnerabilities and incidents, and
result in significant legal and financial exposure and reputational harm. In addition, any failure or perceived failure by us or our
vendors or business partners to comply with our privacy, confidentiality, or data security- related legal or other obligations to
third parties, or any further cybersecurity incidents, may result in governmental investigations, enforcement actions, regulatory
fines, litigation, or public statements against us by advocacy groups or others, and could cause third parties, including clinical
sites, regulators, or current and potential partners, to lose trust in us, or we could be subject to claims by third parties that we
have breached our privacy- or confidentiality- related obligations. Moreover, cybersecurity incidents and other inappropriate
access can be difficult to detect, and any delay in identifying them may lead to increased harm of the type described above.
Finally, we cannot guarantee that any costs and liabilities incurred in relation to an incident will be covered by our existing
insurance policies or that applicable insurance will be available to us in the future on economically reasonable terms or at all.
Any of the foregoing could have a material adverse effect on our reputation, business, financial condition, results of operations
and growth prospects. We are an *“ emerging growth company ” and as a result of the reduced disclosure and governance
requirements applicable to emerging growth companies, our common stock may be less attractive to investors. We are an “
emerging growth company  as defined in the JOBS Act. For so long as we remain an emerging growth company, we are
permitted by SEC rules and plan to rely on exemptions from certain disclosure requirements that are applicable to other SEC-
registered public companies that are not emerging growth companies. These exemptions include not being required to comply
with the auditor attestation requirements of Section 404, not being required to comply with the auditor requirements to
communicate critical audit matters in the auditor’ s report on the financial statements, reduced disclosure obligations regarding
executive compensation, and exemptions from the requirements of holding a nonbinding advisory vote on executive
compensation and stockholder approval of any golden parachute payments not previously approved. As a result, the information
we provide stockholders will be different than the information that is available with respect to other public companies. We have
taken advantage of reduced reporting burdens in this Annual Report on Form 10- K. In particular, in this Annual Report on
Form 10- K, we have provided only two comparative periods of audited financial statements and-we-. We also have not inrekaded
provided all of the executive compensation related information that would be required if we were not an emerging growth
company. We cannot predict whether investors will find our common stock less attractive if we rely on these exemptions. If
some investors find our common stock less attractive as a result, there may be a less active trading market for our common
stock, and our stock price may be more volatile. In addition, the JOBS Act provides that an emerging growth company can take
advantage of an extended transition period for complying with new or revised accounting standards. This allows an emerging
growth company to delay the adoption of certain accounting standards until those standards would otherwise apply to private
companies. We have elected to avail ourselves of this exemption and, therefore, we will not be subject to the same requirements
to adopt new or revised accounting standards as other public companies that are not *“ emerging growth companies. ” If we fail
to adhere to the listing requirements of the Nasdaq Global Select Market our common stock could be delisted. If we are
unable to comply with the listing requirements of the Nasdaq Global Select Market, our stock could be delisted for such
failure. If our common stock is delisted from Nasdaq, we could be required to list on the over- the- counter market,
which may adversely affect the price and trading liquidity of our common stock. Delisting from the Nasdaq may have
other negative results, including the potential loss of confidence in us by employees and partners, the loss of institutional
investor interest, fewer business development opportunities and greater difficulty in obtaining financing on favorable
terms or at all. Recent and potential future changes to U. S. and non- U. S. tax laws could materially adversely affect our
company. Existing, new, or future changes in tax laws, regulations, and treaties, or the interpretation thereof, in addition to tax
policy initiatives and reforms under consideration in the United States or internationally and other initiatives could have an
adverse effect on the taxation of international businesses. Furthermore, countries where we are subject to taxes, including the
United States, are independently evaluating their tax policy and we may see significant changes in legislation and regulations
concerning taxation. For example, the Tax Act, the CARES Act and the recently enacted IRA made many significant changes to
the U. S. tax laws. The Tax Act made broad and complex changes to the Code, including, among other things, reducing the
federal corporate tax rate. Additionally, beginning in 2022, the Tax Act required the capitalization of research and
experimentation expenses with amortization periods over five and fifteen years pursuant to Code Section 174 (“ Section 174 ),
which could impact our effective tax rate and cash flow. Future guidance from the U. S. Internal Revenue Service and other tax
authorities with respect to any such tax legislation may affect us, and certain aspects of the previously enacted legislation could
be repealed or modified in future legislation. In addition, it is uncertain if and to what extent various states will conform to the



Tax Act, the CARES Act, the IRA, or any newly enacted federal tax legislation. Other legislative changes could also affect the
taxation of holders of our common stock. We are unable to predict what tax reform may be proposed or enacted in the future or
what effect such changes would have on our business, but such changes, to the extent they are brought into tax legislation,
regulations, policies or practices, could affect our effective tax rates in the future in countries where we are subject to tax and
have an adverse effect on our overall tax rate in the future, along with increasing the complexity, burden, and cost of tax
compliance. We urge our stockholders to consult with their legal and tax advisors with respect to any such legislative changes
and the potential tax consequences of investing in or holding our common stock. Indemnity provisions in various agreements
potentially expose us to substantial liability for intellectual property infringement, data protection, and other losses. Our
agreements with third parties may include indemnification provisions under which we agree to indemnify them for losses
suffered or incurred as a result of claims of intellectual property infringement or other liabilities relating to or arising from our
contractual obligations. Large indemnity payments could harm our business, financial condition, results of operations and
growth prospects. Although we normally contractually limit our liability with respect to such obligations, we may still incur
substantial liability. Any dispute with a third party with respect to such obligations could have adverse effects on our
relationship with that third party and relationships with other existing or new partners, harming our business.



