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You should carefully consider the risks and uncertainties described below together with all of the other information contained in
this Annual Report on Form 10- K, including our financial statements and related notes appearing in this Annual Report on
Form 10- K and the section of this Annual Report on Form 10- K titled “ Management’ s Discussion and Analysis of Financial
Condition and Results of Operations. ”” Negative consequences from these risks could harm our business, prospects, operating
results and financial condition or cause the trading price of our common stock to decline. The risks and uncertainties described
below are not the only enes-risks we face. Additional risks and uncertainties not presently known to us or that we currently
believe to be immaterial may also adversely affect our business. See “ Cautionary Note Regarding Forward- Looking
Statements. ” Risks Related to Our Financial Position and Need for Additional Capital We have incurred significant losses since
our inception and anticipate that we will continue to incur losses in the foreseeable future. We have not commercialized any
products and have never generated revenue from the commercialization of any product. We are not currently profitable, and we
may never achieve or sustain profitability. We are a clinical- stage blotechnology company with a limited operating history. As a
result, we are not profitable and we have incurred significant operating losses since inception, including eurformation—We
hadnet losses of § 57. 8 million and $ 74. 6 mithenand-$-66—Fmillion for the years ended December 31, 2024 and 2023 and
2022~ respectively. As of December 31, 2823-2024 , we had an accumulated deficit of § 235293 . 2-0 mrlllon. Investment in
biopharmaceutical product development is highly speculative because it entails substantial upfront capital expenditures and
significant risk that any potential product candidate will fail to gam regulatory approval and become commercially v1able Since
inception, we have devoted substantially all of our resources to raising capital,

planntng;conducting discovery and research activities, acqu1rmg efdiseeveﬂ-ng—product candidates, establishing and protecting
our intellectual property pertfotio-, dev g : and-preparing for and conducting
clrmcal tr1als and establ1shmg arrangements wrth thrrd partres for the manufacture of our product candidates aﬁd—eempeﬂeﬂt

al-tria . We do not have any
product candidates approved for sale and have not generated any revenue from product sales. We expect to incur significant
additional operating losses in the foreseeable future as we advance our programs and operate our business. The costs of
advancing product candidates through each clinical phase tend to increase substantially over the duration of the clinical
development process. The total costs to advance any-a single product candidate to marketing approval in even a single
jurisdiction are substantial. Because of the numerous risks and uncertainties associated with pharmaceutical product
development, we are unable to accurately predict the timing or amount of increased expenses or when, or if, we will be able to
begin-generating-generate revenue from the commercialization of any product candidates or achieve or maintain profitability.
Our expenses Wlll increase substantrally 1f and aswe: ® advance our plaﬂﬂed—Phase 2 clinical trial for RLYB212 ;eurlea
- v 6 Fstady-, and any other studies to support our

development program and related regulatory submrss10ns for RLYB212; = plan for and conduct any future clinical trials for any
of our other product candidates, including the planned RLYB116 confirmatory clinical PK / PD trial and-any-efour-other
produet-eandidates-; = seek regulatory approvals for RLYB212, RLYB116 and any other product candidates, as well as for any
related companion diagnostic, if required; = advance our discovery and preclinical development activities for our product
candidates; = eentintte-te-discover and develop additional product candidates; = hire additional clinical, scientific, and
commercial personnel; = acquire or in- license other product candidates or technologies; = maintain, expand, and protect our
intellectual property portfolio; = secure manufacturing sources and supply cha1n capacrty sufﬁcrent to produce adequate cllnlcal
and commercial quantities of our product candidates d prod d

and establ1sh a sales marketrng, and d1str1but10n 1nfrastructure to commercrallze our pfegfa-ms—products if approved —aﬂd

0 aneie W W y oval-. We do not know when or whether we will
become proﬁtable Our ability to generate revenue and become proﬁtable depends upon our ability to successfully complete the
development of our product candidates and to obtain the necessary regulatory approvals for their commercialization, which is
subject to substantial additional risks and uncertainties, as described under “ — Risks Related to Discovery, Development,
Clinical Testing, Manufacturing, and Regulatory Approval. ” Each of our product candidates will require additional preclinical
and / or clinical development regulatory approval in multrple Jur1sd1ct1ons the securmg of clinical and commercial
manufacturing supply, eapae btitie ; p endors;-the building of a commercial
organization, and substantial 1nvestment aﬁd—s-}gﬂ-rﬁe&ﬂt—ma-ﬂeeﬁﬂg—effeft-s—before we generate any revenue from product sales.
As a result, we expect to continue to incur net losses and negative cash flows in the foreseeable future. These net losses and
negative cash flows have had, and will continue to have, an adverse effect on our stockholders’ equity and working capital. The
amount of our future net losses will depend, in part, on the rate of future growth of our expenses and our ability to generate
revenues. If we are unable to develop and commercialize one or more product candidates, either alone or through current or
future collaborations, or if revenues from any product that receives marketing approval are insufficient, we will not achieve
profitability. Even if we successfully commercialize RLYB212, RLYB116 or any of our other product candidates, we may
continue to incur substantial research and development and other expenses to tdentify-and-develop other current or future
product candidates. Even if we do achieve profitability, we may not be able to sustain or increase profitability on a quarterly or
annual basis or meet outside expectations for our profitability. Our failure to become and remain profitable would decrease the




value of the Company and could impair our ability to raise capital, maintain our research and development efforts, expand our
business, execute our business plan or continue our operations. We will require significant additional capital to fund our
operations . If -and+fwe fail to obtain necessary financing, we may not be able to complete the development and-or
commercialization of RLYB212, RLYB116 or any aedditionat-other product candidate. Due to our limited resources and
access to capital, we may decide to prioritize development of certain product candidates swe-, the choice of which may
develep-prove to be wrong and adversely affect our business . We expect to spend significant amounts of capital to complete
the development of, seekregulatery-approvalsfor-and +-if approved, commercialize , one or more product candidates,
including RLYB212 and RLYB116 erany-ofouretherprodueteandidates-. We {-n—addrt-teﬁ—we—are obligated to make certain
payments under our agreements with Ab€eHera;-Affibody, Prophylix, Sobi, and Sanofi, including milestone and royalty
payments in connection with achievement of certain development and commercial milestones as well as the sale of resulting
products under such agreements. We may also spend significant capital to develop laboratory tests, and if required by the FDA
or other healthcare agencies, one or more companion diagnostics, to identify patients for inclusion in our clinical trials or who
are likely to respond to our product candidates. Based upon our current operating plan, we believe that our existing cash, cash
equivalents and marketable securities as of December 31, 2023-2024 , will be sufficient to fund our operating expenses and
capital expenditure requirements into the midete-second half of 2026. This estimate and our expectation to advance the
preclinical and clinical development of RLYB212, RLYBI116, and any other product candidates are based on assumptions that
may prove to be wrong, and-or we may be subject to changlng clrcumstances. We could exhau%t our available caprtal
resources sooner than we expect 5

&eve&ep—is—h-igh-ly—uﬂeefta—'m,—we—&fe—unable to accurately e%trmate the actual amount of funds we W111 require for development 5
approvaland-any-approved-marketing-and commercialization aetivities-of our product candidates . Our future capital

requirements, both near and long- term, will depend on many factors, including, but not limited to: = the initiation, progress,

tlmlng, costs and reiult% of our Chnlcal trials through all phaseq of development —'—t-he—tdeﬂ&ﬁe&&eﬁ—assessme&t—aeqiﬁﬂ&eﬁ-&ﬂd

v ; = the outcome, timing and cost of meeting
regulatory requlrementq e%tabhshed by the FDA EMA and other comparable forergn regulatory authorities, including any
regulatory designations allowing for priority review and any additional clinical trials required by the FDA, EMA or other
comparable foreign regulatory authorities; = the willingness of the FDA, EMA and other comparable foreign regulatory
authorities to accept our clinical trial designs, as well as data from our completed and planned preclinical studies and clinical
trials, as the basis for review and approval of RLYB212, RLYB116 and any other product candidates; = the cost and timing of
the manufacture and supply of non- clinical ane-, clinical trial-material-for-and commercial quantities of RLYB212, RLYBI116
and our other product candidates; = the progress, timing and costs of the development by us or third parties of companion
diagnostics, if required, for RLYB212 or any other product candidates, including design, manufacturing and regulatory approval
; = the identification, assessment, acquisition and / or development of additional research programs and additional
product candidates ; = the cost of filing, prosecuting, and enforcing our patent claims and other intellectual property rights; =
the cost of defending potential intellectual property disputes, including patent infringement actions brought by third parties
against us; = the costs associated with potential clinical trial liability or product liability claims, including the costs associated
with obtaining insurance against such claims and with defending against such claims; = the effect of competing technological and
market developments; = the cost of making royalty, milestone or other payments under our current or any future in- license
agreements; = our ability to maintain our collaborations with Recursion (as successor in interest to Exscientia ) and AbCellera
on favorable terms and establish new collaborations; = the extent to which we in- license or acquire additional product
candidates or technologies; and = the costs of operatlng asa pubhc Company We will require qlgnlﬁcant additional capital t&

; ate 0 6 dates-, which we may raise through equity
offerlngs debt ﬁnancmg% marketlng and dlstr 1butlon arrangements aﬂd—et-heieee-l-}ahefaﬁeﬁs— strategic alliances and licensing
arrangements or other sources. Depending on our business performance, the economic climate and market conditions, we may
be unable to raise additional funds when needed on aeeeptable-favorable terms, or at all . Furthermore, pursuant to General
Instruction L. B. 6 to Form S- 3 (“ Instruction I. B. 6 ), a company with a public float of less than $ 75 million measured
at certain time periods may not issue securities under Registration Statements on Form S- 3 in excess of one- third of its
public float in a 12- month period. For purposes of the prior sentence, “ public float ” means the aggregate market value
of a company’ s shares held by non- affiliates. We are subject to the limitations of Instruction 1. B. 6, which may limit the
amount of funds we can raise using Registration Statements on Form S- 3 . Moreover, uncertain geopolitical events, such as
the war in Ukraine and conflict in Israel, have impacted the global economy, and a severe or prolonged economic downturn
could result in a variety of challenges for our business, including disruptions in the financial markets, which could adversely
impact our ability to raise additional capital when needed or on aeeeptable-favorable terms, if at all. If we do not succeed in
raising additional funds on acceptable terms, we may need to significantly delay, scale back or discontinue the development of
one or more of our product candidates or the commercialization of any product that may be approved for marketing, ard-or we
could be forced to discontinue operations. In addition, attempting to secure additional financing may divert the time and
attention of our management from day- to- day activities and harm our product candidate development efforts. Because we have
limited financial resources, we have focused and may continue to focus on a limited set of research programs and
product candidates and for a limited set of indications. We may forego or delay pursuit of opportunities with certain
other product candidates or for other indications that could have greater commercial potential or a greater likelihood of




success. Our capital allocation decisions may cause us to fail to realize value from, or advance, viable commercial
products or profitable market opportunities. Raising additional capital may cause dilution to our stockholders, restrict our
operations or require us to relinquish rights to our teehnielogtes-intellectual property or product candidates. Until such time, if
ever, as we generate significant revenue from product sales, we expect to finance our operations through the sale of equity, debt
financings, marketing-and-distributtonrarrangements-and-collaborations, strategic alliances and licensing arrangements or other
sources. We do not currently have any committed external source of funds. In addition, we may seek additional capital due to
favorable market conditions or strategic considerations, even if we believe that we have sufficient funds for our current or future
operating plans. To the extent that we raise additional capital through the future sale of equity or convertible debt securities,
including sales of our common stock pursuant to the Sales Agreement dated-as-ofAngust8;2022(the—Sales-Agreement>-with
Cowen and Company, LLC £~€ewenr>3-, each shareholder' s ownership interest will be diluted, and the terms of these securities
may include liquidation or other preferences that adversely affect their rights as a common stockholder. In addition, 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 debt financing, we may be subject to covenants limiting or restricting our ability to take specific
actions, such as incurring additional debt, making capital expenditures or declaring dividends, and we may need to dedicate a
substantial additional portion of any operating cash flows to the payment of principal and interest on such indebtedness. Any
future indebtedness, combined with our other financial obligations, could increase our vulnerability to adverse changes in
general economic, industry and market conditions, limit our flexibility in planning for, or reacting to, changes in our business
and the industry and impose a competitive disadvantage compared to our competitors that have less debt or better debt servicing
options. If we raise additional funds through collaborations, strategic alliances or marketing;-distribation-or-licensing
arrangements with third parties, we may be required to relinquish valuable rights to our teehnelegies-intellectual property,
future revenue streams or product candidates or grant licenses on terms that may not be favorable to us. If we are unable to raise
additional funds when needed, we may be required to delay, limit, reduce or terminate prodaet-eandidate-development or future
commercialization efforts for one or more of our product candidates . \We have a limited operating history and no history of
commercializing pharmaceutical products, which may make it difficult to evaluate the prospects for our future viability.
Rallybio was founded inJ anuary 2018 and our operatlons to date have been hmlted prlmarlly to ﬁnaﬁemg—&ﬂd—sta—fﬁﬂg—t-he

developing-apipeline-ofotherpreelintealand-rescarch programs-and development act1v1t1es, and raising capltal We have not

yet demonstrated the ability to successfully complete saeeessfully-a large- scale, pivotal clinical trial, obtain marketing
approval, manufacture a commercial- scale product, or arrange for a third- party to do so on our behalf, or conduct sales and
marketing activities necessary for successful preduet-commercialization. Consequently, predictions about our future success or
viability may not be as accurate as they could be if we had a longer operating history or a history of successfully developing 5
ebtatntng-marketing-approvat-for-and commercializing pharmaceutical products. As Hraddition;as-a business with a limited
operating history, we may encounter unforeseen expenses, difficulties, complications, delays and other known and unknown
challenges. We will eventually need to transition 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 and, as a result, our business may be
adversely affected. Our quarterly and annual financial results may fluctuate, which makes our results difficult to predict and
may cause our results to fall short of expectations. Our financial condition and operating results have varied in the past and will
continue to fluctuate from quarter- to- quarter and year- to- year in the future due to a variety of factors, many of which are
beyond our control. Factors relating to our business that may contribute to these fluctuations include the following, as well as
other factors described elsewhere in this Annual Report on Form 10- K: = variations in the level of expense related to the
ongoing development of our product candidates or research pipeline; = delays or failures in advancement of existing or future
product candidates into the clinic or in clinical trials; = the feasibility of developing, manufacturing and commercializing our
product candidates; = our relationships, and any associated exclusivity terms, with strategic collaborators; = our execution of any
additional collaboration, licensing or similar arrangements, and the timing of payments we may make or receive under existing
or future arrangements, or the termination or modification of any such existing or future arrangements; = our operation in a net
loss position in the foreseeable future; = our ability, ourselves or with collaborators, to develop a companion diagnostic, if
required, and obtain marketing approval; = our ability to consistently manufacture our product candidates, including in sufficient
quantities for clinical or Commermal purposes; = our dependence on, and the need to attract and retaln key management and
other personnel = develop ; prieta : &8

trategic decisions by us or our competitors, such as
acquisitions, dlvestltures spin- offs, joint ventures, strategic 1nvestments or changes in business strategy; = potential advantages
that our competitors and potential competitors may have in developing and commercializing competing products,
securing funding for or obtaining the rights to critical intellectual property; = regulatory developments affecting our
product candidates or those of our competitors; = if any of our product candidates receives regulatory approval, the terms of
such approval and market acceptance and demand for such product candidates; » developments or disputes concerning
patents or other proprietary rights, litigation matters and our ability to obtain and maintain patent protection for our
product Candldates = business interruptions such as power outages strlkes civil unrest, wars, acts of terrorism or natural
dlsasters al-advanta : ay-ha ; ;

: and our ablhty to use our net operatlng loss ("
N OL”) and income tax Credlt Carryforwards to offset income tax. Due to these and other factors, the results of any of our prior



quarterly or annual periods should not be relied upon as indications of our future operating performance, and a period- to- period
comparison of our results of operations may not be a meaningful indication of our future performance. In any particular quarter
or quarters, our operating results could be below the expectations of securities analysts or investors, which could cause our stock
price to decline. Our ability to use our net operating loss and income tax credit carryforwards to offset future income tax
liabilities may be subject to certain limitations. We have incurred substantial NOLs during our history. To the extent that we
continue to generate taxable losses, unused losses will carry forward and can be used to offset future taxable income, if any, until
such unused losses expire. NOLs generated in taxable years beginning after December 31, 2017 are not subject to expiration
Federal NOLs generated in taxable years begmmng after December 31 2017 generally may not be carrred back to prlor taxable

research and development and other tax credit carryforwards These tax credit carryforwards could expire unused and be
unavailable to offset future income tax liabilities. In addition, in general, under Sections 382 and 383 of the U. S. Internal
Revenue Code of 1986, as amended, (the “ Code ™), a corporation that undergoes an “ ownership change ” is subject to
limitations on its ab111ty to use its pre change NOLs and tax credit carryforwards to offset future taxable income. For-these

W v W A : od- Some of our hrstorrcal NOLs may be subject to annual limitations
on our ab111ty to use them due to prior ownershrp changes Additionally, we may experience such ownership changes in the
future as a result of future transactions in our stock, some of which may be outside our control. If we undergo an ownership
change, our ability to use our NOLs and income tax credit carryforwards could be further limited. For these reasons, we may not
be able to use a material portion of our NOLs or tax credit carryforwards, even if we attain profitability. Risks Related to
Discovery, Development, Clinical Testing, Manufacturing, Marketing Approval and Commercialization We are heavily
dependent on the success of RLYB212 and RLYB116, which are in early- stage clinical development. If we are not able to
develop, obtain regwlatery-marketing approval for, or successfully commercialize our product candidates, or if we experience
significant delays in doing so, our business will be materially harmed. Our lead programs are in early- stage clinical
development and we do not currently have any eemmeretal-products that generate revenues or any other sources of revenue. To
date, we have invested a significant portion of our efforts and financial resources in the development of RLYB212 for the
prevention of FNAIT and the development of RLYB116. Our future success is substantially dependent on our ability to
successfully complete preclinical and clinical development for, obtain regutatery-marketing approval for, and successfully
commercialize, our product candidates, which may never occur. None of our We-eurrently-have-no-produets— product that
candldates are approved for commercral sale and we may never be able to develop a marketable product ﬂayhde}ays—tﬁ—t-he

: ARS;a : alization: Before obtammg fegu-}a-teﬁ—marketmg
approvals for the commerc1a1 sale of our product candldates we must demonstrate the safety and efficacy of our investigationat

product candidates for use in each target indication through lengthy, complex and expensive preclinical studies and clinical
trials. Failure can occur at any time during the preclinical study and clinical trial processes . ;and-beeause-Because our product
candidates are in an early stage of development, there is a high risk of failure, and we may never succeed in developing
marketable products. Our ability to generate product revenue will depend heavily on the successful development and eventual
commercialization of our product candidates, which may never occur. Ongoing and future preclinical studies and clinical trials
of our product candidates may not show sufficient safety or efficacy or be of sufficient quality to obtain or maintain regulatory
marketing approvals. There can be no assurance that any of our product candidates, even if approved, will prove to be
commercially viable therapeutics. RLYB212 and RLYB116 are designed for sabettaneous-SC self- administration. The
formulation or physical properties of RLYB212 and RLYB116 may ultimately be determined to be inadequate to support this
route of administration. If subentaneeus-SC administration is not feasible, then we may need to identify additional formulations
or routes of administration, which could delay initiation of our future clinical trials or commercialization and result in
significant additional costs. Further, alternative formulations and routes of administration may be required to differentiate our
product candrdates from competitors and / or secure access to support successful commercialization —Geﬁamefena-]ﬁat—ten—ef

several factors mcludmg the followmg . successful and trmely 1n1t1at10n of preclinical studies, and successful and timely
initiation of, enrollment in, and completion of our clinical trials with results that support a finding of safety and effectiveness and
an acceptable risk- benefit profile of our product candidates in the intended populations within the timeframes we have
projected; = regulatory grants of authorization to proceed under #iNDs-investigational new drug applications or CTAs such that
we can commence planned or future clinical trials of our product candidates; = sufficiency of our financial and other resources to
complete the necessary preclinical studies and clinical trials; = receipt of regatatery-marketing approvals from applicable
regulatory authorities for our product candidates, and if required, in vitro diagnostic devices including companion diagnostics; =
our ability to successfully utilize certain delivery systems, such as pre- filled syringes (" PFSs"), pen- injectors and / or
autoinjectors, for certain of our product candidates and to obtain regulatery-marketing approval of any such drug / device



combination product; = the outcome, timing, and cost of meeting regulatory requirements, including any post- marketing
commitments, established by the FDA, EMA and other comparable foreign regulatory authorities; = establishing commercially
viable arrangements with third- party manufacturers for clinical and commercial supply and-eommeretalmanufaetaring-;
obtaining and maintaining patent and trade secret protection and regulatory exclusivity for our product candidates; = establishing
sales, marketing and distribution capabilities, whether alone or through a collaboration, to support commercialization of our
product candidates, if and when approved; = acceptance of the product candidates, if and when approved, by patients, the
medical community and third- party payors; = effectively differentiating and competing with other therapies approved and / or
used for the same indications as our product candidates, particularly RLYB116; = obtaining and maintaining third- party
coverage and reimbursement; = enforcing and defending intellectual property rights and claims; and = maintaining an acceptable
safety profile of the product candidates following approval. If we do not aehieve-successfully address one or more of these
factors in a timely manner or at all, we could experience significant delays or an inability to commercialize our product
candidates steeessfuly-, which would materially harm our business. Due to the uncertain and time- consuming clinical
development and regwlaters-marketing approval process, we may not successfully develop any of our product candidates and
may choose to discontinue the development of any of our product candidates prior to receiving marketing approval . If we
discontinue development of a product candidate, we will not receive anticipated revenues from that product candidate and we
may not receive any return on our investment in that product candidate. We may discontinue a product candidate for clinical
reasons if it does not prove to be safe and effective for its targeted 1ndlcat10ns —During-elinteal-development, eompaniesinrour—-
dates-if such product candidates do not achieve the necessary
efflcacy at tolerated doses requlred for pdnent benefit. In addition, there may be important facts about the safety, efficacy and
risk versus benefit of our product candidates that are not known to us at this time. Any unexpected safety events or our failure to
generate sufficient data in our clinical trials to demonstrate efficacy may cause a product candidate to fail clinical development.
Furthermore, even if that product candidate meets its safety and efficacy endpoints, we may discontinue its development for
various reasons, such as changes in the competitive environment or the standard of care and the prioritization of our resources.
The U. S. Supreme Court’ s June 2024 decision in Loper Bright Enterprises v. Raimondo overturned the longstanding
Chevron doctrine, under which courts were required to give deference to regulatory agencies’ reasonable interpretations
of ambiguous federal statutes. The Loper decision could result in additional legal challenges to regulations and guidance
issued by federal agencies, including the FDA, on which we rely. Any such legal challenges, if successful, could have a
material impact on our business. Additionally, the Loper decision may result in increased regulatory uncertainty,
inconsistent judicial interpretations, and other impacts to the agency rulemaking process, any of which could adversely
impact our business and operations. Ve cannot predict the likelihood, nature or extent of government regulation that
may arise from future legislation or administrative action or as a result of legal challenges, 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
pohcles, or 1f we are not able be—sueeessfu-l—m—etu&effeﬁs—to maintain regulatory comphance tdeﬂ&fy—&dd-r&eﬂa-l—pfe&ue’f

involve uncert’nn outcomes y ab
%afefehmeai—fﬂa&s—rﬁ&&y—er—feeeﬁe—m&ﬂéeﬁﬂg—&ppfeval—We may incur dddmondl costs or experience delays in completlng or
ultimately be unable to complete, the development and-eommeretatization-of our product candidates. Before obtaining
marketing approval from the FDA, EMA or other comparable regulatory authorities for the sale of our product candidates, we
must complete preclinical studies and extensive clinical trials to demonstrate the safety and efficacy of our product candidates.
To initiate clinical trials for any future product candidates, we must submit the results of preclinical studies to the FDA, EMA or
other comparable foreign regulatory authorities, along with other information, including information about CMC and our
proposed clinical trial protocol, as part of an IND or similar regulatory filing that must be accepted by the FDA, EMA or other
applicable regulatory authorities before we may proceed with clinical development. In the event that regulators require us to
complete additional preclinical studies or we are required to satisfy other regulator requests, such as obtaining alignment on the



device regulatory pathway for our FNAIT prevention program, the start of our clinical trials may be delayed or prevented. Even
after we receive and incorporate guidance from these regulatory authorities, the FDA, EMA or other regulatory authorities could
(1) disagree that we have satisfied their requirements to commence our clinical trial, (ii) change their position on the
acceptability of our data, trial design or the clinical endpoints selected, which may require us to complete additional preclinical
studres or clinical trrals or (111) 1mpose strlcter requrrements for approval than we currently expect. We may experrence delays-in

or-8 t e revents that could delay or prevent our ablhty to complete current
chnrcal trrals or 1n1t1ate and complete new trrals any of which may delay-impact or-our preventus-fromreeetvingproduct
development timelines, result in increased costs, affect our ability to obtain marketing approval according to er-our plans,
and delay eemmteretalizinng- commercialization of our product candidates. These events include, but are not limited to: = the
FDA, EMA or other comparable foreign regulatory authorities requiring us to submit additional data or imposing other
requirements before permitting us to commence a trial; = delays in receiving or denial by regulatory agencies of permission to
proceed with our planned clinical trials or any other clinical trials we may initiate, or placement of a clinical trial on hold; =
negative results from our non- clinical trials or clinical trials; = challenges, delays and cost involved in identifying, recruiting and
retaining suitable patients-participants and clinical trial sites in sufficient numbers to participate in clinical trials; = delays in
reaching an agreement on acceptable terms with prospective contract research organizations (" CROs") and clinical trial sites,
the terms of which can be subject to extensive negotiation and may vary significantly among different CROs and trial sites; =
delays in obtaining IRB approval at each site within the United States, or Independent Ethics Committee (" IEC") approval at
sites outside the United States; = delays or problems in analyzing data, or the need for additional analysis or data or the need to
enroll additional patients; = failure by us, our CROs, trial sites or investigators to adhere to clinical trial, regulatory, legal or
contractual requirements and perform trials in accordance with the FDA’ s GCP requirements and trial protocol; = inadequate
quantity or quality of product candidate or other materials necessary to conduct clinical trials, for example as a result of delays in
defining and implementing the manufacturing process for materials used in clinical trials or for the manufacture of larger
quantities or other delays or issues arising in the manufacturing of sufficient supply of finished drug product; = problems with
designing and readiness of in vitro diagnostic devices, including companion diagnostic testing, if required, and our inability, or
that of our collaborators, to develop any required laboratory diagnostic tests or companion diagnostics for RLYB212 or any
other product candidate; = lack of adequate funding to continue a clinical trial, including as a result of unanticipated costs or
increases in costs of clinical trials; = occurrence of serious adverse events including unexpected serious adverse events,
associated with the product candidate or reports from non- clinical or clinical testing of our own or competing therapies that
raise safety or efficacy concerns, or delays or failures in addressing patient safety concerns that arise during the course of a trial;
= changes in regulatory requirements and guidance that require changes to planned or ongoing preclinical and clinical studies, or
the conduct of additional studies; and = difficulties recruiting and retaining employees, consultants or contractors with the
required level of expertise. In addition, we could encounter delays if a clinical trial is suspended or terminated by us, the IRBs or
IECs of the institutions in which such trials are being conducted, the FDA, EMA or other regulatory authorities, or
recommended for termination by a Data and Safety Monitoring Board (" DSMB") for such trial. Such authorities may impose a
suspension or termination or recommend an alteration to clinical trials due to several factors, including failure to conduct the
clinical trial in accordance with regulatory requirements or our clinical protocols, the identification of safety issues or adverse
side effects, failure to demonstrate a benefit from using a drug, changes in governmental regulations or administrative actions.
Furthermore, we rely and will rely on CROs and clinical trial sites to ensure the proper and timely conduct of our clinical trials
and, while we have agreements governing their committed activities, we have limited influence over their actual performance, as

described in the sectron trtled “ Rrsks Related to Our Dependence on Third Parties. ” Qurlead-produet-eandidates; REYB212

aﬁysueh—Bhﬁ—wﬂJ—be—appfeved—by—the—FDA—Prrncrpal 1nvest1gators for our chnrcal trrals could serve as screntlﬁc adV1sors or

consultants to us from time to time and receive compensation in connection with such services. Under certain circumstances, we
may be required to report some of these relationships to the FDA. The FDA may conclude that a financial relationship between
us and a principal investigator has created a conflict of interest or otherwise affected interpretation of a clinical trial. The FDA
may therefore question the integrity of the data generated at the applicable clinical trial site, and the utility of the clinical trial
itself may be jeopardized. This could result in a delay in approval, or rejection, of our marketing applications by the FDA and

may ultlrnately lead to the denral of marketrng approval of our product candldates Any {-f—we—expeﬂeﬂee-de}ays—tn—t-he

Mefeever,—&ﬂy—delays in completlng our chnrcal trials W111 increase our costs, slow down our product candrdate developrnent and
approval process and jeopardize our ability to commence product sales and generate revenues. In addition, many of the factors
that cause, or lead to, termination or suspension of, or a delay in the commencement or completion of, clinical trials may also
ultimately lead to the denial of regulatory approval of our product candidates. Any delays to our clinical trials that-eeeur-as-a
result-could shorten any period during which we may have the exclusive right to commercialize our product candidates and our
competitors may be able to bring products to market before we do, and the commercial viability of our product candidates could
be significantly reduced. Any of these occurrences may harm our business, financial condition and prospects significantly.
Results of preclinical studies,clinical trials or analyses that we may announce or publish from time to time,may not be indicative
of results obtained in later trials,and any interim results we may publish could be different than final results.The results of



preclinical studies,clinical trials or analyses of the results from such trials,may not be predictive of the results of later clinical
trials.Product candidates in later clinical trials may fail to show the desired safety and efficacy traits despite having progressed
through preclinical studies and prior clinical trials or having shown promising results based on analyses of data from earlier
trials.Late- stage clinical trials may include a larger number of patients and could differ in other significant ways from early-
stage clinical trials,including changes to inclusion and exclusion criteria,patient population,efficacy endpoints,dosing regimen
and statistical design.Our Phase 1b clinical triat-study for RLYB212 was single blinded,making it difficult to predict how rapid
platelet clearance will lead to prevention of alloimmunization in expeetant-mothers-pregnant women at higher risk for FNAIT
and whether the results that we have observed in such triat-study will be repeated in larger and more advanced clinical trials. A
number of companies in the biopharmaceutical industry have suffered significant setbacks in later- stage clinical trials due to
lack of efficacy or adverse safety profiles,notwithstanding earlier promising results.In addition,conclusions based on promising
data from analyses of clinical results,such as the prospective and post hoc analysis of results may be shown to be incorrect in
subsequent clinical trials that have pre- specified end points or may not be considered adequate by regulatory authorities.We
have completed Phase 1 clinical +rtals-studies for RLYB212 and RLYB116,however,even if we complete later clinical trials as
planned,we cannot be certain that their results will support the safety and efficacy requirements sufficient to obtain regulatory
approval,and,as a result,our clinical development plans may be materially harmed. Similarly radditton- interim,” top- line ”
and preliminary data from our clinical trials that we announce or publish may change as more patient data become available or
as additional analyses are conducted.The data obtained in such clinical trials are subject to additional audit and verification
procedures and following such procedures,such interim data could be materially different from the final data . Enrollment and
retention of patients in rare disease clinical trials is an expensive and time- consuming process and could be made more
difficult or rendered impossible by multiple factors outside our control rineluding-ourfoeus-onrare-diseases- Identifying and
qualifying patients to participate in clinical trials of our product candidates is critical to our success . We currently are
conducting, and plan to conduct, clinical trials with our product candidates in rare disease indications, which can make
completion of such trial more difficult . The timely completion of clinical trials in accordance with their protocols depends,
among other things, on the speed at which we can recruit eligible patients to participate in testing our product candidates and our
ability to enroll a sufficient number of patients who remain in the study until its conclusion. Clinical trial recruitment delays
often result in increased costs, delays in advancing product development, delays in testing the effectiveness of technologies,
delays in obtaining regutatery-marketing approval or termination of clinical trials. We may be unable to enroll a sufficient
number of patients to complete any of our clinical trials, including our natural history study for our FNAIT program, and even
once enrolled, we may be unable to retain a sufficient number of patients to complete any of our trials. Patient enrollment and
retention in clinical trials depends on many factors, including: = the design of the clinical trial, including the patient eligibility
criteria defined in the protocol; = the size and nature of the patient population required for analysis of the trial’ s primary
endpoints; = the existing body of safety and efficacy data with respect to the product candidate; = the proximity of patients to
clinical sites; = our ability to recruit clinical trial investigators with the appropriate competencies and experience; = clinicians’
and patients’ perceptions as to the potential advantages of the product candidate being studied in relation to other available
therapies, including any new drugs or medical devices that may be approved for the indications we are investigating; =
competing clinical trials being conducted by other companies or institutions, particularly for RLYB116; = our ability to obtain
and maintain patient consents; = the risk that patients enrolled in clinical trials will drop out of the trials before completion; and =
other factors we may not be able to control that may limit patients, principal investigators or staff, or clinical site availability.
Additionally, we may have difficulty identifying and enrolling patients for our planned clinical trials because the conditions for
which we plan to evaluate our current product candidates are rare diseases and we anticipate that there will be limited patient
pools from which to draw for clinical trials. Further, because screening for many of these diseases is not widely adopted, and
because it can be difficult to diagnose these diseases in the absence of screening, we may have difficulty finding patients who
are eligible to participate in our studies or trials. For example, participants in our RLYB212 Phase 2 clinical trials— trial for
REY¥B2+2-have the rare HPA- 1b /b genotype and we may have difficulty identifying participants , for— or these-it could take
longer than expected. Our clinical trials —nraddition;-our-ehnteat-trials-for RLYB116 swvitbmay compete with other clinical
trials for product candidates that are eurrently-being tested nrelinteat-triats-for PNH-and-gMG-and-the same indications. this
This competition will reduce the number and types of patients available to us because some patients who might have opted to
enroll in our trials may instead opt to enroll in a trial being conducted by one of our competitors. Furthermore, any negative
results we may report in clinical trials of any of our product candidates may make it difficult or impossible to recruit and retain
patients in other clinical trials of that same or a similar product candidate. Outside of the United States, our ability to initiate,
enroll and complete a clinical trial successfully is subject to numerous additional risks, including: = difficulty in establishing or
managing relationships with CROs and physicians; = different standards for the conduct of clinical trials; = our inability to locate
qualified local consultants, physicians and partners; and = the potential burden of complying with a variety of foreign laws,
medical standards and regulatory requirements, including the regulation of pharmaceutical and biotechnology products and
treatment. We may not be able to initiate or continue clinical trials required by the FDA, EMA or other regulatory authorities if
we cannot enroll a sufficient number of eligible patients to participate in the clinical trials. If we have difficulty enrolling a
sufficient number of patients to conduct our clinical trials as planned, we may need to delay, limit or terminate ongoing or
planned clinical trials. Delays or failures in planned patient enrollment or retention may result in increased costs or program
delays, which could have a harmful effect on our ability to develop our product candidates or could render further development
impossible. Results of preclinical studies, clinical trials...... materially different from the final data. Any product candidates that
we develop or the administration thereof, may cause serious adverse events or undesirable side effects, which may halt their
clinical development, delay or prevent marketing approval, or, if approved, require them to be taken off the market, include
safety warnings, or otherwise limit their sales. Adverse events or undesirable side effects caused by any product candidates we



develop could cause us or regulatory authorities or IRBs, IECs or DSMBs, where applicable, to interrupt, delay, or halt clinical
trials and, if we seek approval of any such product candidate, could result in a more restrictive label, imposition of a REMS
program by the FDA or the delay or denial of regulatory approval by the FDA, EMA or other comparable foreign regulatory
authorities. Additionally, the administration process or related procedures associated with our product candidates also may cause
adverse side effects. Even if we determine that serious adverse events are unrelated to study treatment, such occurrences could
affect patient recruitment or the ability of enrolled patients to complete the trial. Results of any clinical trial we conduct could
reveal a high and unacceptable severity and prevalence of side effects. For example, complement inhibitors have, by design,
immunosuppressive effects and, in some cases, may be administered to patients with significantly compromised health. As a
result, administration of RLYB116 could make patients more susceptible to infection. The chronic dosing of patients with
RLYBI116 could lead to an immune response that causes adverse reactions or impairs the activity and / or efficacy of RLYB116
. Patients may develop an allergic reaction to the drug and / or develop antibodies directed at RLYB116, or may require
immunization with a meningococcal vaccine and prophylactic antibiotics. An immune response that causes adverse reactions or
impairs the activity of RLYB116 could cause a delay in or termination of our development plans. Some potential therapeutics
that initially showed therapeutic promise in early- stage trials have later been found to cause side effects that prevented their
further development. In addition, side effects could affect patient recruitment or the ability of enrolled patients to complete a
trial or result in potential clinical trial or product liability claims. Inadequate training or failures by clinical trial personnel in
recognizing or managing the potential side effects of our product candidates could result in patient injury or death. Furthermore,
clinical trials by their nature utilize a sample of the potential patient population. With a limited number of subjects and limited
duration of exposure, rare and severe side effects of our product candidates or those of our competitors may only be uncovered
when a significantly larger number of patients have been exposed to the drug. If we or others later identify undesirable side
effects caused by any product candidate that we develop after the product is approved, several negative consequences could
result, which could materially harm our business, including: = regulatory authorities may suspend or withdraw approvals of such
product candidate; = regulatory authorities may require additional warnings on the label, limit the approved use of such product
candidate, or otherwise restrict distribution or marketing such as through requiring adoption of a REMS program; = we may be
required to conduct additional clinical trials; = we could be sued and held liable for harm caused to patients; and = our reputation
may suffer. We cannot predict whether our product candidates will cause toxicities in humans that would preclude or lead to the
revocation of regulatory-marketing approval based on preclinical studies or early- stage clinical trials. Even if the side effects
do not preclude the drug from obtaining or maintaining marketing approval, undesirable side effects may inhibit market
acceptance of the approved product due to its tolerability versus other therapies. Any of these events could prevent us from
achieving or maintaining market acceptance of a product candidate, if approved, and could significantly harm our business,
results of operations, and prospects. The fegu-}ateﬁ—marketlng approval processes of the F DA EMA and cornparable foreign
regulatory authorities, including the MHRA Mes : , are lengthy,
time- consuming and inherently unpredictable, and if we are ultlmately unable to obtaln fegu-}atefy—marketmg approval for
RLYB212, RLYBI116 or any of our other product candidates, our business will be substantially harmed. In the United States, we
are not permitted to market a product candidate until we receive approval of a BLA or a NDA from the FDA. The process of
obtaining BLA and NDA approval is expensive, often takes many years and can vary substantially based upon the type,
complexity and novelty of the products involved. Approval policies or regulations may change, and the FDA and other
regulatory authorities have substantial discretion in the approval process, including the ability to delay, limit or deny approval of
a product candidate for many reasons. In addition, the FDA may require post- approval clinical trials or studies as a condition of
approval, which also may be costly. The FDA approval for a limited indication or approval with required warning language,
such as a boxed warning, could significantly impact our ability to successfully market our product candidates. The FDA also
may require adoption of a REMS requiring prescriber training, post- market registries, or otherwise restricting the marketing
and dissemination of these products. The FDA may inform us that an approved device, including a companion diagnostic, is
required to obtain marketing approval of RLYB212. Companion diagnostics are subject to regulation as medical devices and
must be separately approved for marketing by the FDA. Certain of our product candidates will rely on delivery systems, such as
PFSs, pen- injectors and / or autoinjectors, and may ultimately be regulated as a drug / device combination product. Although
the FDA and similar foreign regulatory agencies have systems in place for the review and approval of combination products, we
may experience delays in the development and commercialization of our product candidates due to regulatory timing constraints
and uncertainties in the product development and approval process. Despite the time and expense invested in the clinical
development of product candidates, regulatory approval is never guaranteed for our product candidates or a companion
diagnostic, if required. Assuming successful clinical development, we intend to seek product approvals in countries outside the
United States, including in Europe. As a result, we would be subject to regulation by the EMA, as well as the other regulatory
agencies in these countries. Of the large number of drugs in development, only a small percentage successfully complete the
regulatory-marketing approval processes and are commercialized. This lengthy approval process, as well as the unpredictability
of future clinical trial results, may result in our failing to obtain regulatery-marketing approval to market our product candidates
and we may be forced to abandon our development efforts for our product candidate, which would significantly harm our
business, results of operations, and prospects. The time required to obtain approval by the FDA, EMA and other comparable
foreign regulatory authorities is unpredictable but typically takes many years following the commencement of clinical trials and
depends upon numerous factors. In addition, approval policies, regulations, or the type and amount of clinical data necessary to
gain approval may change during a product candidate’ s clinical development and may vary among jurisdictions. We have not
obtained regutatory-marketing approval for any product candidate and it is possible that we will never obtain regulatery
marketing approval for any product candidate. Prior to obtaining approval to commercialize a product candidate in the United
States or abroad, we must demonstrate to the satisfaction of the FDA, EMA or other comparable foreign regulatory authority,




that such product candidates are safe and effective for their intended uses. Data obtained from preclinical studies and clinical
trials are susceptible to varying interpretations, and regulatory authorities may not interpret our data as favorably as we do,
which may further delay, limit, or prevent development efforts, clinical trials, or marketing approval. Even if we believe the
preclinical or clinical data for our product candidates are sufficient to support approval, such data may not be considered
sufficient to support approval by the FDA, EMA and other comparable regulatory authorities. For example, we have proposed to
use real- world data from our FNAIT natural history study to support our development program and related regulatory
submissions for RLYB212. Specifically, the natural history study data would assist us in assessing the frequency of women at
higher risk of FNAIT among women of different racial and ethnic characteristics and the occurrence of HPA- la
alloimmunization in these women. The natural history studies and other real- world evidence we may submit to support
applications for marketing approval may not be accepted by the FDA, EMA, or other comparable foreign regulatory authorities.
The FDA, EMA or other comparable foreign regulatory authority can delay, limit, or deny approval of RLYB212, RLYB116 or
any of our other product candidates that we develop or require us to conduct additional preclinical or clinical testing or abandon
a program for many reasons, including, but not limited to: = the FDA, EMA or other comparable foreign regulatory authorities
may disagree with the design or implementation of our clinical trials; * we may be unable to demonstrate to the satisfaction of
the FDA, EMA or other comparable foreign regulatory authorities that our product candidate is safe and effective for its
proposed indication; = serious and unexpected drug- related side effects experienced by participants in our clinical trials or by
individuals using drugs similar to our product candidates, or other products containing an active ingredient in our product
candidates; = negative or ambiguous results from our clinical trials or results that may not meet the level of statistical
significance required by the FDA, EMA or other comparable foreign regulatory authorities for approval; = the population
studied in the clinical trial may not be sufficiently broad or representative to assure safety and efficacy in the full population for
which we seek approval; = the FDA, EMA or other comparable foreign regulatory authorities may not accept clinical data from
trials which are conducted at clinical facilities or in countries where the standard of care is potentially different from that of the
United States or the applicable foreign jurisdiction; = we may be unable to demonstrate that our product candidate’ s clinical and
other benefits outweigh its safety risks; = the FDA, EMA or other comparable foreign regulatory authorities may disagree with
our interpretation of data from preclinical studies or clinical trials; = the data collected from clinical trials of our product
candidates may not be acceptable or sufficient to support the submission of a BLA or NDA or to obtain regulatory approval in
the United States or elsewhere, and we may be required to conduct additional clinical trials; = the FDA” s or the applicable
foreign regulatory authority’ s disagreement regarding the formulation, the labeling, and / or the specifications of our product
candidates; = the FDA, EMA, or other comparable foreign regulatory authorities may require us to obtain clearance or approval
of'a companion diagnostic test; = additional time may be required to obtain regulatory approval for our product candidates
because they are combination products; = the FDA, EMA or other comparable foreign regulatory authorities may fail to approve
or find deficiencies with the manufacturing processes or facilities of third- party manufacturers with which we contract for
clinical and commercial supplies; and = the apprevatpolicies o, regulations , and guidelines of the FDA, EMA or other
comparable foreign regulatory authorities regarding the development, approval, and marketing of drugs and biologics may
significantly change , including but not limited to, in the U. S., as a manner-result of the 2025 change in presidential
administration, which may renderinig---- render our clinical data insufficient for approval or restrict us from marketing our
product candldates in the manner in whlch we antlclpate We have never obtarned marketrng approval for a product
candidate —Htis y b e or-N v

delay in obtalnlng, or an inability to obtarn marketrng approvals would prevent us from commercializing our product candldates
generating revenues, and achieving and sustaining profitability. Our product candidates target rare diseases and conditions, and
the market opportunltres for RLYB212, RLYBI 16 or any of our other product candldates 1f approved rnay be smaller than we

eaﬁd-td&tes—afe—fer—f&f&d-tseases—we—must be able to successfully 1dent1fy patrents and capture a srgnrﬁcant rnarket share to
achieve profitability and growth. Our product candidates target rare diseases and conditions. We are developing RLYB212 for
the potential prevention of FNAIT, and we estimate that each year greater than 22-30, 000 pregnancies are at high risk for
FNAIT in the United States, Canada, the UK, other major European countries and Australia, based on the presence of HLA
DRB3 * 01: 01 positive and HPA- 1a negative antibody in mothers and HPA- 1a positive in the fetus. With respect to
RLYBI116, we estimate that there are approximately 4, 700 patients with PNH and up to 60, 000 patients with gMG in the
United States. Our projections of the number of eligible patients are based on our beliefs and estimates. These estimates have
been derived from a variety of sources, including scientific literature, population statistics and market research, and may prove to
be incorrect. Further, new sources may reveal a change in the estimated number of eligible patients, and the number of patients
may turn out to be lower than expected. Additionally, the potentially addressable patient population for our current programs or
future product candidates may be limited or may not be amenable to treatment with our product candidates, and new patients
may become increasingly difficult to identify or gain access to. For example, even if we obtain FDA approval for RLYB212 or
RLYBI116, the drug may be approved for a target population that is more limited than what we currently anticipate.
Furthermore, even if we obtain significant market share for any product candidate, if approved, the potential target populations
for our product candidates are for rare diseases, and we may never achieve profitability. Further, in many cases there are either



no or limited screening or diagnostic tests for the indications our product candidates are being developed to potentially treat. For
example, the successful prevention of FNAIT in mothers at risk for developing this rare disorder will require identifying
expeetantmothers-pregnant women who have not previously alloimmunized, who are HPA- | negative and HLA- DRB3 *
01: 01 positive with ard- an HPA- 1a positive #rthe-fetus. In collaboration with partners, we may develop screening and
diagnostics tests to help us to identify individuals at risk, and the FDA, EMA or other comparable foreign regulatory authorities
may require us to do so. The lack of screening and diagnostic tests, coupled with the fact that there is frequently limited
awareness among certain health care providers concerning the rare diseases we may seek to treat, often means that a proper
diagnosis can, and frequently does, take years to identify (or an appropriate diagnosis may never be made for certain patients).
As aresult, even if one of our product candidates is approved for commercial sale, we may not be able to grow our revenues due
to difficulty in identifying eligible patients. There can be no guarantee that any of our programs will be effective at identifying
patients that will benefit from our product candidates, and even if we can identify patients that our product candidates can help,
the number of patients that our product candidates may ultimately treat may turn out to be lower than we expect, they may not
be otherwise amenable to treatment with our product candidates, or new patients may become increasingly difficult to identify,
all of which may adversely affect our ability to grow and generate revenue and adversely affect our results of operations and our
business. In addition, even in instances where we are able to expand the number of patients being treated, the number may be
offset by the number of patients that discontinue use of the applicable product in a given period resulting in a net loss of patients
and potentlally decreased revenue. The FDA, EMA or other comparable forelgn regulatory authorities, inetading-the MHRA;
could require the clearance or approval of an in vitro diagnostic or companion diagnostic device as a condition of approval for
any product candidate that requires or would commercially benefit from such tests, including RLYB212. Failure to successfully
validate, develop and obtain regulatory clearance or approval for cornpan10n d1agn0st1cs ona trmely basrs or at all could harm
our drug development strategy and-s 3 ate-. [f safe and
effective use of RLYB212 or any of our other product candidates depends on an in v1tro d1agn0st1c then the FDA generally will
require approval or clearance of that test, known as a companion diagnostic, at the same time that the FDA approves our product
candidates. The process of development and approval of such diagnostic is time consuming and costly. Companion diagnostics,
which provide information that is essential for the safe and effective use of a corresponding therapeutic product, are subject to
regulation by the FDA, EMA and other comparable foreign regulatory authorities as medical devices and require separate
regulatory approval from therapeutic approval prior to commercialization. The FDA previously has required in vitro diagnostic
tests intended to select the patients who will respond to a product candidate to obtain a PMA simultaneously with approval of
the therapeutic candidate. The PMA process, including the gathering of preclinical and clinical data and the submission and
review by the FDA, can take several years or longer. It involves a rigorous pre- market review during which the applicant must
prepare and provide FDA with reasonable assurance of the device’ s safety and effectiveness and information about the device
and its components regarding, among other things, device design, manufacturing, and labeling. After a device is placed on the
market, it remains subject to significant regulatory requirements, including requirements governing development, testing,
manufacturing, distribution, marketing, promotion, labeling, import, export, record- keeping, and adverse event reporting.
Given our limited experience in developing and commercializing in vitro diagnostic devices, including companion diagnostic
tests, we do not plan to develop such tests internally and thus will be dependent on the sustained cooperation and effort of third-
party collaborators in developing and obtaining approval for these in vitro diagnostic tests. We may not be able to enter into
arrangements with a provider to develop screening and / or diagnostic tests for use in connection with a registrational trial for
RLYB212 or for commercialization of RLYB2 12, or do so on commercially reasonable terms ;whieh-eould-adverselyaffeetand

ay-the-de prRen eommereialization-o . We and our future collaborators may encounter difficulties in
developmg and obtarnrng approval for such tests, 1nclud1ng issues relating to selectivity / specificity, analytical validation,
reproducibility, or clinical validation. Any delay or failure by our collaborators to develop or obtain regulatory approval of in
vitro diagnostic tests could delay or prevent approval of RLYB212 or any of our other product candidates. In addition, we, our
collaborators or third parties may encounter production difficulties that could constrain the supply of such tests, and both they
and we may have difficulties gaining acceptance of the use of such tests by physicians. We believe that adoption of screening
and treatment into clinical practice guidelines is important for market access, third- party payer reimbursement, utilization in
medical practice and commercial success. Both our collaborators and we may have difficulty gaining acceptance of such
screening and / or diagnostic tests into clinical practice guidelines. If such tests fail to gain market acceptance, it would have an
adverse effect on our ability to derive revenues from sales, if any, of RLYBZl2 1f it is approved for commercral sale, or any
other approved products that requrre an in vitro d1agnost1c test —tra A y b pa v Ve

eﬁnﬂﬁefeta-h-z&t—teﬁ-e-ﬁetn“pfeduet—eaﬁd-td&tes— We face s1gn1ﬁcant compet1t10n from brotechnology and pharrnaceutrcal

companies, and our operating results will suffer if we fail to compete effectively. The biotechnology and pharmaceutical
industries are highly competitive and subject to significant and rapid technological change. Our success is highly dependent on
our ability to acquire, develop, and obtain marketing approval for new products on a cost- effective basis and to market them
successfully. If a product candidate we develop is approved, we will face intense competition. There are many public and
private biopharmaceutical companies, universities, government agencies and other research organizations actively engaged in
the research and development of products that may be like our product candidates or address similar markets. Mergers and
acquisitions in the pharmaceutical, biotechnology and diagnostic industries may result in even more resources being



concentrated among a smaller number of our competitors. These competitors also compete with us in establishing clinical trial
sites and patient registration for clinical trials, as well as in acquiring technologies complementary to, or necessary for, our
programs. Smaller or early- stage companies may also prove to be significant competitors, particularly through collaborative
arrangements with large and established companies. In addition, the number of companies seeking to develop and commercialize
products and therapies competing with our product candidates is likely to increase. However, we seek to build our portfolio with
key differentiating attributes to provide a competitive advantage in the markets we target. We believe RLYB212 could be a first-
in- class antibody for the prevention of FNAIT, and no direct mechanistic based clinical competition currently exists. Our
second product candidate, RLYB116 faces competition from a number of companies for the treatment of patients with PNH and
gMQG, including Soliris and Ultomiris marketed by AstraZeneca. If we successfully develop and, if approved, commercialize
RLYBI116, this therapy may compete, or potentially be used in conjunction, with currently marketed treatments, including
Soliris and Ultomiris, and any new therapies that may become available in the future. Competition could render any product
candidate we develop obsolete, less competitive, or uneconomical. In addition, product candidates developed by our competitors
may prove to be more safe or more effective than our product candidates. Our competitors may, among other things: = have
significantly greater name recognition and financial, manufacturing, marketing, product development, technical, commercial
infrastructure, and human resources than we do; = more effectively recruit and retain qualified scientific and management
personnel; = more effectively establish clinical trial sites and patient registration; = develop and commercialize products that are
safer, more effective, less expensive, more convenient, or easier to administer, or have fewer or less severe side effects; = obtain
quicker regulatory approval; = better protect their patents and intellectual property or acquire technologies that are
complementary to, or necessary for, our programs; = implement more effective approaches to sales, marketing, pricing,
coverage, market access, and reimbursement; or = form more advantageous strategic alliances or collaborations. If we are not
able to effectively compete for any of the foregoing reasons, our business will be materially harmed. Disruptions in the FDA and
other government agencies caused by funding shortages or global health concerns could hinder their ability to hire and retain
key leadership and other personnel, or otherwise prevent new products and services from being developed or commercialized in
a timely manner, which could negatively impact our business. The ability of the FDA to review and approve new products can
be affected by a variety of factors, including government budget and funding levels, ability to hire and retain key personnel and
accept the payment of user fees, and statutory, regulatory, and policy changes and other events that may otherwise affect the
FDA’ s ability to perform routine functions. Average review times at the agency 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 to be reviewed or approved by necessary government agencies, which would adversely affect our
business. For example, in recent everthetastseverat-ycars, including for 35 days beginning on December 22, 2018, the U. S.
government has shut down several times and certain regulatory agencies, such as the FDA, have had to furlough critical
employees and stop critical activities. The Trump Administration has announced its intention to reduce the number of
employees serving in government agencies, including the FDA. If a prolonged government shutdown occurs, or if the U. S.
government takes other personnel actions, it could significantly impact the ability of the FDA to timely review and process
our regulatory submissions, which could have a material adverse effect on our business. Even if we obtain FBA-marketing
approval for a product candidate in the United States, we or our current or future collaborators may never obtain approval for or
commercialize the product candidate in any other jurisdiction, which would limit our ability to realize its full market potential.
In order to market any product in a particular jurisdiction, we or our current or future collaborators must establish and comply
with numerous and varying regulatory requirements regarding safety and efficacy on a country- by- country basis. Approval by
the FDA in the United States does not ensure approval by comparable regulatory authorities in other countries or jurisdictions.
However, the failure to obtain approval in one jurisdiction may negatively impact our or our collaborators’ ability to obtain
approval elsewhere. In addition, clinical trials conducted in one country may not be accepted by regulatory authorities in other
countries, and regulatory approval in one country does not guarantee regulatory approval in any other country. Approval
processes vary among countries and can involve additional product testing and validation and additional administrative review
periods. Seeking foreign regulatory approval could result in difficulties and increased costs for us and require additional
preclinical studies or clinical trials which could be costly and time- consuming. Regulatory requirements can vary widely from
country to country and could delay or prevent the introduction of our products in those countries. We do not have any product
candidates approved for sale in any jurisdiction, including in international markets, and we do not have experience in obtaining
regulatory approval in international markets. If we or our collaborators fail to comply with regulatory requirements in
international markets or to obtain and maintain required approvals, or if regulatory approvals in international markets are
delayed, our target market will be reduced and we will be unable to realize the full market potential of any product we develop.
Even if we obtain regulatery-marketing approval for any of our product candidates, we will still face extensive and ongoing
regulatory requirements and obligations and continued regulatory review, which may result in signiﬁcant additional expense .
We s-and-we-may be subject to penalties if we fail to comply with regulatory requirements or experience unanticipated problems
with any product candldates Any product candldate for Wthh we obtarn markctrng approval —a-leng—w-tt-h—t-he—maﬂufaefuﬂ-ﬁg

to extensive and 0ng01ng requrrements of the F DA and other regulatory authorrtres These requrrements 1nclude submissions of
safety and other post- marketing information and reports, establishment registration and drug listing requirements, continued
compliance with the FDA' s cGMP requirements regarding the distribution of samples to physicians and recordkeeping and
GLP and GCP requirements for non- clinical studies and any clinical trials that we conduct post- approval. The FDA may also
require costly post- marketing studies or clinical trials and surveillance to monitor the safety or efficacy of a product.



Additionally, the FDA closely regulates the post- approval marketing and promotion of drugs to ensure drugs are marketed only
for the approved indications and in a manner that is consistent with the provisions of the approved labeling. If we market our
products for uses beyond their approved indications or otherwise inconsistent with the FDA- approved labeling, we may be
subject to enforcement action for off- label marketing by the FDA and other federal and state enforcement agencies, including
the Department of Justice. Violation of the FDCA and other statutes, including the False Claims Act, and equivalent legislation
in other countries relating to the promotion and advertising of prescription products may also lead to investigations or
allegations of violations of federal and state and other countries’ health care fraud and abuse laws and state consumer protection
laws. Even if it is later determined we were not in violation of these laws, we may be faced with negative publicity, incur
significant expenses defending our actions and have to divert significant management resources from other matters. In addition,
later discovery of previously unknown adverse events or other problems with our products, manufacturers, or manufacturing
processes or failure to comply with regulatory requirements, may yield various results, including, but not limited to: =
restrictions on manufacturing such products; = restrictions in the labeling or on the marketing of products; = restrictions on
product distribution or use; = requirements to conduct post- marketing studies or additional post- marketing clinical trials; =
issuance of warning letters or untitled letters; = refusal to approve pending applications or supplements to approved applications
that we submit, or delays in such approvals; = recalls or market withdrawals of products; = fines, restitution, or disgorgement of
profits or revenues; = suspension or termination of ongoing clinical trials; = suspension or withdrawal of marketing approvals; =
refusal to permit the import or export of our products; = product seizure; and = injunctions, consent decrees, or the imposition of
civil or criminal penalties. If we obtain FDA approval for RLYB212 or RLYB116, safety risks not identified in our prior clinical
trials may first appear after we obtain approval and commercialize these product candidates. Any new post- marketing adverse
events may significantly impact our ability to market the drugs and may require that we recall and discontinue
commercialization of the products. Furthermore, if any confirmatory post- marketing trial fails to confirm the clinical profile or
clinical benefits of RLYB212 or RLYB116, the FDA may withdraw its approval, which would materially harm our business.
We also cannot predict the likelihood, nature, or extent of government regulation that may arise from future legislation or
administrative or executive action, either in the United States or abroad. Further, the FDA’ s, EMA’ s and other comparable
regulatory authorities’ policies may change, and additional government regulations may be enacted that could prevent, limit, or
delay regulatory approval of a product candidate or increase the costs and regulatory burden of commercialization. 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 lose any marketing approval that we may have obtained, and we may not achieve or
sustain profitability, which would adversely affect our business, prospects, financial condition, and results of operations.
Furthermore, non- compliance by us or any collaborator with regulatory requirements, including safety monitoring or
pharmacovigilance, may also result in significant financial penalties, which would adversely affect our business. We may seek
Fast Track designation, Breakthrough Therapy designation, or the-PRIME designation for our product candidates, but we might
not receive any such designation, and even if we do, such designation may not actually lead to a faster development or
regulatory review or approval process. If a drug is intended for the treatment of a serious or life- threatening condition, and non-
clinical or clinical data demonstrate the potential to address an unmet medical need for this condition, the product candidate may
qualify for FDA Fast Track designation, for which sponsors must apply. Sponsors of fast- track products may have more
frequent interactions with the FDA, and, in some circumstances, the FDA may initiate review of sections of a fast track product’
s application before the application is complete. We may submit an application for Fast Track designation for RLYB212 and
RLYBI116. The FDA has broad discretion whether to grant this designation, and we may not receive it. Moreover, even if we
receive Fast Track des1gnat10n Fast Track desrgnatron does not ensure that we will receive marketing approval and we er-that
va me—We-may not experience a faster development or regulatory review or
approval process Wrth Fast Track des1gnat10n cornpared to conventional FDA procedures. In addition, the FDA may withdraw
Fast Track designation if it believes that the designation is no longer supported by data from our clinical development program.
Fast Track designation alone does not guarantee qualification for the FDA’ s priority review procedures. We also may seek a
Breakthrough Therapy designation for RLYB212 or other product candidates if future results support such designation. A
Breakthrough Therapy is defined as a drug (including biologic) that is intended, alone or in combination with one or more other
drugs, to treat a serious condition, and preliminary clinical evidence indicates that the drug may demonstrate substantial
improvement over existing therapies on one or more clinically significant endpoints, such as substantial treatment effects
observed early in clinical development. Sponsors of products that have been designated as breakthrough therapies are eligible to
receive more intensive FDA guidance on establishing an efficient drug development program, an organization commitment
involving senior managers, and may be eligible for rolling review. Drugs designated as breakthrough therapies by the FDA may
also be eligible for other expedited review programs, including accelerated approval and priority review, if supported by clinical
data at the time the BLA or NDA is submitted to the FDA. Designation as a Breakthrough Therapy is within the discretion of
the FDA. Accordingly, even if we believe that RLYB212 meets the criteria for designation as a Breakthrough Therapy, the FDA
may disagree and instead determine not to make such designation. Even if we receive Breakthrough Therapy designation, the
receipt of such designation may not result in a faster development or regulatory review or approval process compared to drugs
considered for approval under conventional FDA procedures and does not assure ultimate approval by the FDA. In addition,
even if RLYB212 qualifies as a Breakthrough Therapy, the FDA may later decide that RLYB212 no longer meets the
conditions for qualification or decide that the time period for FDA review or approval will not be shortened. In the Farepean
Baten("-EU “y-we may seek PRIME designation for some of our product candidates in the future. PRIME is a voluntary
program aimed at enhancing the EMA’ s role to reinforce scientific and regulatory support in order to optimize development
and enable accelerated assessment of new medicines that are of major public health interest with the potential to address unmet
medical needs. The program focuses on medicines that target conditions for which there exists no satisfactory method of




treatment in the EU or even if such a method exists, it may offer a major therapeutic advantage over existing treatments. PRIME
is limited to medicines under development and not authorized in the EU and the applicant intends to apply for an initial
marketing authorization application through the centralized procedure. To be accepted for PRIME, a product candidate must
meet the eligibility criteria in respect of its major public health interest and therapeutic innovation based on information that can
substantiate the claims. The benefits of a PRIME designation include the appointment of a Committee for Medicinal Products
for Human Use rapporteur to provide continued support and help to build knowledge ahead of a marketing authorization
application, early dialogue and scientific advice at key development milestones, and the potential to qualify products for
accelerated review, meaning reduction in the review time for an opinion on approvability to be issued earlier in the application
process. PRIME enables an applicant to request parallel EMA scientific advice and health technology assessment advice to
facilitate timely market access. Even if we receive PRIME designation for any of our product candidates, the designation may
not result in a materially faster development process, review or approval compared to conventional EMA procedures. Further,
obtaining PRIME designation does not assure or increase the likelihood of EMA’ s grant of a marketing authorization. We may
be unsuccessful in obtaining or may be unable to maintain the benefits associated with orphan drug designation, including the
potential for market exclusivity. If our competitors are able to obtain orphan drug exclusivity for products that constitute the
same drug and treat the same indications as RLYB212 and RLYB116 or any of our other product candidates, we may not be
able to have competing products approved by the applicable regulatory authority for a significant period of time. Regulatory
authorities in some jurisdictions, including the United States and the EU may designate drugs for relatively small patient
populations as orphan drugs. Under the U. S. Orphan Drug Act, the FDA may designate a drug as an orphan drug if it is a drug
intended to treat a rare disease or condition, which is generally defined as a patient population of fewer than 200, 000 individuals
annually in the United States, or a patient population of more than 200, 000 in the United States where there is no reasonable
expectation that the cost of developing the drug will be recovered from sales in the United States. In the EU, the EMA” s
Committee for Orphan Medicinal Products evaluates, and the European Commission grants, an orphan drug designation
principally to promote the development of products that are intended for the diagnosis, prevention or treatment of a life-
threatening or chronically debilitating condition affecting not more than five in 10, 000 persons in the EU. In addition, the
product under consideration is indicated for a condition where there exists no satisfactory method of diagnosis, prevention or
treatment authorized in the EU or, if such method exists, that the medicinal product will be of significant benefit to those
affected by that condition. Each of the FDA and the European Commission has granted orphan drug designation for RLYB212
for the treatment of FNAIT. We may seek orphan drug designation in the United States and the EU for our other product
candidates but may be unsuccessful in doing so. There can be no assurance that the FDA or the EMA’ s Committee for Orphan
Medicinal Products will consider orphan designation for any indication for which we apply or re- apply, or that we will be able
to maintain such designation. In the United States, orphan drug designation entitles a party to financial incentives such as
opportunities for grant funding towards clinical trial costs, tax advantages and user- fee waivers. Orphan drug designation
neither shortens the development time or regulatory review time of a drug nor gives the drug any advantage in the regulatory
review or approval process. If a product candidate with an orphan drug designation subsequently receives the first marketing
approval for the indication for which it has such designation, the product is entitled to a period of marketing exclusivity, which
precludes the EMA or the FDA from approving another marketing application for the same drug or biologic for the same orphan
designation for that time period, 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. In the United States, the
exclusivity period is seven years. The applicable exclusivity period is ten years in Europe, but such exclusivity period can be
reduced to six years in Europe if a product no longer meets the criteria for orphan designation or if the product is sufficiently
profitable so that market exclusivity is no longer justified. Moreover, orphan drug exclusive marketing rights in the United
States may be lost if the FDA later determines that the request for designation was materially defective or if the manufacturer is
unable to assure sufficient quantity of the drug to meet the needs of patients with the rare disease or condition. Similarly, in the
EU, the market exclusivity can be broken if the holder of the marketing authorization for the original orphan medicinal product
is unable to supply sufficient quantities of the medicinal product. In addition, in both the United States and EU, if a different
drug is subsequently approved for marketing for the same or a similar indication as any of our product candidates that receive
marketing approval, we may face increased competition and lose market share regardless of orphan drug exclusivity, which only
protects against approval of the “ same ” drug for the same indication. We may seek accelerated approval by the FDA for one or
more of our product candidates. Accelerated approval by the FDA, even if granted for any of our product candidates, may not
lead to a faster development or regulatory review or approval process and it does not increase the likelihood that our product
candidates will receive marketing approval. We may in the future seek an accelerated approval for our one or more of our
product candidates. Under the accelerated approval program, the FDA may grant accelerated approval to a product candidate
designed to treat a serious or life- threatening condition that provides meaningful therapeutic benefit over available therapies
upon a determination that the product candidate has an effect on a surrogate endpoint or intermediate clinical endpoint that is
reasonably likely to predict clinical benefit. As a condition of approval, the FDA requires that a sponsor of a product receiving
accelerated approval perform a post- marketing confirmatory clinical trial or trials. In addition, the FDA currently requires as a
condition for accelerated approval the pre- submission of promotional materials to FDA for review. Prior to seeking accelerated
approval for any of our product candidates, we intend to seek feedback from the FDA and will otherwise evaluate our 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 a BLA for accelerated approval or any other form of expedited development, review or approval.
Furthermore, if we decide to submit an application for accelerated approval there can be no assurance that such submission or
application will be accepted or that the FDA will determine that the product candidate is eligible for or grant accelerated
approval. A failure to obtain any planned accelerated approval for our product candidates would result in a longer time period to



commercialization of our product candidates, if approved, could increase the cost of development of our product candidates and
could harm our competitive position in the marketplace. If we receive accelerated approval for any of our product candidates,
the FDA may withdraw accelerated approval if, among other things, a confirmatory trial required to verify the predicted clinical
benefit of the product fails to verify such benefit or if such trial is not conducted with due diligence. Withdrawal of any
accelerated approval could substantially harm our business. Although RLYB212 has received FDA designation as a rare
pediatric disease drug preduets— product , any marketing application we submit for RLYB212 may not qualify for issuance of a
rare pediatric disease priority review voucher. In the United States, RLYB211 and RLYB212 have received designation from
the FDA as rare pediatric disease drug products. Receipt of rare pediatric disease designation is a prerequisite to qualifying for
receipt of a rare pediatric disease priority review voucher upon approval of a marketing application for the rare pediatric disease
drug product. The priority review voucher may be used to obtain priority review of a future marketing application that would
not otherwise qualify to receive priority review. Priority review shortens the FDA” s goal for taking action on a marketing
application from ten months to six months for an original BLA or NDA from the date of filing. As an alternative to using the
priority review voucher to obtain priority review of one of its own marketing applications, the sponsor of a rare pediatric disease
drug product receiving a priority review voucher may also sell or otherwise transfer the voucher to another company. The
voucher may be further transferred any number of times before the voucher is used, as long as the sponsor making the transfer
has not yet submitted an application relying on the priority review voucher. The FDA may also revoke any rare pediatric disease
priority review voucher if the rare pediatric disease product for which the voucher was awarded is not marketed in the United
States within one year following the date of approval. There is no guarantee that, if we ever submit and obtain approval for
RLYB212 or any other product candidate for which we may obtain rare pediatric disease designation in the future, we will
receive a rare pediatric disease priority review voucher. In addition to receiving rare pediatric disease designation, in order to
receive a rare pediatric disease priority review voucher, the NDA or BLA must be granted priority review, rely on clinical data
derived from studies-trials examining a pediatric population and dosages of the drug intended for that population, not seek
approval for a different adult indication in the original rare pediatric disease product application and be for a drug that does not
include a previously approved active ingredient. Under current statutory sunset provisions, even if a marketing application
meets all of these requirements, the FDA may only award a voucher prior to September 30, 2026 and only if the approved
product received rare pediatric disease drug product designation prior to September 30, 2024. We cannot be certain that we will
receive approval for any of our rare pediatric disease designated products prior to the statutory sunset date, if ever. Moreover,
even if we believe that our marketing application meets the other requirements to be eligible to receive a priority review voucher
upon approval, the FDA may disagree. The successful commercialization of any product candidate we develop will depend in
part on the extent to which regulatory authorities and private health insurers establish coverage and reimbursement. Failure to
obtain or maintain coverage and reimbursement for our product candidates, if approved, could limit our ereur-eoHaberators®
ability to market those products and decrease our or our eeHaberaters>ability to generate revenue. If any product candidate is
approved for marketing, coverage and reimbursement for any-such product by governmental healthcare programs, such as
Medicare and Medicaid, private health insurers, and other third- party payors would be essential for most patients to be able to
afford the prescrlptron medication. Our ab111ty to achreve acceptable 1eve1s of coverage and relmbursement for products or
procedures using our products by-regtta D ayors-will therefore have
an effect on our ability to successfully commerc1ahze any product candrdates we develop We cannot be sure that coverage and
reimbursement will be available for our product candidates, if and when such candidates obtain marketing approval, and any
reimbursement that may become available may not be adequate and may be decreased or eliminated in the future. Moreover,
increasing efforts by governmental and third- party payors in the United States to cap or reduce healthcare costs may cause
third- party payors to limit both coverage and the level of reimbursement for newly approved products and, as a result, such
payors may not cover or provide adequate payment for any product we commercialize. We expect to experience pricing
pressures in connection with the sale of our product candidates due to the trend toward managed health care and additional
legislative, administrative, or regulatory changes. The downward pressure on healthcare costs in general, particularly
prescription drugs and biologics and related administration procedures, has become intense and new products face increasing
challenges in entering the market successfully. Third- party payors are increasingly challenging the price and examining the
cost- effectiveness of new products in addition to their safety and efﬁcacy To obtain or maintain coverage and reimbursement
for any eurrenter-fatare-product, we may need to conduct expensrve pharmacoeconomrc studres to demonstrate the medrcal
necessity and cost- effectiveness of our product —Fhe
approvals-. We may also need to provide discounts to purchasers to encourage purchasing of any approved product and rebates
to third party payors to increase the possibility of favorable coverage and adequate cost sharing thresholds for patients. We may
be required to provide discounts or rebates on any approved product under government healthcare programs or to certain
government and private purchasers in order to obtain coverage under federal health care programs such as Medicaid.
Participation in such programs would require us to track and report certain drug prices. We may be subject to fines and other
penalties if we fail to report such prices accurately. No uniform policy for coverage and reimbursement for products exists
among third- party payors in the United States. Therefore, coverage and reimbursement for products can differ significantly
from payor to payor, and one third- party payor’ s decision to cover a particular product does not ensure that other payors will
also provide similar coverage. Additionally, the process for determining whether a third- party payor will provide coverage for a
product is typically separate from the process for setting the price of such product or establishing the reimbursement rate that
the payor will pay for the product once coverage is approved. As a result, the coverage determination process is often a time-
consuming and costly process that will require us to provide scientific and clinical support for the use of our product candidates
to each payor separately, with no assurance that coverage and reimbursement will be obtained or will be consistent across
payors. And, even if products are covered, third party payors may implement various mechanisms to control utilization




(e. g., requiring prior approval for coverage for each patient). Additionally, coverage and reimbursement for screening
and diagnostic tests associated with any products would be assessed and determined separately. Furthermore, rules and
regulations regarding reimbursement change frequently, in some cases at short notice, and we believe that changes in these rules
and regulations are likely. If coverage or reimbursement is not available or is available only at limited levels, we may not be
able to successfully commercialize our product candidates and may not be able to obtain a satisfactory financial return on our
product candidates. We er-eur-eolaberators-may also be subject to extensive governmental price controls and other market
regulations outside of the United States, and we believe the increasing emphasis on cost- containment initiatives in other
countries have and will continue to put pressure on the pricing and usage of medical products. In many countries, the prices of
medical products are subject to varying price control mechanisms as part of national health systems. Other countries allow
companies to fix their own prices for medical products but monitor and control company profits. Additional foreign price
controls or other changes in pricing regulation could restrict the amount that we er-eur-eelaberaters-are able to charge for our
products we-or-our-eoHaborators-eommeretatize-. Accordingly, in markets outside of the United States, the reimbursement for
products we er-eur-eoHaberators-commercialize may be reduced compared with the United States and may be insufficient to
generate commercially reasonable revenue and profits. Even if a product candidate we develop receives marketing approval, it
may fail to achieve market acceptance by physicians, patients third- party payors or others in the medical community necessary
for commercial success. Even if our product candidates receive regulatory approval, they may not gain market acceptance
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payors;, e Rgprivateinsuranee 3-an AeRtpayoers Various factors W111 1nf1uence Whether our product
candidates are accepted in the market 1f approved for commercral sale, including, but not limited to: = the efficacy, safety and
tolerability of our products, and potential advantages compared to alternative treatments; = the clinical indications for which the
product is approved, and product labeling or product insert requirements of the FDA, EMA or other comparable foreign
regulatory authorities, including any limitations or warnings contained in a product’ s approved labeling; = the effectiveness of
sales and marketing efforts; = the prevalence and severity of any side effects; = the cost of treatment in relation to alternative
treatments, including any similar treatments; = our ability to offer our products for sale at competitive prices; = the availability
and access to screening and / or diagnostic tests; = the convenience and ease of administration compared to alternative
treatments; = the willingness of the target patient population to try new therapies and of physicians to prescribe these therapies; =
the strength of marketing and distribution support; = the availability of third- party coverage and reimbursement for any of our
products that are approved and any screening and / or diagnostic testing, as appropriate; and = any restrictions on the use of our
product together with other medications. Market acceptance of our product candidates is heavily dependent on patients’ and
physicians’ perceptions that our product candidates are safe and effective treatments for their targeted indications and
willingness to use screening and / or diagnostic tests to identify at- risk target populations for our therapeutics. The perceptions
of any product are also influenced by perceptions of competitors’ products that are in the same class or that have a similar
mechanism of action. Because we expect sales of our product candidates, if approved, to generate substantially all our revenues
in the foreseeable future, the failure of our product candidates to find market acceptance would harm our business and could
require us to seek additional financing. If approved, our product candidates that are regulated as biologics may face competition
from biosimilars approved through an abbreviated regulatory pathway. The BPCIA was enacted as part of the PatientProteetion
and-Affordable Care Act (#he-" ACA") to establish an abbreviated pathway for the approval of biosimilar and interchangeable
biological products. The regulatory pathway establishes legal authority for the FDA to review and approve biosimilar biologics,
including the possible designation of a biosimilar as *“ interchangeable ” based on its similarity to an approved biologic. Under
the BPCIA, a reference biological product is granted 12 years of data exclusivity from the time of first licensure of the product,
and the FDA will not accept an application for a biosimilar or interchangeable product based on the reference biological product
until four years after the date of first licensure of the reference product. In addition, the approval of a biosimilar product may not
be made effective by the FDA until 12 years from the date on which the reference product was first licensed. During this 12-
year period of exclusivity, another company may still develop and receive approval of a competing biologic, so long as their
BLA does not rely on the reference product, sponsor’ s data or sublnit the application asa biosimilar application. Any fPhe—la-w
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on the future commercial prospects for our biological products. We believe that any of the product candidates we develop that is
approved in the United States as a biological product under a BLA should qualify for the 12- year period of exclusivity.
However, there is a risk that this exclusivity could be shortened due to congressional action or otherwise, or that the FDA will
not consider the subject product candidates to be reference products for competing products, potentially creating the opportunity
for biosimilar competition sooner than anticipated. Moreover, the extent to which a biosimilar, once approved, will be
substituted for any one of the reference products in a way that is similar to traditional generic substitution for non- biological
products is not yet clear, and will depend on a number of marketplace and regulatory factors that are still developing. The
approval of a biosimilar of our product candidates could have a material adverse impact on our business due to increased
competition and pricing pressure. If the FDA, EMA or other comparable foreign regulatory authorities approve generic versions
of any of our small molecule investigational products that receive marketing approval, or such authorities do not grant our
products appropriate periods of exclusivity before approving generic versions of those products, the sales of our products, if
approved, could be adversely affected. Once an NDA is approved, the product covered thereby becomes a “ reference listed
drug ” in the FDA’ s publication, “ Approved Drug Products with Therapeutic Equivalence Evaluations, ” commonly known as
the Orange Book. Manufacturers may seek approval of generic versions of reference listed drugs through submission of an
ANDAs-- ANDA in the United States. In support of an ANDA, a generic manufacturer need not conduct clinical trials to assess




safety and efficacy. Rather, the applicant generally must show that its product has the same active ingredient (s), dosage form,
strength, route of administration and conditions of use or labelling as the reference listed drug and that the generic version is
bioequivalent to the reference listed drug, meaning it is absorbed in the body at the same rate and to the same extent. Generic
products may be significantly less costly to bring to market than the reference listed drug and companies that produce generic
products are generally able to offer them at lower prices. Thus, following the introduction of a generic drug, a significant
percentage of the sales of any branded product or reference listed drug is typically lost to the generic product. The FDA may not
approve an ANDA for a generic product until any applicable period of non- patent exclusivity for the reference listed drug has
expired. The FDCA provides a period of five years of non- patent exclusivity for a new drug containing a new chemical entity.
Specifically, in cases where such exclusivity has been granted, an ANDA may not be submitted to the FDA until the expiration
of five years unless the submission is accompanied by a Paragraph IV certification that a patent covering the reference listed
drug is either invalid or will not be infringed by the generic product, in which case the applicant may submit its application four
years following approval of the reference listed drug. Generic drug manufacturers may seek to launch generic products
following the expiration of any applicable exclusivity period we obtain if our products are approved, even if we still have patent
protection for such products. Competition that our products could face from generic versions of our products could materially
and adversely affect our future revenue, profitability, and cash flows and substantially limit our ability to obtain a return on the
investments we have made in those product candidates. If we are unable to establish sales, marketing and distribution
capabilities either on our own or in collaboration with third parties, we may not be successful in commercializing any product
candidates we develop, if approved. In order to market and successfully commercialize any product candidates we develop, if
approved, we must build our sales and marketing capabilities or enter into collaborations with third parties for these services.
We currently have no sales, marketing or distribution capabilities and as a company have no experience in marketing products.
If we commercialize any of our product candidates that may be approved ourselves, we will need to develop an in- house
marketing organization and sales force across rare disease therapeutic areas, which will require significant expenditures,
management resources, and time. There are significant expenses and risks involved with establishing our own sales and
marketing capabilities, including our ability to hire, train, retain, and appropriately incentivize a sufficient number of qualified
individuals, generate sufficient sales leads and provide our sales and marketing team with adequate access to physicians who
may prescribe our products, effectively manage a geographically dispersed sales and marketing team, and other unforeseen costs
and expenses. We will have to compete with other pharmaceutical and biotechnology companies to recruit, hire, train, and
retrain marketing and sales personnel. Any failure or delay in the development of a product candidate that affects the expected
timing of commercialization of the product candidate or results in the failure of the product candidate to be commercialized
could result in us having prematurely or unnecessarily incurred costly commercialization expenses. Our investment would be
lost if we are unable to retain or reposition our sales and marketing personnel. We may also enter into collaborations for the
sales and marketing of our product candidates, if approved. To the extent that we depend on collaborators for sales and
marketing activities, any revenues we receive will depend upon the success of those collaborators’ sales and marketing teams
and the collaborators’ prioritization of our products and compliance with applicable regulatory requirements, and there can be no
assurance that the collaborators’ efforts will be successful. If we are unable to build our own sales and marketing team or enter
into a collaboration for the commercialization of product candidates we develop, if approved, we may be forced to delay the
commercialization of our product candidates or reduce the scope of our sales or marketing activities, which would have an
adverse effect on our business, operating results and prospects. Due to the recent change in presidential administration, we
face uncertainty regarding potential regulatory developments that may adversely affect our business. \We intend-face
uncertainty regarding the potential for changes in the regulatory environment following the change in presidential
administration in January 2025. While many of the Trump administration’ s proposed policies appear to eentinte-be
focused on deregulation, the new administration and federal government could adopt legislation, regulation, or policy
that adversely affects our business or creates a more challenging and costly environment to pursue the development and
commercialization of our current or future product candidates. For example, the federal government, including the
FDA, may implement legislative, regulatory, or policy changes regarding the standards for approving biologic products
that we may be unable to satisfy or regarding the marketing of approved biologics that may limit or prohibit the
advertising and promotion of our current or future product candidates, if approved. Additionally, because one objective
of the current Trump administration appears to be to decrease spending in the federal government, the FDA could face
staff reductions, which could impact the FDA’ s ability to engage in routine regulatory and oversight activities and result
in delays or limitations on our ability to proceed with clinical development programs and obtain regulatory approvals. It
is difficult to predict how executive actions that may be taken under the current Trump administration may affect the
FDA’ s ability to exercise its regulatory authority. If such executive actions impose constraints on the FDA’ s ability to
engage in routine oversight and product review activities in the normal course, our busmess may be negatlvely 1mpacted
We may pursue business development transactions foeus d due did
ﬁf—ﬂgh-ts—te—pfe&uet—eﬂﬂdtd&tes%e&r—pi-pehﬁe—and collaborate with third parties for the development and commercialization of
our product candidates. We may not succeed in identifying and acquiring businesses or assets, in - licensing or out - licensing
intellectual property rights or establishing and maintaining collaborations, which may significantly limit our ability to
successfully develop and commercialize our ether-product candidates, if at all, and these transactions could disrupt our business,
cause dilution to our stockholders or reduce our financial resources. We acquired all rights to RLYB212 from Prophylix in 2019
and rights to RLYB116 and RLYB114 from Sobi in 2019. We also obtained worldwide exclusive rights to RLYB332 from
Sanofi in 2022 ~s-K¥1+0866;,now-referredto-as REYB334-, and have entered into a Jomt venture with E—xseteﬂﬁa—Recursmn for
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6 acqulre or in- license
rights to product candidates, products or technologles acquire other businesses or enter 1nto collaborations with third parties.
We may not be able to enter into such transactions on favorable terms, or at all. Any such acquisitions, in- licenses or
collaborations may not strengthen our competitive position, and these transactions may be viewed negatively by analysts,
investors, customers, or other third parties with whom we have relationships. We may decide to incur debt in connection with an
acquisition, or in- license or issue our common stock or other equity securities as consideration for the acquisition, which would
reduce the percentage ownership of our existing stockholders. We could incur losses resulting from undiscovered liabilities of
the acquired business that are not covered by the indemnification we may obtain from the sellers of the acquired business. In
addition, we may not be able to successfully integrate the acquired personnel, technologies, and operations into our existing
business in an effective, timely, and non- disruptive manner. Such transactions may also divert management attention from day-
to- day responsibilities, increase our expenses, and reduce our cash available for operations and other uses. We cannot predict
the number, timing or size of future acquisitions or in- licenses or the effect that any such transactions might have on our
operating results. We may not realize the anticipated benefits of any current or future collaboration, each of which involves or
will involve numerous risks, including: = a collaborator may shift its priorities and resources away from our product candidates
due to a change in business strategies, or a merger, acquisition, sale, or downsizing; = a collaborator may seek to renegotiate or
terminate its relationships with us due to unsatisfactory clinical results, manufacturing issues, a change in business strategy, a
change of control or other reasons; = a collaborator may cease development in therapeutic areas that are the subject of our
collaboration; = a collaborator may not devote sufficient capital or resources towards our product candidates, or may fail to
comply with applicable regulatory requirements; = a collaborator may change the success criteria for a product candidate,
thereby delaying or ceasing development of such candidate; = a significant delay in initiation of certain development activities
by a collaborator will also delay payment of milestones tied to such activities, thereby impacting our ability to fund our own
activities; = a collaborator could develop a product that competes, either directly or indirectly, with our product candidates; = a
collaborator with commercialization obligations may not commit sufficient financial resources or personnel to the marketing,
distribution, or sale of a product; = a collaborator with manufacturing responsibilities may encounter regulatory, resource, or
quality issues and be unable to meet demand requirements; = a collaborator may terminate a strategic alliance; = a dispute may
arise between us and a collaborator concerning the research, development, or commercialization of a product candidate resulting
in a delay in milestones or royalty payments or termination of the relationship and possibly resulting in costly litigation or
arbitration, which may divert management’ s attention and resources; and = a collaborator may use our products or technology in
such a way as to invite litigation from a third- party. If any collaborator fails to fulfill its responsibilities in a timely manner, or
at all, our research, clinical development, manufacturing, or commercialization efforts related to that collaboration could be
delayed or terminated, or it may be necessary for us to assume responsibility for expenses or activities that would otherwise
have been the responsibility of our collaborator. If we are unable to establish and maintain collaborations on acceptable terms or
to successfully transition away from terminated collaborations, we may have to delay or discontinue further development of one
or more of our product candidates, undertake development and commercialization activities at our own expense, or find
alternative sources of capital, which would have a material adverse impact on our clinical development plans and business. If we
fail to establish and maintain collaborations related to our product candidates, we could bear all of the risk and costs related to
the development of any such product candidate, and we may need to seek additional financing, hire additional employees and
otherwise develop expertise for which we have not budgeted. This could negatively affect the development and
commercialization of our product candidates. We may face significant competition in identifying and acquiring businesses or
assets, in- licensing intellectual property rights and seeking appropriate collaboration partners for our product candidates, and
the negotiation process may be time- consuming and complex. In order for us to successfully partner our product candidates,
potential collaborators must view these product candidates as economically valuable in markets they determine to be attractive in
light of the terms that we are seeking and other products or product candidates available for licensing from or in connection with
collaborations with other companies. Our success in acquiring business or assets or in partnering with collaborators may depend
on our history or perceived capability of successful product development. Even if we are successful in our efforts to acquire
businesses or assets, in- license intellectual property rights or establish collaborations, we may not be successful in developing
such preduets— product candidates or technologies or able to maintain such collaborations if, for example, development or
approval of a product candidate is delayed or sales of an approved product are disappointing. Our reliance on a central team
consisting of a limited number of employees and third parties who provide various administrative, research and development,
and other services across our organization presents operational challenges that may adversely affect our business. As of
December 31, 2623-2024 , we had 43-25 full- time employees, upon whom we rely for various administrative, research and
development, business development and other support services shared among our subsidiaries and the Exsetentia-Recursion
joint venture. The size of our centralized team may limit our ability to devote adequate personnel, time, and resources to support
the operations of all of our subsidiaries and the Exseientia-Recursion joint venture, including their research and development
activities, the management of financial, accounting, and reporting matters, and the oversight of our third- party vendors and
partners. If our centralized team or our third- party vendors and partners performing such functions fail to provide adequate
administrative, research and development, or other services across our entire organization, our business, financial condition, and
results of operations could be harmed Our employees and 1ndependent contractors, 1nclud1ng pr1n01pa1 1nvest1gators CROs,
consultants ;-and vendors, and-aty d-parties-we-may-engage enfeetionwith-develepmen may
engage in misconduct or other improper activities, 1nclud1ng noncornphance Wrth regulatory standards and requrrernents which
could have a material adverse effect on our business. Misconduct by our employees and independent contractors, including
principal investigators, CROs, consultants, vendors and any third parties we may engage in connection with research,




development, regulatory, manufacturing, quality assurance and other pharmaceutical functions and commercialization, could
include intentional, reckless or negligent conduct or unauthorized activities that violate various laws, including : (i) the laws
and regulations of the FDA, and other similar regulatory authorities, including those laws that require the reporting of true,
complete and accurate information to such authorities; (ii) manufacturing standards; (iii) data privacy, security, fraud and abuse
and other healthcare laws and regulations; or (iv) laws that require the reporting of true, complete and accurate financial
information and data. Speeiftealty;sates-Sales , marketing and business arrangements in the healthcare industry are subject to
extensive laws and regulations intended to prevent fraud, misconduct, kickbacks, self- dealing and other abusive practices.
These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and promotion, sales
commission, customer incentive programs, and other business arrangements. Activities subjeetto-such as these—- the improper
use or misrepresentation of information obtained in ether—- the faws-course of clinical trials, creation of fraudulent data
in preclmlcal studles or cllmcal tnals, or 1llegal mlsapproprlatlon 0f drug product could also -m’v‘e%ve—t-he—rmpfepeﬁuse-ef

: rofd produetwhieh-eotdd result in regulatory sanctions and cause serious harm to
our reputatlon It is not always p0551ble to 1dent1fy and deter misconduct by employees and other third parties, and the
precautions we take to detect and prevent this activity may not be effective in controlling unknown or unmanaged risks or losses
or in protecting us from governmental investigations or other actions or lawsuits stemming from a failure to comply with such
laws or regulations. Additionally, we are subject to the risk that a person or government agency could allege such fraud or other
misconduct, even if none occurred. If any such actions are instituted against us or them and we are not successful in defending
ourselves or asserting our rights, those actions could have a significant impact on our business and results of operations,
including the imposition of significant civil, criminal, and administrative penalties, damages, monetary fines, possible exclusion
from participation in Medicare, Medicaid, other U. S. federal healthcare programs or healthcare programs in other jurisdictions,
individual imprisonment, other sanctions, contractual damages, reputational harm, diminished profits and future earnings, and
curtailment of our operations. We currently rely and will rely on third parties for the manufacture of drug substance and drug
product for our preclinical studies and clinical trials and expect to continue to do so for commercialization of any product
candidates that we may develop that are approved for marketing. We also rely and will rely on third parties for the design and
manufacture of companion diagnostics related to RLYB212 and any other product candidates that may require a companion
diagnostic. Our reliance on third parties may increase the risk that we will not have sufficient quantities of such drug substance,
product candidates, or any products that we may develop and commercialize, or that such supply will not be available to us at an
acceptable cost, which could delay, prevent, or impair our development or commercialization efforts. We have limited personnel
with experience in manufacturing, and we do not own facilities for manufacturing RLYB212 and RLYB116 or any other
product candidate. Instead, we rely on and expect to continue to rely on contract manufacturers for the supply of cGMP- drug
substance and drug product of RLYB212 and RLYB116 and any other product candidates we develop and, in the future, for
commercial supply. Reliance on third parties may expose us to more risk than if we were to manufacture our product candidates
ourselves. We may be unable to establish necessary supply agreements with third- party manufacturers or to do so on acceptable
terms. Even if we are able to establish agreements with third- party manufacturers, reliance on third- party manufacturers entails
additional risks, including: = the possible breach of the manufacturing agreement by the third- party; = the possible termination
or nonrenewal of the agreement by the third- party at a time that is costly or inconvenient for us; = reliance on the third- party
for regulatory compliance, quality assurance, safety, and pharmacovigilance and related reporting; and = the possible inability of
third- party suppliers to supply and / or transport materials, components and products to us in a timely manner as a result of
disruptions to the global supply chain. Third- party manufacturers may fail to comply with cGMP regulations or similar
regulatory requirements outside the United States. Any failure to follow cGMP or other regulatory requirements or delay,
interruption or other issues that arise in the manufacture, fill- finish, packaging, or storage of our product candidates as a result
of a failure of our facilities or the facilities or operations of third parties to comply with regulatory requirements or pass any
regulatory authority inspection could significantly impair our ability to develop and commercialize our product candidates,
including leading to significant delays in the availability of our product candidates for our clinical trials or the termination of or
suspension of a clinical trial, or the delay or prevention of a filing or approval of marketing applications for our product
candidates. Moreover, 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 revocations, seizures or recalls of product candidates or medicines, operating restrictions, and criminal
prosecutions, any of which could significantly and adversely affect supplies of our medicines and harm our business, financial
condition, results of operations, and prospects. While we provide oversight of manufacturing activities, we have limited ability
to control the execution of manufacturing activities by, and are or will be dependent on, our CMOs for compliance with cGMP
requirements for the manufacture of our product candidates by our CMOs. As a result, we are subject to the risk that our product
candidates may have manufacturing defects or fail to comply with regulatory requirements, which we have limited ability to
prevent. CMOs may also have competing obligations that prevent them from manufacturing our product candidates in a timely
manner. If a CMO cannot successfully manufacture drug substance that conforms to our specifications and the regulatory
requirements, we will not be able to secure or maintain regulatory approval for the use of our product candidates in clinical
trials, or for commercial distribution of our product candidates, if approved. In addition, we have limited control over the ability
of our CMOs to maintain adequate quality control, quality assurance, and qualified personnel, and we were not involved in
developing our CMOs’ policies and procedures. The facilities and processes used to manufacture our product candidates are
subject to inspection by the FDA, EMA and other comparable foreign authorities. If the FDA, EMA or other comparable
foreign regulatory authority finds deficiencies with or does not approve these facilities for the manufacture of our product
candidates or if it withdraws any such approval or finds deficiencies in the future, we may need to find alternative manufacturing



facilities or conduct additional studies, which would delay our development program and significantly impact our ability to
develop, obtain regulatory approval for, or commercialize our product candidates, if approved. Furthermore, CMOs may breach
existing agreements they have with us because of factors beyond our control. They may also terminate or refuse to renew their
agreement at a time that is costly or otherwise inconvenient for us. Finding new CMOs or third- party suppliers involves
additional cost and requires our management’ s time and focus. In addition, there is typically a transition period when a new
CMO commences work. Any significant delay in the supply of our product candidates or the raw materials needed to produce
our product candidates, could considerably delay conducting our clinical trials and potential regulatory approval of our product
candidates. If we were unable to find an adequate CMO or another acceptable solution in time, our clinical trials could be
delayed, or our commercial activities could be harmed. We rely on and will continue to rely on CMOs to purchase from third-
party suppliers the raw materials necessary to produce our product candidates. We have limited ability to control the process or
timing of the acquisition of these raw materials by our CMOs. Moreover, we currently do not have any agreements for the
production of these raw materials. Supplies of raw materials could be interrupted from time to time and we cannot be certain that
alternative supplies could be obtained within a reasonable time frame, at an acceptable cost, or at all. In addition, a disruption in
the supply of raw materials could delay the commercial launch of our product candidates, if approved, or result in a shortage in
supply, which would impair our ability to generate revenues from the sale of our product candidates. Growth in the costs and
expenses of raw materials may also impair our ability to cost effectively manufacture our product candidates. There are a limited
number of suppliers for the raw materials that we may use to manufacture our product candidates and we may need to assess
alternative suppliers to prevent a possible disruption of the manufacture of our product candidates. Moreover, our product
candidates utilize drug substances that are produced on a small scale, which could limit our ability to reach agreements with
alternative suppliers. As part of their manufacture of our product candidates, our CMOs and third- party suppliers are expected
to comply with and respect the intellectual property and proprietary rights of others. If a CMO or third- party supplier fails to
acquire the proper licenses or otherwise infringes, misappropriates or otherwise violates the intellectual property or the
proprietary rights of others in the course of providing services to us, we may have to find alternative CMOs or third- party
suppliers or defend against claims of infringement, either of which would significantly impact our ability to develop, obtain
regulatory approval for, or commercialize our product candidates, if approved. In addition, given our limited experience in
developing and commercializing companion diagnostics, we do not plan to develop companion diagnostics internally and thus
will be dependent on the sustained cooperation and effort of third- party collaborators in developing and obtaining approval for
companion diagnostics if required. Reliance on these third- party collaborators exposes us to risks due to our limited control of
their activities, including compliance by them with cGMP regulations or similar foreign requirements and inspection of their
manufacturing facilities by the FDA or comparable foreign regulatory authorities and their obtaining, maintaining and protecting
their intellectual property rights necessary to develop and manufacture companion diagnostics while not infringing on the
intellectual property rights of others. We or our third- party collaborators also will need to source raw materials for any
companion diagnostics, including obtaining amounts sufficient for widespread adoption of testing and a potential commercial
launch of RLYB212, if approved, and we may be dependent on our collaborators to identify and obtain reliable sources of raw
materials. Our collaborators also may breach their agreements with us or otherwise fail to perform to our satisfaction, which
could impact the development timeline of our product candidates, and we may incur additional costs and delays if we need to
transition to a new third- party companion diagnostic partner. We rely, and will continue to rely, on third parties to conduct,
supervise, and monitor our preclinical studies and clinical trials. If we fail to effectively oversee and manage these third parties,
if they do not successfully carry out their contractual duties, or if they perform in an unsatisfactory manner, it may harm our
business. We rely, and will continue to rely, on CROs, CRO- contracted vendors, and clinical trial sites to ensure the proper and
timely conduct of our clinical trials. Our reliance on CROs for clinical development activities limits our control over these
activities, but we remain responsible for ensuring that each of our trials is conducted in accordance with the applicable protocol
and legal, regulatory, and scientific standards. We and our CROs will be required to comply with the GLP requirements for our
preclinical studies and GCP requirements for our clinical trials. Regulatory authorities enforce GCP requirements through
periodic inspections of trial sponsors, principal investigators, and clinical trial sites. If we, or our CROs, fail to comply with
GCP requirements, the clinical data generated in our clinical trials may be deemed unreliable and the FDA, EMA or other
comparable foreign regulatory authorities may require us to perform additional clinical trials before approving our marketing
applications. We cannot assure you that upon inspection by a given regulatory authority, such regulatory authority will
determine that any of our clinical trials comply with GCP requirements and may require a large number of patients. Our failure
or any failure by our CROs, investigators, CMOs or other third parties to comply with regulatory requirements or to recruit
enough patients may delay ongoing or planned clinical trials or require us to repeat clinical trials, which would delay the
regulatory approval process. Failure by us or by third parties we engage to comply with regulatory requirements can also result
in fines, adverse publicity, and civil and criminal sanctions. Moreover, our business may be implicated if any of these third
parties violates federal or state fraud and abuse or false claims laws and regulations or healthcare privacy and security laws. Our
CROs, vendors and clinical trial investigators are not our employees, and we do not control whether they devote sufficient time
and resources to our clinical trials. These third parties may also have relationships with other commercial entities, including our
competitors, for whom they may also be conducting clinical trials, or other drug development activities, which could harm our
competitive position. We face the risk of potential unauthorized disclosure or misappropriation of our intellectual property by
CROs and other third parties involved in our preclinical studies and clinical trials, which may reduce our trade secret protection
and allow our potential competitors to access and exploit our proprietary technology. If our CROs and other third parties
involved in our trials do not successfully carry out their contractual duties or obligations, or fail to meet expected deadlines, or if
the quality or accuracy of the clinical data they obtain is compromised due to the failure to adhere to our clinical protocols or
regulatory requirements or for any other reason, our clinical trials may be extended, delayed or terminated, and we may not be



able to obtain regulatory approval for, or successfully commercialize, any product candidates that we develop. As a result, our
financial results and the commercial prospects for any product candidates that we develop would be harmed, our costs could
increase, and our ability to generate revenue could be delayed. If our relationship with any €EROGs-- CRO terminates, we may not
be able to enter into arrangements with alternative CROs or do so on commercially reasonable terms. Switching or adding
additional CROs involves substantial cost and requires management’ s time and focus. In addition, there is a natural transition
period when a new CRO commences work. As a result, delays occur, which can materially impact our ability to meet our
desired clinical development timelines. Though we intend to carefully manage our relationships with our CROs, there can be no
assurance that we will not encounter challenges or delays in the future or that these delays or challenges will not have an adverse
impact on our business, financial condition, and prospects. Risks Related to Healthcare Laws and Other Legal Compliance
Matters Enacted and future healthcare legislation may increase the difficulty and cost for us to obtain marketing approval of and
commercialize our product candidates, if approved, and may affect the prices we may set. In the United States and other
jurisdictions, there have been, and we expect there will continue to be, a number of legislative and regulatory changes, and
additional proposed changes, to the healthcare system that could affect our future results of operations. In particular, there have
been and continue to be a number of initiatives at the U. S. federal and state levels that seek to reduce healthcare costs and
improve the quality of health care. Fer-As an earlier example with longstanding impact , in March 2010, the ACA was
enacted, which substantially changed the way healthcare is financed by both governmental and private insurers. The ACA
expanded health care coverage through a Medicaid eligibility expansion and the implementation of the individual mandate for
health insurance coverage. The ACA also imposed an annual fee payable on manufacturers of branded prescription drugs and
biologic agents (other than those designated as orphan drugs) and ineluded-implemented changes to the coverage and
reimbursement of drug products under government healthcare programs including —Sueh-ehanges-ineladed-an expansion in the
Medicaid drug rebate program ane-, an increase in the statutory minimum rebates a manufacturer must pay under the Medicaid
drug rebate program as—wel-l—as— and the estabhshment of anew Medrcare Part D coverage gap drqcount program fequtﬂng

; drt ; Beyond the ACA there have been
ongoing healthcare reform efforts Drug pricing and payment reform Was—a—feeus—e-ﬁfhe—’Pﬂimpﬁdmtms&&ﬁeﬂ—&nd—has been a
continuing focus efthe-Biden-Administration. For example, federal legislation enaeted-in202+-ehminates-eliminated a
statutory cap on Medicaid drug rebate program rebates effective January 1, 2024. As another example, the Inflation Reduction
Act (“IRA ”) 0f 2022 includes a number of changes intended to address rising prescription drug prices in Medicare Parts B and
D, with varying implementation dates. These changes include caps on Medicare Part D out- of- pocket costs, Medicare Part B
and Part D drug price inflation rebates, a new Medicare Part D manufacturer discount drug program (replacing the ACA
Medicare Part D coverage gap discount program) and a drug price negotiation program for certain high spend Medicare Part B
and Part D drugs (with negotiated prices for the first Hst-set of drugs scheduled to take effect in 2026). Subsequent to the
enactment of the IRA, in 2022, the Biden Administration announced its commitment 12623 )—Subsequent-fo expanding
certain the-enaetment-ofthe-IRA 12022 reforms. There have been significant and wide- ranging reforms to federal
policy and the Biden-federal government under the new Trump Administration. Drug pricing and payment reform was a
focus of the prior Trump administration released-am-and that focus is likely to continue under the new Trump
administration. Other potential healthcare reform efforts under the Trump administration may affect access to
healthcare coverage or the funding of health care benefits. There is significant uncertainty regarding the nature or
1mpact of any such reform 1mplemented by the Trump admlnlstratlon through executive actlon efdeiedtreet-mg—t-he—U—S—

SS-approv by Congress

he-aeeele vat-pathwae ; mely-eonfirma akeompletion-. Healthcare reform efforts have
been and may continue to be subject to @crutrny and legal challenge For example with reqpect to the ACA, tax reform
legislation was enacted that eliminated the tax penalty established for individuals who do not maintain mandated health
insurance coverage beginning in 2019 and, in 2021, the U. S. Supreme Court dismissed the latest judicial challenge to the ACA
brought by several states without specifically ruling on the constitutionality of the ACA. As another example, revisions to
regulations under the federal anti- kickback statute would remove protection for traditional Medicare Part D discounts offered
by pharmaceutical manufacturers to pharmacy benefit managers and health plans. Pursuant to court order, the removal was
delayed and recent legislation imposed a moratorium on implementation of the rule until January 2032. As another example, the
IRA drug price negotiation program has been challenged in litigation filed by various pharmaceutical manufacturers and
industry groups. There have also been efforts by federal and state government officials or legislators to implement measures to
regulate prices or payment for pharmaceutical products, including legislation on drug importation. Additionally, there has been
increasing legislative and enforcement interest in the United States with respect to specialty drug pricing practices. Specifically,
at the federal level, there have been administration initiatives, Congressional inquiries and proposed federal and state legislation
designed to bring more transparency to drug pricing, reduce the cost of prescription drugs under Medicare, review the
relationship between pricing and manufacturer patient assistance programs and reform government program reimbursement
methodologies for drugs. Individual states in the United States have also become increasingly aggressive 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 and transparency
measures, and, in some cases, measures designed to encourage importation from other countries and bulk purchasing. Adoption
of new legislation at the federal or state level could affect demand for, or pricing of, any future products if approved for sale.



We cannot, however, predict the ultimate content, timing or effect of any changes to the ACA or other federal and state reform
efforts. There is no assurance that federal or state health care reform will not adversely affect our future business and financial
results. General legislative cost control measures may also affect reimbursement for our product candidates. The Budget Control
Act, as amended, resulted in the imposition of reductions in Medicare (but not Medicaid) payments to providers in 2013 and will
remain in effect through 2032 unless additional Congressional action is taken. Any significant spending reductions affecting
Medicare, Medicaid or other publicly funded or subsidized health programs that may be implemented and / or any significant
taxes or fees that may be imposed on us could have an adverse impact on our results of operations. In markets outside of the
United States, reimbursement and healthcare payment systems vary significantly by country, and many countries have instituted
price ceilings on specific products and therapies. We cannot predict the likelihood, nature, or extent of government regulation
that may arise from future legislation or administrative action in the United States or any other jurisdiction. If we, or any third
parties we may engage, are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or
policies, or if we or such third parties are not able to maintain regulatory compliance, our product candidates may lose any
regulatory approval that may have been obtained and we may not achieve or sustain profitability. Our business operations and
current and future relationships with contractors, investigators, healthcare professionals, consultants, third- party payors, patient
organizations, customers, and others will be subject to applicable healthcare regulatory laws, which could expose us to penalties.
Our business operations and current and future arrangements with contractors, investigators, healthcare professionals,
consultants, third- party payors, patient organizations, and customers may expose us to broadly applicable fraud and abuse and
other healthcare laws and regulations. These laws may constrain the business or financial arrangements and relationships
through which we conduct our operations, including how we research, market, sell, and distribute our product candidates, if
approved. Such laws, some of which may apply only after our products are approved for marketing, include: = U. S. federal
false claims, false statements and civil monetary penalties laws prohibiting, among other things, any person from knowingly
presenting, or causing to be presented, a false claim for payment of government funds or knowingly making, or causing to be
made, a false statement to get a false claim paid; = U. S. federal healthcare program anti- kickback law, which prohibits, among
other things, persons from offering, soliciting, receiving or providing remuneration, directly or indirectly, to induce either the
referral of an individual for, or the purchasing or ordering of, a good or service for which payment may be made under federal
healthcare programs such as Medicare and Medicaid; = U. S. HIPAA which, in addition to privacy protections applicable to
healthcare providers and other entities, prohibits executing a scheme to defraud any healthcare benefit program or making false
statements relating to healthcare matters; = U. S. FDCA, which among other things, strictly regulates drug marketing, prohibits
manufacturers from marketing such products prior to approval or for off- label use and regulates the distribution of samples; = U.
S. federal laws that require pharmaceutical manufacturers to calculate, report and certify certain eatentated-complex product
prices to the government or provide certain discounts or rebates to government authorities or private entities, often as a condition
of reimbursement under government healthcare programs; = U. S. federal Open Payments (or federal “ sunshine ” law), which
requires pharmaceutical and medical device companies to monitor and report certain financial interactions with certain
healthcare providers to CMS for re- disclosure to the public, as well as ownership and investment interests held by physicians
and their immediate family members; = U. S. federal consumer protection and unfair competition laws, which broadly regulate
marketplace activities and activities that potentially harm consumers; = analogous U. S. state laws and regulations, including:
state anti- kickback and false claims laws; state laws requiring pharmaceutical companies to comply with specific compliance
standards, restrict financial interactions between pharmaceutical companies and healthcare providers or report information
related to payments to health care providers, marketing expenditures or drug prices; state and local laws requiring the
registration of pharmaceutical sales representatives; state laws regulating the manufacture and distribution of
biopharmaceutical products; and state laws governing privacy, security, and breaches of health information in certain
circumstances, many of which differ from each other in significant ways and often are not preempted by HIPAA, thus
complicating compliance efforts; = U. S. laws and regulations prohibiting bribery and corruption, such as the U. S. FCPA,
which, among other things, prohibits U. S. companies and their employees and agents from authorizing, promising, offering, or
providing, directly or indirectly, corrupt or improper payments or anything else of value to foreign government officials,
employees of public international organizations or foreign government- owned or affiliated entities, candidates for foreign
public office, and foreign political parties or officials thereof; and = similar healthcare laws and regulations in the EU and other
jurisdictions, including reporting requirements detailing interactions with and payments to healthcare providers and laws
governing the privacy and security of personal information, such as, where applicable, the GDPR which imposes obligations
and restrictions on the collection, use, and disclosure of personal data relating to individuals located in the EU and the EEA
(including health data). See “ — Our business operations may subject us to data protection laws, including the GDPR, the UK
GDPR, the CCPA and other similar laws." Efforts to ensure that our business arrangements with third parties will comply with
applicable healthcare and other laws and regulations will involve substantial costs. Given the breadth of the laws and regulations
and narrowness of any exceptions, limited guidance for certain laws and regulations and evolving government interpretations of
the laws and regulations, regulatory authorities may possibly conclude that our business practices may not comply with
healthcare laws and regulations, including our consulting agreements and other relationships with healthcare providers. If our
operations are found to be in violation of any of the laws described above or any other governmental laws and regulations that
may apply to us, we may be subject to actions including the imposition of civil, criminal, and administrative penalties, damages,
disgorgement, monetary fines, possible exclusion from participation in Medicare, Medicaid, and other federal healthcare
programs, individual imprisonment, contractual damages, reputational harm, diminished profits and future earnings, additional
reporting requirements, or oversight if we become subject to a corporate integrity agreement or similar agreement to resolve
allegations of non- compliance with these laws, and curtailment or restructuring of our operations, any of which could adversely
affect our ability to operate our business and our results of operations. Further, defending against any such actions can be costly,



time consuming, and may require significant personnel resources. Therefore, even if we are successful in defending against any
such actions that may be brought against us, our business may be impaired. The GDPR and UK GDPR apply to companies
established in the EEA and UK, respectively, as well as to companies that are not established in the EEA or UK, respectively,
and which collect and use personal data in relation to (i) offering goods or services to, or (ii) monitoring the behavior of,
individuals located in the EEA or UK, respectively. If we conduct clinical trial programs in the EEA or UK (whether the trials
are conducted directly by us or through a clinical vendor or collaborator) or enter into research collaborations involving the
monitoring of individuals in the EEA or UK, or market our products to individuals in the EEA or UK, we will be subject to the
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comply with the GDPR or UK GDPR requirements, we may be subject to litigation, regulatory investigations, enforcement
notices requiring us to change the way we use personal data, or fines of up to 20 million Euros in the case of GDPR or £ 17. 5
million in the case of UK GDPR or, in each case, up to 4 % of our total worldwide annual revenue of the preceding financial
year, whichever is higher, as well as compensation claims by affected individuals, including class- action type litigation,
negative publicity, reputational harm and a potential loss of business and goodwill. Recent legal developments in Europe have
created complexity and uncertainty regarding transfers of personal data from the EEA and the UK to the United States. Most
recently, on July 16, 2020, the Court of Justice of the European Union (#ke-" CJEU") invalidated the EU- US Privacy Shield
Framework (the" Privacy Shield") under which personal data could be transferred from the EEA to US entities who had self-
certified under the Privacy Shield scheme. This framework has been replaced by the E. U.- U. S. Data Privacy Framework, for
which the European Commission adopted an adequacy decision in July 2023, and the UK- US Data Bridge, which took effect in
October 2023. While we do not currently rely upon these frameworks, we expect there to be legal challenges to this framework
in the future, which could draw into question the legitimacy of other cross- border transfer mechanisms, including the standard
contractual clauses on which we rely to transfer personal data from the EEA and UK to the U. S. and other jurisdictions. On
June 4, 2021, the European Commission released two revised sets of standard contractual clauses for transfers of personal data
from the EEA to the U. S. and has indicated that it will release additional revised standard contractual clauses in the near future.
These recent developments may require us to review and amend the legal mechanl%mq by Wthh we make and / or receive
perqonal data transfers to /in the United States. A B 3 atrth es At
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subject to which may further increase our costs of compliance and expose us to greater legal risk. There are numerous U. S.
federal and state laws and regulations related to the privacy and security of personal information. In particular, regulations
promulgated pursuant to HIPAA establish privacy and security standards that limit the use and disclosure of individually
identifiable health information, or protected health information, and require the implementation of administrative, physical and
technological safeguards to protect the privacy of protected health information and ensure the confidentiality, integrity and
availability of electronic protected health information. Determining whether protected health information has been handled in
compliance with applicable privacy standards and our contractual obligations can be complex and may be subject to changing
interpretation. While we do not believe that we are directly subject to HIPAA as either a “ covered entity ” or ““ business
associate, ” U. S. sites at which we conduct clinical trials are likely to be covered entities and thus must ensure that they obtain
adequate patient authorization or establish another basis under HIPAA to disclose a clinical trial subject’ s individually
identifiable health mformatlon to us and other entities partlclpatmg 1n our chnlcal trlals In the Unlted States, the CCPA lmposes

t-he—pftvaey—aﬂd-seetrﬂw—obhgatlonq for the collectlon, processmg, and sharmg of eﬁt-rt-tes—haﬂd-l-mg—eeﬁatn—pelsonal

mformat10n a1 v astre- Cahforma res1dents

penaltle% for Vlolatlonq as well as a private rlght of action for data breache% that is expected t0 increase data breach litigation.
Because we have not yet generated revenue and do not meet the CCPA’ s other jurisdictional tests, we do not yet meet the
applicable threshold for the CCPA to apply to our business. If our business becomes subject to CCPA in the future, it could



increase our compliance costs and potential liability. Similar laws have been proposed or passed in more than half of the states
inthe U. S. and in the U. S. Congress . In addition, Washington state enacted the My Health, My Data Act, a health-
focused consumer privacy law, which took effect in March 2024. This law imposes obligations related to the collection
and sharing of certain health- related information that is not subject to HIPAA and that does not fall within certain
other exceptions in the law. Other states have enacted, or are in the process of enacting, similar health- focused consumer
privacy laws. Also of note, in June 2024, the Protecting Americans’ Data from Foreign Adversaries Act of 2024 took
effect. This law prohibits data brokers from making available certain personally identifiable sensitive data of U. S.
individuals to “ foreign adversary ” countries, such as the PRC, and entities controlled by such countries. Additionally,
in January 2025, the U. S. Department of Justice published a final rule implementing President Biden’ s Executive
Order 14117, “ Preventing Access to Americans’ Bulk Sensitive Personal Data and United States Government- Related
Data by Countries of Concern. ” This final rule prohibits certain data brokerage transactions and transactions involving
certain bulk human ¢ omic data, including human genomic data and biospecimens from which such data can be derived,
with restricted persons and jurisdictions, such as the PRC. The final rule also places restrictions on certain vendor,
employment and investment agreements with such jurisdictions. Most provisions of the final rule are scheduled to take
effect in April 2025. These restrictions may affect our ability to engage in collaborations or license agreements with
entities in restricted countries or with a nexus to such countries going forward . Furthermore, all fifty U. S. states, the
District of Columbia, Puerto Rico, and other U. S. territories have enacted data breach notification laws that require, among
other things, notifications to state governments and / or the affected individuals in the event of a data breach, which differ from
one another and impose significant compliance burden. As such, we will need to review periodically our operations in
comparison to developments in such laws. Achieving and sustaining compliance with applicable international, federal and state
privacy, security, and breach reporting laws may prove time- consuming and costly. We are subject to environmental, health and
safety laws and regulations, and we may become exposed to liability and substantial expenses in connection with environmental
compliance or remediation activities. Our operations, including our development, testing and manufacturing activities, are
subject to numerous environmental, health and safety laws and regulations. These laws and regulations govern, among other
things, the controlled use, handling, release, and disposal of and the maintenance of a registry for, hazardous materials and
biological materials, such as chemical solvents, human cells, carcinogenic compounds, mutagenic compounds, and compounds
that have a toxic effect on reproduction, laboratory procedures and exposure to blood- borne pathogens. If we fail to comply
with such laws and regulations, we could be subject to fines or other sanctions. As with other companies engaged in activities
similar to ours, we face a risk of environmental liability inherent in our current and historical activities, including liability
relating to releases of or exposure to hazardous or biological materials. Environmental, health and safety laws and regulations
are becoming more stringent. We may be required to incur substantial expenses in connection with future environmental
compliance or remediation activities, in which case, the production efforts of our third- party manufacturers or our development
efforts may be interrupted or delayed. Risks Related to Our Intellectual Property If we are unable to obtain, maintain and
enforce patent protection for our technology and product candidates, or if the scope of the patent protection obtained is not
sufficiently broad, our competitors could develop and commercialize similar or identical technology and products simitar-er
tdentteal-te-otrs-, and our ability to successfully develop and commercialize our technology and product candidates may be
adversely affected. Our success depend% in large palt on our ablllty to obtain and maintain preteettorrefthe-intellectual property
W A0V a 7 , particularly patents, in the United States and other
countries , Wlth re%pect to any proprletary technology and product candidates we develop. We-seelcIf we are unable to obtain
or mamtaln patent preteet-protection eur-of proprictary pesitien-technology or product candidates by filing patent
applications ir-the-United-States-and / seleet-other-eountriesrelated-to-our— or teehﬂe-legtes—&nd-pfedﬁet—eaﬂdﬁla’ees—t-hat—afe
1mpm=t&&t—te—etu=bus-mess—&nd—by—1n lleensmg related intellectual property related -
et ; i atftatrp otrin commercially relevant jurisdictions tmpeﬁaﬂt—te-euf—business—wéﬂ&

; 3 , our business, financial condition, results of operations and prospects
could be materlally harmed The patent prosecution process is expensive, time- consuming and complex, and we may not be
able to identify, file, proqecute ma1nta1n defend or l1een§e all nece%sary or de%1rable patent apphcatlom ata reasonable cost or

m ln some circumstances 1nvolV1ng technology that we llcenqe from third parties,

we do not have the sole right to control the preparation, filing and prosecution of patent applications or to maintain, enforce and
defend the in- licensed patents. Therefore, these in- licensed patents and applications may not be prepared, filed, prosecuted,
maintained, defended and enforced in a manner consistent with the best interests of our business. The patent rights of
pharmaceutical and biotechnology companies generally are highly uncertain, involve complex legal and factual questions and
have been the subject of much litigation in recent years. No consistent policy regarding the breadth of claims allowed in
biotechnology and pharmaceutical patents has emerged in the United States or in numerous foreign jurisdictions. Various courts,
including the U. S. Supreme Court, have rendered decisions that affect the scope of patent eligibility of certain inventions or
discoveries relating to biotechnology. These decisions conclude, among other things, that abstract ideas, natural phenomena and
laws of nature are not themselves patent eligible subject matter. Precisely what constitutes a law of nature or abstract idea is
uncertain, and certain aspects of our technology could be considered ineligible for patenting under applicable law. In addition,
the scope of patent protection outside the United States is uncertain, and laws of foreign countries may not protect our rights to
the same extent as the laws of the United States or vice versa. For example, European patent law precludes the patentability of
methods of treatment of the human body. With respect to both owned and in- licensed patent rights, we cannot predict whether
the patent applications we and our licensors are currently pursuing will issue as patents that protect our technology and product
candidates, in whole or in part, in any particular jurisdiction or whether the claims of any issued patents will provide sufficient




protection from competitors. Changes in either the patent laws or interpretation of the patent laws in the United States or other
countries may diminish the value of our patents and our ability to obtain, protect, maintain, defend and enforce our patent rights,
narrow the scope of our pdtent plotectlon dnd more Oenemll y, affect the \dlue Or narrow the seope of our patent rights —Farthet;
; g : : : W v wate-. Publications of
discoveries in the suentme literature otten lag behind the actual discoveries, and patent applleatlons in the United States and
other jurisdictions are typically not published until 18 months after filing, or , in some cases , are not published at all. Therefore,
neither we nor our licensors can know with certainty whether either we or our licensors were the first to make the inventions
claimed in the patents and patent applications we own or in- license now or in the future, or that either we or our licensors were
the first to file for patent protection of such inventions. As a result, the issuance, scope, validity, enforceability and commercial

value of our owned and in- licensed patent rights are uncertain. ¥We-In addltlon or-our-teensors; may be-subjeet-to-a-third-
pafw—pfe-ﬁssﬁ&nee-sabfmﬁmﬁ—e-ﬁpﬂefaﬁ—te-tlescopeof. atent-and 0 Hrvoly

eha-l-}eﬁgmg-emepatent protectlon 0uts1de ﬂg-hfs-er—t-he—p&teﬁt—ﬂgh-ts—e-ﬁet-hem—m—t he Umted Stdtes is uncertaln, dnd #eflaws of

foreign countries might not protect our rights to the same extent as the laws of the United States or vice versa . An-adverse
determination-Additionally, the coverage claimed in a patent application can be significantly reduced before the patent is
issued, and its scope can be reinterpreted after issuance. Even if our patent applications issue as patents, they might not
issue in a form that will provide us with any suel-submissten-competitive advantage. The issuance of a patent is not
conclusive as to its inventorship . scope, validity or enforceability, and our patents might be challenged in a variety of
proeeeding-proceedings before courts or Htigationr-patent offices in the United States and abroad. Such challenges might
result in loss of exclusivity or in patent claims being narrowed, invalidated or held unenforceable, which could reduce the
scope of, or invalidate, our patent rights, allow third parties to commercialize our technology erpreduet-eandidates-and-eompete
direethy-with-as;-without payment to us, and / erresultimrour— or limit the duration of the inabitity-to-manufacture-or

eommeretatize-drugs-without-infringing-third—party-patent rights-protection of our technology and product candidates . [f the
breadth or strength of preteettenprevided-by-our patents and patent applications is threatened, regardless of the outcome, it

could dissuade companies from collaborating with us to license, develop or commercialize current or future product candidates.

heeﬁsed—patent p01tf0110 -naa-y—mlght not prov 1de us with sufficient rights to e\elude others from using or eommeluallznw
teehnologv and ploducts similar or 1dentlcal to any-efour technology and product candidates fer-anyperiod-oftime-. Obtaining
: ay-1o v ittorrfor-amrand malntalnlng aéeqtta-te—&metmt—e%&me—Pafenfs—have—a—hmﬁed
o a-patent is-generaly20-yeats

-ffeﬁa—rts—eafhest—U—S—protectlon depends on compllance w1th varlous procedural requirements imposed by governmental
patent agencies, and our patent protection could be reduced or eliminated for non- provistenal-fting-date-compliance with
these requirements . Various-extensions-may-The USPTO and foreign patent offices have a number of procedural and
documentary requirements that must be avatlable;bat-complied with during the Hife-efa-patent -application and the
proteetion-prosecution process taffords;is-hmited-. Even-if-Periodic fees must be paid to the USPTO and foreign patent
offices at several stages or annually over the lifetime of issued patents eeveriig-and pending patent applications. In
certain circumstances, we might rely on our produet-eandidates-licensing partners to meet procedural, documentary, and
fee requirements of the relevant patent agency. With respect to our patents, we rely outside counsel to remind us of the
due dates and to make payment after we instruct them to do so. While an inadvertent lapse can in many cases be cured,
there are ebt&med—eﬁee-snuatlons in whlch noncomphance can result in abandonment or lapse of the patent l-rfe—has




produetsfolowing-the-expirattonrefourpatent rights s-in the relevant ]lll‘lSdlCthIl If we or our licensors fall to malntam
current and future patents and patent applications covering our product candidates, our competitors might be able to
enter the market with similar or identical products or technology, which would have a material adverse effect on our

busmesx financial condition, results of 0 perations , and )10spulseeu-}d—be—mateﬂ&1-ly—h&rmed- We-F&Hhermere—fer—&ny—f&t&re

applieation Sra s-elig § he-Hateh—Waxn Aet-we-may nol be able lo eeﬁt-re-l—whet-heihprotect our
intellectual property and pr0pr1etary rights throughout the world F 1lmg, prosecuting, and defending patents on product
candidates in all countries throughout the world would be prohibitively expensive. 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, and
even where such protection is available, adequate judicial and governmental enforcement of such intellectual property
rights may be lacking. Consequently, third parties may attempt to develop and / or commercialize competitive products
in foreign countries where we do not have any patent protection and / or where legal recourse may be limited. Further,
we may not be able to prevent third parties from importing products made using our inventions into the United States or
other jurisdictions. This may have a petition-significant commercial impact on our business operations. Proceedings to
enforce our intellectual property rights in foreign jurisdictions could result in substantial costs and divert our efforts and
attention from other aspects of our business, could put our patents at risk of being invalidated or interpreted narrowly,
could put our 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 even if we do prevail, the damages or other remedies awarded, if
any, may not be commercially meaningful. Accordingly, our efforts to enforce our intellectual property and proprietary
rights around the world may be inadequate to obtain a significant commercial advantage PTE-is-filed-or-obtained-from the
BSPTO-intellectual property that we develop or license. Many countries, including India, China and certain countries in
Europe, 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
patents. 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
prospects may be adversely affected . Changes to patent laws in the United States and other jurisdictions could diminish the
value of our patents #rgeneral-, thereby impairing our ability to protect our products. Changes in either the patent laws or
interpretation of patent laws in the United States or other jurisdictions aeludingpatentreformlegislationsuehasthe U5

&ahy%ﬂ&h%&ﬁma%ﬁer&sﬁe&&he%e&hy—&mﬁhﬁet—hould increase the uncertainties and costs surrounding the
plosuuuon 0 our eﬁed-&nd—rﬂ-—heeﬁsed—mum dppllullloll\ and the mdmlumnu eﬂfeﬁemm&%&e&ﬁs&e-ﬁetﬁmed-aftd

h § anre-eosts neing-the| e ; paten he-enforcement or
defense of our issued patents, all of which could have a material dd\'Cl‘SC effect on our business . For example finanetat
eondittorrin 2023 | results-ofoperations-patent reform in the EU created a unitary patent and prospeets-established a
Unified Patent Court (" UPC"). The unitary patent facilitates validation of a patent granted by the European Patent
Office in the EU member states that participate in the unitary patent. The UPC is a centralized body with jurisdiction
over actions for preliminary injunctions, infringement, and revocation of patents granted by the European Patent Office.
While the UPC has exclusive jurisdiction over unitary patents, patentees that do not utilize the unitary patent for
validation can opt existing or future patents out of the jurisdiction of the UPC. There are both risks and benefits
associated with pursuing Unitary Patents and with submitting to the jurisdiction of the UPC in the absence of a Unitary
Patent. For example, because the UPC is a relatively new forum, little precedent exists, and the manner in which
European patent law will be applied by the UPC is unpredictable, which presents potential risks to a patent’ s scope and
enforceability . [n addition, an unfavorable outcome before the UPC could result in a European patent being invalidated




positions-of eompantes-in the-dev ad A ieals-all participating member states. In
comparison, European patents that are p&ft—reu-}af}y—not under the ]lll‘lSdlCthIl of the UPC must be litigated separately in

each member state, which causes patent challengers to incur additional costs and leaves open the possibility that a
challenged patent could be affirmed in some member states, even if it is invalidated in others. From an enforcement
perspective, the ability to assert patents against infringers under the UPC system could have significant financial benefits
for a patentee, due to the ability to litigate in a single forum, rather than in each individual member state. Currently, we
do not have any unitary patents and we have opted out of UPC jurisdiction for our existing European patents. While we
have and will continue to make case- by- case decisions about whether to pursue unitary patents or to elect the
jurisdiction of the UPC, we cannot be uneertainr—- certain that a more favorable outcome could be achieved if the opposite
decision were made . We also cannot be certain whether the legal precedent of the UPC will evolve in a manner that is
more or less favorable to us than the precedent of individual member states in a given situation or for a given patent. In
addition to legislative changes, Reeentrecent U. S. Supreme Court rulings have narrowed the scope of patent protection
available in certain circumstances and weakened the rights of patent owners in certain situations. This combination of events has
increased uncertainty with respect to the validity and enforceability of patents once obtained. Similarly, foreign courts have
made, and will likely continue to make, changes in how the patent laws in their respective jurisdictions are interpreted .
Further, political changes in government leadership both within and outside of the U. S. could result in changes to
national patent laws and regulations or multi- country intellectual property treaties, which could impact patent
enforcement in the U. S. and internationally . We cannot predict future changes in the interpretation of patent laws or changes
to patent laws that might be enacted into law by U. S. and foreign legislative bodies. Those changes may materially affect our
patents or patent applications and our ability to obtain additional patent protection in the future. We may become involved in
lawsuits to...... results of operations, and prospects. If we are unable to obtain licenses from third parties on commercially
reasonable terms, our business could be harmed. In addition to our existing licensing agreements, it may be necessary for us to
use the patented or proprietary technology of third parties to commercialize our products, if approved, in which case we would
be required to obtain a license from these third parties. The in- licensing and acquisition of third- party intellectual property
rights is a competitive area, and a number of more established companies are also pursuing strategies to in- 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, cash resources and greater clinical development and commercialization
capabrhtle@ Furthermore companle% that percelve us to be a competrtor may be unwrlhng to as%lgn or hcenqe rlghtq to us. These

ay-mean fewer suitable llcensmg

opportunme@ for us , as well as hlgher acqurimon or hcenqlng costs —}Pwe—&fe—uﬂab-le—teﬁeeﬁseﬁleh—teehﬂe}egyrer—rﬂwe-afe

ma’eeﬂa-l—l-y—h&ﬂﬂed— If we are unable to obtaln a neces%ary hcenqe the thlrd parties ownlng %uch 1ntellectual property rlohti

could seek an injunction prohibiting our sates-er-we-may-be-unable-to-otherwise-develop-development and / or eommeretatize
commercialization of the affected product candidates -whieh-eotld-matertally-harm-eur-business-. Even if we are able to obtain

a license, the terms may be unfavorable; for example, it may require substantial licensing or royalty payments, or be non-
exclusive, thereby giving our competitors access to the same technologies licensed to us. If we are unable to obtain #ights-te
required-third- party intellectual property rights or to maintain the-our existing intellectual property rights se-hawve-, we may be
required to expend significant time and resources to redesign our technology, product candidates, or the methods for
manufacturing them or to develop or license replacement technology, all of which may not be feasible on a technical or
commercial basis. If we are unable to do so, we may be unable to develop or commercialize the affected technology and product
candidates, which could harm our business, financial condition, results of operations, and prospects significantly. If we fail to
comply with our obligations in our intellectual property licenses with third parties, or otherwise experience disruptions to our
business relationships with our licensors, we could lose intellectual property rights that are important to our business. We are
party to license agreements that impose upon us certain obligations , and we may enter into additional licensing and funding
arrangements with third parties that may impose, among other thmg% dlhgence development, and commercrahzatlon timelines,

%uch obhgatlom under current or future hcense and fundlng agreementq our counterpartle% may have the right to terminate these
; ; ay-be forced to cease developing,
manufacturmg or marketing yany product that is covered by the%e agreements or may face other penalties under such
agreements, or our counterparties may require us to grant them certain rights. Such an occurrence could materially adversely
affect the value of any product candidate being developed under any such agreement. Termination efthese-agreements-or
reduction or elimination of our rights under these agreements, or restrictions on our ability to freely assign or sublicense our
rights under such agreements %eﬁ—msﬁn—fhe—mfefeet—ef—etﬁusmess—te-&e—se—may reqult in our loss of rrghts or our havmg to
negotlate neW or relnstated agreements with less favorable terms, €8
shts-to : y sy—-which would have-a-matertal- 0 i i
eeﬂd-it—ieﬁrfeﬁi-}ts-ef—epeﬁﬁieﬁs—aﬁd-preﬁaeefs—eﬁmpede delay or prohibit the further development or commercrahzatlon of
any sene-ormere-product candidates that rely on such agreements. Disputes may arise regarding intellectual property that is or
becomes subject to a licensing agreement, including: = the scope of rights granted under the license agreement and other matters
of contract interpretation; = whether and the extent to which our technology and processes infringe the intellectual property
rights of the licensor that are not subject to the licensing agreement; = whether our licensor or its licensor had the right to grant




the license agreement; = whether third parties are entitled to compensation or equitable relief, such as an injunction, for our use
of the intellectual property rights without their authorization; = our involvement in the prosecution of licensed patents and our
licensors’ overall patent enforcement strategy; = the amounts of royalties, milestones or other payments due under the license
agreement; = the sublicensing of patent and other rights under collaborative development relationships; = our diligence
obligations under the license agreement and what activities satisfy those diligence obligations; = the inventorship and ownership
()l inventions and l\no\\— h()\\ 1Lsullmg [10m 1hc ]oml creation or use of intellectual pl()lel} by our licensors and us and our

fﬂterpfet&t-teﬂs—Thc resolution of any wlmdclfnterpfet&&eﬂ—dlsduucmcm lhdl may arise L()Llld narrow Wha-t—we—beheve-te-be-thc
scope of our rights to the relevant intellectual property or technology, er-could i increase Wha-t—we—beheve—te—be—oul lmdnclal or
other obligations under the relevant agreement, or cither-ofwhieh-could have-amateriata
eonditton;results— result in loss of eperations-and-prospeets-some or all rights under the hcense agreement M(nu)\ er, 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
technology and product candidates swhteh-. Any of these outcomes could have a material adverse effect on our business,
financial condition, results of operations and prospects. Despite our efforts, our licensors or future licensors might conclude that
we have materially breached our license agreements and might therefore terminate the license agreements, thereby removing our
ability to develop and commercialize product candidates and technology covered by these license agreements. If these in-
licenses are terminated, or if the underlying intellectual property fails to provide the intended exclusivity, competitors could
seek regulatory approval for and market products and technologies identical to ours. This could have a material adverse effect on
our competitive position, business, financial condition, results of operations and prospects. Patent terms may not protect our
competitive position for an adequate amount of time. Patents have a limited lifespan. In the United States, if all
maintenance fees are timely paid, the natural expiration of a patent is generally 20 years from its earliest U. S. non-
provisional filing date. Various extensions may be available, but the life of a patent, and the protection it affords, is
limited. Even if patents covering our product candidates are obtained, once the patent life has expired, we may be open
to competition from competitive products, including generics or biosimilars. 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 approved for use or commercialized. As a result, our patent portfolio may not
provide us with sufficient rights to exclude others from commercializing products similar or identical to ours during
periods when commercial exclusivity would be valuable to us. If we do not obtain a patent term extension for any
product candidates we might develop, our business might be materially harmed. In the United States, the term of a
patent that covers an FDA- approved drug may be eligible for PTE of up to five years beyond the expiration date of the
patent, as compensation for the patent term lost during the FDA regulatory review process. The Drug Price Competition
and Patent Term Restoration Act of 1984, also known as the Hatch- Waxman Act, permits a PTE of up to five years
beyond the expiration date of the patent. The length of the PTE is related to the length of time the drug is under
regulatory review, and cannot extend the remaining term of a patent beyond a total of 14 years from the date of product
approval. The patent term of only one patent applicable to an approved drug 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. Similar provisions
are available in Europe and certain other jurisdictions. While we expect to apply for PTE on patents covering our
product candidates, there is no guarantee that such extensions will be granted and, even if granted, the length of such
extensions. WWe may not be granted PTE either in the United States or in any foreign country, even where that patent is
eligible for PTE, if, for example, we fail to exercise due diligence during the testing phase or regulatory review process,
fail to apply within applicable deadlines, fail to apply prior to expiration of relevant patents or otherwise fail to satisfy
applicable requirements. Furthermore, for licensed patents, we might not be able to control whether a petition to obtain a
PTE is filed or obtained from the USPTO and / or foreign patent office (s). If we are unable to obtain any PTE, or if the
term of extension is less than we request, our busmess, ﬁnanclal condltlon, results of operatlons and prospects could be
materially harmed. If we are unable to protect et o -
p&r&es—m&y—&ttempt—te—deve}ep—conﬁdentlahty of our trade secrets, our busmess and eemmereta—hze—compclm\ pos1tlon

e&ndid&tes-m—&l—eeuﬂtﬂes—thfeﬁghetﬁ—the—wer}d—\\ ould be harmed prohrbttwel—y—e*peﬂswe— ln dddmon —t-he—}a-ws—e-ﬁto seeklng
patents for some fereign-eotntries-donotof our technology and product candidates, we seek to protect inteleetuatl-property

rights-our trade secrets and other proprietary technology, in part, by entering into non- disclosure and confidentiality
agreements with parties who have access to the-them same-extent, such as federal-our employees, corporate collaborators,
outside scientific collaborators, contract research orgamzatlons, contract manufacturers, consultants, advnsors and state

-1-aws—rn—t-he—other thlrd partles S

Geﬂsequeﬁt-l-y—Desplte these efforts any of
these parties may breach the agreements and dlsclose our proprletary information, and we may not be able to obtain

adequate remedies. Detecting the disclosure or misappropriation of a trade secret and enforcing a claim that a party
illegally disclosed or misappropriated a trade secret is difficult, expensive and time- consuming, and the outcome is
unpredictable. Further, we cannot guarantee that we have entered into confidentiality agreements with each party that
may have or has had access to our trade secrets or proprietary technology. Over time, our trade secrets, know- how and




proprietary information may be disseminated within the industry through independent development, the publication of
journal articles and the movement of personnel to and from academic and industry scientific positions. Consequently, we
may be unable to prevent others from exploiting that technology, which could affect our ability to expand in domestic
and international markets. If any of our trade secrets were to be dlsclosed to or mdependently developed by a competitor
or other third - party parties P 6 d , or-our fromseHing-our
fnveﬁﬁeﬂs—rn—weh—eeuﬂtﬂes—competltlve pos1t10n would be materlally and adversely harmed We also seek to preserve the
integrity and confidentiality of er-our tmp W STty
and-eonfidentiality-ofour-data and trade secrets b mdmtdmmg physual security 0[ our plcmlscs and physmal and clcclromc
security of our information technology syslcms.Thcsc security measures may be breached,and we may not have adequate
remedies for any breach.If our trademarks and trade names are not adequately protected,we may not be able to build name
recognition in our markets of interest and our business may be adversely affected. H-We might be unable to successfully
register our trademarks and trade names are-net-adeguatelyproteeted-, and / or we-may-net-be-able-to build-establish name
recognition based on our trademarks and trade names,which could result in substantial costs and diversion of
resources,and could adversely impact our markets-ofinterest-and-ability to compete effectively.In addition, our business
may-be-adversely-affeeted-Our-trademarks or trade names may be challenged,infringed,circumvented,declared generic or
determined to be infringing on other marks.We may not be able to protect our rights to these trademarks and trade names or may
be forced to stop using-these-trademarks-or-using our-inventions-into-the-them United-States-. At times, competitors may
adopt trademarks or trade names similar to ours, impeding or-our ability to build brand identity, and possibly leading to
market confusion. In addition, we could be subject to trademark or trade name infringement claims brought by owners
of other registered trademarks jurisdietions—Competitors-may-use-otr— or teehnologies-trade names We may become
mvolved in j&ﬂsdteﬂeﬂs—where—we—have—net—ebt&rﬁed-lawsults to protect or enforce our }’)dlLlll preteet—reﬂ—te-deve}ep—t-herrem

other intellectual property 110hls may-hot, whlch could be effeet—we—expenswe, time- consuming and unsuccessful
Competitors and other third parties may infringe, misappropriate or otherwise violate or-our suffietent-patents or other
intellectual property. As a result, we or our licensors may need to preventfile infringement, misappropriation or other
intellectual property clalms, whlch can be expens1ve and time- consummg Any clalms we assert agamst others could

provoke them v
counterclaims against us allegmg that we mfrmge, mlsapproprlate or 0therw1se violate their mlcllcctual ploputv rights .In
a patent infringement proceeding,the perceived infringers could counterclaim that the patents we or our licensors have asserted
are invalid or unenforceable.In patent litigation in the United States,defendant counterclaims alleging invalidity or
unenforceability are common.Grounds for a validity challenge could be an alleged failure to meet any of several statutory
requirements,including lack of novelty,obviousness,or non- enablement.Grounds for an unenforceability assertion include an
allegation that someone connected with prosecution of the patent withheld relevant information from the USPTO,or made a
misleading statement,during prosecution.Third parties may institute such claims before administrative bodies in the United
States or abroad,even outside the context of litigation.Such mechanisms include re- examination,post- grant review,inter partes
review,interference proceedings,derivation proceedings and equivalent proceedings in foreign jurisdictions , such as opposition
proceedings in the European Patent Office . The outcomes fegalsystems-of allegations of invalidity or unenforceability
are unpredlctable. Wlth respect to valldlty, for example, we cannot be certain that eountries; partieularly-eertain-devetoping
v 0 - there is no invalidating prior art of inteHeetual
d which eeu-}d—n‘lﬁ-k&rt—d-rfﬁeﬁ-}t—fef

proatc woktttoroton or

result in any such proceedmg v g :
our patents at risk of being invalidated or interpreted narrowly s-and could put our patent applications at risk of not yielding
issutng;-and-- an issued patent. A court may also refuse to enjoin a third- party from using the technology at issue, for
example, on the basis that patents do not cover that technology. Furthermore, if the breadth or strength of protection
provided by our current or future patents and patent applications is threatened, regardless of the outcome, it could
dissuade companies from collaborating with us to license, develop or commercialize current or future products or
services. In addition, the uncertainties associated with litigation could have a material adverse effect on our ability to
raise the funds necessary to continue our research programs and clinical trials. Interference or derivation proceedings
proveke-provoked by third parties or brought by te-assert-elaims-against-us or declared by the USPTO might be necessary
to determine the priority of inventions with respect to our patents or patent applications . W-e-may-An unfavorable
outcome could require us to cease using the related technology or to attempt to license rights to it from the prevailing
party Our busmess could be harmed if the prevailing party does not offer us a license on commercially reasonable terms
P G d ees-or at all etherremediesawarded-, or if any-may notbe-ecommeretally
me&&mg—fu-l—a non- exclus1ve hcense 1s offered and our competitors gain access to the same technology . Aeeordingly;-Our
defense of interference eur- or effertsto-enforee-our-derivation proceedings might fail and, even if successful, might result
in substantial costs. Furthermore, because of the substantial amount of discovery required in connection with intellectual

property litigation and proprietaryrights-areund-the-other world-may-proceedings, there is a risk that some of our
confidential information or trade secrets could be disclosed during litigation inadeguate-to-obtainrasignifieanteommeretat




pesi-ﬁen—may—be—'rm—p&'rred—aﬂd-our buqlnees f1nanc1al condmon results of operations y-and pro%pects ma-y—be—adversely—a—ffeeted—

We may be subject to claims challenging the inventorship or ownership of our patents and other intellectual property. We or our
licensors may be subject to claims that former employees, collaborators or other third parties have an interest in our ewsed-oria-
Heensed-patents, trade secrets or other intellectual property as-an-inventor;eo—inventor,-owneroreo—owner- For example, we ef
etrtieensors-oreoHaborators-may have inventorship or ownership disputes that arise from conflicting obligations of employees,
consultants or others who are involved in developing our product candidates. Litigation may be necessary to defend against
these and other claims challenging inventorship or eur-er-eurteensors—oreotaberators—ownership of our ewned-orin—tieensed
patents, trade secrets or other intellectual property. If we or our licensors or collaborators fail in defending any such claims, we
may be required to pay monetary damages and we may also lose valuable intellectual property rights, such as exclusive
ownership of, or right to use, intellectual property that is important to our product candidates. Even if we are successful in
defending against such claims, litigation could result in substantial costs and be a distraction to management and other
employees. Any of the foregoing could have a material adverse effect on our business, financial condition, results of operations
and prospects. a-pablie-eompany—hird parties may assertinfringement-elaims-againstus-based-allege that we are violating
their intellectual property rights,the outcome of which would be uncertain and could have a materlal adverse effect on
e*rs&ﬁg—our busmess Numerous U.S. and forelgn 1ssued patents and erpa ;
; ' 6 5 pendlng pﬂtent apphcatlom may—resu-l-t—that are owned by thlrd

partles exist in 1
development

andldate% er—teehﬂe}eg-tes- We may not be

aware of all %uch mtellectual property rlghtq potentlally relatlng to our technology and product candidates,or we may incorrectly
conclude that third- party intellectual property is invalid or that our activities and product candidates do not infringe the
intellectual property rights of third parties. Thus,we do not know with certainty that our technology and product candidates,or our
development and commercialization thereof,do not and will not infringe,misappropriate or otherwise violate any third- party’ s
intellectual property rights .Competitors may also assert that our product candidates infringe their intellectual property
rights as part of a business strategy to impede our successful entry into those markets.Adversarial proceedings might
also be initiated by patent holding companies or other adverse patent owners who have no relevant product or service
revenue,and against whom our own patents might provide little or no deterrence or protection.The legal threshold for
initiating litigation or contested proceedings is low,so that even lawsuits or proceedings with a low probability of success
might be initiated and require significant resources and management attention to defend.The risks of being involved in
such litigation and proceedings may increase if and as our product candidates near commercialization and as we gain
greater visibility as a public company .A court could hold that third- party patents are valid,enforceable and infringed by our
product candidates or activities . To frerderto-successfully challenge the validity of a any-sweh-U.S patent in federal
court,we would need to overcome a presumption of validity -As-this-,which is a high burden is-a-high-ene-that requires us-ter
present-clear and convincing evidence of as-te-the-invalidity efthe-elatms-ofanysueh-U-. S:patent;there-There is no assurance
that a court would invalidate the claims of any iuch U.S. patent Parties making claims agalnqt us may obtain injunctive or other
equltable relief that could - : Aty Fpa v ; g

may—be—ab-}e—te—block our ablhty to Commermahze sueh—our product candldates ln the event of a quccewtul Clalm of
infringement against us,we may afse-have to pay substantial damages,including treble damages and attorneys’ fees for willful
infringement,indemnify customers,collaborators or other third parties 53 seek new regulatory approvals 55 and / or redesign our
infringing products,which may not be possible or practical. #In addition,if we are found to infringe,misappropriate or
otherwise violate a third- party’ s intellectual property rights,we may be required to obtain a license from-sueh-third—party-to
continue developing,manufacturing and marketing our technology and product candidates.However,we may not be able to
obtain any 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 and other third parties access to the same technologies licensed to us anrd-.Further,a

llcense Could require us to make substantial hcenqlng and royalty paymenti Claims-that-we-have-misappropriated-the

-pfepeftry—eeu-}d—We may be iubject to cl"ums by third partleq a%@ertlng that our employees con@ultants or contractorq have
Wrongfully used or disclosed conhdentlal information or trade secrets of such third parties, erthatthey-have-wrongfully-used

y that we have misappropriated their intellectual
property, or that they own what we regard as our own 1nte11ectual property. Many of our employees, consultants and contractors
were previously employed at-or engaged by universities or other pharmaceutical or biotechnology companies yinekading-eour
eompetiters-or-potential-eompetiters- Many of them executed proprietary rights, non- disclosure and / or non- competition
agreements in connection with such previous employment or engagement. Although we try to ensure that the individuals who
work for us do not use the intellectual property rights, proprietary information, know- how or trade secrets of others in their
work for us, we may be subject to claims that we or they have obtained rinadvertenthy-orotherwise-, used, infringed,



misappropriated , disclosed or otherwise violated the intellectual property rights ;er-diselosed-the-aleged-tradeseerets-orother
pfepﬂet&ry—rﬂ-fefmaﬁeﬁ—of ﬂ&ese—fermer—erﬁpleyefs—eempet—rtefs—e%e&heﬁhnd pdmes We-may-also-be-subjeetto-elaims-that-we

lltlgdtlon or the thredt of lltlgdtlon may ad\ ersely dﬁect our ab111ty to h1re employees or engas_e consultants and contmctms A
loss of key personnel or their work product could hamper or prevent us from developing and commercializing products and
product candidates, which could harm our business. In addition, while it is our policy to require our employees, consultants and
contractors who may be involved in the development of intellectual property to execute agreements assigning such intellectual
property to us, we may be unsuccessful in obtaining such an agreement from each party who in fact develops intellectual
property that we regard as our own. Our intellectual property assignment agreements with them may not be self- executing or
may be breached, and we may be forced to bring claims against third parties, or defend claims they may bring against us, to
determine the ownership of what we regard as our intellectual property. Such claims could have a material adverse effect on our
business, financial condition, results of operations, and prospects. If we fail in prosecuting or defending any such claims, we
may be required to pay monetary damages, and we may also lose valuable intellectual property rights or personnel, which could
have a material adverse effect on our competitive position and prospects. Sueh-Intellectual property litigation or other legal

proceedlngs relatmg to intellectual property ﬂg-hts-could cost substantlal resources be—aw&reled—te—a—t-lﬂrd—parw—&nd-we—eeu-ld

Sﬂeeessfu-l-m pfeseett&ﬁg—erour de&ﬂdrmg—ag&mst—stteh—favor, htlgatlon or other legal proceedmgs relating to intellectual
property claims ;ttigatienr-may cause us to incur significant expenses and could result-insubstantial-eosts-and-be-a

distraeﬁe-n»—— dlstract to-our techmcal and management personnel a-nd—empleyees—l—ﬂwe—&re—tmable—te—pfeteet—ﬂ&e

develeped—by—a—eer&peﬁter—er—et-her— the1r normal respon51b1ht1es thnd party, our competmve posmon ...... identity and
possibly leading to market confusion . In addition, there could be petentta-trademark-public announcements involving such

proceedings, and if securities analysts or 1nvestors percelve these results to be negatlve, it could have a substantial
adverse effect on the price of er-our : virers-common stock. Such proceedings
could substantially increase our operating losses and reduce the resources avallable for development activities or any
future sales, marketing, or distribution activities. We may not have sufficient resources to conduct such litigation or
proceedings adequately. Uncertainties resulting from the initiation and continuation of intellectual property litigation or

other reg-lsfefed—traeleﬂaaﬁes-proceedmgs could compromlse or-our ablllty traele—ﬁ&mes—t-h&t—rﬂeerpera-te—vaﬂaﬁeﬂs-e-f—eﬂr

may—be—meffeet—we—&&d—eet&d—resal-t—ln the marketplace substantt tverst HIP
our-finanetal-eondition-orresults-efoperations-. Intellectual propeIty rlohts do not neeessanly dddless dll potentml thredts The

degree of future protection afforded by our intellectual property rights is uncertain because intellectual property rights have
limitations and may not adequately protect our business or permit us to maintain a competitive advantage. For example: = we or
our license partners or current or future collaborators might not have been the first to file patent applications covering our or their
inventions; = others may independently develop similar or alternative technologies or duplicate any of our technologies without
infringing our evwaed-eri—Heensed-intellectual property rights; = it is possible that our ewned-andin—Heensed-pending or
future patent applications e%ﬂ&ese—we—may—eﬂﬁﬂ—em—heeﬂse—rrrﬂ&e—f&mre—\x ill not lead to issued patents . 1ssued patents that

we hold rights to may be held invalid or unenforceable 7+ ding-asa sat-cha ses-by OFS-;

competitors or other third parties might conduct research and dev elopment activ 1t1es in countnes where we do not ha\ e patent
rights and then use the information learned from such activities to develop competitive products for sale in our major
commercial markets; = we cannot ensure that any of our pending patent applications, if issued, erthese-efourteensers;-will
include claims having a scope sufficient to protect our product candidates; = we cannot ensure that any patents issued to us er-eur




Heensers-will provide a basis for an exclusive market for our commercially viable product candidates or will provide us with any
competitive advantages; = we cannot ensure that our commercial activities or product candidates will not infringe upon the
patents of others; = we cannot ensure that we will be able to successfully commercialize our product candidates on a substantial
scale, if approved, before the relevant patents that we own or license expire; = we may not develop additional proprietary
technologies that are patentable; = the patents of others may harm our business; and = we may choose not to seek patent
protection in order to maintain certain trade secrets or know- how, and a third- party may subsequently file a patent covering
such intellectual property. Should any of these events occur, they could have a material adverse effect on our business, financial
condition, results of operatrons and prospects Risks Related to Our Employees Managrng Our Growth and Our Operatlons Our

abrhty to retain our key personnel and to attract, retain and motivate quallﬁed personnel We are highly dependent on the
expertise of the principal members of our management, scientific, and clinical teams. Our scientific and clinical development
personnel have extensive experience developing and implementing novel clinical trial designs and successfully conducting
clinical trials in never- before treated patient populations. If we lose one or more of our executive officers or key employees, our
ability to execute our programs and implement our business strategy successfully could be seriously harmed. 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 develop, gain regulatory approval of
and commercialize product candidates successfully. Competition to hire from this limited pool is intense, and we may be unable
to hire, train, retain or motivate these additional key personnel on acceptable terms given the competition among numerous
biotechnology and pharmaceutical companies for similar personnel. We may also experience competition for the hiring of
scientific and clinical personnel from universities and research institutions. Many of our employees were previously employed
by Alexion Pharmaceuticals, Inc. (now part of AstraZeneca), a potential competitor. To the extent we employ or engage
personnel from competitors, we may be subject to allegations that such individuals have been improperly solicited or have
divulged proprietary or other confidential information, or that their former employers own their research output. 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 be employed by employers other than us and
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. If
employees whoe-were-notimpaeted-by-the-workfereereduetionscck alternate employment, we may have to increase reliance on
external support to advance our operations. Any workforce reductions could also harm our ability to attract and retain qualified
management, scientific, clinical, and manufacturing personnel who are critical to our business. Any failure to attract or retain
qualified personnel could prevent us from successfully developing our product candidates in the future. We expect to expand our
development, regulatory, and sales and marketing capabilities, and as a result, we may encounter difficulties in managing our
growth, which could disrupt our operations. We expect to experience significant growth in the number of our employees and the
scope of our operations, particularly in the areas of clinical development, regulatory affairs and sales and marketing. To manage
our anticipated future growth, we must continue to implement and improve our managerial, operational and financial systems,
expand our facilities or lease or acquire new facilities, and continue 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 anticipated
growth, we may not be able to effectively manage the expansion of our operations or recruit and train additional qualified
personnel. The expansion of our operations may lead to significant costs and may divert our management and business
development resources. Any inability to manage growth could delay the execution of our business plans or disrupt our
operations. Our business and operations would suffer in the event of system failures. Despite the implementation of security
measures, our computer systems, as well as those of our CROs and other contractors and consultants, are vulnerable to damage
from computer viruses, unauthorized access, natural and manmade disasters (including hurricanes), terrorism, war, and
telecommunication and electrical failures. While we do not believe that we have experienced any swel-system failure or accident
to date, if such an event were to occur and cause interruptions in our or their operations, it could result in delays and / or material
disruptions of our research and development programs. For example, the loss of preclinical or clinical trial data from completed,
ongoing, or planned trials, or the loss of other proprietary data, could result in delays in our regulatory approval efforts and
significantly increase our costs to recover or reproduce the data . We are aware that a third party accessed the computer
systems of one of our contractors and while we believe that such access did not result in loss of our proprietary data or
disrupt our operations, we or our contractors may be subject to attacks in the future that could harm our business .
Likewise, we currently rely on third parties for the manufacture of our product candidates and to conduct clinical trials, and
similar events relating to their computer systems could also have a material adverse effect on our business. To the extent that
any disruption were to result in a loss of or damage to our data or applications, or inappropriate disclosure of personal,
confidential or proprietary information, we could incur liability, and the development of our product candidates could be
delayed. Our proprietary or confidential information may be lost, or we may suffer security breaches. The U. S. federal and



various state and foreign governments have enacted or proposed requirements regarding the collection, distribution, use, security
and storage of personally identifiable information and other data relating to individuals. In the ordinary course of our business,
we and third parties with which we have relationships will continue to collect and store sensitive data, including clinical trial
data, proprietary business information, personal data and personally identifiable information of our clinical trial subjects and
employees, in data centers and on networks. The secure processing, maintenance and transmission of this information is critical
to our operations. Despite our and our collaborators’ security measures, our information technology and infrastructure may be
vulnerable to attacks by hackers or internal bad actors, breaches due to employee error, technical vulnerabilities, malfeasance, or
other disruptions. Several proposed and enacted federal, state and international laws and regulations obligate companies to
notify individuals of security breaches involving personally identifiable information, which could result from breaches
experienced by us or by third parties, including collaborators, vendors, contractors, or other organizations with which we have
formed strategic relationships. Although, to our knowledge, neither we nor any such third parties have experienced any material
security breach, and even though we may have contractual protections with such third parties, any such breach could
compromise our or their networks and the information stored therein could be accessed, publicly disclosed, lost or stolen. Any
such access, disclosure, notifications, follow- up actions related to such a security breach or other loss of information could
result in legal claims or proceedings, liability under laws that protect the privacy of personal information, and significant costs,
including regulatory penalties, fines, and legal expenses, and such an event could disrupt our operations, cause us to incur
remediation costs, damage our reputation, and cause a loss of confidence in us and our or such third parties’ ability to conduct
clinical trials, which could adversely affect our reputation and delay the clinical development of our product candidates. Risks
Related to Our Common Stock An active trading market for our common stock may not be sustained. If a market for our
common stock is not sustained, it may be difficult for you to sell your shares of common stock at an attractive price or at all. We
cannot predict the prices at which our common stock will trade. It is possible that in one or more future periods our results of
operations may be below the expectations of public market analysts and investors, and, as a result of these and other factors, the
price of our common stock may fall. Qur common stock may be delisted from The Nasdaq Global Select Market, which
could harm the trading price of our common stock, the liquidity of our common stock, and our ability to raise additional
capital. To maintain the listing of our common stock on The Nasdaq Global Select Market, we are required to meet
certain listing requirements. On February 24, 2025, we received notification from the Nasdaq Listing Qualifications
Department of The Nasdaq Stock Market LLC (“ Nasdaq ”) informing us that the closing bid price of our common stock
was below the minimum closing bid price of $ 1. 00 per share during the prior 30 consecutive business days (the “ Notice
), as required for continued listing under Rule 5450 (a) (1) of the Nasdaq’ s Listing Rules. We have 180 calendar days
from the date of the Notice, or until August 25, 2025 (the “ Compliance Date ”) to cure the deficiency and regain
compliance. To regain compliance, the closing bid price of the Company’ s common stock must be at least $ 1. 00 per
share for a minimum of 10 consecutive business days before the Compliance Date. In the event we do not evidence
compliance with the minimum bid price requirement before the Compliance Date, we may be eligible for an additional
180- day period to regain compliance if we apply to transfer the listing of our common stock to the Nasdaq Capital
Market. In the event we fail to regain compliance or transfer to the Nasdaq Capital Market before the Compliance Date,
we may appeal Nasdaq’ s determination to delist our common stock to a Nasdaq Hearings Panel. There can be no
assurance that we will regain compliance with the minimum bid price requirement prior to the Compliance Date, that
an additional 180- day period to regain compliance will be granted, or that an appeal would be successful. If our
common stock is delisted and is not eligible for quotation or listing on another market or exchange, trading of our
common stock could be more difficult, which could cause the price of our common stock to decline, adversely affect the
liquidity of our common stock, and make it more difficult for us to raise capital. The market price of our common stock
may be volatile, Wthh could reqult in qubitantlal losses for investors. Shares of our common stock were offered in ewrHO-in

7 ; our initial public offering (" IPO") in July 2021 at a price of $
13 00 per share and between the date of our IPO and March 7, 2624-2025 , the closing price per share of our common stock
has ranged from as low as $ +0 . 2569 to as high as $ 23. 40. Some of the factors that may cause the market price of our
common stock to fluctuate include: = the success of existing or new competitive product candidates or technologies; = the timing
and results of preclinical studies for any product candidates that we may develop; = failure or discontinuation of any of our
product development and research programs; = the success of the development of companion diagnostics, if required, for use
with our product candidates; = results of preclinical studies, clinical trials, or regulatory approvals of product candidates of our
competitors, or announcements about new research programs or product candidates of our competitors; * commencement or
termination of collaborations for our product development and research programs; = regulatory or legal developments in the
United States and other countries; = developments or disputes concerning patent applications, issued patents, or other proprietary
rights; = the recruitment or departure of key personnel; = the level of expenses related to any of our research programs or product
candidates that we may develop; = the results of our efforts to develop additional product candidates or products; = actual or
anticipated changes in estimates as to financial results, development timelines, or recommendations by securities analysts; =
announcement or expectation of additional financing efforts; = sales of our common stock by us, our insiders or other
stockholders; = expiration of market stand- off or lock- up agreement; = effects of public health crises, pandemics and epidemics
Tstehas-COVIB-—9-; = variations in our financial results or those of companies that are perceived to be similar to us; = changes
in estimates or recommendations by securities analysts, if any, that cover our stock; = changes in the structure of healthcare
payment systems; = market conditions in the pharmaceutical and biotechnology sectors; = general economic, industry, and
market conditions; and = the other factors described in this “ Risk Factors ” section and elsewhere in this Annual Report on Form
10- K. In recent years, the stock market in general, and the market for pharmaceutical and biotechnology companies in
particular, has experienced extreme price and volume fluctuations that have often been unrelated or disproportionate to changes




in the operating performance of the companies whose stock is experiencing those price and volume fluctuations. Broad market
and industry factors may seriously affect the market price of our common stock, regardless of our actual operating performance.
Following periods of such volatility in the market price of a company’ s securities, securities class action litigation has often
been brought against that company. Because of the potential volatility of our stock price, we may become the target of securities
litigation in the future. If securities analysts stop publishing research or reports about our business or if they publish negative
evaluations of our stock, the price of our stock could decline. The trading market for our common stock is influenced in part on
the research and reports that industry or financial analysts publish about us or our business. If one or more of these analysts
ceases coverage of our company or fails to publish reports on us regularly, we could lose visibility in the financial markets,
which in turn could cause our stock price or trading volume to decline. Moreover, if one or more of the analysts covering our
business downgrade their evaluations of our stock, the price of our stock could decline. A significant portion of our total
outstanding shares may be sold into the market, which could cause the market price of our common stock to decline
significantly, even if our business is doing well. Sales of a substantial number of shares of our common stock in the public
market could occur at any time. These sales, or the perception in the market that the holders of a large number of shares of
common stock intend to sell shares, could reduce the market price of our common stock. As of March 7, 2824-2025 , we have
3741 , 8H-612 , 976-039 shares of common stock outstanding. All of these shares may be resold in the public market
immediately, unless held by our affiliates who are subject to volume limitations under Rule 144. As of March 7, 2624-2025 , we
also have pre- funded warrants to purchase up to an aggregate of 3, 333, 388 shares of common stock outstanding. We may not
effect the exercise of any pre- funded warrant, and a holder will not be entitled to exercise any portion of any pre- funded
warrant if, upon giving effect to such exercise, the aggregate number of shares of common stock beneficially owned by the
holder (together with its affiliates) would exceed 9. 99 % of the number of shares of common stock outstanding immediately
after giving effect to the exercise, which percentage may be increased or decreased at the holder’ s election upon 61 days’ notice
to us subject to the terms of such pre- funded warrants, provided that such percentage may in no event exceed 19. 99 %.
Moreover, as of December 31, 2623-2024 , certain holders of our common stock have rights, subject to conditions, to require us
to file registration statements covering their shares or to include their shares in registration statements that we may file for
ourselves or other stockholders. On May 9, 2023, we registered an aggregate of 12, 351, 600 shares of common stock held by
holders with registration rights, for resale, pursuant to a registration statement on Form S- 3. In addition, we have entered into
the Sales Agreement with Cowen to offer and sell shares of our common stock having an aggregate offering price of up to $ 100,
000, 000, from time to time, through an at- the- market offering program. We also registered an aggregate of 9-11 , 929-821 ,
F67-24S shares of common stock that we may issue under our equity compensation plans or that are issuable upon exercise of
outstanding options. These shares can be freely sold in the public market upon issuance and once vested, subject to volume
limitations applicable to affiliates. If any of these additional shares are sold, or if it is perceived that they will be sold, in the
public market, the market price of our common stock could decline. Insiders have substantial influence over us, which could
limit your ability to affect the outcome of key transactions, including a change of control. Our directors and executive officers
and their affiliates beneficially own shares representing approximately 3725 % of our outstanding common stock as of March 7,
2624-2025 . As a result, these stockholders, if they act together, will be able to influence our management and affairs and all
matters requiring stockholder approval, including the election of directors and approval of significant corporate transactions.
The interests of these holders may not always coincide with our corporate interests or the interests of other stockholders, and
they may act in a manner with which you may not agree or that may not be in the best interests of our other stockholders. This
concentration of ownership may have the effect of delaying or preventing a change in control of our company and might affect
the market price of our common stock. We could be subject to securities class action litigation. In the past, securities class action
litigation has often been brought against companies following a decline in the market price of their securities. This risk is
especially relevant for us because biotechnology and pharmaceutical companies have experienced significant share price
volatility in recent years. Because of the potential volatility of our stock price, we may become the target of securities litigation
in the future. Securities litigation could result in substantial costs and divert management’ s attention and resources from our
business. Because we do not anticipate paying any cash dividends on our common stock in the foreseeable future, capital
appreciation, if any, will be your sole source of gain. We have never declared or paid any cash dividends on our common stock.
We currently anticipate that we will retain future earnings for the development, operation and expansion of our business and do
not anticipate declaring or paying any cash dividends in the foreseeable future. As a result, capital appreciation, if any, of our
common stock will be your sole source of gain on an investment in our common stock in the foreseeable future. We are an “
emerging growth company, ” and the reduced disclosure requirements applicable to emerging growth companies may make our
common stock less attractive to investors. We are an *“ emerging growth company, ” as defined in the JOBS Act and we may
remain an emerging growth company until December 31, 2026. For so long as we remain an emerging growth company, we are
permitted and plan to rely on exemptions from certain disclosure requirements that are applicable to other public companies that
are not emerging growth companies. These exemptions include not being required to comply with the auditor attestation
requirements of Section 404 of the Sarbanes- Oxley Act of 2002 (" SOX Section 404"), not being required to comply with any
requirement that may be adopted by the Public Company Accounting Oversight Board regarding mandatory audit firm rotation
or a supplement to the auditor’ s report providing additional information about the audit and 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 aresult, the information we provide stockholders will be different than the information that is available with respect to other
public companies. 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 not to “ opt out ” of such extended transition period, which means that when a standard is
issued or revised and it has different application dates for public or private companies, we will adopt the new or revised standard
at the time private companies adopt the new or revised standard and will do so until such time that we either (i) irrevocably elect
to ““ opt out ” of such extended transition period, or (ii) no longer qualify as an emerging growth company. Therefore, the
reported results of operations contained in our financial statements may not be directly comparable to those of other public
companies. Provisions in our amended and restated certificate of incorporation, our amended and restated bylaws and Delaware
law may have anti- takeover effects that could discourage an acquisition of us by others, even if an acquisition would be
beneficial to our stockholders, and may prevent attempts by our stockholders to replace or remove our current management. Our
amended and restated certificate of incorporation and amended and restated bylaws and Delaware law contain provisions that
may have the effect of discouraging, delaying or preventing a change in control of us or changes in our management that
stockholders may consider favorable, including transactions in which you might otherwise receive a premium for your shares.
Our amended and restated certificate of incorporation and bylaws include provisions that: = authorize * blank check ” preferred
stock, which could be issued by our board of directors without stockholder approval and may contain voting, liquidation,
dividend and other rights superior to our common stock; = create a classified board of directors whose members serve staggered
three- year terms; = specify that special meetings of our stockholders can be called only by our board of directors; = prohibit
stockholder action by written consent; = establish an advance notice procedure for stockholder approvals to be brought before an
annual meeting of our stockholders, including proposed nominations of persons for election to our board of directors; = provide
that vacancies on our board of directors may be filled only by a majority of directors then in office, even though less than a
quorum; * provide that our directors may be removed only for cause; = specify that no stockholder is permitted to cumulate votes
at any election of directors; = expressly authorize our board of directors to modify, alter or repeal our amended and restated
bylaws; and = require supermajority votes of the holders of our common stock to amend specified provisions of our amended
and restated certificate of incorporation and amended and restated bylaws. These provisions, alone or together, could delay or
prevent hostile takeovers and changes in control or changes in our management. These provisions could also 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 we are incorporated in the State of Delaware, we are governed by the provisions of Section
203 of the General Corporation Law of the State of Delaware (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 in excess of 15 % of our outstanding voting stock, unless the merger or combination is approved in
a prescribed manner. Any provision of our amended and restated certificate of incorporation, amended and restated bylaws or
Delaware law that has the effect of delaying or deterring a change in control could limit the opportunity for our stockholders to
receive a premium for their shares of our common stock, and could also affect the price that some investors are willing to pay
for our common stock. Our amended and restated certificate of incorporation designates the state or federal courts within the
State of Delaware as the exclusive forum for certain types of actions and proceedings that may be initiated by our stockholders,
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, subject to limited exceptions, the state or federal
courts (as appropriate) within the State of Delaware are exclusive forums for (1) any derivative action or proceeding brought on
our behalf, (2) any action asserting a claim of breach of a fiduciary duty owed by any of our directors, officers or other
employees to us or our stockholders, (3) any action asserting a claim against us arising pursuant to any provision of the DGCL,
our amended and restated certificate of incorporation or our amended and restated bylaws, (4) action against us or any of our
directors or officers involving a claim or defense arising pursuant to the Exchange Act or the Securities Act, or (5) any other
action asserting a claim against us that is governed by the internal affairs doctrine. Any person or entity purchasing or otherwise
acquiring any interest in shares of our capital stock shall be deemed to have notice of and to have consented to the provisions of
our amended and restated certificate of incorporation described above. This exclusive forum provision does not apply to claims
which are vested in the exclusive jurisdiction of a court or forum other than the Court of Chancery of the State of Delaware, or
for which the Court of Chancery of the State of Delaware does not have subject matter jurisdiction. For instance, the provision
does not apply to actions arising under federal securities laws, including suits brought to enforce any liability or duty created by
the Exchange Act or the rules and regulations thereunder. This choice of forum provision may limit a stockholder’ s ability to
bring a claim in a judicial forum that it finds favorable for disputes with us or our directors, officers or other employees, which
may discourage such lawsuits against us and our directors, officers and employees. Alternatively, if a court were to find these
provisions of our amended and restated certificate of incorporation 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 and financial condition. In addition, while the Delaware Supreme Court
ruled in March 2020 that federal forum selection provisions purporting to require claims under the Securities Act be brought in
federal court are * facially valid ”” under Delaware law, there is uncertainty as to whether other courts will enforce our federal
forum provision. If the federal forum provision is found to be unenforceable, we may incur additional costs associated with
resolving such matters. The federal forum provision may also impose additional litigation costs on stockholders who assert that
the provision is not enforceable or invalid. General Risks A variety of risks associated with operating internationally could
materially adversely affect our business. Our business strategy includes potentially expanding internationally. Doing business
internationally involves several risks, including, but not limited to: = multiple, conflicting, and changing laws and regulations,
such as privacy regulations, tax laws, export and import restrictions, economic sanctions laws and regulations, employment
laws, regulatory requirements, and other governmental approvals, permits, and licenses; = failure by us to obtain and maintain



regulatory approvals for the use of our products in various countries; = additional potentially relevant third- party patent rights; =
complexities and difficulties in obtaining protection and enforcing our intellectual property; = difficulties in staffing and
managing foreign operations; = complexities associated with managing multiple payor reimbursement regimes, government
payors, or patient self- pay systems; = limits in our ability to penetrate international markets; = financial risks, such as longer
payment cycles, difficulty collecting accounts receivable, the impact of local and regional financial crises on demand and
payment for our products, and exposure to foreign currency exchange rate fluctuations; = natural disasters, political and
economic instability, including wars, terrorism and political unrest, outbreak of disease, boycotts, curtailment of trade, and other
business restrictions; ® certain expenses, including, among others, expenses for travel, translation, and insurance; and =
regulatory and compliance risks that relate to maintaining accurate information and control over sales and activities that may fall
within the purview of the FCPA its books and records provisions, or its anti- bribery provisions, as well as other applicable laws
and regulations prohibiting bribery and corruption. Any of these factors could significantly harm any future international
expansion and operations and, consequently, our results of operations. U. S. federal income tax reform could adversely affect
our business and financial condition. The rules dealing with U. S. federal, state, and local income taxation are constantly under
review through the legislative process and by the Internal Revenue Service and the U. S. Treasury Department. Changes to tax
laws (which changes may have retroactive application) could adversely affect us or holders of our common stock. In recent
years, many such changes have been made and changes are likely to continue to occur in the future. For example, the Tax Cuts
and Jobs Act, (the" TCJA"), was enacted in 2017 and significantly reformed the Code. The TCJA, among other things, contains
significant changes to corporate and individual taxation, some of which could adversely impact an investment in our common
stock. On March 27, 2020, former President Trump signed into law the CARES Act, which included certain changes in tax law
intended to stimulate the U. S. economy in light of the COVID- 19 pandemic, including temporary beneficial changes to the
treatment of NOLs, interest deductibility limitations and payroll tax matters. There also may be technical corrections legislation
or other legislative changes proposed with respect to the TCJA and CARES Act, the effects of which cannot be predicted and
may be adverse to us or our stockholders. Additionally, the IRA was enacted in August 2022. Among other things, the IRA
implemented a one percent (1 %) excise tax on certain repurchases (including redemptions) of stock by publicly traded domestic
corporations, and a corporate alternative minimum tax of fifteen percent (15 %) on book income of certain large corporations.
Future changes in tax laws could have a material adverse effect on our business, cash flows, financial condition or results of
operations. In particular, proposed tax legislation could result in significant changes in, and uncertainty with respect to, tax
legislation, regulation and government policy directly affecting our business or indirectly affecting us because of impacts on our
customers and suppliers. We urge investors to consult with their legal and tax advisers regarding the implications of potential
changes in tax laws on an investment in our common stock. Potential clinical trial or product liability lawsuits against us could
cause us to incur substantial liabilities and limit commercialization of any products that we may develop. The use of any product
candidates we may develop in clinical trials and the sale of any products for which we obtain marketing approval exposes us to
the risk of clinical trial and product liability claims. Clinical trial or product liability claims might be brought against us by
patients, healthcare providers, pharmaceutical companies or others selling or otherwise coming into contact with our products.
On occasion, large judgments have been awarded in class action lawsuits based on drugs that had unanticipated adverse effects.
If we cannot successfully defend against product liability claims, we could incur substantial liability and costs. In addition,
regardless of merit or eventual outcome, clinical trial or product liability claims may result in: = impairment of our business
reputation and significant negative media attention; = withdrawal of participants from our clinical trials; = significant costs to
defend the litigation; = distraction of management’ s attention from our primary business; = substantial monetary awards to
patients or other claimants; = inability to commercialize a product candidate; = product recalls, withdrawals or labeling,
marketing or promotional restrictions; = decreased market demand for any product; and = loss of revenue. The clinical trial and
product liability insurance we currently carry, and any additional clinical trial and product liability insurance coverage we
acquire in the future, may not be sufficient to reimburse us for any expenses or losses we may suffer. Moreover, insurance
coverage is becoming increasingly expensive and, in the future, we may not be able to maintain insurance coverage at a
reasonable cost or in sufficient amounts to protect us against losses due to liability. If we obtain marketing approval for any
product candidate, we intend to acquire insurance coverage to include the sale of commercial products; however, we may be
unable to obtain product liability insurance on commercially reasonable terms or in adequate amounts. A successful clinical trial
or product liability claim, or series of claims, brought against us could cause our share price to decline and, if judgments exceed
our insurance coverage, could adversely affect our results of operation and business, including preventing or limiting the
commercialization of any product candidates we develop. Unfavorable global economic conditions and geopolitical instability
could adversely affect our business, financial condition or results of operations. Our results of operations could be adversely
affected by general conditions in the global economy and in the global financial markets. A severe or prolonged economic
downturn, period of sustained increased inflation, or additional global financial crises, could result in a variety of risks to our
business, including weakened demand for our product candidates, if approved, or our ability to raise additional capital when
needed on acceptable terms, if at all. For example, the global financial crisis caused extreme volatility and disruptions in the
capital and credit markets. Further, geopolitical instability outside the United States may also impact our operations or affect
global markets, such as the reeent-invasion of Ukraine by Russia and the Israel- Hamas war. While we do not currently conduct
clinical trials in the-Ukraine, Russia, or the Middle East, we cannot be certain what the overall impact of these events will be on
our business or on the business of any of our third- party partners, including our contract research organizations, contract
manufacturers or other partners. The impact of these events could also expand into other markets where we do business. A weak
or declining economy could strain our suppliers, possibly resulting in supply disruption. Any of the foregoing could harm our
business and we cannot anticipate all of the ways in which current geopolitical tensions, the economic climate and the financial
market conditions could adversely impact our business. We have incurred, and will incur increased costs as a result of operating



as a public company, and our management will continue to be required to devote substantial time to new compliance initiatives
and corporate governance practices. As a public company, we have incurred, and particularly after we are no longer an “
emerging growth company, ”” we will incur significant legal, accounting, and other expenses that we did not incur as a private
company. The Sarbanes- Oxley Act of 2002, the Dodd- Frank Wall Street Reform and Consumer Protection Act, the listing
requirements of the Nasdaq Global Select Market, and other applicable securities rules and regulations impose various
requirements on public companies, including establishment and maintenance of effective disclosure and financial controls and
corporate governance practices. We expect that we will need to hire additional accounting, finance, and other personnel in
connection with our efforts to comply with the requirements of being, a public company, and our management and other
personnel will need to devote a substantial amount of time towards maintaining compliance with these requirements. These
requirements will increase our legal and financial compliance costs and will make some activities more time- consuming and

: s
. We are currently evaluating these rules and regulations and cannot
predict or estimate the amount of additional costs we may incur or the timing of such costs. 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 SOX Section 404, we are required to furnish a report by our management on our internal control over financial
reporting with our Annual Report on Form 10- K with the SEC. 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 achieve compliance with SOX Section 404, we will need to continue to dedicate internal
resources, potentially engage outside consultants, 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 that our internal control over financial
reporting is effective as required by SOX Section 404. If we identify one or more material weaknesses, it could result in an
adverse reaction in the financial markets due to a loss of confidence in the reliability of our financial statements.



