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Below-is-a-summary-ofIn evaluating our business, you should carefully consider th pfrﬂerpa-l—faefefs—followmg discussion
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and-ourother-filings-with-the-SEC, before-making-an-any nvestmentdeeistonrregarding-of the following risks and
uncertainties could, in circumstances we may et or may eommon-stoek—e-We-have-ne-not be able approved-produets-and

no-historieal-ecommeretalrevente;-which-makesit-diffiendt-to assess-accurately predict, materially and adversely affect our
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nflation;-may-he S48 Se-conseqtenees-on bustress-, financial condition , cash flows, llquldlty and slock price. &
Some of the factors, events and contingencies discussed below may have occurred in the past, but the disclosures below
are not representations as to whether or not the factors, events or contingencies have occurred in the past and instead
reflect our beliefs and opinions as to the factors, events, or contingencies that could materially and adversely affect us in
the future. The l‘lSkS and uncertamtles descrlbed below are not the only ones we face Our operatlons could also be
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ﬁtu%eﬁnﬁeﬂ-steeleeet&d—deehﬂe—?rGR—tskb Rlsks Related to Chnlcal Development We are a blopharmaceutlcal company Wlth
no approved products and no historical commercial revenue, which makes it difficult to assess our future prospects and financial
results. We are a biopharmaceutical company with a somewhat limited operating history as a publicly traded company.
Biopharmaceutical product development is a highly speculative undertaking and involves a substantial degree of uncertainty.
Our operations to date have been limited to developing our technology, undertaking pre- clinical studies and clinical trials of our
pipeline candidates and conducting research to identify additional product candidates. We have not yet successfully developed
an approved product or generated revenue from product sales or successfully conducted a pivotal registration trial for one of our
product candidates. Consequently, the ability to accurately assess our future operating results or business prospects is
significantly more limited than if we had a longer operating history or approved products on the market. We expect that our
financial condition and operating results will fluctuate significantly from period to period due to a variety of factors, many of
which are beyond our control, including the success of our programs, decisions by regulatory bodies, actions taken by
competitors or current or future licensees or collaborative partners, market and macroeconomic conditions and other factors
identified in these risk factors. Accordingly, the likelihood of our success must be evaluated in light of many potential
challenges and variables associated with a clinical- stage biopharmaceutical company, many of which are outside of our control,
and past results, including operating or financial results, should not be relied on as an indication of future results. We are heavily
dependent on the success of our product candidates in clinical development, and if any of these products fail to receive
regulatory approval or are not successfully commercialized, our business would be adversely affected. We currently have no
product candidates that are approved for commercial sale, and we may never develop a marketable product. We expect that a
substantial portion of our efforts and expenditures over the next few years will be devoted to our current product candidates and
the development of other product candidates. We cannot be certain that our product candidates will receive regulatory approval
or, if approved, be successfully commercialized. The research, testing, manufacturing, labeling, approval, sale, marketing and
distribution of our product candidates will be subject to extensive regulation by the FDA and other regulatory authorities in the
United States and other countries. In addition, even if approved, our pricing and reimbursement will be subject to further review
and discussions with payors. We are not permitted to market any product candidate in the United States until after approval of an
NDA from the FDA, or in any foreign countries until approval by corresponding regulatory authorities. We will need to
successfully conduct and complete large, extensive clinical trials in the target patient populations to support a potential
application for regulatory approval by the FDA or corresponding regulatory authorities. Those trials, such as our ongoing
VERIFY Phase 3 trial evaluating rusfertide for the treatment of PV or subsequent late- stage product candidates, may not
demonstrate the safety and efficacy of our product candidates to support a marketing approval in the United States or other
jurisdictions. Our product candidates require additional clinical development, regulatory approval and secure sources of
commercial manufacturing supply prior to commercialization. We cannot assure you that our clinical trials for our product
candidates will be initiated or completed in a timely manner or successfully, or at all. Further we cannot be certain that we plan
to advance any other product candidates into clinical trials. Moreover, any delay or setback in the development of any product
candidate would be expected to adversely affect our business and cause our stock price to fall. For example, our stock price
dropped significantly in September 2021 following the announcement of a full clinical hold imposed by the FDA on our
rusfertide clinical studies. Our stock price also dropped significantly in April 2022 following the announcement of our voluntary
withdrawal of Breakthrough Therapy Designation for rusfertide and the announcement of topline data from our Phase 2 clinical
trial evaluating PN- 943 in UC. 3+&kinteal--- Clinical development is a lengthy and expensive process with an uncertain
outcome, and results of earlier studies and trials may not be predictive of future trial results. Clinical failure can occur at any
stage of clinical development. Clinical testing is expensive and can take many years to complete, and its outcome is inherently
uncertain. Failure can occur at any time during the clinical development process. The results of pre- clinical studies and early
clinical trials of our product candidates and studies and trials of other products may not be predictive of the results of later- stage
clinical trials. Any hypothesis formed from pre- clinical or early clinical observations for any of our product candidates may



prove to be incorrect, and the data generated in animal models or observed in limited patient populations may be of limited
value and may not be applicable in clinical trials conducted under the controlled conditions required by applicable regulatory
requirements. In addition to our planned pre- clinical studies and clinical trials, we will be required to complete one or more
large scale, well- controlled clinical trials to demonstrate substantial evidence of efficacy and safety for each product candidate
we intend to commercialize. Further, given the patient populations for which we are developing therapeutics, we expect to have
to evaluate long- term exposure to establish the safety of our therapeutics in a chronic- dose setting. We have not yet completed
a Phase 3 clinical trial or submitted an NDA. As a result, we have no corporate history or track record of successfully
completing these phases of the development cycle. Product candidates in later stages of clinical trials may fail to show the
desired safety and efficacy traits despite having progressed through pre- clinical studies and initial clinical trials. Clinical trial
failures may result from a multitude of factors including, but not limited to, flaws in trial design, dose selection, placebo effect,
patient enrollment criteria and failure to demonstrate favorable safety and / or efficacy traits of the product candidate. Based
upon negative or inconclusive results, we may decide, or regulators may require us, to conduct additional clinical trials or pre-
clinical studies. We may experience delays in ongoing clinical trials, and we do not know whether planned clinical trials will
begin on time, need to be redesigned, enroll patients on time or be completed on schedule, if at all. For example, we initially
experienced slower than expected patient enrollment in VERIFY, a global Phase 3 clinical trial of rusfertide in PV. Clinical
trials can be delayed for a variety of reasons, including if a clinical trial is modified, suspended or terminated by us. For
example, in keeping with our organizational prioritization of rusfertide in PV, plans to initiate trials of rusfertide in other
indications have been paused. Clinical trials can also be delayed by the institutional review boards or ethics committees of the
institutions in which such clinical trials are being conducted, by a Data Safety Monitoring Board, for such trial or by the FDA or
other regulatory authorities. Such authorities may impose a modification, suspension or termination due to a number of factors.
For example, our rusfertide clinical studies were subject to a three- week clinical hold by the FDA beginning in September 2021.
The clinical hold was triggered by a non- clinical finding in a 26- week rasH2 transgenic mouse model indicating benign and
malignant subcutaneous skin tumors. Also, in April 2022, the FDA indicated that it intended to rescind Breakthrough Therapy
Designation for rusfertide in PV, and we voluntarily withdrew our request. For additional information, see the risk factor entitled
“ Our product candidates may cause undesirable side effects or have other properties adversely impacting safety that delay or
prevent their regulatory approval, restrict their approved labeling, or otherwise limit their commercial opportunity ” below. In
addition, there are a significant number of global clinical trials in hematologic disorders that are currently ongoing, especially in
Phases 2 and 3, making it highly competitive and challenging to recruit subjects. Other companies targeting the same patient
populations as our clinical trials for such medicines may make it more difficult for us to eomplete-36complete enrollment in our
clinical trials. Furthermore, any negative results we may report in clinical trials of our product candidate may make it difficult or
impossible to recruit and retain patients in other ongoing or subsequent clinical trials of that same product candidate. Delays or
farlures in planned patient enrollment or retention may result in 1ncreased costs, program delays or both —I-n—add-tt-teﬁ—we—afe

Q—I-BEArL—tﬂa-l— lf we experience mater1al delays in the completron of any clrmcal tr1al the reductron in remaining patent term
would harm the commercial prospects for that product candidate and our ability to generate product revenue from any of 32these
-- these product candidates will be delayed. Any of these occurrences may harm our business, financial condition and prospects
significantly. If we are unable to discover and develop new product candidates, our business will be adversely affected. As part
of our strategy, we seek to discover and develop new product candidates. Research programs to identify appropriate biological
targets, pathways and product candidates require substantial scientific, technical, financial and human resources, whether or not
any product candidates are ultimately identified. Our research programs may initially show promise in identifying potential
product candidates yet fail to yield product candidates for clinical development for many reasons. Our proprietary peptide
platform may not result in any products of commercial value. We have developed a proprietary peptide technology platform to
enable the identification, testing, design and development of new product candidates. Our peptide platform may not yield
additional product candidates that enter clinical development and, ultimately, become commercially valuable. Although we
expect to continue to enhance the capabilities of our platform by developing and integrating existing and new research
technologies, our enhancement and development efforts may not succeed. As a result, we may not be able to advance our drug
discovery capabilities as quickly as we expect or identify as many potential drug candidates as we desire. Our product
candidates may cause undesirable side effects or have other properties adversely impacting safety that delay or prevent their
regulatory approval, restrict their approved labeling, or otherwise limit their commercial opportunity. If undesirable side effects
or adverse events are caused by our product candidates or by other companies’ similar approved drugs or product candidates,
then we may elect to, or be required by an independent data monitoring committee or regulatory authorities to, delay or halt our
clinical trials. If such side effects or adverse events are sufficiently severe or prevalent, the FDA or comparable foreign
regulatory authorities could order us to suspend or cease altogether further development of our product candidates. Even if our
product candidates are approved, side effects or adverse events could result in significant delay in or denial of, regulatory
approval, restrictive labeling, or potential product liability claims. Moreover, for our product candidates that are in development
for indications for which injectable antibody drugs have been approved, clinical trials for those product candidates may need to
show a risk / benefit profile that is competitive with those existing products in order to obtain regulatory approval or, if
approved, a product label that is favorable for commercialization. For example, en-in September +6;-2021, our clinical studies
for rusfertrde were placed ona brlef full cllmcal hold by the FDA followmg
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AEXT adverse-adversely feaeﬁens
1mpact regulatory approval product labelmg or commerclallzatlon of rusfertlde We have focused our limited resources to
pursue particular product candidates and indications, and consequently, we may fail to capitalize on product candidates or
indications that may be more profitable or for which there is a greater likelihood of success. Because we have limited financial
and managerial resources, we have historically focused on research programs and product candidates mainly on the development

of rusfertide ;-and the product Candldates subject to our J NJ collaboratlon aﬁd—ﬂﬁettgh—earl-y%@%%—lw We Going

forward-we-have an r ; etr-ongoing commitment to optimize and focus
resources toward our rusfertlde program in PV. In add-l-t—teﬂ—37addltlon in keeping with 33eur—- our organizational
prioritization of rusfertide in PV, plans to initiate trials of rusfertide in addmonal disease indications have been paused. As a
result, we may forego or delay the pursuit of opportunities with other product candidates or for other indications that later prove
to have greater commercial potential. Our resource allocation decisions may cause us to fail to capitalize on viable commercial
products or profitable market opportunities. If we do not accurately evaluate the commercial potential or target market for a
particular product candidate, we may relinquish valuable rights to that product candidate through collaboration partnerships,
licensing or other royalty arrangements in cases in which it would have been more advantageous for us to retain sole
development and commercialization rights to such product candidate. Risks Related to our Financial Position and Capital
Requirements We have incurred signifieanta cumulative net fosses—- loss since our inception and anticipate that we may wih
eontinge-te-incur significant losses fer-in the fereseeable-future. We have never generated any revenue from product sales and
may never be profitable. We have incurred stgnifteant-a cumulative net operating tesses—- loss every-year-since inception and
may expeetto-continue to incur operating losses for-in the foreseeable-future. As of December 31, 2623-2024 , we had an
accumulated deficit of $ 6+5-340 . 75 million. We expect to continue to incur significant research, development and other
expenses related to our ongoing operations and product development. As a result, we expect to continue to incur losses in the
future as we continue our development of, and seek regulatory approvals for, our product candidates. We do not anticipate
generating revenue from sales of products for a number of years, if ever, and we have not yet successfully completed
registrational or pivotal clinical trials for our product candidates. If any of our product candidates fail in clinical trials or do not
gain regulatory approval or fail to achieve market acceptance, we may never become profitable. Revenue we generate from our
collaborations with JNJ, Takeda, and any future collaboration arrangements may not be sufficient to sustain our operations.
Failure to become and remain profitable may adversely affect the market price of our common stock and our ability to raise
capital and continue operations. We may require additional funding, which may not be available to us on acceptable terms, or at
all. Our operations have consumed substantial amounts of cash since inception. Developing pharmaceutical product candidates,
including conducting pre- clinical studies and clinical trials, is expensive. We may require additional future capital in order to
complete clinical development and, if we are successful, to commercialize any of our current product candidates. Further, in the
event that the Restated-JNJ License and Collaboration Agreement with-d™NJ-or the Takeda Collaboration Agreement is
terminated, we may not receive any additional fees or milestone payments under that-these agreement-agreements . Absent the
funding support obtained under the-these -Resfated—&greement—agreements or-the-Takeda-CollaborationAgreement-, our further
development of the collaboration product candidates would require significant additional capital from us, or the establishment of
alternative collaborations with third parties, which may not be possible. As of December 31, 2623-2024 , we had cash, cash
equivalents and marketable securities of $ 344559 . 62 million. Based upon our current operating plan and expected
expenditures we believe that our existing cash, cash equivalents, and marketable securities will be sufficient to fund our
operations for at least the next 12 months. However, we may expeet-that-we-witl-need to have access to additional funds in the
future in order to complete clinical development or commercialize our product candidates to a point where our operations
generate net cash inflows. Raising additional capital may cause dilution to our existing stockholders, restrict our operations or
require us to relinquish rights to our product candidates or technologies. We have in the past and may in the future seek
additional funding through a combination of equity offerings, including the use of the 2022 ATM faeility-Facility , debt
financings, collaborations and / or licensing arrangements. Additional funding may not be available to us on acceptable terms, or
at all. Our ability to raise additional capital may be adversely impacted by adverse economic conditions and market volatility ,
including as a result of public health crises; changes in trade policies, including tariffs or other trade restrictions or the
threat of such actions; political instability, including the ongoing conflict between Russia and Ukraine and in the Middle
East and rising tensions between China and Taiwan; and high interest rates . The incurrence of indebtedness and / or the
issuance of certain equity securities could result in fixed payment-38payment obligations and could also result in certain
additional restrictive covenants, such as limitations on our ability to incur debt and / or issue additional equity, limitations on our
ability to acquire or license intellectual property rights and other operating restrictions that could adversely impact our ability to
conduct our business. In addition, the issuance of additional equity securities by us, or the possibility of such issuance, 34may—-
may cause the market price of our common stock to decline. In the event that we enter into additional collaborations and / or
licensing arrangements in order to raise capital, we may be required to accept unfavorable terms, including relinquishing or
licensing to a third party on unfavorable terms our rights to our proprietary technology platform or product candidates. To the
extent that we raise additional capital through the sale of equity securities, your ownership interest will be diluted, and the terms
may include liquidation or other preferences that adversely affect your rights as a stockholder. If we issue common stock or
securities convertible into common stock, our common stockholders will experience additional dilution and, as a result, our
stock price may decline. Risks Related to our Reliance on Third Parties If JNJ does not elect to continue the development of




INF—2H3-icotrokinra, or if Takeda does not elect to develop and commercialize rusfertide , our business and business
prospects would be adversely affected. Icotrokinra 3INF—2H-3-, the product candidate in development pursuant to our JNJ
collaboration , and rusfertide, the product candidate in development pursuant to the Takeda Collaboration Agreement ,
may prove to have undesirable or unintended side effects or other characteristics adversely affecting its safety, efficacy or cost
effectiveness that could prevent or limit its approval for marketing and successful commercial use, or that could delay or prevent
the commencement and / or completion of clinical trials. Under the terms of the Restated-JNJ License and Collaboration
Agreement with-JNF-, JNJ may terminate the agreement for convenience and without cause on written notice of a certain period.
In addition, prior to any termination of the agreement, JNJ will generally have control over the further clinical development of
icotrokinra #:F-—24+3-and any other licensed compounds. JNJ’ s decisions with respect to such development will affect the
timing and availability of potential future payments under the agreement, if any. For example, during the fourth quarter of 2021,
a decision was made by JNJ to stop further development of both PTG- 200 and PN- 232 in favor of icotrokinra. Under the
terms of the Takeda Collaboration Agreement, Takeda may terminate the agreement for convenience in its entirety or as
to a major region by providing advance written notice following the earliest of (i) the receipt of Phase 3 data with respect
to the VERIFY clinical trial, (ii) the third anniversary of the effective date of the agreement or (iii) the occurrence of
certain specified adverse events related to the clinical development of rusfertide. If the /NJ License and Collaboration -
2H3theRestated-A greement with-JNF-or the Takeda Collaboration Agreement is terminated early, or if INJ > s or
Takeda ’ s development activities are terminated early or suspended for an extended period of time, or are otherwise
unsuccessful, our business and business prospects would be materially and adversely affected. We may have disagreements with
JNJ during the term of the JNJ License and Collaboration Agreement or Takeda under the Takeda Collaboration Agreement
, and if they are not settled amicably or in the favor of Protagonist, the result may harm our business. We are subject to the risk
of possible disagreements with JNJ regarding the development of icotrokinra INd—24H3-or other matters under the Restated
JNJ License and Collaboration Agreement swith-3NJ-and Takeda regarding the development of rusfertide or other
matters under the Takeda Collaboration Agreement , such as the interpretation of the-such agreement or ownership of
proprietary rights. Also, because the period of collaborative development under the agreement has ended, JNJ has sole decision-
making authority for product candidates resulting from the collaboration, which could lead to disputes with JNJ. Disagreements
with JNJ or Takeda could lead to litigation or arbitration, which would be expensive and would be time- consuming for our
management and employees. ©ur-390ur current and future development and commercialization eeHaboeration-collaborations
may not be successful. Other than our collaboration with JNJ under-theRestated-License and Collaboration Agreement and

our collaboration with Takeda under the Takeda Collaboration Agreement ywhiehis-expeeted-to-become-effeetive-tipomn-the
reeeiptofelearance-tinderthe- HSR-Aet, we have no active collaborations for any of our product candidates. Our collaborations

with JNJ and Takeda and any future collaboration arrangements may not ultimately be successful, which could have a negative
impact on our business, results of operations, financial condition and growth prospects. We do not maintain significant rights or
control of future development and commercialization activities under our collaboration with JNJ, or in ex- U. S. territories under
our collaboration with Takeda. This could lead to potential disputes in the future over the terms of the collaborations and the
respective rights of the parties, and these risks and uncertainties could be present with respect to our potential future
collaborations as well. If our strategic collaborations do not result in the successful development and commercialization of
product candidates or if one of our collaborators fails to fulfill its obligations under the collaboration agreement or terminates its
agreement with us, we may not receive any future milestone, royalty or other payments under the applicable collaboration
agreement. In addition, if a collaboration is terminated, it may result in a need for additional capital to pursue further
development or commercialization of the applicable product candidates. 35%We-We rely on third parties to conduct our pre-
clinical studies and clinical trials. If these third parties do not successfully carry out their contractual obligations or do not meet
regulatory requirements or expected deadlines, we may not be able to obtain timely regulatory approval for or commercialize
our product candidates and our business could be substantially harmed. We have relied upon and plan to continue to rely upon
third- party contract research organizations (“ CROs ) to execute, monitor and manage clinical trials and collect data for our
pre- clinical studies and clinical programs. We control only certain aspects of their activities. We and our CROs are required to
comply with GCPs, which are regulations and guidelines promulgated by the FDA, the EMA and comparable foreign regulatory
authorities for all of our product candidates in clinical development. If we or any of our CROs fail to comply with applicable
GCPs, the clinical data generated in our clinical trials may be deemed unreliable and the FDA, the EMA or comparable foreign
regulatory authorities may not accept the data or require us to perform additional clinical trials before considering our filing for
regulatory approval or approving our marketing application. In addition, significant portions of the clinical studies for our
product candidates are expected to be conducted outside of the United States, which will make it more difficult for us to monitor
CROs and perform visits of our clinical trial sites and will force us to rely heavily on CROs for the proper and timely conduct of
our clinical trials and compliance with applicable regulations, including GCPs. If any of our relationships with these third- party
CROs terminate, we may not be able to enter into arrangements with alternative CROs or do so on commercially reasonable
terms. If CROs do not successfully carry out their contractual duties or obligations or meet expected deadlines, if they need to be
replaced or if the quality or accuracy of the clinical data they obtain is compromised due to the failure to adhere to our clinical
protocols, regulatory requirements or for other reasons, our clinical trials may be extended, delayed or terminated and we may
not be able to obtain regulatory approval for or successfully commercialize our product candidates. As a result, our results of
operations and the commercial prospects for our product candidates would be harmed, our costs could increase substantially and
our ability to generate revenue could be delayed significantly. We face a variety of manufacturing risks and rely on third parties
to manufacture our drug substance and clinical drug product and we intend to rely on third parties to produce commercial
supplies of any approved product candidate. We rely on contract manufacturers to manufacture and provide product for us that
meets applicable regulatory requirements. We do not currently have, nor do we plan to develop, the infrastructure or capability



internally to manufacture our drug supplies and we expect to continue to depend on contract manufacturers for the foreseeable
future. As we proceed with the development and potential commercialization of our product candidates, we will need to increase
the scale at which the drug is manufactured , which will require the development of new manufacturing processes to potentially
reduce the cost of goods. We will rely on our internal process research and development efforts and those of contract
manufacturers to develop the GMPs-required manufacturing processes for cost- effective, large- scale preduetiont
40production . If we and our contract manufacturers are not successful in converting to commercial- scale manufacturing, then
our product costs may not be competitive and the development and / or commercialization of our product candidates would be
materially and adversely affected. Moreover, our contract manufacturers are the sole source of supply for our clinical product
candidates. If we were to experience an unexpected loss of supply for any reason, whether as a result of manufacturing, supply
or storage issues, natural disasters, geopolitical conflict, outbreaks of disease, epidemics and pandemics ;steh-as-the-COVHD—9
pandemte-, or otherwise, we could experience delays, disruptions, suspensions or termination of our clinical trial and planned
development program, or be required to restart or repeat, any ongoing clinical trials. We also rely on our contract manufacturers
to purchase from third- party suppliers the materials necessary to produce our product candidates for our clinical trials. There
are a limited number of suppliers for raw materials that our vendors use to manufacture our drugs and there may be a need to
assess alternate suppliers to prevent a possible disruption of the manufacture of the materials necessary to produce our product
candidates for our clinical trials, and if approved, for commercial sale. Moreover, we currently do not have any agreements for
the commercial production of these raw materials. Although we generally do not begin a clinical trial unless we believe we have
a sufficient supply of a product candidate to complete the clinical trial, any significant delay in the supply of a product
candidate, or the raw material components thereof, for an ongoing clinical trial due to the need to replace a contract
manufacturer or other 36third-—-- third - party manufacturer could considerably delay completion of our clinical trials, product
testing and potential regulatory approval of our product candidates. Risks Related to Regulatory Approvalthe-Process and
Other Legal Compliance MattersThe regulatory approval processes of the FDA and comparable foreign authorities are
lengthy and time consuming, and if we are ultimately unable to obtain regulatory approval for our product candidates, our
business will be substantially harmed. Our business is substantially dependent on our ability to successfully develop, obtain
regulatory approval for and then successfully commercialize our product candidates. We are not permitted to market or promote
any of our product candidates before we receive regulatory approval from the FDA, the EMA or any other foreign regulatory
authority, and we may never receive such regulatory approval for any of our product candidates. The time required to obtain
approval by the FDA and comparable foreign authorities is difficult to predict, typically takes many years following the
commencement of clinical trials and depends upon numerous factors. Approval policies, regulations and the types and amount
of clinical and manufacturing data necessary to gain approval may change during the course of clinical development and may
vary among jurisdictions. We have not obtained regulatory approval for any product candidate and it is possible that none of our
existing product candidates or any product candidates we have in development or may seek to develop in the future will ever
obtain regulatory approval. Our product candidates could fail to receive regulatory approval for many reasons, including the
following: e the FDA or comparable foreign regulatory authorities may disagree with the design or implementation of our
clinical trials, or our interpretation of the data submitted in support of regulatory approval; @ we may be unable to demonstrate
to the satisfaction of the FDA or comparable foreign regulatory authorities that a product candidate is safe and effective for its
proposed indication or that a product candidate’ s clinical and other benefits outweigh its safety risks; ® the results of clinical
trials may fail to achieve the level of statistical significance required by the FDA or comparable foreign regulatory authorities
for approval; e the data collected from pre- clinical studies and clinical trials of our product candidates may not be sufficient to
support the submission of an NDA, supplemental NDA, or other regulatory submissions necessary to obtain regulatory
approval; 41 e we or our contractors may not meet the GMP and other applicable requirements for manufacturing processes,
procedures, documentation and facilities necessary for approval by the FDA or comparable foreign regulatory authorities; and @
changes to the approval policies or regulations of the FDA or comparable foreign regulatory authorities with respect to our
product candidates may result in our clinical data becoming insufficient for approval. In addition, even if we were to obtain
regulatory approval, regulatory authorities may approve our product candidates for fewer or more limited indications than what
we requested approval for or may include safety warnings or other restrictions that may negatively impact the commercial
viability of our product candidates, including the potential for a favorable price or reimbursement at a level that we would
otherwise intend to charge for our products. Likewise, regulatory authorities may grant approval contingent on the performance
of costly post- marketing clinical trials or the conduct of an expensive risk- evaluation and mitigation system, which could
significantly reduce the potential for commercial success or viability of our product candidates. Any of the foregoing
possibilities could materially harm the prospects for our product candidates and business and operations. 37We-We may fail to
obtain additienal orphan drug designations from the FDA and / or the EMA for our product candidates, as applicable, and even
if we obtain such designations, we may be unable to maintain the benefits associated with orphan drug designation, including
the potential for market exclusivity. Our strategy includes filing for orphan drug designation where available for our product
candidates. Rusfertide has received orphan drug designation for the treatment of patients with PV from the FDA and the EMA.
Despite this designation, we may be unable to maintain the benefits associated with orphan drug status, including market
exclusivity. We may not be the first to obtain regulatory approval of a product candidate for a given orphan- designated
indication. In addition, exclusive marketing rights in the United States may be limited if we seek approval for an indication
broader than the orphan- designated indication or may be lost if the FDA later determines that the request for designation was
materially defective or if we are unable to assure sufficient quantities of the product to meet patient needs. Further, even if we
obtain orphan drug designation exclusivity for a product, that exclusivity may not effectively protect the product from
competition because different drugs with different active moieties may receive and be approved for the same condition, and only
the first applicant to receive approval for a given active ingredient will receive the benefits of marketing exclusivity. Even after



an orphan- designated product is approved, the FDA can subsequently approve a later drug with the same active moiety for the
same condition if the FDA concludes that the later drug is clinically superior if it is shown to be safer, more effective or makes a
major contribution to patient care. Risks Related to Commercialization of our Product CandidatesWe currently have no
marketing and sales organization. To the extent any of our product candidates for which we maintain commercial rights is
approved for marketing, if we are unable to establish marketing and sales capabilities or enter into agreements with third parties
to market and sell our product candidates, we may not be able to effectively market and sell any products or generate product
revenue. We currently do not have a marketing or sales organization for the marketing, sales and distribution of pharmaceutical
products, and have only a limited number of employees engaged in those activities. In order to commercialize or co-
commercialize any of our product candidates that receive marketing approval, we will have to build adequate marketing, sales,
distribution, managerial and other non- technical capabilities or make arrangements with third parties to perform these services.
We may not be successful in doing so. In the event of the successful development of any of our product candidates, we may
elect to build a targeted specialty sales force which will be expensive and time- consuming. Any failure or delay in the
development of our internal sales, marketing and distribution capabilities would adversely impact the commercialization of
these products. As we have done with Takeda with respect to rusfertide, we may choose to partner with third parties that have
direct sales forces and established distribution systems, either to augment our own sales force and distribution systems or in lieu
of our own sales force and distribution systems. In the case of the Restated-JNJ License and Collaboration Agreement wwith
INF-or the Takeda Collaboration Agreement, we may elect to exercise our right to co- detail products, which would require us to
establish a U. S. sales team. If we are not successful in eemmeretatizing-42commercializing our product candidates, either on
our own or through collaborations with one or more third parties, our future revenue will be materially and adversely impacted.
Recently enacted and future legislation may increase the difficulty and cost for us to obtain marketing approval of and
commercialize our product candidates and affect the prices we may obtain. In the United States and some foreign jurisdictions,
there have been, and we expect there will continue to be, a number of legislative and regulatory changes and proposed changes
regarding the healthcare system that could, among other things, prevent or delay marketing approval of our product candidates,
restrict or regulate post- approval activities and affect our ability to profitably sell any product candidates for which we obtain
marketing approval. Legislative and regulatory proposals have also been made to expand post- approval requirements
and restrict sales and promotional activities for pharmaceutical products. \Vec expeet-that-cannot be sure whether
additional legislative changes state-and-federal-healthearereform-measures-will be enacted adopted-in-the-fatare-, or whether
the FDA regulations, guidance or interpretations will be changed, or what the impact of such changes on the marketing
approvals of our product candidates, if any ef+whieh-eoutdtimit-, may be. In addition, increased scrutiny by the ameunts
that-federal-and-state-governments-witlpay-U. S. Congress of the FDA’ s approval process may significantly delay for- or
healtheare-theraptes-prevent marketing approval , as well as subject which-eould-resultinredueed-demand-for-us to more
stringent product labeling and post- marketing testing and other requirements . See Item 1 . “ Business — Government
Regulation ™ for additional information. egistative-Pharmaceutical and biological product marketing is subject to
substantial regilatory-regulation propesalshave-also-beenmade-in the U. S. and EU, and any failure by us or our future
commercial and collaborative partners to expand-comply with applicable statutes or regulations can adversely affect our
business. Any marketing activities associated with our product candidates, if approved for commercialization, will be
subject to numerous federal, state and equivalent foreign laws governing the marketing and promotion of
pharmaceutical and biological products. The FDA and EMA regulates post- approval prometional labeling and
advertlslng in the Un1ted States and EU, respectlvely, to ensure that they conform to statutory and regulatory
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marketing of prescription drugs is subject to laws and regulations proh1b1t1ng fraud and abuse under government
healthcare programs. Similarly, many states have similar statutes or regulations that apply to items and services
reimbursed under Medicaid and other state programs, and, in some states, such statutes or regulations apply regardless
of the payor. In addition, government authorities may also seek to hold us responsible for any failure of our future
commercialization or collaborative partners to comply with applicable statutes or regulations. If we, or our commercial
or collaborative partners, fail to comply with applicable FDA or EMA regulations or other laws or regulations relating to
the marketing of our product candidates, if apprevat-approved for commercialization, we could be subject to criminal
prosecution, civil penalties, seizure of products, injunctions and exclusion of our product candidates from
reimbursement under government programs , as well as sabjeet-other regulatory or investigatory actions against our
future product candidates, our commercial or collaborative partners or us . The healthcare system is under significant
financial pressure to reduce costs, which could reduce payment and reimbursement rates for drugs. Throughout the
world and particularly in the United States, the healthcare system is under significant financial pressure to reduce costs.
The price of pharmaceuticals has been a topic of considerable public discussion that could lead to price controls or other
price- limiting strategies by payors that have the effect of lowering payment and reimbursement rates for drugs or
otherwise making the commercialization of pharmaceuticals less profitable. Many federal and state legislatures have
considered, and adopted, healthcare policies intended to curb rising healthcare costs, such as the Inflation Reduction Act
of 2022. These cost- containment measures may include, among other measures: requirements for pharmaceutical
companies to negotiate prescription drug prices with government healthcare programs; controls on government- funded
reimbursement for drugs; new or increased requirements to pay prescription drug rebates to government healthcare
programs, including if drug prices increase at a higher rate than inflation; controls on healthcare providers; challenges



to or limits on the pricing of drugs, including pricing controls or limits or prohibitions on reimbursement for specific
products through other means; requirements to try less expensive products or generics before a more stringent-expensive
branded product fabeling-; and public funding for pest-cost effectiveness research, which may be used by government and
private third - marketing-testing-party payors to make coverage and payment decisions. Political, economic and regulatory
43developments may further complicate developments in healthcare systems and pharmaceutical drug pricing. These
developments could, for example, impact our potential licensing agreements as commercial and collaborative partners
may also consider the impact of these pressures on other— their licensing strategies. Any new laws or regulations that
have the effect of imposing additional costs or regulatory burden on pharmaceutical manufacturers, or otherwise
negatively affect the industry, could adversely affect our ability to successfully commercialize our product candidates.
The implementation of any price controls, caps on prescription drugs or price transparency requirements could adversely
affect our business, operating results and financial condition . We currently conduct, and intend to continue to conduct, a
substantial portion of the clinical trials for our product candidates outside of the United States. If approved, we may
commercialize our product candidates abroad. We will thus be subject to the risks of doing business outside of the United States.
We currently conduct, and intend to continue to conduct, a substantial portion of our clinical trials outside of the United States
and, if approved, we intend to also market our product candidates outside of the United States. We are thus subject to risks
associated with doing business outside of the United States. Our business and financial results in the future could be adversely
affected due to a variety of factors associated with conducting development and marketing of our product candidates, if
approved, outside of the United States, including varying medical standards and practices, geopolitical risks, uncertainty around
intellectual property protection, and regulatory risks, such as compliance with the Foreign Corrupt Practices Act. If we are
unable to anticipate and address these risks properly, our business and financial results will be harmed. We may fail or elect not
to commercialize our product candidates, even if approved. We cannot be sure that, if our clinical trials for any of our product
candidates are successfully completed, we will be able to submit an NDA to the FDA or that any NDA we submit will be
approved by the FDA in a timely manner, if at all. After completing clinical trials for a product candidate in humans, a drug
dossier is prepared and submitted to the FDA as an NDA, and includes all pre- clinical studies and clinical trial data relevant to
the safety and effectiveness of the product at the suggested dose and duration of use for the proposed indication as well as
manufacturing information, in order to allow the FDA to review such drug dossier and to consider a product candidate for
approval for commercialization in the United States. If we are unable to submit an NDA with respect to any of our current
product candidates, if any NDA we submit is not approved by the FDA, or we elect not to file an NDA, or if we are unable to
obtain any required state and local distribution licenses or similar authorizations, we will be unable to commercialize that
product. The FDA can and does reject NDAs and require additional clinical trials, even when product candidates achieve
favorable results in Phase 3 clinical trials. Also, we may be subject to pricing pressures from competitive products that could
make it difficult or impossible for us to commercialize the product candidate successfully. If we fail to commercialize any of our
product candidates, our business, financial condition, results of operations and prospects may be materially and adversely
affected. The commercial success of any current or future product candidate will depend upon the degree of market acceptance
by physicians, patients, third- party payors and others in the medical community. We or our collaboration partners in any
potential commercial launch of our product candidates may not be successful in achieving widespread patient or physician
awareness or acceptance of such product candidate. Even though we expect that our product candidate will be priced
responsibly, if approved, there is no guarantee that it or any other product that we bring to the market directly or through a
strategic partner will gain market acceptance by physicians, patients, third- party payors and others in the medical community.
The degree of market acceptance of any of our product candidates, if approved for commercial sale, will depend on a number of
factors, including but not limited to: e the safety and efficacy of the product in clinical trials, and potential advantages over
competing treatments; ® the publication of unfavorable safety or efficacy data concerning our product by third parties; 44 e the
prevalence and severity of any side effects, including any limitations or warnings contained in a product’ s approved labeling; ®
the clinical indications for which approval is granted; e recognition and acceptance of our product candidates over our
competitors’ products; 39-e prevalence of the disease or condition for which the product is approved; e the cost of treatment,
particularly in relation to competing treatments; ® the willingness of the target patient population to try our therapies and of
physicians to prescribe these therapies; ® the strength of marketing and distribution support and timing of market introduction of
competitive products; @ the extent to which the product is approved for inclusion on formularies of hospitals and managed care
organizations; e publicity concerning our products or competing products and treatments; ® the extent to which third- party
payors provide coverage and adequate reimbursement for the product candidate, or any other product candidates we may
pursue, if approved; ® our ability to maintain compliance with regulatory requirements; and ® labeling or naming imposed by
FDA or other regulatory agencies. Even if a product candidate we may develop in the future displays an equivalent or more
favorable efficacy and safety profile in pre- clinical and clinical trials, market acceptance of the product candidate will not be
fully known until after it is launched and may be negatively affected by a potential poor safety experience and the track record
of other product candidates. Our efforts, or those of any strategic licensing or collaboration partner, to educate the medical
community and third- party payors on the benefits of our product candidates may require significant resources, may be under-
resourced compared to large well- funded pharmaceutical entities and may never be successful. If ay product candidates we may
develop in the future are approved but fail to achieve an adequate level of acceptance by physicians, patients, third- party payors
and others in the medical community, we will not be able to generate sufficient revenue to become or remain profitable. If the
market opportunities for our approved product candidates, if any, are smaller than we expect, it couldmaterially
adversely affect our financial condition and results of operations. If the market opportunity for our products, if
approved, is smaller than we expect, we may never become or remain profitable nor generate sufficient revenue growth
to sustain our business even if we obtain significant market share for them. The potentially addressable patient



population for our products may be limited or may not be amenable to treatment with our products, and new patients
may become increasingly difficult to identify or access, which would adversely affect our results of operations and our
business. Risks-4SRisks Related to our Business and Industry We face significant competition from other biotechnology and
pharmaceutical companies, and our operating results will suffer if we or our collaboration partners fail to compete effectively.
The biotechnology and pharmaceutical industries are intensely competitive and subject to rapid and significant technological
change. We have competitors worldwide, including major multinational pharmaceutical companies, biotechnology companies,
specialty pharmaceutical and generic pharmaceutical companies as well as universities and other research institutions. Many of
our competitors have substantially greater financial, technical and other resources, such as larger research and development staff
and experienced marketing and manufacturing organizations. As a result, these companies may obtain regulatory approval more
rapidly than we are able and may be more effective in selling and marketing their products. Smaller or early- stage companies
may also prove to be significant competitors, particularly through collaborative arrangements with large, established companies.
Competition may increase further as a result of advances in the commercial applicability of newer technologies and greater
availability of capital for investment in these industries. Our competitors may succeed in developing, acquiring or licensing, on
an exclusive basis, pharmaceutical products that are easier to develop, more effective or less costly than any product candidates
that we are currently developing or that we may develop. If approved our product candidates are expected to face competition
from commercially available drugs as well as drugs that are in the development pipelines of our competitors. 46Pharmaeentteat
-- Pharmaceutical companies may invest heavily to accelerate discovery and development of novel compounds or to in- license
novel compounds that could make our product candidates less competitive. In addition, any new product that competes with an
approved product must demonstrate advantages in efficacy, convenience, tolerability or safety in order to overcome price
competition and to be commercially successful. If our competitors succeed in obtaining FDA, EMA or other regulatory approval
or discovering, developing and commercializing drugs before we do, there would be a material adverse impact on the future
prospects for our product candidates and business. For example, in November 2021, the FDA approved a Biologics License
Application for ropeginterferon alfa- 2b for use in treatment for patients with PV in the absence of symptomatic splenomegaly
from PharmaEssentia Corporation, the manufacturer of the novel pegylated interferon. We also face competition in certain
instances from the existing standards of care, which may be significantly less expensive than our expected drug prices. For
example, one widely used treatment for patients is phlebotomy and / or chelation therapy. While patients may not like therapies
that involve frequent blood draws, these therapies are inexpensive and may present pricing challenges for us if our drug
candidates are successfully developed and approved. See Item 1, “ Business — Competition ” for additional information.
Outbreaks of disease, epidemics and pandemics have and could continue to adversely impact our business, including our
ongorng and planned chnrcal trrals and pre chnrcal and drscovery research Our We—ha*e—expeﬂeneed—de}ays—rn-eiﬁe*tstﬂ&g—aﬂd
W ; v d future results of operations and
hquldrty could be adversely nnpacted by direct and 1nd1rect 1rnpacts of eprdernrcs and pandemlcs We have and could in the
future experience additional disruptions or increased expenses that may adversely impact our business, including delays or
difficulties in enrolling patients in our ongoing clinical trials and our future clinical trials; delays or difficulties in clinical site
initiation, including difficulties in recruiting clinical site investigators and clinical site staff or maintaining ongoing operations at
such sites; and delays in manufacturing and receiving the supplies, materials and services needed to conduct clinical trials and
pre- clinical research. A continued and prolonged public health crisis could have a material negative impact on our business,
financial condition, and operating results. Unstable market and macroeconomic conditions, including elevated and sustained
inflation, may have serious adverse consequences on our business, financial condition and stock price. As has been widely
reported, we are currently operating in a period of macroeconomic uncertainty and capital markets disruption, which has been
significantly impacted by domestic and global monetary and fiscal policy, trade regulations, including changes in trade
pollcles, tariffs or other trade restrictions or the threat of such actions, geopotitieal-46geopolitical 1nstab111ty, including
ongoing military conflicts between Russia and Ukraine and i in the Mlddle East -Is-rael—aﬁd—Stﬁeuﬁd-mg—afeas— r1s1ng tens10ns
between China and Talwan and high 1nterest rates ;8 eV

d1srupt10ns including srgnlﬁcant Volatlhty in commodlty prices, as well as supply chain interruptions, and has contributed to
record inflation globally. The U. S. Federal Reserve and other central banks may be unable to contain inflation through more
restrictive monetary policy and inflation may increase or continue for a prolonged period of time. Inflationary factors, such as
increases in the cost of clinical supplies, interest rates, overhead costs and transportation costs may adversely affect our
operating results. We continue to monitor these events and the potential impact on our business. Although we do not believe that
inflation has had a material impact on our financial position or results of operations to date, our financial position or results of
operations may be adversely affected in the future due to ﬁumefeus—the macroeconomlc factors dlscussed above —rnel-udiﬂg

SOig ; atRe-an ael-a S-areas; a : , and such factors may lead
fo increases in the cost of manufacturrng our product candidates and delays in 1n1t1at1ng trials. In add1t10n global credit and
financial markets have experienced extreme volatility and disruptions in the past several years and the foregoing factors have
led to and may continue to cause diminished liquidity and credit availability, declines in consumer confidence, declines in
economic growth, uncertainty about economic stability and increased inflation. There can be no assurance that further
deterioration in credit and financial markets and confidence in economic conditions will not occur. A future recession or market
correction or other significant geopolitical events could 4tmaterialty—- materially affect our business and the value of our
common stock. Our general business strategy may be adversely affected by any such economic downturn, volatile business
environment or continued unpredictable and unstable market conditions. If the current equity and credit markets deteriorate, or
do not improve, it may make any necessary debt or equity financing more difficult, more costly, and more dilutive. Failure to



secure any necessary financing in a timely manner and on favorable terms could have a material adverse effect on our growth
strategy, financial performance and stock price and could require us to delay or abandon clinical development plans. In addition,
there is a risk that one or more of our current service providers, manufacturers and other partners may not survive these difficult
economic times, which could directly affect our ability to attain our operating goals. We maintain our cash at financial
institutions, often in balances that exceed federally —insured limits. The failure of financial institutions could adversely affect
our ability to pay our operational expenses or make other payments. Our cash held in non- interest- bearing and interest- bearing
accounts generally exceeds the Federal Deposit Insurance Corporation (the “ FDIC ) insurance limits. If such banking
institutions were to fail, we could lose all or a portion of those amounts held in excess of such insurance limitations. For
example, the FDIC took control of Silicon Valley Bank on March 10, 2023. The Federal Reserve subsequently announced that
account holders would be made whole. However, the FDIC may not make all account holders whole in the event of future bank
failures. In addition, even if account holders are ultimately made whole with respect to a future bank failure, account holders’
access to their accounts and assets held in their accounts may be substantially delayed. Any material loss that we may
experience in the future or inability for a material time period to access our cash and cash equivalents could have an adverse
effect on our ability to pay our operational expenses or make other payments, which could adversely affect our business. If we
fail to comply with state and federal healthcare regulatory laws, we could face substantial penalties, damages, fines,
disgorgement, integrity oversight and reporting obligations, exclusion from participation in governmental healthcare programs,
and the curtailment of our operations, any of which could adversely affect our business, operations, and financial condition.
Healthcare providers, including physicians, and third- party payors will play a primary role in the recommendation and
prescription of any future product candidates we may develop or any product candidates for which we obtain marketing
approval. Our arrangements with third- party payors and customers may expose us to broadly applicable fraud and abuse and
other healthcare laws and regulations that may affect the business or financial arrangements and relationships through which we
would market, sell and distribute our products. Even though we do not and will not control referrals of healthcare services or bill
directly to Medicare, Medicaid or other third- party payors, federal and state healthcare laws and regulations pertaining to fraud
and abuse and patients’ rights are and will be applicable to our business. The laws that may affect our ability to operate include,
but are not limited to: e the federal Anti- Kickback Statute; 47 e the federal false claims laws, including the False Claims Act; ®
the federal Health Insurance Portability and Accountability Act of 1996 (“ HIPAA ”’); @ HIPAA, as amended by the Health
Information Technology for Economic and Clinical Health Act and their implementing regulations, which also imposes
obligations, including mandatory contractual terms, on HIPAA- covered entities, their business associates as well as their
covered subcontractors with respect to safeguarding the privacy, security and transmission of individually identifiable health
information; e the federal civil monetary penalties statute; ® the federal Physician Payments Sunshine Act; and e analogous
state and foreign laws and regulations, such as state anti- kickback and false claims laws. 42Farther--- Further , the ACA,
among other things, amended the intent requirements of the federal Anti- Kickback Statute and certain criminal statutes
governing healthcare fraud. Any violations of these laws, or any action against us for violation of these laws, even if we
successfully defend against it, could result in a material adverse effect on our reputation, business, results of operations and
financial condition. We have entered into consulting and scientific advisory board arrangements with physicians and other
healthcare providers, including some who could influence the use of our product candidates, if approved. While we have worked
to structure our arrangements to comply with applicable laws, because of the complex and far- reaching nature of these laws,
regulatory agencies may view these transactions as prohibited arrangements that must be restructured or discontinued, or for
which we could be subject to other significant penalties. We could be adversely affected if regulatory agencies interpret our
financial relationships with providers who may influence the ordering of and use our product candidates, if approved, to be in
violation of applicable laws. The scope and enforcement of each of these laws is uncertain and subject to rapid change in the
current environment of healthcare reform. Federal and state enforcement bodies have continued to increase their scrutiny of
interactions between healthcare companies and healthcare providers, which has led to a number of significant investigations,
prosecutions, convictions and settlements in the healthcare industry. Additionally, as a result of these investigations, healthcare
providers and entities may have to agree to additional onerous compliance and reporting requirements as part of a consent
decree or corporate integrity agreement. Any such investigation or settlement could significantly increase our costs or otherwise
have an adverse effect on our business. If our operations are found to be in violation of any of these laws or any other
governmental laws and regulations that may apply to us, we may be subject to significant civil, criminal and administrative
penalties, damages, fines, disgorgement, imprisonment, integrity oversight and reporting obligations, exclusion from
government funded healthcare programs, such as Medicare and Medicaid, disgorgement, contractual damages, reputational
harm, diminished profits and the curtailment or restructuring of our operations. If, and to the extent that, we or our collaboration
partners are unable to comply with these regulations, our ability to earn potential royalties from sales of product candidates
under our collaboration agreements would be materially and adversely impacted. If any of the physicians or other healthcare
providers or entities with whom we expect to do business is found to be not in compliance with applicable laws, they may be
subject to significant criminal, civil or administrative sanctions, including exclusions from government funded healthcare
programs. The imposition of any of these penalties or other commercial limitations could negatively impact our collaboration
arrangements ;-or cause our collaboration partners to terminate the related license and collaboration agreement, either of which
would materially and adversely affect our business, financial condition and results of operations. ©ur-480ur future success
depends on our ability to retain our executive officers and to attract, retain and motivate qualified personnel. If we are not
successful in attracting and retaining highly qualified personnel, we may not be able to successfully implement our business
strategy. We are highly dependent on our existing senior management team. The loss of the services of any of our executive
officers or other key employees and our inability to find suitable replacements would harm our research and development
efforts, our collaboration efforts, as well as our business, financial condition and prospects. Our success also depends on our



ability to continue to attract, retain and motivate highly skilled and experienced personnel with scientific, medical, regulatory,
manufacturing, marketing, sales, general and administrative and management training and skills. We may not be able to attract
or retain qualified personnel in the future due to the intense competition for a limited number of qualified personnel among
biopharmaceutical, biotechnology, pharmaceutical and other businesses. Many of the other biopharmaceutical and
pharmaceutical companies that we compete against for qualified personnel have greater financial and other resources, different
risk profiles and a longer history in the industry than we do. Many are located in areas of the country with lower costs of living.
Additionally, the United States has recently experienced historically high levels of inflation and an acute workforce shortage
generally, which has created a hyper- competitive wage environment that may increase our operating costs. Any or all of these
factors may limit our ability to continue to attract and retain 43high~- high quality personnel, which could negatively affect our
ability to successfully develop and commercialize product candidates and to grow our business and operations as currently
contemplated. We expect to expand the size of our organization in the future, and we may experience difficulties in managing
this growth. As of December 31, 2623-2024 , we had ++2-126 full- time equivalent employees, including 85-98 full- time
equivalent employees engaged in research and development. As our development and commercialization plans and strategies
develop, we expect to need additional managerial, operational, scientific, sales, marketing, research, development, regulatory,
manufacturing, financial and other resources. In addition, as our operations expand, we expect that we will need to manage
relationships with strategic collaborators, CROs, contract manufacturers, suppliers, vendors and other third parties. Our future
financial performance and our ability to develop and commercialize our product candidates and to compete effectively will
depend, in part, on our ability to manage any future growth effectively. We may not be successful in accomplishing these tasks
in growing our company, and our failure to accomplish any of them could adversely affect our business and operations.
Significant disruptions of information technology systems or breaches-ef-dataseeuntity-cybersecurity incidents could adversely
affect our business. Our business is increasingly dependent on critical, complex and interdependent information technology
systems, including internet- based systems, to support business processes as well as internal and external communications. The
size and complexity of our internal computer systems and those of our CROs, contract manufacturers, collaboration partners,
and other third parties on which we rely may make them potentially vulnerable to breakdown, telecommunications and electrical
failures, and malicious intrusion such as ransomware and computer viruses that may result in the impairment of key business
processes. Our systems are potentially vulnerable to data-seeurity-cybersecurity breaches, by employees or others, which may
expose sensitive data to unauthorized persons. Such data-seeurity-cybersecurity breaches or eewldlead-to-the-other toss-of
cybersecurity incidents may allow hackers access to our pre- clinical compounds, strategies, discoveries, trade secrets and
[ or other inteleetaat-property-or-confidential information. Additionally, sensitive data could be tead-leaked to-the-publie
exposure-, disclosed or revealed as a result of or in connection with persenallyidentifiable-information(ineludingsensitive
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emai-eompromise-to the extent it was to result in the loss, destruction, unavailability, alteration or dissemination of, or
damage to, er-our other-data seeurtty-breach-or appllcatlons, or or-for pfwaey—vte-}&&eﬁ—lt to be belleved or reported that any
leads-to-disetosure-ormodifteation-of these occurred o v y
nformation-orproteeted-healthinfermation, could harm our reputatlon compel us to Comply with federal and / or state breach
notification laws, subject us to mandatory corrective action, require us to verify the correctness of database contents and
otherwise subject us to liability under laws and regulations that protect personal data, resulting in increased costs or loss of
revenue. The risk of a cybersecurity incident or other informational technology disruption, particularly through cyber-
attacks, has generally increased as the number, intensity and sophistication of attempted attacks and intrusions from
49around the world has increased. If we are unable to prevent such dataseenrity-cybersecurity breaches-incidents or privacy
violations or implement satisfactory remedial measures, our operations could be disrupted, and we may suffer loss of reputation,
financial loss and other regulatory penalties. If we fail to comply with environmental, health and safety laws and regulations, we
could become subject to fines or penalties or incur costs that could have a material adverse effect on the success of our business.
We are subject to numerous environmental, health and safety laws and regulations, including those governing laboratory
procedures and the handling, use, storage, treatment and disposal of hazardous materials and wastes. Our operations involve the
use of hazardous and flammable materials, including chemicals and biological materials, and produce hazardous waste products.
We generally contract with third parties for the disposal of these materials and waste. We cannot eliminate the risk of
contamination or injury from these materials. In the event of contamination or injury resulting from our use of hazardous
materials, we could be held liable for any resulting damages, and any liability could exceed our resources. We also could incur
significant costs associated with civil or criminal fines and penalties. Our employees, independent contractors, principal
investigators, consultants and vendors may engage in misconduct or other improper activities, including noncompliance with
regulatory standards and requirements, which could have a material adverse effect on our business. We are exposed to the risk
that our employees, independent contractors, principal investigators, consultants or vendors may engage in fraudulent conduct or
other illegal activity. Misconduct by these parties could include intentional, reckless and / or negligent conduct or disclosure of
unauthorized activities to us that violates: (i) FDA laws 44and—- and regulations or those of comparable foreign regulatory
authorities, (i) manufacturing standards, (iii) federal and state data privacy, security, fraud and abuse and other healthcare laws
and regulations established and enforced by comparable foreign regulatory authorities, or (iv) laws that require the true,
complete and accurate reporting of financial information or data. Additionally, we are subject to the risk that a person or
government could allege such fraud or other misconduct, even if none occurred. If any such actions are instituted against us, and
we are not successful in defending ourselves or asserting our rights, those actions could have a significant impact on our
business and results of operations, including the imposition of significant fines or other sanctions. If product liability lawsuits
are brought against us, we may incur substantial liabilities and may be required to limit commercialization of our product




candidates. We may be sued if any product we develop allegedly causes injury or is found to be otherwise unsuitable during
product testing, manufacturing, marketing or sale. Any such product liability claims may include allegations of defects in
manufacturing, defects in design, a failure to warn of dangers inherent in the product, negligence, strict liability and a breach of
warranties. If we cannot successfully defend ourselves against product liability claims, we may incur substantial liabilities or be
required to stop development or, if approved, limit commercialization of our product candidates. Our inability to obtain and
retain sufficient product liability insurance at an acceptable cost to protect against potential product liability claims could
prevent or inhibit the development or commercialization of our product candidates. We currently carry clinical trial liability
insurance for our clinical trials. Although we maintain such insurance, any claim that may be brought against us could result in a
court judgment or settlement in an amount that is not covered, in whole or in part, by our insurance or that is in excess of the
limits of our insurance coverage. Our insurance policies also have various exclusions, and we may be subject to a product
liability claim for which we have no coverage. We will have to pay any amounts awarded by a court or negotiated in a
settlement that exceed our coverage limitations or that are not covered by our insurance, and we may not have, or be able to
obtain, sufficient capital to pay such amounts. Gar-S00ur headquarters is located near known earthquake fault zones. The
occurrence of an earthquake, fire or any other catastrophic event could disrupt our operations or the operations of third parties
who provide vital support functions to us, which could have a material adverse effect on our business and financial condition.
We and some of the third- party service providers on which we depend for various support functions are vulnerable to damage
from catastrophic events, such as power loss, natural disasters, extreme weather, terrorism, pandemics and similar unforeseen
events beyond our control. Our corporate headquarters, including our laboratory facilities, are located in the San Francisco Bay
Area, which in the past has experienced severe earthquakes and wildfires. We do not carry earthquake insurance. Earthquakes or
other natural disasters could severely disrupt our operations, and have a material adverse effect on our business, results of
operations, financial condition and prospects. The insurance coverage and reimbursement status of newly approved products is
uncertain. Failure to obtain or maintain adequate coverage and reimbursement for our product candidates could limit our ability
to generate revenue. The availability and extent of reimbursement by governmental and private payors is essential for most
patients to be able to afford medications and therapies. Sales of any of our product candidates that receive marketing approval
will depend substantially, both in the United States and internationally, on the extent to which the costs of our product
candidates will be paid by health maintenance, managed care, pharmacy benefit and similar healthcare management
organizations, or reimbursed by government health administration authorities, private health coverage insurers and other third-
party payors. If reimbursement is not available, or is available only to limited levels, we may not be able to successfully
commercialize our product candidates. Even if coverage is provided, the approved reimbursement amount may not be high
enough to allow us to establish or maintain adequate pricing that will allow us to realize a sufficient return on our investment.
45Fhere-- There is significant uncertainty related to the insurance coverage and reimbursement of newly approved products as
increasingly high barriers are being erected to the entry of new products into the healthcare markets. Coverage and
reimbursement can differ significantly from payor to payor. It is difficult to predict what CMS will decide with respect to
reimbursement for novel products such as ours since there is no body of established practices and precedents for these new
products. Outside the United States, international operations are generally subject to extensive governmental price controls and
other market regulations, and we believe the increasing emphasis on cost- containment initiatives in Europe, Canada and other
countries may cause us to price our product candidates on less favorable terms than we currently anticipate. In many countries,
particularly the countries of the European Union, pricing negotiations with governmental authorities can take considerable time
after the receipt of marketing approval for a product. To obtain reimbursement or pricing approval in some countries, we may be
required to conduct a clinical trial that compares the cost- effectiveness of our product candidates to other available therapies. In
general, the prices of products under such systems are substantially lower than in the United States. Additional foreign price
controls or other changes in pricing regulation could restrict the amount that we are able to charge for our product candidates.
Accordingly, in markets outside the United States, the reimbursement for our products may be reduced compared with the
United States and may be insufficient to generate commercially reasonable revenues and profits. Risks Related to our
Intellectual Property If we are unable to obtain or protect intellectual property rights related to our product candidates and
technologies, we may not be able to compete effectively in our markets. We rely upon a combination of patent protection, trade
secret protection and confidentiality agreements to protect the intellectual property related to our product candidates and
technologies. The strength of patents in the biotechnology and pharmaceutical field involves complex legal and scientific
questions and can be uncertain. We may or may not file or prosecute all necessary or desirable patent applications. The patent
applications that we own or license may fail to result in issued patents in the United States or in other foreign countries, or they
may fail to result in issued patents with claims that cover our product candidates or technologies in the United States or in other
foreign countries. Any failure to identify-S1identify relevant prior art relating to a patent or patent applications can invalidate a
patent or prevent a patent from issuing. Even if patents have been issued, third parties may challenge the validity, enforceability
or scope thereof, which may result in such patents being narrowed, invalidated or held unenforceable. Furthermore, even if they
are unchallenged, our patent and patent applications may not adequately protect our intellectual property, provide exclusivity for
our product candidates and technologies, or prevent others from designing around our claims. If the breadth or strength of
protection provided by our patents is challenged, or if they fail to provide meaningful exclusivity for our product candidates, it
could prevent us from asserting exclusivity over the covered product and allow generic competition. We cannot offer any
assurances about which, if any, of our patent applications will issue, the breadth of any such issued patent, or whether any issued
patents will be found invalid and unenforceable or will be threatened by third parties. Any successful opposition or other
challenge to our patents or patent applications could significantly diminish the commercial prospects of any products that we
develop. In addition, patents have a limited lifespan. In the United States and in many other countries, the natural expiration of a
patent is generally 20 years after it is filed, and once any patents covering a product expire, generic competitors may enter the



market. Our granted U. S. patent covering rusfertide expires in 2034 but is eligible for extension of up to five years for a portion
of the time spent in development. Although the life of a patent can be increased based on certain delays caused by the U. S.
Patent and Trademark Office, this increase can be reduced or eliminated based on certain delays caused by the patent applicant
during patent prosecution. If we encounter delays in our clinical trials or in gaining regulatory approval, the period of time
during which we could market any of our product candidates under patent protection, if approved, would be reduced. We may
not be able to protect our intellectual property rights throughout the world. Filing, prosecuting and defending patents on all of
our product candidates throughout the world would be prohibitively expensive, and our intellectual property rights in some
countries outside the United States may be less extensive than those in the United 46States—- States . In addition, the laws of
some foreign countries do not protect intellectual property rights, including trade secrets, to the same extent as federal and state
laws of the United States and many countries limit the enforceability of patents against third parties, including government
agencies or government contractors. Competitors may use our technologies in jurisdictions where we have not obtained patent
protection to develop their own products and, further, may export otherwise infringing products to territories where we have
patent protection, but enforcement is not as strong as in the United States. These products may compete with our products in
jurisdictions where we do not have any issued patents and our patent claims or other intellectual property rights may not be
effective or sufficient to prevent them from so competing. Also, if our trade secrets are disclosed in a foreign jurisdiction,
competitors worldwide could have access to our proprietary information and we may be without satisfactory recourse. Such
disclosure could have a material adverse effect on our business. We also rely on trade secret protection and confidentiality
agreements to protect proprietary scientific, business and technical information and know- how that is not or may not be
patentable or that we elect not to patent. For example, we primarily rely on trade secrets and confidentiality agreements to
protect our peptide therapeutics technology platform. Any disclosure to or misappropriation by third parties of our confidential
proprietary information could enable competitors to quickly duplicate or surpass our technological achievements, thus eroding
our competitive position in our market. If we are unable to protect the confidentiality of our trade secrets and proprietary know-
how or if competitors independently develop viable competing products, our business and competitive position may be harmed.
Although we require all of our employees to assign their inventions to us, and endeavor to execute confidentiality agreements
with all of our employees, consultants, advisors and any third parties who have access to our proprietary know- how and other
confidential information related to such technology, we cannot be certain that we have executed such agreements with all third
parties who may have helped to develop our intellectual property or who had access to our proprietary information, nor can be
we certain that our agreements will not be breached. If any of the parties to these confidentiality agreements breaches or violates
the terms of such agreements, we may not have adequate remedies for any such breach or violation, and we could lose our trade
secrets as a result. Even-S2Even if we are able to adequately protect our trade secrets and proprietary information, our trade
secrets could otherwise become known or could be independently discovered by our competitors. If our trade secrets are not
adequately protected so as to protect our market against competitors’ products, others may be able to exploit our proprietary
peptide product candidate discovery technologies to identify and develop competing product candidates, and thus our
competitive position could be adversely affected, as could our business. We may be involved in lawsuits and other legal
proceedings to protect or enforce our intellectual property, which could be expensive, time consuming and unsuccessful.
Competitors may infringe our issued patents or any patents issued as a result of our pending or future patent applications. To
counter infringement or unauthorized use, we may be required to file infringement claims, which can be expensive and time-
consuming. In addition, in an infringement proceeding, a court may decide that a patent of ours is not valid or is unenforceable
or may refuse to stop the other party in such infringement proceeding from using the technology at issue on the grounds that our
patents do not cover the technology in question. An adverse result in any litigation or defense proceedings could put one or more
of our patents at risk of being invalidated, held unenforceable or interpreted narrowly, and could put any of our patent
applications at risk of not yielding an issued patent. Issued patents and patent applications may be challenged in the courts and in
the patent office in the United States and abroad. An adverse determination in any such challenge could prevent the issuance of,
reduce the scope of, invalidate or render unenforceable our patent rights, result in the loss of exclusivity, or limit our ability to
stop others from using or commercializing our platform technology and products. Any such adverse result or determination
could have a material adverse effect on our business, financial condition and results of operations. 47A#ny—- Any issued patents
covering our product candidates, including any patent that may issue as a result of our pending or future patent applications,
could be found invalid or unenforceable if challenged in court in the United States or abroad. As more groups become engaged
in scientific research and product development in fields related to our product candidates, such as hepcidin mimetics or IL- 23R,
the risk of our patents, or patents that we have in- licensed, being challenged through patent interferences, derivation
proceedings, oppositions, re- examinations, litigation or other means will likely increase. An adverse outcome in a patent dispute
could have a material adverse effect on our business by: @ causing us to lose patent rights in the relevant jurisdiction (s); @
subjecting our collaboration partners or us to litigation, or otherwise preventing the commercialization of product candidates in
the relevant jurisdiction (s); or @ requiring our collaboration partners or us to obtain licenses to the disputed patents, cease using
the disputed technology or develop or obtain alternative technologies. An adverse outcome in a patent dispute could severely
harm our collaborations or cause our collaboration partners to terminate their respective agreements. Litigation or other legal
proceedings relating to intellectual property claims, with or without merit, are unpredictable and generally expensive and time-
consuming and, even if resolved in our favor, are likely to divert significant resources from our core business, including
distracting our technical and management personnel from their normal responsibilities. In addition, there could be public
announcements of the results of hearings, motions or other interim proceedings or developments and if securities analysts or
investors perceive these results to be negative, it could have a substantial adverse effect on the market price of our common
stock. We may not have sufficient financial or other resources to adequately conduct such litigation or proceedings. Some of our
competitors may be able to sustain the costs of such litigation or proceedings more effectively than we can because of their



greater financial resources and more mature and developed intellectual property portfolios. Accordingly, despite our efforts, we
may not be able to prevent third parties from infringing upon or misappropriating or from successfully challenging our
intellectual property rights. Uncertainties resulting from the initiation and continuation of patent litigation or other proceedings
could have a material adverse effect on our ability to compete in the marketplace. Fhird-5S3Third - party claims of intellectual
property infringement may prevent or delay our drug discovery and development efforts. Our commercial success depends in
part on our ability to develop, manufacture, market and sell our drug candidates and use our proprietary technologies without
infringing or otherwise violating the patents and proprietary rights of third parties. Numerous third- party U. S. and foreign
issued patents and pending patent applications exist in the fields in which we are developing product candidates, and there may
be third- party patents or patent applications with claims to materials, formulations, methods of manufacture or methods for
treatment related to the use or manufacture of our product candidates and technologies. Third parties may initiate legal
proceedings against us alleging that we are infringing or otherwise violating their patent or other intellectual property rights.
Given the vast number of patents in our field of technology, marketing of our product candidates or practice of our technologies
could infringe existing patents or patents granted in the future. There may be applications now pending of which we are
unaware that may later result in issued patents that may be infringed by the practice of our peptide therapeutics technology
platform or the manufacture, use or sale of our product candidates. If any third- party patents were to be held by a court of
competent jurisdiction to cover the manufacturing process of any of our product candidates, any molecules formed during the
manufacturing process or any final product or formulation itself, the holders of any such patents may be able to block our ability
to commercialize such product candidate unless we obtained a license under the applicable patents, or until such patents expire.
As our industry expands and more patents are issued, the risk increases that our product candidates or technologies may give
rise to claims of infringement of the patent rights of others. 48Parties—- Parties making claims against us may obtain injunctive
or other equitable relief, which could effectively block our ability to commercialize our product candidates. Even if we are
successful in defending against any infringement claims, litigation is expensive and time- consuming and is likely to divert
management’ s attention and substantial resources from our core business. In the event of a successful claim of infringement
against us, we may have to pay substantial damages, limit our uses, pay royalties or redesign our infringing product candidates,
which may be impossible or require substantial time and monetary expenditure. We may choose to seek, or may be required to
seek, a license from the third- party patent holder and would most likely be required to pay license fees or royalties or both, each
of which could be substantial. These licenses may not be available on commercially reasonable terms, however, or at all. Even if
we were able to obtain a license, the rights we obtain may be nonexclusive, which would provide our competitors access to the
same intellectual property rights upon which we are forced to rely. Furthermore, even in the absence of litigation, we may need
to obtain licenses from third parties to advance our research or allow commercialization of our product candidates, and we have
done so from time to time. We may fail to obtain any of these licenses at a reasonable cost or on reasonable terms, if at all. In
such an event, we would be unable to further practice our technologies or develop and commercialize any of our product
candidates at issue, which could harm our business significantly. We may be subject to claims that our employees, consultants or
independent contractors have wrongfully used or disclosed confidential information of third parties or that our employees have
wrongfully used or disclosed alleged trade secrets of former or other employers. Many of our employees and consultants,
including our senior management and our scientific founders, have been employed or retained at universities or by other
biotechnology or pharmaceutical companies, including potential competitors. Some of our employees and consultants, including
each member of our senior management and each of our scientific founders, executed proprietary rights, non- disclosure and
non- competition agreements in connection with such previous employment or retention. We may be subject to claims that we or
these employees, consultants or independent contractors have used or disclosed intellectual property, including trade secrets or
other proprietary information, of any such employee’ s or consultant’ s former or other employer. If we fail in defending any
such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights or personnel. Even if we
are successful in defending against such claims, litigation could result in substantial costs and be a distraction to management.
We-54We may be subject to claims challenging the inventorship or ownership of our issued patents, any patents issued as a
result of our pending or future patent applications and other intellectual property. We may be subject to claims that former
employees, collaborators or other third parties have an ownership interest in our issued patents, any patents issued as a result of
our pending or future applications or other intellectual property. We have had in the past, and we may have in the future,
ownership disputes arising, for example, from conflicting obligations of consultants or others who are involved in developing
our product candidates and technologies. Litigation may be necessary to defend against these and other claims. In addition, some
of our intellectual property rights were generated through the use of U. S. government funding and are therefore subject to
certain federal regulations. As a result, the U. S. government may have certain rights to intellectual property embodied in our
current or future product candidates pursuant to the Bayh- Dole Act of 1980 and implementing regulations. These U. S.
government rights in certain inventions developed under a government- funded program include a non- exclusive, non-
transferable, irrevocable worldwide license to use inventions for any governmental purpose. In addition, the U. S. government
has the right to require us or our licensors to grant exclusive, partially exclusive, or non- exclusive licenses to any of these
inventions to a third party in certain circumstances (also referred to as “ march- in rights ). Our reliance on third parties requires
us to share our trade secrets, which increases the possibility that a competitor will discover them or that our trade secrets will be
misappropriated or disclosed. Because we expect to rely on third parties in the development and manufacture of our product
candidates, we must, at times, share trade secrets with them. We seek to protect our proprietary technology in part by entering
into confidentiality agreements and, if applicable, material transfer agreements, consulting agreements or other similar
agreements with our advisors, employees, third- party contractors and consultants prior to beginning research or 49disetositg---
disclosing proprietary information. These agreements typically limit the rights of the third parties to use or disclose our
confidential information, including our trade secrets. Despite the contractual provisions employed when working with third



parties, the need to share trade secrets and other confidential information increases the risk that such trade secrets become
known by our competitors, are inadvertently incorporated into the technology of others, or are disclosed or used in violation of
these agreements. Given that our proprietary position is based, in part, on our know- how and trade secrets, a competitor’ s
discovery of our trade secrets or other unauthorized use or disclosure would impair our competitive position and may have an
adverse effect on our business and results of operations. Intellectual property rights do not necessarily address all potential
threats to our business. 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. The following examples are
illustrative: ® others may be able to make compounds or formulations that are similar to our product candidates, but that are not
covered by the claims of any patents that we own, license or control; ® we or any strategic partners might not have been the first
to make the inventions covered by the issued patents or pending patent applications that we own; ® we may not have been the
first to file patent applications covering certain of our inventions; @ others may independently develop the same, similar, or
alternative technologies without infringing, misappropriating or violating our intellectual property rights; e it is possible that our
pending patent applications will not lead to issued patents; @ issued patents may not provide us with any competitive
advantages, or may be narrowed or held invalid or unenforceable, including as a result of legal challenges; 55 ® our competitors
might conduct research and development activities in the United States and other countries that provide a safe harbor from
patent infringement claims for certain research and development activities, as well as in countries where we do not have patent
rights, and may then use the information learned from such activities to develop competitive products for sale in our major
commercial markets; ® we may choose not to file a patent in order to maintain certain trade secrets or know- how, and a third
party may subsequently file a patent covering such trade secrets or know- how; and e the patents of others may have an adverse
effect on our business. Should any of these events occur, they could have a material adverse impact on our business and
financial condition. Risks Related to Ownership of our Common Stock Our stock price has been and will likely continue to be
volatile and may decline regardless of our operating performance. Our stock price has fluctuated in the past and is likely to be
volatile in the future. From January 1, 2623-2024 through December 31, 2623-2024 , the reported sale price of our common
stock has fluctuated between $ 46-21 . 62-43 and $ 36-48 . 48-89 per share. The stock market in general and the market for
biotechnology companies in particular have experienced extreme volatility that has often been unrelated to the operating
performance of particular companies. As a result of this volatility, investors may experience losses on their investment in our
common stock, including due to the factors discussed in these “ Risk Factors ”” and elsewhere in this Annual Report enFerm—+6-
K- 56Velatitity—- Velatility in our share price could subject us to securities class action litigation. Securities class action
litigations have often been brought against companies following a decline in the market price of their securities. If we face such
litigation, it could result in substantial costs and a diversion of management’ s attention and resources, which could harm our
business. We are required to develop and maintain proper and effective internal controls over financial reporting and any failure
to maintain the adequacy of these internal controls may adversely affect investor confidence in our company and, as a result, the
value of our common stock. We are required, pursuant to Section 404 of the Sarbanes- Oxley Act (* Section 404 ™), to furnish a
report by management on the effectiveness of our internal control over financial reporting. This assessment needs to include
d1sclosure of any materlal weaknesses 1dent1ﬁed by our management in our internal control over financial reporting. Our publie
AJun ; han n-and-our-independent registered public accounting firm is required to
attest to the effectlveness of our 1nterna1 control over ﬁnanmal reporting beginning-with-thisAnnual-Report-onForm10-K-.
Maintaining adequate internal controls in place so that we can produce accurate financial statements on a timely basis is a costly
and time- consuming effort that will need to be evaluated frequently. We currently do not have an internal audit group, and we
may need to hire additional accounting and financial staff with appropriate public company experience and technical accounting
knowledge and continue the costly and challenging process of compiling the system and processing documentation necessary to
perform the evaluation needed to comply with Section 404. We may not complete our continued evaluation, testing and any
required remediation in a timely fashion. During our evaluation of our internal control, if we identify one or more material
weaknesses in our internal control over financial reporting or fail to remediate any material weaknesses, we will be unable to
assert that our internal control over financial reporting is effective. In addition, if we have a material weakness, we will receive
an adverse opinion regarding our internal control over financial reporting from our independent registered public accounting
firm. Any material weakness or other failure to maintain internal control over financial reporting could severely inhibit our
ability to accurately report our financial condition or results of operations. If we are not able to comply with the requirements of
Section 404 or if we or our independent registered public accounting firm are unable to attest to the effectiveness of our internal
control over finanetal-S6financial reporting, investors may lose confidence in the accuracy and completeness of our financial
reports, the market price of our stock could decline and we could be subject to sanctions or investigations by Nasdaq, the SEC,
or other regulatory authorities, which would require additional financial and management resources. Our certificate of
incorporation provides that the Court of Chancery of the State of Delaware is the exclusive forum for substantially all disputes
between us and 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 (*“ Certificate of
Incorporation ) provides that the Court of Chancery of the State of Delaware will be the exclusive forum for certain actions and
proceedings. Furthermore, Section 22 of the Securities Act ef+933-as-amended-(“SeeunrttiesAet2);creates concurrent
jurisdiction for federal and state courts over all Securities Act actions. Accordingly, both state and federal courts have
jurisdiction to entertain such claims. The choice of forum provision may limit a stockholder’ s ability to bring a claim in a
judicial forum that it finds favorable for disputes, which may discourage such lawsuits. Alternatively, if a court were to find the
choice of forum provision contained in our Certificate of Incorporation to be inapplicable or unenforceable in an action, we may
incur additional costs associated with resolving such action in other jurisdictions. Some provisions of our charter documents 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.
There are provisions in our Certificate of Incorporation and Bylaws, such as the existence of a classified Board and the
authorization of “ blank- check ” preferred stock, that may make it difficult for a third party to acquire, or attempt to acquire,
control of our company, even if a change in control was considered favorable by our stockholders. These 5+provisions may
frustrate or prevent any attempts by our stockholders to replace or remove our current management by making it more
difficult for stockholders to replace members of our Board, who are responsible for appointing the members of our
management. Moreover, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of
the Delaware General Corporation Law, which prohibit a person who owns 15 % or more 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 in our Certificate of Incorporation, our 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. General
Risk FactorsOur ability to use net operating loss carryforwards to offset future taxable income, and our ability to use tax
credit carryforwards, may be subject to certain limitations. Our ability to use our federal and state net operating losses
(“ NOLs ”) to offset potential future taxable income and related income taxes that would otherwise be due is dependent
upon our generation of future taxable income, and we cannot predict with certainty when, or whether, we will generate
sufficient taxable income to use our NOLs. To the extent that we continue to generate taxable losses, unused losses will
carry forward to offset future taxable income, if any, until such unused losses expire. Under Sections 382 and 383 of the
Internal Revenue Code of 1986, as amended, if a corporation undergoes an “ ownership change, ” generally defined as a
greater than fifty percentage point change (by value) in its equity ownership by certain stockholders over a three- year
period, the corporation’ s ability to use its pre- change net operating loss carryforwards, or NOLs, and other pre- change
tax attributes (such as research and development tax credits) to offset its post- change taxable income or tax liability may
be limited. We have experienced ownership changes in the past, resulting in annual limitations in our ability to use our
NOL:s and credits. In addition, we may experience subsequent ownership changes as a result of future equity offerings or
other changes in the ownership of our stock, some of which 57



