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You should carefully consider the risks described below, as well as general economic and business risks and the other
information in this Annual Report on Form 10- K. The occurrence of any of the events or circumstances described below or
other adverse events could have a material adverse effect on our business, results of operations and financial condition and could
cause the trading price of our common stock to decline. Additional risks or uncertainties not presently known to us or that we
currently deem immaterial may also harm our business . Moreover, 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 . Summary of Risk Factors Investing in our
common stock involves significant risks. You should carefully consider the risks described below before making a decision to
invest in our common stock. If we are unable to successfully address these risks and challenges, our business, financial
condition, results of operations, or prospects could be materially adversely affected. In such case, the trading price of our
common stock would likely decline, and you may lose all or part of your investment. Below is a summary of some of the risks
we face. « We are substantially dependent on the success of SLK, and our ongoing and anticipated clinical trials of SLK may not
be successful. « Our business relies on certain licensing rights from MHKDG and RCT that can be terminated in certain
circumstances. If we breach those agreements, or if we are unable to satisfy our diligence obligations under which we license
rights to SLK from MHKDG, we could lose the ability to develop and commercialize SLK. « We have incurred losses since
inception, and we expect to incur significant losses for the foreseeable future and may not be able to achieve or sustain
profitability in the future. We have not generated any revenue from SLK and may never generate revenue or become profitable.
* We have a limited operating history and have no products approved for commercial sale. « We have never successfully
completed the regulatory approval process for any of our product candidates and we may be unable to do so for any product
candidates we acquire or develop. ¢ The results of preclinical testing and early clinical trials may not be predictive of the success
of our later clinical trials, and the results of our clinical trials may not satisfy the requirements of the FDA, EMA, or other
comparable foreign regulatory authorities. ¢ Preclinical and clinical development involves a lengthy and expensive process with
uncertain outcomes, and results of earlier studies and trials may not be predictive of future clinical trial results. ¢ Preliminary,
interim data from our clinical trials that we announce or publish may change as more patient data become available and are
subject to audit and verification procedures. « We may find it difficult to enroll patients in our clinical trials. If we experience
delays or difficulties in the enrollment of patients in clinical trials, our successful completion of clinical trials or receipt of
marketing approvals could be delayed or prevented. « We face substantial competition, which may result in others discovering,
developing, licensing or commercializing products before or more successfully than we do. * SLK may have a safety profile that
could prevent regulatory approval, marketing approval or market acceptance, or limit its commercial potential. ¢ If we are
unable to raise capital when needed, or on acceptable terms, we may be forced to delay, reduce and / or eliminate one or more of
our development programs or future commercialization efforts, which would have a negative impact on our business, prospects,
operating results, and financial condition. * We currently rely on third parties to produce and process SLK. Our business could
be adversely affected if the third- party manufacturers fail to provide us with sufficient quantities of SLK or fail to do so at
acceptable quality levels or prices. * Our ability to protect our patents and other proprietary rights is uncertain, exposing us to the
possible loss of competitive advantage. MOONLAKE IMMUNOTHERAPEUTICSFORM 10- K FOR THE YEAR ENDED
DECEMBER 31, 2023PART-2024PART | » Geopolitical events and global economic conditions, such as public health
crises, the conflicts between Russia and Ukraine and in the Middle East, could seriously and adversely affect our
preclinical studies and ongoing and anticipated clinical trials, business, financial condition and results of operations.
Risks Related to Our Limited Operating History, Business, Financial Condition, and Results of Operations We are a clinical-
stage company with limited operating history. To become and remain profitable, we must develop and eventually commercialize
a product or products with significant market potential. This will require us to be successful in a range of challenging activities,
including establishing our business model and key third- party relationships with payers, completing preclinical studies and
clinical trials of our product candidates, obtaining marketing approval for these product candidates, manufacturing, marketing,
selling those products for which we may obtain marketing approval and satisfying any post- marketing requirements. We have
no products approved for commercial sale and, since our inception, we have been incurring significant operating losses, and
expect to incur significant losses in the foreseeable future. As with any clinical development, we cannot be certain that our
planned clinical trials will begin or be completed on time or at all. In addition, we have not yet demonstrated an ability to obtain
marketing approvals, manufacture a commercial- scale product or arrange for a third party to do so on our behalf, or conduct
sales, marketing and distribution activities necessary for successful product commercialization. Our ability to generate revenue
depends on a number of factors, including, but not limited to, our ability to:  successfully complete our ongoing and planned
preclinical and clinical studies for SLK; ¢ timely file and gain acceptance of IND applications for our programs in order to
commence planned clinical trials or future clinical trials; * successfully enroll subjects in, and complete, our ongoing and
planned clinical trials; * obtain data related to SLK and generated prior to the License Agreement, but not transferred from
MHKDG, which may delay our development and commercialization; ¢ initiate and successfully complete all safety and efficacy
studies required to obtain U. S. and foreign regulatory approval for our product candidates, and additional clinical trials or other
studies beyond those planned to support the approval and commercialization of SLK; ¢ successfully demonstrate to the



satisfaction of the FDA, EMA, or similar foreign regulatory authorities the safety and efficacy and acceptable risk to benefit
profile of SLK or any future SLK product candidates; * successfully manage the prevalence, duration and severity of potential
side effects or other safety issues experienced with our product candidates, if any; ¢ obtain the timely receipt of necessary
marketing approvals from the FDA, EMA and similar foreign regulatory authorities; ¢ establish commercial manufacturing
capabilities or make arrangements with third- party manufacturers for clinical supply and commercial manufacturing; * obtain
and maintain patent and trade secret protection or regulatory exclusivity for our product candidates; ¢ launch commercial sales
of our products, if and when approved, whether alone or in collaboration with others; ¢ obtain and maintain acceptance of the
products, if and when approved, by patients, the medical community and third- party payers; ¢ position our product conducts to
effectively compete with other therapies; ¢ obtain and maintain healthcare coverage and adequate reimbursement for our
products; * enforce and defend intellectual property rights and claims; and ¢ maintain a continued acceptable safety profile of
SLK following approval. Due to the uncertainties and risks associated with these activities, we are unable to accurately and
precisely predict the timing and amount of revenues, the extent of any further losses or if or when we might achieve
profitability. Consequently, any predictions you make about our future success or viability may not be as accurate as they could
be if we had a longer operating history. We may never succeed in these activities and, even if we succeed in commercializing
SLK, we may never generate revenue that is significant enough to achieve profitability. If we do achieve profitability, we may
not be able to sustain or increase profitability on a quarterly or annual basis and we swil-may continue to incur substantial
research and development and other expenditures to develop and market additional product candidates. Our failure to become
and remain profitable could decrease the value of our shares and impair our ability to raise capital, maintain our research and
development efforts, expand our business or continue our operations. Further, we may encounter unexpected expenses,
challenges and complications from known and unknown factors. Investment in biopharmaceutical product development is a
highly speculative undertaking and entails substantial upfront capital expenditures and risk that any product candidate will fail to
demonstrate adequate efficacy or an acceptable safety profile, gain regulatory approval and become commercially viable. We
have no products approved for commercial sale, we have not generated any revenue from product sales to date, and we continue
to incur research and development and other expenses related to our ongoing operations. We do not expect to generate product
revenue unless or until we successfully complete clinical development and obtain regulatory approval from the FDA, EMA and
similar foreign regulatory authorities of, and then successfully commercialize, SLK in one or more indications. We may never
succeed in these activities and, even if we do, may never generate revenues that are significant or large enough to achieve
profitability. If we are unable to generate sufficient revenue through the sale of SLK, we may be unable to continue operations
without additional funding. We have incurred net losses in each period since we commenced operations on March 10, 2021. Our
net losses were $ 44-121 . +2 million for the year ended December 31, 2623-2024 . We expect to continue to incur significant
losses for the foreseeable future. Our failure to become profitable would decrease the value of our Company and could impair
our ability to raise capital, maintain our research and development efforts, expand our business and / or continue our operations.
A decline in the value of our Company could also cause you to lose all or part of your investment. If we are unable to raise
capital when needed, or on acceptable terms, we may be forced to delay, reduce and / or eliminate one or more of our
development programs or future commercialization efforts, which would have a negative impact on our business, prospects,
operating results and financial condition. Developing biopharmaceutical products is a very long, time- consuming, expensive
and uncertain process that takes years to complete. We expect our expenses to increase in connection with our ongoing activities,
particularly as we conduct clinical trials of, and seek marketing approval from the FDA, EMA, and similar foreign regulatory
authorities for, SLK. Even if SLK is approved for commercial sale, we anticipate incurring costs associated with sales,
marketing, manufacturing and distribution activities to launch SLK. Our expenses could increase beyond expectations if we are
required by the FDA, EMA, or other regulatory agencies to perform preclinical studies or clinical trials in addition to those that
we currently anticipate. Because the design and outcome of our planned and anticipated clinical trials are highly uncertain, we
cannot reasonably estimate the actual amount of funding that will be necessary to successfully complete the development and
commercialization of SLK. Our future capital requirements depend on many factors, including factors that are not within our
control. Based on our current operating plan, we believe our existing cash, cash equivalents and short- term marketable
securities, will be sufficient to fund our operations to the end of 2026. This estimate is based on assumptions that may prove to
be wrong, and we could use our available capital resources sooner than we currently expect. We do not have any committed
external sources of funds and adequate additional financing may not be available to us on acceptable terms, or at all. We may be
required to seek additional funds sooner than planned through public or private equity offerings, debt financings, collaborations
and licensing arrangements or other sources. Such financing may dilute our shareholders or the failure to obtain such financing
may restrict our operating activities. To the extent that we raise additional capital through the sale of equity or convertible debt
securities, your ownership interest will be diluted, and the terms may include liquidation or other preferences and anti- dilution
protections that adversely affect your rights as a shareholder. Debt financing may result in the imposition of debt covenants,
increased fixed payment obligations or other restrictions that may affect our business. If we raise additional funds through
upfront payments or milestone payments pursuant to future collaborations with third parties, we may have to relinquish valuable
rights to SLK, or grant licenses on terms that are not favorable to us. Our ability to raise additional capital may be adversely
impacted by potential worsening global economic conditions and the recent disruptions to and volatility in the credit and
financial markets in the United States and worldwide , including resulting from public health crises, the conflict between
Russia and Ukraine or the conflicts in the Middle East . If our costs, in particular costs related to clinical development,
manufacture and supply, were to become subject to significant inflationary pressures, it may adversely impact our business,
operating results and financial condition. Our failure to raise capital as and when needed or on acceptable terms has in the past
had, and in the future may have, a negative impact on our financial condition and our ability to pursue our business strategy, and
we have in the past had to, and in the future may have to, delay, reduce the scope of, suspend or eliminate one or more of our



research- stage programs, clinical trials or future commercialization efforts. In our own required quarterly assessments, we may
conclude that there is substantial doubt about our ability to continue as a going concern, and future reports from our independent
registered public accounting firm may also contain statements expressing substantial doubt about our ability to continue as a
going concern. If we seek additional financing to fund our business activities in the future and there remains substantial doubt
about our ability to continue as a going concern, investors or other financing sources may be unwilling to provide additional
funding on commercially reasonable terms or at all. Our ability to continue to develop and commercialize SLK is dependent on
the use of certain intellectual property that is licensed to us by MHKDG and RCT. These licenses are granted pursuant to
agreements setting forth certain terms and condition for maintaining such licenses. In the event that the terms and conditions are
not met, the licenses are at risk of being revoked and the granting process may be terminated. Our primary license agreement is
the License Agreement. See “ Business — The Merck Healthcare KGaA (Darmstadt, Germany) License Agreement ”. On April
29, 2021, we entered into the License Agreement, a worldwide exclusive license agreement with MHKDG, for certain
intellectual property covering SLK and to sublicense certain rights licensed to MHKDG to (i) develop and commercialize
products containing SLK; and (ii) manufacture SLK using the underlying yeast strain Pichia pastoris. If there is any dispute
between us and MHKDG regarding our rights under the License Agreement, including if we disagree with MHKDG’ s
comments to our development plan for SLK or if we are unable to make our milestone obligations, our ability to develop and
commercialize SLK may be adversely affected. Any uncured, material breach by us under the License Agreement could result
in our loss of exclusive rights to SLK and may lead to a complete termination of our product development efforts for SLK. We
also have diligence obligations under the License Agreement, including: (a) developing one licensed product in at least two
indications; (b) launching and commercializing one product in seven major markets, including with pricing approval if required
for commercialization, within 12 months of receiving regulatory approval in the respective market; (c) securing within six
months of the effective date of the exclusive license a contract research facility; and (d) initiating two Phase 2 clinical trials for a
product within 12 months of the effective date of the exclusive license, taking into account any regulatory requirements from the
FDA, EMA or other regulatory authorities, of which we satisfied upon the initiation of our MIRA and ARGO trials. We have
not yet demonstrated our ability to obtain regulatory approvals, manufacture a commercial scale product, or arrange for a third
party to do so on our behalf, or conduct sales and marketing activities necessary for successful commercialization. Due to the
uncertainties and risks associated with these activities, we may not be successful in meeting these diligence obligations within
the required timeframes, and may lose the ability to develop and commercialize SLK. On May 12, 2023, we entered into an
agreement with RCT and MHKDG, effective as of June 1, 2023, pursuant to which we were granted a royalty- bearing,
nonexclusive, sublicensable right and license under RCT’ s patents and know- how related to a manufacturing process using an
underlying yeast strain, Pichia pastoris, to develop, manufacture, use, sell, offer for sale, and import and otherwise
commercialize SLK on a world- wide basis, subject to certain restrictions. This agreement replaces our sublicense for similar
rights under the License Agreement with MHKDG. Due to the significant resources required for the development of SLK, we
must prioritize the pursuit of treatments for certain indications. We may expend our limited resources to pursue a particular
indication and fail to capitalize on indications that may be more profitable or for which there is a greater likelihood of success.
We are developing therapies for patients with inflammatory skin and joint diseases with unmet needs. In particular, we are
developing a portfolio of therapeutic indications for SLK, and are initially focused on the development of SLK in inflammatory
diseases including HS , PsA, axSpA and PSA-PPP . In May 2022, we initiated our MIRA trial, and in Deeember2622;we
-rn-tt-tafed—etnLPrRGG—tﬂa-l—I-n—October 2023, we announced full 24- week data from the global Phase 2 MIRA clinical trial. In
November-February 2623-2024 , we announced top-the successful outcome of our end - tine+2-of- Phase 2 interactions with
the FDA, as well as positive feedback from our interactions with the EMA, with both regulatory bodies supporting our
proposed approach for advancing to Phase 3 with the VELA program. In May 2024, we announced the screening of the
first patients in the VELA- 1 and VELA- 2 trials. In December 2022, we initiated our ARGO trial, and in March 2024,
we announced full 24 - week data from the global ARGO trial. In June 2024, we announced the successful outcome of our
end- of- Phase 2 ARGO-interactions with the FDA, as well as positive feedback from our interactions with the EMA, with
both regulatory bodies supporting our proposed approach for advancing to Phase 3 with the IZAR program. In
November 2024, we announced the screening of the first patients in the IZAR- 1 and IZAR- 2 trials. In January 2025, we
announced the screening of the first patients in the VELA- TEEN trial in adolescent HS, in the LEDA trial in PPP and in
the S- OLARIS trial in axSpA . Our decisions concerning the allocation of research, development, collaboration, management
and financial resources toward particular indications may not lead to the development of any viable commercial product and
may divert resources away from opportunities for other indications that later prove to have greater commercial potential or a
greater likelihood of success. The primary endpoints for the Phase 2 trials for the therapeutic indications of HS and PsA were
the therapeutic scores of the HISCR and ACR, respectively. The primary endpoints of such trials were met and SLK
demonstrated meaningful increases in such therapeutic scores. However, there is no guarantee that the results will be replicated
in Phase 3 studies, nor that they will lead to market acceptance or commercial success of SLK, if approved. Even if SLK
receives marketing approval, it may not achieve commercial success. If we do not accurately evaluate the commercial potential
or target market for SLK, we may relinquish valuable rights to SLK through future collaboration, licensing or other royalty
arrangements in cases in which it would have been more advantageous for us to retain sole development and commercialization
rights. We may make incorrect determinations regarding the viability or market potential of SLK or misread trends in our
industry. We may be required to take write- downs or write- offs, restructuring and impairment or other charges that could have
a significant negative effect on our financial condition, results of operations and stock price, which could cause you to lose some
or all of your investment. We may be required to later write- down or write- off assets, restructure our operations, or incur
impairment or other charges that could result in losses. Even though these charges may be non- cash items and not have an
immediate impact on our liquidity, the fact that we report charges of this nature could contribute to negative market perceptions



about us or our securities. In addition, charges of this nature may cause us to violate net worth or other covenants to which we
may be subject. Accordingly, any shareholders could suffer a reduction in the value of their shares. Such shareholders are
unlikely to have a remedy for such reduction in value unless they are able to successfully claim that the reduction was due to the
breach by our officers or directors of a duty of care or other fiduciary duty owed to them. The only principal assets of our
Company are cash and our interest in MoonLake AG, and accordingly we will depend on distributions from MoonLake AG to
pay taxes and expenses. We are a holding company and have no material assets other than cash and our ownership of Class V
shares in MoonLake AG and common shares in MoonLake AG (“ MoonLake AG Common Shares ). As such, we have no
independent means of generating revenue or cash flow, besides interest income on cash held depository institutions, if any,
and our ability to pay taxes and operating expenses or declare and pay dividends in the future, if any, will be dependent upon the
financial results and cash flows of MoonLake AG and its subsidiaries, and distributions we receive from MoonlLake AG. There
can be no assurance that MoonLake AG and its subsidiaries will generate sufficient profits and / or cash flow to distribute funds
to us, or that applicable laws and contractual restrictions, including negative covenants in any debt agreements of MoonLake AG
or its subsidiaries, will permit such distributions. Distributions by MoonLake AG to the Company are subject to a Swiss federal
dividend withholding tax at the statutory rate of 35 %, unless and to the extent that such distributions constitute a repayment of
duly reported capital contributions. Under the current structure, we are not entitled to any relief from Swiss federal dividend
withholding tax, such that MoonLake AG will be required to deduct the Swiss federal dividend withholding tax at the statutory
rate of 35 % and that such tax deduction will result in a final tax burden for the Company. If our place of management is
relocated to Switzerland such withholding tax on distributions from MoonLake AG to us may be eliminated (although such
relocation would result in Swiss withholding taxes applying on distributions from us to our shareholders; depending on the
specific shareholder, such shareholder may be entitled to a full or partial relief or credit for such Swiss withholding tax). There
can be no assurances that our place of management will be relocated or that such withholding tax will be reduced or eliminated .
If the market opportunities for our approved product candidates, if any, are smaller than we expect, it could materially
and adversely affect our financial condition and results of operation. 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. Even if SLK or other compounds we may develop are successful in clinical trials and receive regulatory
approvals, we or our collaboration partners may not be able to successfully commercialize them. The development and
ongoing clinical trials for SLK and other compounds we may develop may not be successful and, even if they are, the
resulting products may never be successfully developed into commercial products or gain market acceptance among
physicians, patients, healthcare payors or the medical community. Even if we are successful in our clinical trials and in
obtaining other regulatory approvals, our products may not reach or remain in the market for a number of reasons
including ineffectiveness, harmful side effects, difficulty in scaling manufacturing, political and legislative changes, or
competition from other existing or future alternatives. In addition, we currently have limited commercialization
expertise, including sales, marketing or distribution capabilities. Advancing SLK through Phase 3 development and
regulatory approval will require us to expand commercialization preparation activities and incur related expenses
before we obtain final trial results and know whether the VELA- 1, VELA- 2, VELA- TEEN, IZAR- 1 and IZAR- 2
trials will support regulatory approval. If we are unable to adequately prepare the market for the potential future
commercialization of SLK, we may not be able to generate product revenue once marketing authorization is obtained. If
we are unable or decide not to establish internal sales, marketing and distribution capabilities, we will pursue
collaborative arrangements regarding the sales and marketing of our products, however, there can be no assurance that
we will be able to establish or maintain such collaborative arrangements on commercially reasonable terms, or if we are
able to do so, that they will have effective sales forces. Any revenue we receive will depend upon the efforts of such third
parties, which may not be successful. We may have little or no control over the marketing and sales efforts of such third
parties and our revenue from product sales may be lower than if we had commercialized our product candidates
ourselves. We also face competition in our search for third parties to assist us with the sales and marketing efforts of our
product candidates . Risks Related to Product Development We have not yet demonstrated our ability to successfully obtain
regulatory approvals, manufacture a commercial scale product, or arrange for a third party to do so on our behalf, or conduct
sales and marketing activities necessary for successful commercialization. If we are required to conduct additional preclinical
studies or clinical trials of SLK beyond those that we currently contemplate, if we are unable to successfully complete clinical
trials of SLK or other testing, or if the results of these trials or tests are not positive or are only modestly positive or if there are
safety concerns, we may: ¢ be delayed in obtaining regulatory approval from the FDA, EMA or other regulatory authorities for
our product candidates; ¢ not obtain regulatory approval at all and lose our right and ability under our license from MHKDG to
further develop and commercialize SLK; ¢ obtain regulatory approval for indications or patient populations that are not as broad
as intended or desired; ¢ continue to be subject to post- marketing testing requirements from the FDA, EMA or other regulatory
authorities; or * experience having the product removed from the market after obtaining regulatory approval. Our future success
is substantially dependent on our ability to successfully develop SLK for future marketing approval, and then successful
commercialization. We are investing a majority of our efforts and financial resources into the research and development of SLK.
In October 2023, we announced full 24- week data from the global Phase 2 MIRA clinical trial in HS . In Nevember-May 2623
2024 . we announced tep-the screening of the first patients in the Phase 3 VELA - line+2-1 and VELA- 2 trials in HS. We
expect primary endpoint data from the VELA trials as of mid- 2025. In March 2024, we announced full 24 - week data
from the glebal-Phase 2 ARGO trial in PsA. We commenced the Phase 3 IZAR program in PsA in November 2024 and



expect primary endpoint data in the first half of 2026. In January 2025, we announced that first patients have been
screened in the Phase 3 VELA- TEEN trial in adolescent HS, in the Phase 2 LEDA trial in PPP, and in the Phase 2 S-
OLARIS trial in axSpA. We expect primary endpoint data from the LEDA trial in 2025, the VELA- TEEN trial in 2026
and the S- OLARIS trial in 2026 . SLK w#-may require additional clinical development, evaluation of clinical, preclinical and
manufacturing activities, marketing approval in multiple jurisdictions, substantial investment and significant marketing efforts
before we generate any revenues from product sales. We are not permitted to market or promote SLK before we receive
marketing approval from the FDA, EMA and comparable foreign regulatory authorities, and we may never receive such
marketing approvals. The success of SLK will depend on a variety of factors. We do not have complete control over many of
these factors, including certain aspects of clinical development and the regulatory submission process, potential threats to our
intellectual property rights and the manufacturing, marketing, distribution and sales efforts of any third parties with whom we
choose to collaborate in the future. Accordingly, we cannot assure you that we will ever be able to generate revenue through the
sale of SLK, even if approved. If we are not successful in commercializing SLK, or are significantly delayed in doing so, our
business will be materially harmed. We may not be able to initiate or continue clinical trials for SLK if we are unable to locate
and enroll a sufficient number of eligible patients to participate in these trials. Patient enrollment may be affected by various
factors, including if our competitors have ongoing clinical trials for product candidates that are under development for the same
indications as SLK, and patients instead enroll in such clinical trials. Our inability to enroll a sufficient number of patients would
result in significant delays in completing clinical trials or receipt of marketing approvals and increased development costs or
may require us to abandon one or more clinical trials altogether. We will be required to demonstrate with substantial evidence
through well- controlled clinical trials that SLK is safe and efficacious before we can seek marketing approvals for commercial
sale. Demonstrations of efficacy or an acceptable safety profile in prior preclinical studies and earlier stage clinical trials of
SLK does not mean that future clinical trials will yield the same results. For instance, we do not know whether SLK will
perform in future clinical trials as SLK has performed in preclinical studies and prior clinical trials conducted by us, MHKDG,
Avillion or Ablynx. SLK may fail to demonstrate in later- stage clinical trials sufficient safety and efficacy to the satisfaction of
the FDA, EMA, and other comparable foreign regulatory authorities despite having progressed through preclinical studies and
earlier stage clinical trials. Regulatory authorities may also limit the scope of later- stage trials until we have demonstrated
satisfactory safety or efficacy results in preclinical studies or earlier- stage trials, which could prevent us from conducting the
clinical trials we currently anticipate. There is no guarantee that the FDA, EMA, and other comparable foreign regulatory
authorities will consider the data obtained from prior SLK trials sufficient to allow us to initiate our planned clinical trials within
the timelines we anticipate, or at all. Even if we are able to initiate our planned clinical trials on schedule, there is no guarantee
that we will be able to complete such trials on the timelines we anticipate or that such trials will produce positive results. Any
limitation on our ability to conduct clinical trials could delay or prevent regulatory approval or limit the size of the patient
population that can be treated by SLK, if approved. Before obtaining marketing approval from regulatory authorities for
commercialization of SLK, we must complete clinical trials to demonstrate the safety and efficacy of SLK in humans and in
selected diseases. Our clinical trials may not be conducted as planned or completed on schedule, if at all, and a failure of one or
more clinical trials can occur at any stage. The outcome of preclinical studies and prior clinical trials may not be predictive of
the success of later clinical trials, and the outcome of preclinical studies and prior clinical trials for a product candidate for a
particular indication may not be predictive of the success of preclinical studies and clinical trials for the same product candidate
for a different indication. In particular, in October 2023, we announced full 24- week data from the global Phase 2 MIRA
clinical trial ane-in Nevember-HS and, in March 2623-2024 , we announced full 24 tep—tine+2- week data from the global
Phase 2 ARGO trial in PsA . We-expeet-to-commenee-In May 2024, we announced the screening of the first patients in the
Phase 3 ehnieat-trials-VELA program in HS and we expect primary endpoint data as of mid- 2025. We commenced the
Phase 3 IZAR program in PsA in November 2024 and expect primary endpoint data in the first half of 2026 . Although
data from the Phase 2 MIRA and ARGO clinical trials for SLK in patients established SLK as a highly promising and
differentiated therapeutic solution in HS and PsA, respectively, the Phase 3 VELA trials and the Phase 3 IZAR trials of the
efficacy of SLK in patients with HS and PsA , respectively, may not yield similar results. If a Phase 3 study is initiatly
conducted for SLK in patients with PsA-and-HS;-er-PSO, the outcome may be different than those observed in the respeetive
Phase 2 trial. In addition, we may not observe positive results in our clinical trials for other indications, including
adolescent HS, axSpA and PPP . Unexpectedly favorable results of comparator arms in any trial could lead to unfavorable
comparisons to SLK. Moreover, preclinical and clinical data are often susceptible to varying interpretations and analyses, and
many companies that have believed their product candidates performed satisfactorily in preclinical studies and clinical trials
have nonetheless failed to obtain marketing approval of their product candidates. We cannot guarantee that any clinical trials
will be initiated or conducted as planned or completed on schedule, if at all. We also cannot be sure that submission of an IND
or similar application will result in the FDA, EMA, or other regulatory authority, as applicable, allowing clinical trials to begin
in a timely manner, if at all. Moreover, even if these trials begin, issues may arise that could cause regulatory authorities to
suspend or terminate such clinical trials. Events that may prevent successful or timely initiation or completion of clinical trials
include: inability to generate sufficient preclinical, toxicology or other in vivo or in vitro data to support the initiation or
continuation of clinical trials; delays in reaching a consensus with regulatory authorities on study design or implementation of
the clinical trials; delays or failure in obtaining regulatory authorization to commence a trial; delays in reaching agreement on
acceptable terms with prospective contract research organizations (“ CROs ) and clinical trial sites, the terms of which can be
subject to extensive negotiation and may vary significantly among different CROs and clinical trial sites; delays in identifying,
recruiting and training suitable clinical investigators; delays in obtaining required IRB approval at each clinical trial site; delays
in manufacturing, testing, releasing, validating or importing / exporting sufficient stable quantities of SLK for use in clinical
trials or the inability to do any of the foregoing; failure by our CROs, other third parties or us to adhere to clinical trial protocols;



failure to perform in accordance with the FDA’ s or any other regulatory authority’ s GCPs or applicable regulatory guidelines
in other countries; changes to the clinical trial protocols; clinical sites deviating from trial protocol or dropping out of a trial;
changes in regulatory requirements and guidance that require amending or submitting new clinical protocols; selection of
clinical endpoints that require prolonged periods of observation or analyses of resulting data; transfer of manufacturing
processes to larger- scale facilities operated by a CMO and delays or failure by our CMOs or us to make any necessary changes
to such manufacturing process; and third parties being unwilling or unable to satisfy their contractual obligations to us. We could
also encounter delays if a clinical trial is suspended or terminated by us, by the IRBs of the institutions in which such clinical
trials are being conducted, by the Data Safety Monitoring Board, if any, for such clinical trial or by the FDA or other regulatory
authorities. Such authorities may suspend or terminate a clinical trial due to a number of factors, including failure to conduct the
clinical trial in accordance with regulatory requirements or our clinical trial protocols, inspection of the clinical trial operations
or trial site by the FDA, EMA, or other regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety
issues or adverse side effects, failure to demonstrate a benefit from SLK, changes in governmental regulations or administrative
actions or lack of adequate funding to continue the clinical trial. If we are required to conduct additional clinical trials or other
testing of SLK beyond those that we currently contemplate, if we are unable to successfully complete clinical trials of SLK, if
the results of these trials are not positive or are only moderately positive or if there are safety concerns, our business and results
of operations may be adversely affected and we may incur significant additional costs. From time to time, we may publicly
disclose preliminary data from our preclinical studies and clinical trials, which are based on a preliminary analysis of then-
available data, and the results and related findings and conclusions are subject to change following a more comprehensive
review of the data. We might also make assumptions, estimations, calculations and conclusions as part of our analyses of these
data without the opportunity to fully and carefully evaluate complete data. As a result, the preliminary results that we report
may differ from future results of the same studies, or different conclusions or considerations may qualify such results, once
additional data have been received and fully evaluated or subsequently made subject to audit and verification procedures. From
time to time, we may also disclose interim data from our preclinical studies and clinical trials. Interim data are subject to the risk
that one or more of the clinical outcomes may materially change as patient enrollment continues and more patient data become
available or as patients from our clinical trials continue other treatments. Further, others, including regulatory agencies, may not
accept or agree with our assumptions, estimates, calculations, conclusions or analyses or may interpret or weigh the importance
of data differently, which could impact the value of the particular program, the approvability or commercialization of SLK and
our company in general. In addition, the information we choose to publicly disclose regarding a particular preclinical study or
clinical trial is based on what is typically extensive information, and you or others may not agree with what we determine is
material or otherwise appropriate information to include in our disclosure. If the preliminary, or interim data that we report
differ from actual results, or if others, including regulatory authorities, disagree with the conclusions reached, our ability to
obtain approval for, and commercialize, SLK may be harmed, which could harm our business, operating results, prospects or
financial condition. We face substantial competition from major pharmaceutical companies and biotechnology companies
worldwide. Many of our competitors have significantly greater financial, technical and human resources. Smaller and early-
stage companies may also prove to be significant competitors, particularly through collaborative arrangements with large and
established companies. As a result, our competitors may discover, develop, license or commercialize products before or more
successfully than we do. In particular, pharmaceutical companies that develop and / or market products for the indications we
are pursuing, including HS and PsA, are likely to represent substantial competition. These include companies developing and /
or marketing IL- 17A andH—+7AA-inhibitors (such as Novartis AG, Eli Lilly and Co ;Amgen;Aeelyrin-, Zura Bio Ltd and
LEO Pharma), IL- 23 inhibitors (such as AbbVie, Janssen, Sun Pharmaceutical and Almirall), IL- 12 /23 inhibitors (including
Janssen), TNF alpha inhibitors (such as AbbVie, Pfizer, Janssen and UCB), TYK2 inhibitors (such as Bristol Myers Squibb),
JAK inhibitors (such as AbbVie, Incyte and Pfizer), [L1a / IL1b inhibitors ( ineluding-such as Abbvie), OX40L inhibitors (such
as Sanofi), and IRAK4 degraders (such as Kymera Therapeutics Inc). It also includes UCB as the development and
commercializing company for bimekizumab, the only other IL- 17A and ¥IL- 17F inhibitor beyond SLK that has received
approval or is in late- stage clinical development of which we are aware . Other IL- 17A and IL- 17F inhibitors are in
preclinical development stages, including molecules being developed by Protagonist Therapeutics, Inc., Oruka
Therapeutics, Inc. and Scinai Immunotherapeutics Ltd . While SLK represents a novel mechanism of action, all of the
above mechanisms are also of potential therapeutic use in one or more other indications that we are or may be pursuing. If SLK
does not offer sustainable advantages over competing products, we may otherwise not be able to successfully compete against
current and future competitors. Our competitors may obtain regulatory approval of their products more rapidly than we may or
may obtain patent protection or other intellectual property rights that limit our ability to develop or commercialize SLK. Our
competitors may also develop drugs that are more effective, more convenient, more widely used and less costly or have a better
safety profile than SLK and these competitors may also be more successful than us in manufacturing and marketing their
products. Furthermore, we also face competition more broadly across the market for existing cost- effective and reimbursable
inflammatory skin and joint disease treatments. SLK, if approved, may compete with these existing drug and other therapies but
may not be competitive with them in price. We expect that if SLK is approved, it will be priced at a significant premium over
generic, including branded generic, or biosimilar products. In particular, the availability of biosimilar products of adalimumab
and in the future secukinumab may intensify competition. As a result, obtaining market acceptance of, and gaining significant
share of the market for, SLK will pose challenges. Patients in previous SLK trials have experienced adverse events, including
oral Candida. If SLK is associated with undesirable side effects or has unexpected characteristics in preclinical studies or clinical
trials when used alone or in combination with other approved products or INDs, we may need to interrupt, delay or abandon
SLK’ s development or limit development to more narrow uses or subpopulations in which such potential undesirable side
effects or other characteristics may be less prevalent, less severe or more acceptable from a risk- benefit perspective. Treatment-



related side effects could also affect patient recruitment or the ability of enrolled patients to complete the trial or result in
potential product liability claims. Any of these occurrences may prevent us from achieving or maintaining market acceptance of
SLK and may adversely affect our business, financial condition and prospects significantly. For details of the current
understanding of the SLK safety profile, see the section entitled “ Business ”. Additionally, after SLK may receive marketing
approval, we or others may later identify undesirable side effects or adverse events caused by SLK. In such cases, regulatory
authorities may suspend, limit or withdraw approvals of SLK or seek an injunction against its manufacture or distribution,
require additional warnings on the label, including “ boxed ” warnings, or issue safety alerts, require press releases or other
communications containing warnings or other safety information about SLK, require us to change the way SLK is administered
or conduct additional clinical trials or post- approval studies, require us to create a REMS which could include a medication
guide outlining the risks of such side effects for distribution to patients, impose fines, injunctions or criminal penalties. We
could also be sued and held liable for harm caused to patients, and our reputation may suffer. Any of these events could prevent
us from achieving or maintaining market acceptance of SLK, if approved, and could seriously harm our business. As a result of
global economic conditions, including new or increased tariffs and other barriers to trade, trade and other international
disputes, inflation and fluctuating interest rates, slower growth or recession, tighter credit, volatility in financial
markets, high unemployment labor avallablhty constralnts, Pubhe—pubhc health crlses sueh— s1gn1ﬁcant natural dlsasters,
1nclud1ng as pa b 6 v y d d-ongoing

changes to fiscal and fe}ated—she}termonetary pohcy or government budget dynamlcs, particularly in ptaee>orders-and
other—- the publie-health-gutdanee-measures-pharmaceutical and biotech areas, political and military conflict, including the
conflicts between Russia and Ukraine and in the Middle East . we may in the future experience disruptions that could
seriously harm our business. Potential disruptions include but are not limited to: delays or difficulties in enrolling patients in,
initiating or expanding our clinical trials, including delays or difficulties with clinical site initiation and recruiting clinical site
investigators and clinical site staff; increased rates of patients withdrawing from our clinical trials following enrollment as a
result of certain health conditions or being forced to quarantine; interruption of key clinical trial activities, such as clinical trial
site data monitoring and efficacy, safety and translational data collection, processing and analyses, due to limitations on travel
imposed; recommendations by federal, state or local governments, employers and others or interruptions of clinical trial subject
visits, which may impact the collection and integrity of subject data and clinical trial endpoints; diversion of healthcare
resources away from the conduct of clinical trials, including the diversion of hospitals serving as our clinical trial sites and
hospital staff supporting the conduct of our clinical trials; delays or disruptions in preclinical experiments and IND- enabling
studies due to restrictions of on- site staff and unforeseen circumstances at CROs and vendors; interruption or delays in the
operations of the FDA, EMA, and comparable foreign regulatory authorities including delays in receiving approval from local
regulatory authorities to initiate our planned clinical trials; interruption of, or delays in receiving, supplies of SLK from our
CMOs due to staffing shortages, raw materials shortages, production slowdowns or stoppages and disruptions in delivery
systems; and limitations on employee or other resources that would otherwise be focused on the conduct of our clinical trials and
preclinical work, including because of sickness of employees or their families, the desire of employees to avoid travel or contact
with large groups of people, an increased reliance on working from home, school closures or mass transit disruptions. Futare
pandemies-Geopolitical events and global economic conditions may also affect the ability of the FDA, EMA, and other
regulatory authorities to perform routine functions. If such glebat-health-concerns prevent the FDA, EMA, or other regulatory
authorities from conducting their regular inspections, reviews or other regulatory activities, it could significantly impact the
ability of the FDA, EMA, or other regulatory authorities to timely review and process our regulatory submissions, which could
have a material adverse effect on our business. Risks Related to Regulatory Process and Other Legal Compliance Matters The
regulatory approval processes of the FDA, EMA, and other comparable foreign regulatory authorities are complex, time-
consuming and inherently unpredictable. If we are not able to obtain, or if there are delays in obtaining, required regulatory
approvals for SLK, we may not be able to commercialize, or may be delayed in commercializing, SLK, and our ability to
generate revenue will be materially impaired. The process of obtaining regulatory approvals in the United States, the EU, and
other jurisdictions is complex, expensive and typically takes many years following commencement of clinical trials, if approval
is obtained at all, and can vary substantially based upon a variety of factors, including the type, complexity and novelty of the
product candidates involved. We cannot commercialize SLK in the United States without first obtaining regulatory approval
from the FDA. Similarly, we cannot commercialize SLK outside of the United States without obtaining regulatory approval
from comparable foreign regulatory authorities. Before obtaining regulatory approvals for the commercial sale of SLK, we must
demonstrate through complex and expensive preclinical studies and clinical trials that SLK is both safe and effective for each
targeted indication. Securing regulatory approval also requires the submission of information about the drug manufacturing
process to, and inspection of manufacturing facilities by, the relevant regulatory authorities. Further, SLK may not be effective,
may be only moderately effective or may prove to have undesirable or unintended side effects, toxicities or other characteristics
that may preclude our obtaining marketing approval. The FDA, EMA, and comparable foreign regulatory authorities have
discretion in the approval process and may refuse to accept any application or may decide that our data are insufficient for
approval and require additional preclinical, clinical or other data. SLK could be delayed in receiving, or fail to receive,
regulatory approval for many reasons, including: the FDA, EMA, or comparable foreign regulatory authorities may disagree
with the design or implementation of our clinical trials; we may be unable to demonstrate to the satisfaction of the FDA, EMA,
or comparable foreign regulatory authorities that SLK is safe and effective for its proposed indication; the results of clinical
trials may not meet the level of statistical significance required by the FDA, EMA, or comparable foreign regulatory authorities
for approval; serious and unexpected drug- related side effects may be experienced by participants in our clinical trials or by
individuals using drugs similar to SLK; we may be unable to demonstrate that SLK’ s clinical and other benefits outweigh its



safety risks; the FDA, EMA or comparable foreign regulatory authorities may disagree with our interpretation of data from
preclinical studies or clinical trials; the data collected from clinical trials of SLK may not be acceptable or sufficient to support
the submission of a BLA or other submission or to obtain regulatory approval in the United States or elsewhere, and we may be
required to conduct additional clinical trials; the FDA, EMA, or the applicable foreign regulatory authority may disagree
regarding the formulation, labeling and / or the specifications of SLK; the FDA, EMA, or comparable foreign regulatory
authorities may fail to approve the manufacturing processes or facilities of third- party manufacturers with which we contract for
clinical and commercial supplies; and the approval policies or regulations of the FDA, EMA, or comparable foreign regulatory
authorities may significantly change in a manner rendering our clinical data insufficient for approval. Thus, the approval
requirements for SLK are likely to vary by jurisdiction such that success in one jurisdiction is not necessarily predicative of
success elsewhere. Of the large number of drugs in development, only a small percentage successfully complete the FDA,
EMA, or foreign regulatory approval processes and are commercialized. The lengthy approval process as well as the
unpredictability of future clinical trial results may result in our failing to obtain regulatory approval to market SLK, which
would significantly harm our business, results of operations and prospects. If we were to obtain approval, regulatory authorities
may approve SLK for fewer or more limited indications than we request, including failing to approve the most commercially
promising indications, may grant approval contingent on the performance of costly post- marketing clinical trials, or may
approve SLK with a label that does not include the labeling claims necessary or desirable for the successful commercialization
of SLK. If we are not able to obtain, or if there are delays in obtaining, required regulatory approvals for SLK, we may not be
able to commercialize, or may be delayed in commercializing, SLK and our ability to generate revenue could be materially
impaired. We will be subject to extensive ongoing regulatory obligations and continued regulatory review, which may result in
significant additional expense and we may be subject to penalties if we fail to comply with regulatory requirements or
experience unanticipated problems with SLK. Any regulatory approvals that we may receive for SLK will require the
submission of reports to regulatory authorities and surveillance to monitor the safety and efficacy of SLK, may contain
significant limitations related to use restrictions for specified age groups, warnings, precautions or contraindications, and may
include burdensome post- approval study or risk management requirements. In addition, if the FDA, EMA, or comparable
foreign regulatory authorities approve SLK, SLK and the activities associated with its development and commercialization,
including its design, testing, manufacture, safety, efficacy, recordkeeping, labeling, storage, approval, advertising, promotion,
sale, distribution, import and export will be subject to comprehensive regulation by the FDA and other regulatory agencies in
the United States and by the EMA in the EU and comparable foreign regulatory authorities. These requirements include
submissions of safety and other post- marketing information and reports, registration, as well as on- going compliance with
c¢GMPs and GCPs for any clinical trials that we conduct following approval. In addition, manufacturers of drug products and
their facilities are subject to continual review and periodic, unannounced inspections by the FDA, EMA, and other regulatory
authorities for compliance with cGMPs. If we or a regulatory authority discover previously unknown problems with SLK, such
as adverse events of unanticipated severity or frequency, or problems with the facilities where SLK is manufactured, a
regulatory authority may impose restrictions on SLK, the manufacturing facility or us, including requiring recall or withdrawal
of SLK from the market or suspension of manufacturing, restrictions on our ability to conduct clinical trials, including full or
partial clinical holds on ongoing or planned trials, restrictions on the manufacturing process, warning or untitled letters, civil and
criminal penalties, injunctions, product seizures, detentions or import bans, voluntary or mandatory publicity requirements and
imposition of restrictions on operations, including costly new manufacturing requirements. The occurrence of any event or
penalty described above may inhibit our ability to commercialize SLK and generate revenue and could require us to expend
significant time and resources in response and could generate negative publicity. The FDA’ s, EMA’ s and other regulatory
comparable authorities’ policies may change and additional government regulations may be enacted that could prevent, limit,
delay, increase the cost or risks of obtaining regulatory approval of our product candidates, or change our continuing
compliance obligations, including if as a result new or more costly or difficult to achieve clinical trial or manufacturing quality
requirements are imposed. If we are slow or unable to adapt to changes in existing requirements or the adoption of new
requirements or policies, or if we are not able to maintain regulatory compliance, we may lose any regulatory approval that we
may have obtained, which would adversely affect our business, prospects and ability to achieve or sustain profitability . We also
cannot predict the likelihood, nature or extent of government regulation that may arise from future legislation or
administrative or executive action, either in the United States or abroad. Disruptions at the FDA, the SEC and other
government agencies and regulatory authorities caused by funding shortages or global health concerns could hinder
their ability to hire and retain key leadership and other personnel, prevent new products and services from being
developed or commercialized in a timely manner or otherwise prevent those agencies from performing normal business
functions on which the operation of our business may rely, which could negatively impact our business. The ability of the
FDA to review regulatory filings and our ability to commence human clinical trials can be affected by a variety of
factors, including government budget and funding levels, ability to hire and retain key personnel and accept the
payment of user fees, and statutory, regulatory and policy changes. Average review times at the agency have fluctuated
in recent years as a result. In addition, government funding of the SEC, and other government agencies on which our
operations may rely, including those that fund research and development activities is subject to the political process,
which is inherently fluid and unpredictable. Disruptions at the FDA and other agencies or comparable foreign
regulatory authorities, may also slow the time necessary for the review and approval of applications for clinical trial or
marketing authorization, which would adversely affect our business. For example, in recent years, including in 2018 and
2019, the U. S. government shut down several times and certain regulatory agencies, such as the FDA and the SEC, had
to furlough critical employees and stop critical activities. Additionally, action by the new Trump Administration to limit
federal agency budgets or personnel may result in reductions to the FDA’ s budget, employees, and operations, which



may lead to slower response times and longer review periods, potentially affecting our ability to progress development of
our product candidates or obtain regulatory approval for our product candidates. If a prolonged government shutdown
occurs, it could significantly impact the ability of the FDA to timely review and process our regulatory submissions,
which could have a material adverse effect on our business. Further, future government shutdowns could impact our
ability to access the public markets and obtain necessary capital in order to properly capitalize and continue our
operations. If a prolonged government shutdown occurs, or if global health concerns prevent the FDA or other
regulatory authorities from conducting their regular inspections, reviews, or other regulatory activities, it could
significantly impact the ability of the FDA or other regulatory authorities to timely review and process our regulatory
submissions, which could have a material adverse effect on our business . Due to unfavorable pricing regulations and / or
third- party coverage and reimbursement policies, we may not be able to offer SLK at competitive prices which would seriously
harm our business. Our ability to successfully commercialize SLK also will depend in part on the extent to which reimbursement
for SLK and related treatments will be available from government health administration authorities, private health insurers and
other organizations. Government authorities and other third- party payors, such as private health insurers and health
maintenance organizations, decide which medications they will pay for and establish reimbursement levels. Failure to comply
with the laws and regulations prohibiting the promotion of off- label uses can result in, among other things, adverse publicity,
warning letters, corrective advertising and potential civil and criminal penalties. The FDA, EMA, and other regulatory agencies
actively enforce the laws and regulations prohibiting the promotion of off- label uses. If SLK is approved and we are found to
have improperly promoted off- label uses of SLK, we may become subject to significant liability. See the section titled *
Business — Government Regulation ”. If we cannot successfully manage the promotion of SLK, if approved, we could become
subject to significant liability, which would materially adversely affect our business and financial condition. Our employees,
independent contractors, consultants, commercial collaborators, principal investigators, CROs, suppliers and vendors may
engage in misconduct or other improper activities, including noncompliance with regulatory standards and requirements. We are
exposed to the risk that our employees, independent contractors, consultants, commercial collaborators, principal investigators,
CROs, suppliers and vendors acting for or on our behalf may engage in misconduct or other improper activities. We have
adopted a code of conduct to more closely reflect our operations, but it is not always possible to identify and deter misconduct
by these parties and the precautions we take to detect and prevent this activity may not be effective in controlling unknown or
unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming from a
failure to comply with these laws or regulations. Our business operations and current and future arrangements with investigators,
healthcare professionals, consultants, third- party payors, patient organizations and customers will be subject to applicable
healthcare regulatory laws, which could expose us to penalties. Our business operations and current and future arrangements
with investigators, healthcare professionals, consultants, third- party payors, patient organizations and customers may expose us
to broadly applicable fraud and abuse and other healthcare laws and regulations. These laws may constrain the business or
financial arrangements and relationships through which we conduct our operations, including how we research, market, sell and
distribute SLK, if approved. Ensuring that our internal operations and future business arrangements with third parties comply
with applicable healthcare laws and regulations will involve substantial costs. Healthcare providers, physicians and third- party
payers play a primary role in the recommendation and prescription of any product candidates for which we obtain regulatory
approval. Our future arrangements with third- party payers may expose us to broadly applicable fraud and abuse and other
healthcare laws and regulations that may constrain the business or financial arrangements and relationships through which we
market, sell and distribute our product candidates for which we obtain regulatory approval. See the section titled “ Business —
Government Regulation ” for a more detailed description of the laws that may affect our ability to operate. The Healtheare
healthcare legistativereform-diseourse-system is under significant financial pressure to reduce costs, which could reduce
payment and petentiat-reimbursement rates or-for enacted-measures-may-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 con51derable publlc dlscusswn that could lead to prlce controls or other prlce-
limiting strategies by payors that have a-ms d g v
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Inflation Reduction Act of 2022, which, among other provisions, included several measures intended to lower the cost of
prescription drugs and related healthcare reforms or the EU' s Pharmaceutical Strategy of 2020. Cost- containment
measures that we could face 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 teehnologies-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 expensive
branded product; and public funding for cost effectiveness research, which may be used by government and private
third- party payors to make coverage and payment decisions . fir-beth-Political, economic and regulatory developments
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 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. Pharmaceutical and biological product marketing is subject to substantial
regulation in the U. S. and EU, and any failure by us or our future commercial and collaborative partners to 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 regulate
post- approval promotional labeling and advertising in the United States and EU eertain-foreignjurisdietions-, there-have
been—a—n-tuﬂ-ber—eﬂegls-}aﬁﬂfe—respectlvely, to ensure that they conform to statutory and regulatory requirements ehanges—to
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-'rneeﬂt-i-ves—te—plomams Slmllarly, many states have similar statutes or regulations that iterease-apply to items and services
reimbursed under Medicaid and the-other federal-state programs, and, in some states, such statutes or regulations apply
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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 —Farther-, enrNovember26-if approved for commercialization , 2626-we could be subject to criminal
prosecution , GM—S—tssued—cwd penaltles, selzure of products, lIl]llIlCthIlS &n—and excluswn of our product candidates from
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laws and regulatronq we could become %ubject to fines or penaltre% or incur costs that could have a materral adverse effect on
the success of our business. We and our external partners are subject to complex environmental, health and safety laws and
regulations, including those governing laboratory procedures, the handling, use, storage, treatment and disposal of hazardous
materials and wastes, and the rehabilitation of contaminated sites. Our operations, including those performed by our external
partners, may involve the use of hazardous and flammable materials, including chemicals and biological and radioactive
materials. In addition, we and / or our external partners may incur substantial costs in order to comply with current or future
environmental, health and safety laws and regulations. These current or future laws and regulations may impair our research,
development or commercialization efforts. Failure to comply with these laws and regulations also may result in substantial fines,
penalties or other sanctions. We are subject to laws and regulations related to privacy, data protection, information security and
consumer protection across different markets where we conduct our business. Our actual or perceived failure to comply with
such obligations could harm our business. We are subject to laws and regulations related to, among other things, privacy, data
protection, information security and consumer protection across different markets where we conduct our business. Such laws
and regulations are constantly evolving and changing and are likely to remain uncertain for the foreseeable future. Our actual or
perceived failure to comply with such obligations could have an adverse effect on our business, operating results and financial
operations. Complying with these numerous, complex, and often changing regulations is expensive and difficult, and failure to
comply with any data protection, privacy laws or data security laws or any security incident or breach involving the potential or
actual misappropriation, loss or other unauthorized processing, use or disclosure of sensitive or confidential patient, consumer or
other personal information, whether by us, one of our collaborators or another third party, could adversely affect our business,
financial condition, and results of operations, including but not limited to investigation costs, material fines and penalties,
compensatory, special, punitive, and statutory damages, litigation, consent orders regarding our privacy and security practices,
requirements that we provide notices, credit monitoring services, and / or credit restoration services or other relevant services to
impacted individuals, adverse actions against our licenses to do business, reputational damage and injunctive relief. The
collection and use of personal health data and other personal data in the EU is governed by the provisions of the GDPR, which
became applicable in May 2018, and related data protection laws in individual EU Member States. The GDPR imposes a
number of strict obligations and restrictions on the ability to process (processing includes collecting, analyzing and transferring)
personal data of individuals, including -parttewtar-with respect to health data from clinical trials and adverse event reporting.
The GDPR includes requirements relating to the legal basis of the processing (such as consent of the individuals to whom the
personal data relates), the information provided to the individuals prior to processing their personal data, the netifieation
obligations-personal data breaches which may have to the-be notified to national data protection authorities and data
subjects, the measures to be taken when engaging processors , and the security and confidentiality of the personal data. EU
Member States may also impose additional requirements in relation to health, genetic and biometric data through their national
legislation. The fradditten;the-GDPR also imposes specific restrictions on the transfer of personal data to countries outside of
the EEA that are not considered by the E&-EU Commission to provide an adequate level of data protection. Appropriate
safeguards are required to enable such transfers. Among the appropriate safeguards that can be used, the data exporter may use

the -EGs—etandard Contractual clause% (“ SCCs ”) > as updated in 2021 In this respect feeeﬂt—lega-l—éeve{epﬁieﬂts—m—Ettfepe
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verify if anything in the law and / or practices of the third country may impinge on the effectiveness of the SCCs in the context
of the transfer at stake and, if so, to identify and adopt supplementary measures that are necessary to bring the level of
protection of the data transferred to the EU standard of essential equivalence. Where no %upplementary measure is suitable, the

data exporter %hould avord %uipend or termlnate the transfer -

eeuﬁtﬂes— Wrth regard to the traaner of perqonal data from the EEA to the Unrted State% on July 10 2023, the European
Commission adopted its adequacy decision for the EU- US Data Privacy Framework. On the basis of the new adequacy
decision, personal data can flow from the EEA to United States companies participating in the framework. #a-With regard to



the event-transfer of a-persenal-data breach-from the EU to the United Kingdom , on June 28, 2021, the EC adopted two

adequacy decisions for the UK — one under the GDPR and the also-requires-us;-as-a-econtroHer-to-notify-the-other eempetent

supervisory-authorities-and-or-for the affeeted-Law Enforcement Directive. Personal data subjeets—Suchnotifteattonrmust-be
issued-withott-undue-detay, may now freely flow between the EEA and the UK since the UK is deemed to have and-- an

where—fe&si-b}e—net—}&ter—adequate data protection level for purposes of the EU regime. However, the adequacy decisions
1nclude a ¢ sunset clause whlch entails t-han—that -7'—2—heﬁrs—the dec1s1ons will automatlcally explre four years after having

W&re—ef—a—perseﬁa-l-&a’fa—bfe&eh— Fdllme to comply w1th the reqmrements of the GDPR and the reldted natlonal data protectlon
laws of the EU Member States may result in significant monetary fines for noncompliance of up to € 20 million or 4 % of the
annual global turnover of the noncompliant company, whichever is greater, other administrative penalties and a number of
criminal offenses (punishable-by-uneapped-fines)-for organizations and, in certain cases, their directors and officers, as well as
civil liability claims from individuals whose personal data was processed. Data protection authorities from the different EU
Member States may still implement certain variations, enforce the GDPR and national data protection laws differently, and
introduce additional national regulations and guidelines, which adds to the Complex1ty of prouessmg personal data in the EU.

Furthermore, Gmdaﬂee-deve}eped—&t—bet-}rt-he—there

eemp-}e*i-ty—ef—eb-l-'rga-t-teﬂs—reldmm to processing health data from clinical trials —Sueh-, 1nclud1ng public dlsclosure obligations
are-provided in the aew—EU CTR, EMA disclosure initiatives and voluntary commitments by industry. Failing to comply with
these obligations could lead to government enforcement actions and s1s_mhcdnt pendltles dgamst us, harm to our reputdtlon and
adversely impact our business and operating results. Additionally
regulatory-frameworks-, steh-following the UK’ s withdrawal from the EEA known as Brexnt t-he—GT—R—&nd—the—GBP—R—
further-adds-companies also have to the-eomplexity—--- comply thatwe-faee-with regard-te-the UK’ s data protection
regutation—With-regard-laws (including the GDPR, as incorporated into UK national law), the latter regime having the
ability to impose fines up to the greater of £ 17. 5 million or 4 % of global turnover. Furthermore, transfers from the UK
to t-he—other countries are subJect to UK 1nternatlonal transfer e-f—d&ta—freﬁa—rules, whlch broadly mirror the EU te-the

d iDPR rules and-the
eﬂ&er—feﬁ&re—l:aW-E—n—fereefneﬁt—Btreeﬁve— Personal ddtd may ﬁew—however heely ﬂow hom the E—U—te—t-he—UK to the EEA

smce the U—IGEEA is deemed to ha\ e an ddeqmte data protectlon 1evel for purposes of the Eregime—However,-the-adeguaey

egime ese nternation ; brea 116 R . With regard to the tmnster of personal
data from the UK to the Umted States from October 12 ee’fe-beik 2023, businesses in the UK can start to transfer personal data
to US organizations certified to the “ UK Extension to the EU- US Data Privacy Framework ” f8iEsxtenstery-under the UK
GDPR, without the need for further safeguards. On March 21, 2022, the international data transfer agreement (IDTA) and the
international data transfer addendum to the EC’ s standard contractual clauses for international data transfers (Addendum), and
a document settmé out transmondl provisions came into force and replaced the old EU SCCs for purposes of the UK regime.

: ely-a by the new fewsteﬁ—e-f—t-he—l: DAP Wthh came -ts—eeﬂa-l-ﬁg—mto
force on the SeptembeI 1, 2()23 The FDAP is wide- ranging in scope and imposes numerous requirements on companies that
process personal data, 1nclud1ng, requirements relating to processing health and other sensitive data, obtaining consent of the
individuals to whom the personal data relates, providing information to individuals regarding data processing activities,
implementing safeguards to protect the seeurlty and conhdentldllty of pelsondl ddtd and taking certain measures when engaging

t-h-rrd-—parw—prouessou -

s&ﬂeﬁeﬁs— Bredches of or non- Compllame with applicable data protection reguldtlons and professmnal secrecy oblls_dtlons
could result in fines, or, under certain circumstances, mptisenment-criminal sanctions. The collection and use of personal
health data and the-other individualsresponstbte-personal data in the US is governed by various federal and state laws,




including comprehensive state privacy laws (including CCPA), data breach notification laws, health privacy laws (such
as HIPAA and state health privacy laws), federal and state consumer protection laws, and Section S of the FTC Act.
Failure to comply with these laws can result in fines (including statutory damages for the-breach-ernon—eomplanee
certain prlvacy laws), thlrd party llabllltles, regulatory 1nqu1r1es and enforcement legal fees, and legal clalms Flnally,

cannot assure yeu—that our thlrd party service providers Wlth access to our or our customers’ supphers trlal patlents and
employees’ personally identifiable , personal information, personal data, and other sensitive or confidential information will
not breach contractual obligations imposed by us, or that they will not experience data security breaches or attempts thereof,
which could have a corresponding effect on our business, including putting us in breach of our obligations under privacy laws
and regulations and / or which could in turn adversely affect our business, results of operations, and financial condition. We
cannot assure yeu-that our contractual measures and our own privacy and security- related safeguards will protect us from the
risks associated with the third- party processing, use, storage, and transmission of such information. Any of the foregoing could
have a material adverse effect on our business, financial condition, results of operations, and prospects. We are subject to certain
U. S. and foreign anti- corruption, anti- money laundering, export control, sanctions, and other trade laws and regulations. We
can face serious consequences for violations. Among other matters, U. S. and foreign anti- corruption, anti- money laundering,
export control, sanctions, and other trade laws and regulations, prohibit companies and their employees, agents, clinical research
organizations, legal counsel, accountants, consultants, contractors, and other partners from authorizing, promising, offering,
providing, soliciting, or receiving directly or indirectly, corrupt or improper payments or anything else of value to or from
recipients in the public or private sector. Violations of these laws can result in substantial criminal fines and civil penalties,
imprisonment, the loss of trade privileges, debarment, tax reassessments, breach of contract and fraud litigation, reputational
harm, and other consequences. We have direct or indirect interactions with officials and employees of government agencies or
government- affiliated hospitals, universities, and other organizations. We also expect our non- U. S. activities to increase in
time. We plan-te-engage third parties for clinical trials and exto obtain necessary permits, licenses, patent registrations, and
other regulatory approvals and we can be held liable for the corrupt or other illegal activities of our personnel, agents, or
partners, even if we do not explicitly authorize or have prior knowledge of such activities. The Cayman Islands Economic
Substance Act may affect our operations. The Cayman Islands has recently enacted the International Tax Co- operation
(Economic Substance) Act (As Revised) (the “ Cayman Economic Substance Act ). The Cayman Economic Substance Act
generally requires legal entities domiciled or registered in the Cayman Islands and carrying out specific “ relevant activities ” to
have demonstrable substance in the Cayman Islands. The Cayman Economic Substance Act was introduced by the Cayman
Islands to ensure that it meets its commitments to the EU, as well as its obligations under the OECD’ s global Base Erosion and
Profit Shifting initiatives. We are required to comply with the Cayman Economic Substance Act. As we are a Cayman Islands
company, compliance obligations include filing annual notifications for the Company, which need to state whether the
Company is carrying out any relevant activities and, if so, whether we have satisfied economic substance tests to the extent
required under the Cayman Economic Substance Act. As it is a relatively new regime, it is anticipated that the Cayman
Economic Substance Act will evolve and be subject to further clarification and amendments. We may need to allocate additional
resources to keep updated with these developments, and may have to make changes to our operations in order to comply with all
requirements under the Cayman Economic Substance Act. Failure to satisfy these requirements may subject us to penalties under
the Cayman Economic Substance Act. The Cayman Islands Tax Information Authority shall impose a penalty of CI $ 10, 000
(or US $ 12, 500) on a relevant entity for failing to satisfy the economic substance test or CI $ 100, 000 (or US $ 125, 000) if it
is not satisfied in the subsequent financial year after the initial notice of failure. Following failure after two consecutive years
the Grand Court of the Cayman Islands may make an order requiring the relevant entity to take specified action to satisfy the
economic substance test or ordering it that it is defunct or be struck off. Current and future legislation may increase the
difficulty and cost for us, and any collaborators, to obtain marketing approval of and commercialize our drug candidates and
affect the prices we, or they, may obtain. Heightened governmental scrutiny over the manner in which manufacturers set prices
for their marketed drug products has resulted in several recent Congressional inquiries and proposed and enacted federal and
state legislation designed to, among other things, bring more transparency to product pricing, review the relationship between
pricing and manufacturer patient programs, and reform government program reimbursement methodologies for products. We
expect that additional state and federal healthcare reform measures may be adopted in the future, any of which could limit the
amounts that federal and state governments will pay for healthcare therapies, which could result in reduced demand for our drug
candidate, if approved for commercial use, or additional pricing pressures. On Mestreeenthysorr-August 16, 2022, President
Biden signed into law the IRA, which, among other provisions, included several measures intended to lower the cost of
prescription drugs and related healthcare reforms. We cannot be sure whether additional legislation or rulemaking related to the
IRA will be issued or enacted, or what impact, if any, such changes will have on the profitability of any of our drug candidates,
if approved for commercial use, in the future. Risks Related to Employee Matters, Managing Our Growth and Other Risks
Related to Our Business We are dependent on our key personnel and anticipate hiring new key personnel. If we are not
successful in attracting and retaining qualified personnel, we may not be able to successfully implement our business strategy.
Our ability to compete in the highly competitive biotechnology and pharmaceutical industries depends upon our ability to attract
and retain qualified managerial, scientific and medical personnel. We are dependent on our managerial, scientific and medical
personnel, including our Chief Executive Officer, our Chief Scientific Officer, and our Chief Financial Officer. If we do not
succeed in attracting and retaining qualified personnel, it could materially adversely affect our business, financial condition and
results of operations. We could in the future have difficulty attracting and retaining experienced personnel and may be required
to expend significant financial resources in our employee recruitment and retention efforts. Furthermore, we are dependent on
our ability to attract, hire, relocate and retain qualified managerial, scientific and medical personnel from jurisdictions other than



Switzerland, the United Kingdom ane-, Portugal and Belgium . Therefore, Swiss, British ane-, Portuguese and Belgian
immigration requirements have a significant influence on our human resources planning. Immigration applications can take
several months or more to be finalized. If we are unable to complete the requisite visa applications, either as a result of changing
requirements or otherwise, our ability to successfully implement our business strategy could suffer, which could have a material
adverse effect on our business, financial condition, results of operations and prospects. We intend to establish a presence in
the United States in order to build the sales, marketing and distribution infrastructure to commercialize SLK. Certain of
the locations that we are considering for such presence are headquarters to many other biopharmaceutical companies
and many academic and research institutions. Competition for skilled personnel in such locations is intense and may
limit our ability to hire and retain highly qualified personnel on acceptable terms or at all. [n order to successfully
implement our plans and strategies, we will need to grow the size of our organization and we may experience difficulties in
managing this growth. We expect to experience srgnrﬁcant growth in the number of our employees and the scope of our
operations, particularly in the areas of medical drtg : : atory-affairs , marketing, sales,
market access and pricing and, potentially, others. To manage our anticipated future growth we must continue to implement
and develop our managerial, operational and financial systems, expand our facilities and continue to recruit and train additional
qualified personnel. Due to the limited experience of our management team in managing a company with such anticipated
growth, we may not be able to effectively manage the expansion of our operations or recruit and train additional qualified
personnel. A cybersecurity incident or Fatlure-failure in our information technology and storage systems or those of third
parties upon whom we rely could significantly disrupt the operation of our business and adversely impact our financial
condition. Our ability to execute our business plan and maintain operations depends on the continued and uninterrupted
performance of our information technology (“ IT ) systems or those of third parties upon whom we rely. IT systems are
vulnerable to risks and damages from a variety of sources, including telecommunications or network failures, malicious human
acts, and natural disasters (such as a tornado, an earthquake, or a fire). Moreover, despite network security and back- up
measures, some of our and our vendors’ servers are potentially vulnerable to physical or electronic break- ins, including cyber-
attacks, computer viruses, and similar disruptive problems. The techniques used by criminal elements to attack computer
systems are sophisticated, change frequently, and may originate from less regulated and remote areas of the world. As a result,
we may not be able to address these techniques proactively or implement adequate preventative measures. If the IT systems are
compromised, we could be subject to fines, damages, litigation, and enforcement actions, and we could lose trade secrets, the
occurrence of which could harm our business. Despite precautionary measures designed to prevent unanticipated problems that
could affect the IT systems, sustained or repeated system failures that interrupt our ability to generate and maintain data could
adversely affect our ability to operate our business. In addition, the failure of our systems, maintenance problems, upgrading or
transitioning to new platforms, or a breach-in-seenrity-cybersecurity incident could result in delays and reduce efficiency in our
operations. Remediation of such problems could result in significant, unplanned capital investments. Furthermore, parties in our
supply chain may be operating from single sites, increasing their vulnerability to natural disasters or other sudden, unforeseen,
and severe adverse events. If such an event were to affect our supply chain, it could have a material adverse effect on our
business. Our internal computer systems, or those of any of our CROs, manufacturers, other contractors or consultants or
potential future collaborators, may fail or suffer security or data privacy breaches or other unauthorized or improper access to,
use of, or destruction of our proprietary or confidential data, employee data or personal data, which could result in additional
costs, loss of revenue, significant liabilities, harm to our brand and material disruption of our operations. Despite the
implementation of security measures in an effort to protect systems that store our information, given their size and complexity
and the increasing amounts of information maintained on our internal information technology systems and those of our third-
party CROs, other contractors (including sites performing our clinical trials) and consultants, these systems are potentially
vulnerable to breakdown or other damage or interruption from service interruptions, system malfunction, natural disasters,
terrorism, war and telecommunication and electrical failures, as well as security breaches from inadvertent or intentional actions
by our employees, contractors, consultants, business partners and / or other third parties, or from ransomware and other cyber-
attacks by malicious third parties, which may compromise our system infrastructure or lead to the loss, destruction, alteration or
dissemination of, or damage to, our data. In addition, techniques used to obtain unauthorized access to networks in which data is
stored or through which data is transmitted change frequently and generally are not recognized until launched against a target.
As aresult, we may be unable to anticipate these techniques or implement adequate preventative measures to prevent such an
event. Further, cybersecurity breaches or other cybersecurity incidents may allow hackers access to our preclinical
compounds, strategies, discoveries, trade secrets, and / or other confidential information. Additionally, sensitive data
could be leaked, disclosed, or revealed as a result of or in connection with our employees’, personnel’ s, vendors’ or
partners’ use of generative Al technologies. To the extent that any disruption or seenrity-cybersecurity breaeh-incident were
to result in a loss, destruction, unavailability, alteration or dissemination of, or damage to, our data or applications, or for it to be
believed or reported that any of these occurred, we could incur liability , including under laws and regulations governing the
protection of protected health information and other personal data, and reputational damage and the development and
commercialization of SLK could be delayed . 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 around the world have increased . Further, our insurance policies may not be
adequate to compensate us for the potential losses arising from any such disruption in, or failure or security breach of, our
systems or third- party systems where information important to our business operations or commercial development is stored.
The successful assertion of one or more large claims against us that exceeds our available insurance coverage or results in
changes to our insurance policies (including premium increases or the imposition of large deductible or co- insurance
requirements), could have an adverse effect on our business. In addition, we cannot be sure that any existing insurance coverage




and coverage for errors and omissions will continue to be available on acceptable terms or that our insurers will not deny
coverage as to any future claim. Any failure or perceived failure by us or our employees, representatives, contractors,
consultants, collaborators, or other third- party service providers to comply with our data privacy, security, protection, or
confidentiality, or to respond to any data security incidents, breaches or other unauthorized access, acquisition, or disclosure of
sensitive information (including, without limitation personal information), may result in additional cost and / or liability to us,
including costs from governmental investigations, enforcement actions, regulatory fines, litigation, costs of doing business, or
damage to our reputation. Any of these events could cause harm to our reputation, business, financial condition, or operational
results. Risks Related to Reliance on Third Parties We currently rely, and plan to rely in the future, on third parties to conduct
and support our preclinical studies and clinical trials. If these third parties do not properly and successfully carry out their
contractual duties or meet expected deadlines, we may not be able to obtain regulatory approval of or commercialize SLK. We
have utilized and plan to continue to utilize and depend upon independent investigators and collaborators, such as medical
institutions, CROs, CMOs and strategic partners, to conduct and support our preclinical studies and clinical trials under
agreements with us. We will rely heavily on these third parties over the course of our preclinical studies and clinical trials, and
we control only certain aspects of their activities. As a result, we will have less direct control over the conduct, timing and
completion of these preclinical studies and clinical trials and the management of data developed through preclinical studies and
clinical trials than would be the case if we were relying entirely upon our own staff. Nevertheless, we are responsible for
ensuring that each of our studies and trials is conducted in accordance with the applicable protocol, legal, regulatory and
scientific standards, and our reliance on these third parties does not relieve us of our regulatory responsibilities. We and our
third- party contractors and CROs are required to comply with GCP regulations, which are regulations and guidelines enforced
by the FDA and comparable foreign regulatory authorities for product candidates in clinical development. If we or any of these
third parties fail to comply with applicable GCP regulations, the clinical data generated in our clinical trials may be deemed
unreliable and the FDA, EMA, or comparable foreign regulatory authorities may require us to perform additional clinical trials
before approving our marketing applications. We cannot assure you that upon inspection by a given regulatory authority, such
regulatory authority will determine that any of our clinical trials comply with GCP regulations, even if responsibilities have been
outlined in agreements with external partners, such as CROs. In addition, our clinical trials must be conducted with product
produced under cGMP regulations. Our failure to comply with these regulations may require us to repeat clinical trials, which
would delay the regulatory approval process. Moreover, our business may be implicated if any of these third parties violates
federal or state fraud and abuse or false claims laws and regulations or healthcare privacy and security laws. Any third parties
conducting our clinical trials will not be our employees and, except for remedies available to us under our agreements with such
third parties, we cannot control whether they devote sufficient time and resources to SLK. These third parties may also have
relationships with other commercial entities, including our competitors, for whom they may also be conducting clinical trials or
other product development activities, which could affect their performance on our behalf. If these third parties 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 or
regulatory requirements or for other reasons, our clinical trials may be extended, delayed or terminated and we may not be able
to complete development of, obtain regulatory approval of or successfully commercialize SLK. We do not currently own or
operate any facility that may be used to produce SLK (including any drug substance or finished drug product) and must
currently rely on CMOs to produce them for us. We have not yet caused SLK to be manufactured in a commercially validated
and registered process and may not be able to do so. We do not control the manufacturing process of, and are completely
dependent on, our contract manufacturing partners for compliance with cGMP requirements and any other regulatory
requirements of the FDA or other regulatory authorities for the manufacture of SLK. Beyond periodic audits, we have no control
over the ability of our CMOs to maintain adequate quality control, quality assurance and qualified personnel. If the FDA, EMA,
or a comparable foreign regulatory authority does not approve these facilities for the manufacture of SLK or if it withdraws any
approval in the future, we may need to find alternative manufacturing facilities, which would require the incurrence of
significant additional costs and materially and adversely affect our ability to develop, obtain regulatory approval for or market
SLK, if approved. Similarly, our failure, or the failure of our CMOs, to comply with applicable regulations could result in
sanctions being imposed on us, including fines, injunctions, civil penalties, delays, suspension or withdrawal of approvals,
license revocation, seizures or recalls of SLK, operating restrictions and criminal prosecutions, any of which could significantly
and adversely affect supplies of SLK and harm our business and results of operations. Moreover, if any CMOs on which we will
rely fail to manufacture quantities of SLK at quality levels necessary to meet regulatory requirements and at a scale sufficient to
meet anticipated demand at a cost that allows us to achieve profitability, our business, financial condition and prospects could be
materially and adversely affected. Our business could be similarly affected by business disruptions to our third- party providers
with potential impacts on our future revenue and financial condition and our costs and expenses. Each of these risks could delay
or prevent the completion of our clinical trials or the approval of SLK by the FDA, result in higher costs or adversely impact
commercialization of SLK. Moreover, we have not yet completed the development of the autoinjector device for SLK , which
includes the conduct of pharmacokinetic and human factor studies, and may not be able to do. We may, in the future, form
or seek collaborations or strategic alliances or enter into licensing arrangements, and we may not realize the benefits of such
collaborations, alliances or licensing arrangements. We may, in the future, form or seek strategic alliances, create joint ventures
or collaborations, or enter into licensing arrangements with third parties that we believe will complement or augment our
development and commercialization efforts with respect to SLK and / or our Company more broadly. Any of these relationships
may require us to increase our near and long- term expenditures, issue securities that dilute our existing shareholders or disrupt
our management and business. Risks Related to Our Intellectual Property We rely upon a combination of patents, trademarks,
trade secret protection and confidentiality agreements to protect the intellectual property related to SLK and our technologies



and to prevent third parties from copying and surpassing our achievements, thus eroding our competitive position in our market.
Our success depends in large part on our ability to obtain and maintain patent protection for SLK and its uses, components,
formulations, methods of manufacturing and methods of treatment, as well as our ability to operate without infringing on or
violating the proprietary rights of others. We own and have licensed rights to patent applications and pending patent
applications, and expect to continue to file patent applications in the United States and abroad related to our novel discoveries
and technologies that are important to our business. The patent position of biotechnology and pharmaceutical companies
generally is highly uncertain, involves complex legal and factual questions and has in recent years been the subject of much
litigation. As a result, the issuance, scope, validity, enforceability and commercial value of our patent rights are highly
uncertain. Our pending and future patent applications may not result in patents being issued which protect our technology or
drug candidates or which effectively prevent others from commercializing competitive technologies and drug candidates. The
patent examination process may require us or our licensors to narrow the scope of the claims of our or our licensors’ pending
and future patent applications, which may limit the scope of patent protection that may be obtained . Accordingly, even if we or
our licensors are able to obtain patents, the patents might be substantially narrower than anticipated. Thus, there is no
assurance as to the degree and range of protections any of our patents, if issued, may afford us or whether patents will be
issued . We cannot assure you that all of the potentially relevant prior art relating to our patents and patent applications has been
found. If such prior art exists, it can invalidate a patent or prevent a patent application from being issued as a patent. We enjoy
only limited geographical protection with respect to certain patents and may not be able to protect our intellectual property rights
throughout the world. We may not be able to protect our intellectual property rights throughout the world and the legal systems
in certain countries may not favor enforcement or protection of patents, trade secrets and other intellectual property. Filing,
prosecuting and defending patents on SLK worldwide would be prohibitively expensive and our intellectual property rights in
some foreign jurisdictions can be less extensive than those in the United States. We have licensed patents in the most relevant
countries but may not be able to obtain patents in all jurisdictions even if we apply for them. Our competitors may operate in
countries where we do not have patent protection and can freely use our technologies and discoveries in such countries to the
extent such technologies and discoveries are publicly known or disclosed in countries where we do have patent protection or
pending patent applications. Our pending and future patent applications may not result in patents being issued. Any issued
patents may not afford sufficient protection of SLK or its intended uses against competitors, nor can there be any assurance that
the patents issued will not be infringed, designed around, invalidated by third parties, or effectively prevent others from
commercializing competitive technologies, products or product candidates. Further, even if these patents are granted, they may
be difficult to enforce. In addition, many countries have compulsory licensing laws under which a patent owner may be
compelled to grant licenses to third parties. Many countries also limit the enforceability of patents against government agencies
or government contractors. In these countries, the patent owner may have limited remedies, which could materially diminish the
value of such patent. If we or any of our licensors is forced to grant a license to third parties with respect to any patents relevant
to our business, our competitive position may be impaired, and our business and financial condition may be adversely affected.
Obtaining and maintaining our patent protection depends on compliance with various procedural, document submission, fee
payment and other requirements imposed by governmental patent agencies, and our patent protection could be reduced or
eliminated if we fail to comply with these requirements. Periodic maintenance and annuity fees on any issued patent are due to
be paid to the United States Patent and Trademark Office (“ USPTO ”) and foreign patent agencies over the lifetime of a patent.
In addition, the USPTO and other foreign patent agencies require compliance with a number of procedural, documentary, fee
payment, and other similar provisions during the patent application process. While an inadvertent failure to make payment of
such fees or to comply with such provisions can in many cases be cured by payment of a late fee or by other means in
accordance with the applicable rules, there are situations in which such non- compliance will result in the abandonment or lapse
of the patent or patent application, and the partial or complete loss of patent rights in the relevant jurisdiction. Non- compliance
events that could result in abandonment or lapse of a patent or patent application include failure to respond to official actions
within prescribed time limits, and non- payment of fees and failure to properly legalize and submit formal documents within
prescribed time limits. If we or our licensors fail to maintain the patents and patent applications covering our drug candidates or
if we or our licensors otherwise allow our patents or patent applications to be abandoned or lapse, our competitors might be able
to enter the market, which would hurt our competitive position and could impair our ability to successfully commercialize our
drug candidates in any indication for which they are approved. Issued patents covering one or more of our drug candidates could
be found invalid or unenforceable. Any issued patents that we may license or own covering SLK could be narrowed or found
invalid or unenforceable if challenged in court or before administrative bodies in the United States or abroad, including the
USPTO. Also, patent terms, including any extensions or adjustments that may or may not be available to us, may be inadequate
to protect our competitive position with respect to SLK for an adequate amount of time, and we may be subject to claims
challenging the inventorship, validity, enforceability of our patents and / or other intellectual property. Finally, changes in U. S.
patent law, or laws in other countries, could diminish the value of patents in general, thereby impairing our ability to protect
SLK. Further, if we encounter delays in our clinical trials or delays in obtaining regulatory approval, the period of time during
which we could market SLK under patent protection would be reduced. Thus, the patents that we own and license may not
afford us any meaningful competitive advantage. Moreover, we or our licensors may be subject to a third- party pre- issuance
submission of prior art to the USPTO or become involved in opposition, derivation, revocation, reexamination, inter partes
review, post- grant review or interference proceedings challenging our patent rights or the patent rights of others. An adverse
determination in any such submission, proceeding or litigation could reduce the scope of, or invalidate, our patent rights, allow
third parties to commercialize our technology or SLK and compete directly with us, without payment to us, or result in our
inability to manufacture or commercialize drugs without infringing third- party patent rights. If the breadth or strength of
protection provided by our patents and patent applications is threatened, regardless of the outcome, it could dissuade companies



from collaborating with us to license, develop or commercialize SLK. In addition to seeking patents for some of our technology
and SLK, we may also rely on trade secrets, including unpatented know- how, technology and other proprietary information, to
maintain our competitive position. Any disclosure, either intentional or unintentional, by our employees, the employees of third
parties with whom we share our facilities or third- party consultants and vendors that we engage to perform research, clinical
trials or manufacturing activities, or misappropriation by third parties (such as through a cybersecurity breach) of our trade
secrets or proprietary information could enable competitors to duplicate or surpass our technological achievements, thus eroding
our competitive position in our market. In order to protect our proprietary technology and processes, we rely in part on
confidentiality agreements with our collaborators, employees, consultants, outside scientific collaborators and sponsored
researchers and other advisors. These agreements may not effectively prevent disclosure of confidential information and may
not provide an adequate remedy in the event of unauthorized disclosure of confidential information. As our organization grows,
so does the risk of unauthorized disclosure of confidential information. We may need to share our proprietary information,
including trade secrets, with future business partners, collaborators, contractors and others located in countries at heightened risk
of theft of trade secrets, including through direct intrusion by private parties or foreign actors and those affiliated with or
controlled by state actors. In addition, while we undertake efforts to protect our trade secrets and other confidential information
from disclosure, others may independently discover trade secrets and proprietary information, and in such cases, we may not be
able to assert any trade secret rights against such party . Enforcing a claim that a party illegally obtained and is using our
trade secrets is challenging and the outcome is unpredictable. In addition, courts outside of the U. S. may be less willing
to protect trade secrets . Costly and time- consuming litigation could be necessary to enforce and determine the scope of our
proprietary rights and failure to obtain or maintain trade secret protection could adversely affect our competitive business
position. We may be subject to damages resulting from claims that we or our employees have wrongfully used or disclosed
confidential information of our competitors or are in breach of non- competition or non- solicitation agreements with our
competitors. As is common in the biotechnology and pharmaceutical industries, we employ individuals and engage the services
of consultants who previously worked for other biotechnology or pharmaceutical companies, including our competitors or
potential competitors. Although no claims against us are currently pending, we may be subject to claims that these employees or
we have inadvertently or otherwise used or disclosed trade secrets or other proprietary information of their former employers, or
that our consultants have used or disclosed trade secrets or other proprietary information of their former or current clients.
Litigation may be necessary to defend against these claims. If we fail in defending any such claims, in addition to paying
monetary damages, we may lose valuable intellectual property rights or personnel. Even if we are successful in defending
against such claims, litigation or other legal proceedings relating to intellectual property claims may cause us to incur significant
expenses, and could distract 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 price of our Class A
Ordinary Shares. This type of litigation or proceeding could substantially increase our operating losses and reduce our resources
available for development activities. We may not have sufficient financial or other resources to adequately conduct such
litigation or proceedings. Some of our competitors may be able to absorb the costs of such litigation or proceedings more
effectively than we can. Uncertainties resulting from the initiation and continuation of patent litigation or other intellectual
property related proceedings could adversely affect our ability to compete in the marketplace. Patent terms may be inadequate to
protect our competitive position with respect to SLK for an adequate amount of time. Patents have a limited lifespan. In the
United States, if all maintenance fees are timely paid, the natural expiration of a patent is generally 20 years from its earliest U.
S. non- provisional filing date. Various extensions may be available, but the life of a patent, and the protection it affords, is
limited. Even if patents covering SLK are obtained, once the patent life has expired, we may be subject to competition from
competitive products, including generics or biosimilars. Given the amount of time required for the development, testing and
regulatory review of new product candidates, patents protecting such candidates might expire before or shortly after such
candidates are commercialized. As a result, our owned and licensed patent portfolio may not provide us with sufficient rights to
exclude others from commercializing products similar or identical to ours. If we do not obtain patent term extension in the
United States under the Hatch- Waxman Act and in foreign countries under similar legislation, thereby potentially extending the
term of our marketing exclusivity for SLK, our business may be materially harmed. In the United States, the patent term of a
patent that covers an FDA- approved drug may be eligible for limited patent term extension, which permits patent term
restoration as compensation for the patent term lost during the FDA regulatory review process. The Drug Price Competition and
Patent Term Restoration Act of 1984, also known as the Hatch- Waxman Act, permits a patent term extension of up to five
years beyond the expiration of the patent. The length of the patent term extension is related to the length of time the drug is
under regulatory review. Patent extension cannot extend the remaining term of a patent beyond a total of 14 years from the date
of product approval, and only one patent applicable to an approved drug may be extended and only those claims covering the
approved drug, a method for using it, or a method for manufacturing it may be extended. Similar provisions are available in the
EU and certain other non- United States jurisdictions to extend the term of a patent that covers an approved drug. While, in the
future, if and when SLK receives FDA approval, we expect to apply for patent term extensions on patents covering SLK, there
is no guarantee that the applicable authorities will agree with our assessment of whether such extensions should be granted, and
even if granted, the length of such extensions. We may not be granted patent term extension either in the United States or in any
foreign country because of, for example, failing to exercise due diligence during the testing phase or regulatory review process,
failing to apply within applicable deadlines, failing to apply prior to expiration of relevant patents or otherwise failing to satisfy
applicable requirements. Moreover, the term of extension, as well as the scope of patent protection during any such extension,
afforded by the governmental authority could be less than we request. If we are unable to obtain any patent term extension or
the term of any such extension is less than we request, our competitors may obtain approval of competing products following



the expiration of our patent rights, and our business, financial condition, results of operations and prospects could be materially
harmed. It is possible that we will not succeed in obtaining patent term extension under the Hatch- Waxman Act for a U. S.
patent covering SLK that we may identify even where that patent is eligible for patent term extension, or if we obtain such an
extension, it may be for a shorter period than we had sought. Further, for our licensed patents, we may not have the right to
control prosecution, including filing with the USPTO, a petition for patent term extension under the Hatch- Waxman Act. Thus,
if one of our licensed patents is eligible for patent term extension under the Hatch- Waxman Act, we may not be able to control
whether a petition to obtain a patent term extension is filed, or obtained, from the USPTO. Also, we may be unable to obtain
patents covering SLK that contain one or more claims that satisfy the requirements for listing in the Approved Drug Products
with Therapeutic Equivalence Evaluations (the Orange Book). Even if we submit a patent for listing in the Orange Book, the
FDA may decline to list the patent, or a manufacturer of generic drugs may challenge the listing. If SLK is approved and a
patent covering SLK is not listed in the Orange Book, a manufacturer of generic drugs would not have to provide advance notice
to us of any abbreviated new drug application filed with the FDA to obtain permission to sell a generic version of SLK. Changes
to patent laws in the United States and other jurisdictions could diminish the value of patents in general, thereby impairing our
ability to protect SLK. Changes in either the patent laws or interpretation of patent laws in the United States, including patent
reform legislation such as the Leahy- Smith America Invents Act (the “ Leahy- Smith Act ”’) could increase the uncertainties and
costs surrounding the prosecution of our owned and in- licensed patent applications and the maintenance, enforcement or
defense of our owned and in- licensed issued patents. The Leahy- Smith Act includes a number of significant changes to United
States patent law. These changes include provisions that affect the way patent applications are prosecuted, redefine prior art,
provide more efficient and cost- effective avenues for competitors to challenge the validity of patents, and enable third- party
submission of prior art to the USPTO during patent prosecution and additional procedures to challenge the validity of a patent at
USPTO- administered post- grant proceedings, including post- grant review, inter partes review, and derivation proceedings.
Also, under the Leahy- Smith Act, the United States transitioned from a first- to- invent to a first- to- file system in which,
assuming that the other statutory requirements for patentability are met, the first inventor to file a patent application will be
entitled to the patent on an invention regardless of whether a third party was the first to invent the claimed invention. Foreign
counterparts to this law are also not uniform, and there is no worldwide policy governing the subject matter and scope of claims
granted in a pharmaceutical or biotechnology patent. As such, the Leahy- Smith Act and its implementation could increase the
uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or defense of our issued
patents, all of which could have a material adverse effect on our business, financial condition, results of operations and
prospects. In addition, the patent positions of companies in the development and commercialization of biologics and
pharmaceuticals are particularly uncertain. Recent U. S. Supreme Court rulings have narrowed the scope of patent protection
available in certain circumstances and altered the rights of patent owners in certain situations. This combination of events has
created uncertainty with respect to the validity and enforceability of patents once obtained. Depending on future legislation by
the U. S. Congress, decisions by the federal courts and the USPTO, the laws and regulations governing patents could change in
unpredictable ways that could have a material adverse effect on our patent rights and our ability to protect, defend and enforce
our patent rights in the future. Similarly, changes in the patent laws of other jurisdictions could adversely affect our ability to
obtain and effectively enforce our patent rights, which would have a material adverse effect on our business and financial
condition. We may not identify relevant third- party patents or may incorrectly interpret the relevance, scope or expiration of a
third- party patent, which might adversely affect our ability to develop and market SLK. We cannot guarantee that any of our
patent searches or analyses, including the identification of relevant patents, the scope of patent claims or the expiration of
relevant patents, are complete or thorough, nor can we be certain that we have identified each and every third- party patent and
pending application in the United States and abroad that is relevant to or necessary for the commercialization of SLK in any
jurisdiction. The scope of a patent claim is determined by an interpretation of the law, the written disclosure in a patent and the
patent’ s prosecution history. Our interpretation of the relevance or the scope of a patent or a pending application may be
incorrect. Our determination of the expiration date of any patent in the United States or abroad that we consider relevant may be
incorrect. Our failure to identify and correctly interpret relevant patents may negatively impact our ability to develop and market
SLK. In addition, because some patent applications in the United States may be maintained in secrecy until the patents are
issued, patent applications in the United States and many foreign jurisdictions are typically not published until 18 months after
filing, and publications in the scientific literature often lag behind actual discoveries, we cannot be certain that others have not
filed patent applications for technology covered by our issued patents or our pending applications, or that we were the first to
invent the technology. Our competitors may have filed, and may in the future file, patent applications covering SLK or
technology similar to ours. Any such patent application may have priority over our patent applications or patents, which could
require us to obtain rights to issued patents covering such technologies. We may be subject to claims challenging the
inventorship of our patents and other intellectual property. We generally enter into confidentiality and intellectual property
assignment agreements with our employees, consultants, and contractors. These agreements generally provide that inventions
conceived by the party in the course of rendering services to us will be our exclusive property. However, those agreements may
not be honored and may not effectively assign intellectual property rights to us. Moreover, there may be some circumstances,
where we are unable to negotiate for such ownership rights. We may be subject to claims that former employees, collaborators
or other third parties have an interest in our patents or other intellectual property as an inventor or co- inventor. The failure to
name the proper inventors on a patent application can result in the patents issuing thereon being unenforceable. Inventorship
disputes may arise from conflicting views regarding the contributions of different individuals named as inventors, the effects of
foreign laws where foreign nationals are involved in the development of the subject matter of the patent, conflicting obligations
of third parties involved in developing SLK or as a result of questions regarding co- ownership of potential joint inventions.
Litigation may be necessary to resolve these and other claims challenging inventorship and / or ownership. Alternatively, or



additionally, we may enter into agreements to clarify the scope of our rights in such intellectual property. If we fail in defending
any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights, such as exclusive
ownership of, or right to use, valuable intellectual property. Such an outcome could have a material adverse effect on our
business. Even if we are successful in defending against such claims, litigation could result in substantial costs and be a
distraction to management and other employees. We may be subject to patent infringement claims or may need to file claims to
protect our intellectual property, which could result in substantial costs and liability and prevent us from commercializing SLK.
Because the intellectual property landscape in the biotechnology industry is rapidly evolving and is interdisciplinary, it is
difficult to conclusively assess our freedom to operate without infringing on or violating third party rights. If a third party
successfully brings a claim against us, we may be required to pay substantial damages, be forced to abandon SLK and / or seek a
license from the patent holder. In addition, any intellectual property claims (e. g. patent infringement or trade secret theft)
brought against us, whether or not successful, may cause us to incur significant legal expenses and divert the attention of our
management and key personnel from other business concerns. We cannot be certain that patents owned or licensed by us will not
be challenged by others in the course of litigation. Some of our competitors may be able to absorb the costs of complex
intellectual property litigation more effectively than we can. In addition, any uncertainties resulting from the initiation and
continuation of any litigation could have a material adverse effect on our ability to raise funds and on the market price of our
Class A Ordinary Shares. Competitors may infringe or otherwise violate our patents, trademarks, copyrights or other intellectual
property. To counter infringement or other violations, we may be required to file claims, which can be expensive and time-
consuming. Any such claims could provoke these parties to assert counterclaims against us, including claims alleging that we
infringe their patents or other intellectual property rights. In addition, in a patent infringement proceeding, a court or
administrative body may decide that one or more of the patents we assert is invalid or unenforceable, in whole or in part,
construe the patent’ s claims narrowly or refuse to prevent the other party from using the technology at issue on the grounds that
our patents do not cover the technology. Similarly, if we assert trademark infringement claims, a court or administrative body
may determine that the marks we have asserted are invalid or unenforceable or that the party against whom we have asserted
trademark infringement has superior rights to the marks in question. In such a case, we could ultimately be forced to cease use of
such marks. In any intellectual property litigation, even if we are successful, any award of monetary damages or other remedy
we receive may not be commercially valuable. Further, we may be required to protect our patents through procedures created to
challenge the validity of a patent at the USPTO. An adverse determination in any such submission or proceeding could reduce
the scope or enforceability of, or invalidate, our patent rights, which could adversely affect our competitive position. Because of
a lower evidentiary standard in USPTO proceedings compared to the evidentiary standard in United States federal courts
necessary to invalidate a patent claim, a third party could potentially provide evidence in a USPTO proceeding sufficient for the
USPTO to hold a claim invalid even though the same evidence would be insufficient to invalidate the claim if first presented in
a district court action. In addition, if SLK is found to infringe the intellectual property rights of third parties, these third parties
may assert infringement claims against our future licensees and other parties with whom we have business relationships and we
may be required to indemnify those parties for any damages they suffer as a result of these claims, which may require us to
initiate or defend protracted and costly litigation on behalf of licensees and other parties regardless of the merits of such claims.
If any of these claims succeed, we may be forced to pay damages on behalf of those parties or may be required to obtain a
license for SLK. Furthermore, because of the substantial amount of discovery required in connection with intellectual property
litigation or other legal proceedings relating to our intellectual property rights, there is a risk that some of our confidential
information could be compromised by disclosure during this type of litigation or other proceedings. We license patent rights
from third- party owners and thus our rights to develop and commercialize our technology and product candidates are subject, in
part, to the terms and conditions of licenses granted to us by others. We are a party to certain licenses, including with our
licensor with MHKDG, that provide us rights to intellectual property that are necessary or useful for SLK and its respective
components, formulations, methods of manufacturing and methods of treatment. These license agreements require us to satisfy
certain obligations and, if these agreements are terminated (e. g., as a result of our failure to satisfy such obligations), our
technology and our business could be adversely affected. We may also enter into additional licenses to third- party intellectual
property in the future; however, we may not be able to obtain such licenses on economically feasible terms or other reasonable
terms and conditions, or at all. Additionally, we may not have the right to control the preparation, filing, prosecution,
maintenance, enforcement, and defense of patents and patent applications covering the technology that we license from third
parties. In those instances, we cannot be certain that these patents and patent applications will be prepared, filed, prosecuted,
maintained, enforced, and defended in a manner consistent with the best interests of our business. If our licensors fail to
prosecute, maintain, enforce, and defend such patents, or lose rights to those patents or patent applications, the rights we have
licensed may be reduced or eliminated, and our right to develop and commercialize any of our products that are subject of such
licensed rights could be adversely affected. If we, or our licensors, are not able to obtain and maintain patent protection for any
products that we develop and for our technology, or if the scope of the patent protection obtained is not sufficiently broad, our
competitors could develop and commercialize products and technology similar or substantially identical to ours, which could
adversely affect our competitive business position and harm our business prospects. Even if patents are issued in respect of these
patent applications, we or our licensors may determine not to pursue litigation against other companies that are infringing these
patents, or may not be able to pursue such litigation at a reasonable cost or in a timely manner. Our license from MHKDG may
be subject to retained rights. MHKDG retains certain rights under its license agreement with us, including the right to use the
underlying technology for noncommercial academic and research use, to publish general scientific findings from research related
to the technology, and to make customary scientific and scholarly disclosures of information relating to the technology. It is
difficult to monitor whether MHKDG limits its use of the technology to these uses, and we could incur substantial expenses to
enforce our rights to our licensed technology in the event of misuse. We may not be able to effectively secure first- tier



technologies when competing against other companies or investors. Our future success may require that we acquire patent rights
and know- how to new or complimentary technologies. However, we compete with a substantial number of other companies that
may also compete for technologies we desire. In addition, many venture capital firms and other institutional investors, as well as
other biotechnology companies, invest in companies seeking to commercialize various types of emerging technologies. Many of
these companies have greater financial, scientific and commercial resources than us. Therefore, we may not be able to secure the
technologies we desire. Furthermore, should any commercial undertaking by us prove to be successful, there can be no
assurance competitors with greater financial resources will not offer competitive products and / or technologies. Numerous
factors may limit any potential competitive advantage provided by our intellectual property rights. The degree of future
protection afforded by our intellectual property rights, whether owned or in- licensed, is uncertain because intellectual property
rights have limitations, and may not adequately protect our business, provide a barrier to entry against our competitors or
potential competitors, or permit us to maintain our competitive advantage. Moreover, if a third party has intellectual property
rights that cover the practice of our technology, we may not be able to fully exercise or extract value from our intellectual
property rights. The factors that may limit any potential competitive advantage provided by our intellectual property rights
include: » pending patent applications that we own or license may not lead to issued patents; * patents, should they issue, that we
own or license, may not provide us with any competitive advantages, or may be challenged and held invalid or unenforceable; ¢
others may be able to develop and / or practice technology that is similar to our technology or aspects of our technology but that
is not covered by the claims of any of our owned or in- licensed patents, should any such patents issue; * third parties may
compete with us in jurisdictions where we do not pursue and obtain patent protection; * we (or our licensors) might not have
been the first to make the inventions covered by a pending patent application that we own or license; * we (or our licensors)
might not have been the first to file patent applications covering a particular invention;  others may independently develop
similar or alternative technologies without infringing our intellectual property rights; « we may not be able to obtain and / or
maintain necessary licenses on reasonable terms or at all; » we may develop patents that could expire prior to or shortly after
commencing commercialization of a product;  third parties may assert an ownership interest in our intellectual property and, if
successful, such disputes may preclude us from exercising exclusive rights, or any rights at all, over that intellectual property; ¢
we may not be able to maintain the confidentiality of our trade secrets or other proprietary information; * we may not develop or
in- license additional proprietary technologies that are patentable; and ¢ the patents of others may have an adverse effect on our
business. Should any of these events occur, they could significantly harm our business and results of operation. If approved, our
product candidates that are regulated as biologics may face competition from biosimilars approved through an abbreviated
regulatory pathway. The Biologics Price Competition and Innovation Act of 2009 (the *“ BPCIA ”), was enacted as part of the
ACA to establish an abbreviated pathway for the approval of biosimilar and interchangeable biological products. The regulatory
pathway establishes legal authority for the FDA to review and approve biosimilar biologics, including the possible designation
of a biosimilar as “ interchangeable ” based on its similarity to an approved biologic. Under the BPCIA, a reference biological
product is granted 12 years of data exclusivity from the time of first licensure of the product, and the FDA will not accept an
application for a biosimilar or interchangeable product based on the reference biological product until four years after the date of
first licensure of the reference product. In addition, the approval of a biosimilar product may not be made effective by the FDA
until 12 years from the date on which the reference product was first licensed. During this 12- year period of exclusivity, another
company may still develop and receive approval of a competing biologic, so long as their BLA does not reply on the reference
product, sponsor’ s data or submit the application as a biosimilar application. The law is complex and is still being interpreted
and implemented by the FDA. As a result, its ultimate impact, implementation, and meaning are subject to uncertainty, and any
new policies or processes adopted by the FDA could have a material adverse effect on the future commercial prospects for our
biological products. We believe that SLK approved in the United States as a biological product under a BLA should qualify for
the 12- year period of exclusivity. However, there is a risk that this exclusivity could be shortened due to congressional action or
otherwise, or that the FDA will not consider the subject product candidates to be reference products for competing products,
potentially creating the opportunity for biosimilar competition sooner than anticipated. Moreover, the extent to which a
biosimilar, once approved, will be substituted for any one of the reference products in a way that is similar to traditional generic
substitution for non- biological products is not yet clear, and will depend on a number of marketplace and regulatory factors that
are still developing. The approval of a biosimilar of our product candidates could have a material adverse impact on our business
due to increased competition and pricing pressure. Risks Related to Our Class A Ordinary Shares The price of our shares has
been, and may continue to be volatile, and you could lose all or part of your investment. The trading price of our Class A
Ordinary Shares is-tikely-has been and may continue to be highly volatile and is eeuld-be-subject to wide fluctuations in
response to various factors, some of which are beyond our control, including the factors discussed in this ““ Risk Factors
section and elsewhere in this Annual Report on Form 10- K. The realization of any of these factors eeute-has had and may
continue to have an adverse impact on the market price of our Class A Ordinary Shares. In addition, the stock market in
general, and the market for biotechnology companies in particular, have experienced price and volume fluctuations that have
often been unrelated or disproportionate to the operating performance of these companies. In addition, broad market and industry
factors may negatively affect the market price of our Class A Ordinary Shares, regardless of our actual operating performance.
The market price for our Class A Ordlnary Shares may be 1nﬂuenced by many factors including: « the success of competitive
products or technologies +=-8 : : rg—; * results of clinical trials of our
product candidates or those of our competitors; ® regulatory or 1ega1 developments in the United States and other countries;
developments or disputes concerning patent applications, issued patents or other proprietary rights; * the recruitment or
departure of key personnel; * the level of expenses related to any of our programs and product candidates or preclinical and
clinical development programs; « the results of our efforts to discover, develop, acquire or in- license additional product
candidates or products; * actual or anticipated changes in estimates as to financial results, development timelines or




recommendations by securities analysts; ¢ variations in our financial results or those of companies that are perceived to be
similar to us; *« market conditions in the pharmaceutical and biotechnology sectors; ¢ general economic, industry and market
conditions; and ¢ the other factors described in this “ Risk Factors ™ section. If our share price is volatile, we may be subject to
securities litigation, which is expensive and could divert management attention. In the past, securities class action litigation has
often been instituted against companies following periods of volatility in the market price of a company’ s securities. This type
of litigation, if instituted, could result in substantial costs and a diversion of management’ s attention and resources, which
would materially adversely affect our business, financial condition and results of operation. Sales of our Class A Ordinary
Shares, or the perception that such sales may occur, may cause the market price of the Class A Ordinary Shares to decline
significantly, even if our business is doing well. Sales, or the perception in the market that the holders of a large number of
shares intend to sell shares, could reduce the market price of our Class A Ordinary Shares. As restrictions on resale end and
registration statements (filed to provide for the resale of such shares from time to time) are available for use, the sale or
possibility of sale of these shares could have the effect of increasing the volatility in our share price or the market price of the
Class A Ordinary Shares could decline if the holders of currently restricted shares sell them or are perceived by the market as
intending to sell them. Our principal shareholders and management own a significant percentage of our stock and are able to
exert significant influence over matters subject to sharecholder approval. As of December 31, 2623-2024 , our executive officers,
directors, holders of 5 % or more of our capital stock and their respective affiliates beneficially own a significant portion of our
outstanding voting common stock. These shareholders, acting together, may be able to impact matters requiring shareholder
approval. They may be able to impact elections of directors, amendments of our organizational documents or approval of any
merger, sale of assets or other major corporate transaction. This may prevent or discourage unsolicited acquisition proposals or
offers for our capital stock that you may feel are in your best interest as one of our shareholders. The interests of this group of
shareholders may not always coincide with your interests or the interests of other shareholders and they may act in a manner that
advances their best interests and not necessarily those of other shareholders, including seeking a premium value for their shares,
and might affect the prevailing market price for our Class A Ordinary Shares. Anti- takeover provisions in our organizational
documents could delay or prevent a change of control. Certain provisions of our Memorandum and Articles of Association (the"
MAA") and Cayman Islands Law may have an anti- takeover effect and may delay, defer or prevent a merger, acquisition,
tender offer, takeover attempt or other change of control transaction that a shareholder might consider in its best interest,
including those attempts that might result in a premium over the market price for the shares held by our members. These
provisions provide for, among other things: * establishing a classified Board of Directors ; * allowing the Board of Directors to
issue one or more series of preference shares; ¢ establishing advance notice for nominations of directors by members and for
members to include matters to be considered at general meetings; * eliminating the ability of members to fill vacancies on the
Board of Directors ; « establishing advance notice requirements for nominations for election to the Board of Directors or for
proposing matters that can be acted upon by at our annual general meetings; * permitting the Board of Directors to establish the
number of directors; ¢ eliminating the ability of members to call general meetings or act by written consent; * requiring a special
resolution to amend the MAA; and « limit the jurisdictions in which certain shareholder litigation may be brought. These anti-
takeover provisions could make it more difficult for a third party to acquire our Company, even if the third party’ s offer may be
considered beneficial by many of our shareholders. As a result, our shareholders may be limited in their ability to obtain a
premium for their shares. These provisions could also discourage proxy contests and make it more difficult for you and other
shareholders to elect directors of your choosing and to cause us to take other corporate actions you desire. Our indemnification
obligations to our officers and directors may result in a significant cost to us and hurt the interests of our shareholders. Cayman
Islands law does not limit the extent to which a company’ s memorandum and articles of association may provide for
indemnification of officers and directors, except to the extent any such provision may be held by the Cayman Islands courts to
be contrary to public policy, such as to provide indemnification against willful default, willful neglect, actual fraud or the
consequences of committing a crime. The MAA provides for indemnification of our officers and directors to the maximum
extent permitted by law, including for any liability incurred in their capacities as such, except through their own actual fraud,
willful default or willful neglect. We purchased a policy of directors’ and officers’ liability insurance that insures our officers
and directors against the cost of defense, settlement or payment of a judgment in some circumstances and insures us against our
obligations to indemnify our officers and directors. We have entered into indemnification agreements with each of our directors
and executive officers that obligate us to indemnify, hold harmless, exonerate, and to advance expenses as incurred, to the fullest
extent permitted under applicable law, from damage arising from the fact that such person is or was an officer or director of our
Company or its subsidiaries. Our indemnification obligations may discourage shareholders from bringing a lawsuit against our
officers or directors for breach of their fiduciary duty. These provisions also may have the effect of reducing the likelihood of
derivative litigation against our officers and directors, even though such an action, if successful, might otherwise benefit us and
our shareholders. Furthermore, a shareholder’ s investment may be adversely affected to the extent we pay the costs of
settlement and damage awards against our officers and directors pursuant to these indemnification provisions. Because we do
not anticipate paying any cash dividends on our capital stock in the foreseeable future, capital appreciation, if any, will be your
sole source of gain. We have never declared or paid cash dividends on its capital stock. We currently intend to retain all of our
future earnings, if any, to finance the growth and development of our business. In addition, the terms of any future debt
agreements may preclude us from paying dividends. As a result, capital appreciation, if any, of our Class A Ordinary Shares
will be your sole source of gain for the foreseeable future. Future issuances of debt securities and equity securities may
adversely affect our Company, including the market price of our Class A Ordinary Shares and may be dilutive to existing
shareholders. There is no assurance that we will not incur debt or issue equity ranking senior to the Class A Ordinary Shares.
Those securities will generally have priority upon liquidation. Such securities also may be governed by an indenture or other
instrument containing covenants restricting its operating flexibility. Additionally, any convertible or exchangeable securities that



we issue in the future may have rights, preferences and privileges more favorable than those of Class A Ordinary Shares.
Separately, additional financing may not be available on favorable terms, or at all. Because our decision to issue debt or equity
in the future will depend on market conditions and other factors beyond our control, it cannot predict or estimate the amount,
timing, nature or success of our future capital raising efforts. As a result, future capital raising efforts may reduce the market
price of Class A Ordinary Shares and be dilutive to existing shareholders. General Risk Factors We may become a foreign
private issuer within the meaning of the rules under the Exchange Act, and as such we would be exempt from certain provisions
applicable to U. S. domestic public companies. We may become a “ foreign private issuer ” as defined in Rule 36- 4
promulgated under the Exchange Act. If we do become a foreign private issuer, we would be exempt from certain rules and
regulations in the United States that are applicable to U. S. domestic issuers, including: « the rules under the Exchange Act
requiring the filing with the SEC of quarterly reports on Form 10- Q or current report on Form 8- K; ¢ the section of the
Exchange Act regulating the solicitation of proxies, consents or authorizations respect of a security registered under the
Exchange Act; « the section of the Exchange Act requiring directors, officers and 10 % holders to file public reporting of their
stock ownership and trading activities and imposing liability on insiders who profit from trades made in a short period of time;
and ¢ the selective disclosure rules under Regulation FD restricting issuers from selectively disclosing material nonpublic
information. Accordingly, the information we would be required to file with or furnish to the SEC as a foreign private issuer is
less extensive and less frequent as compared to the information required to be filed with the SEC by U. S. domestic issuers. In
addition, if we become a foreign private issuer whose securities are listed on Nasdaq, we would permitted to, and may elect to,
follow certain home country corporate governance practices in lieu of the requirements of the Nasdaq Rules pursuant to Nasdaq
Rule 5615 (a) (3). Certain corporate governance practices in the Cayman Islands, which is our home country, may differ
significantly from the Nasdaq corporate governance listing standards applicable to U. S. domestic issuers and may afford our
shareholders less protection than they otherwise would enjoy under the Nasdaq corporate governance listing standards
applicable to U. S. domestic issuers. We would be required to disclose any significant ways in which our corporate governance
practices differ from those followed by U. S. domestic issuers under Nasdaq corporate governance listing standards in an annual
report on Form 20- F filed with the SEC or on our website.



