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Investing in our securities involves a high degree of risk. Before you make a decision to buy our securities, in addition to the
risks and uncertainties discussed above under ““ Special Note Regarding Forward- Looking Statements, ”” you should carefully
consider the risks and uncertainties described below together with all of the other information contained in this Annual Report
Form10-K-, including our financial statements and related notes included at the end of this Annual Report Ferm36-¥K-and in
the section titled “ Management’ s Discussion and Analysis of Financial Condition and Results of Operations. ” If any of the
events or developments described below were to occur, our business, prospects, operating results and financial condition could
suffer materially, the trading price of our securities could decline, and you could lose all or part of your investment. The risks
and uncertainties described below are not the only ones we face. Additional risks and uncertainties not presently known to us or
that we currently believe to be immaterial may also adversely affect our business. Risk Factors Summary Below is a summary of
material factors that make an investment in our securities speculative or risky. Importantly, this summary does not address all of
the risks and uncertainties that we face. You should carefully consider the full risk factor disclosure outlined in this Annual
Report Form—+6-¥—, in addition to the other information herein, including the section of this report titled “ Management’ s
Discussion and Analysis of Financial Condition and Results of Operations ” and our financial statements and related notes. * We
are a clinical- stage biopharmaceutical company and have incurred significant losses since ourinception. We may incur losses
for the foreseeable future and may not be able to generate sufficient revenue to maintain profitability. « Qur limited operating
history makes future forecasting difficult. « Our independent registered public accounting firm has included an
explanatory paragraph relating to our ability to continue as a going concern in its report on our audited financial
statements. ® The successful development of pharmaceutical products is highly uncertain. * All of our product candidates are in
preclinical or clinical development. Clinical drug development is expensive, time consuming and uncertain, and we may
ultimately not be able to obtain regulatory approvals for the commercialization of some or all of our product candidates . ® Any
delay in obtaining or failure to obtain required approvals could materially adversely affect our ability to generate
revenue from the particular product candidate, which likely would result in significant harm to our financial position
and adversely impact our stock price . * Regulatory approval for the genetic modification of animals, including those from
which antibodies are isolated for injection into human patients, requires the approval of a New Animal Drug Application, which
can be a lengthy and expensive process with uncertain outcomes, delays to which could substantially harm our business. ¢ If we
encounter difficulties enrolling patients in clinical trials, clinical trials of our product candidates may be delayed or otherwise
adversely affected. » Our preclinical studies and clinical trials may fail to demonstrate substantial evidence of the safety
and efficacy of our product candidates, or serious adverse or unacceptable side effects may be identified during the
development of our product candidates, which could prevent, delay or limit the scope of regulatory approval of our
product candidates, limit their commercialization, increase costs or necessitate the abandonment or limitation of the
development of some of our product candidates. * Our business is highly dependent on the success of our product candidates.
If we are unable to successfully complete clinical development, obtain regulatory approval for or commercialize one or more of
our product candidates, or if we experience delays in doing so, our business will be materially harmed. * We conduct certain
research and development operations through our Australian wholly- owned subsidiary. If we lose our ability to operate in
Australia, or if our subsidiary is unable to receive the research and development tax credit allowed by Australian regulations,
our business and results of operations could suffer. « The regulatory approval processes of the FDA are lengthy, time-
consuming and inherently unpredictable, and if we are ultimately unable to obtain regulatory approval for our product
candidates, our business will be substantially harmed. « We may never obtain FDA approval for any product candidates in the
United States, and even if we do, we may never obtain approval for or commercialize any product candidates in any other
jurisdiction, which would limit our ability to realize their full market potential. « The FDA or comparable foreign regulatory
authorities may disagree with our regulatory plan for our product candidates. ¢ I our clinical trials fail to replicate positive
results from earlier preclinical studies or clinical trials conducted by us or third parties, we may be unable to successfully
develop, obtain regulatory approval for or commercialize our product candidates. + We may incur unexpected costs or
experience delays in completing, or ultimately be unable to complete, the development and commercialization of our
product candidates. * Even if we complete the necessary preclinical studies and clinical trials, the marketing approval
process for product candidates is expensive, time- consuming and uncertain, and may prevent us from obtaining
approvals for the commercialization of our product candidates. * If we experience delays in obtaining approval or if we
fail to obtain approval of any product candidates we may develop, the commercial prospects for those product
candidates may be harmed, and our ability to generate revenues will be materially impaired. ¢ If we do not achieve our
projected development and commercialization goals in the timeframes we announce and expect, the development and
commercialization of our product candidates may be delayed, and our business and results of operations may be harmed . ®
Changes in methods of product candidate manufacturing or formulation may result in additional costs or delays . < Our
product candidates may cause undesirable side effects or have other properties that could delay or prevent their regulatory
approval, limit the commercial profile of an approved label, or result in significant negative consequences following regulatory
approval, if obtained. » The future commercial success of our product candidates will depend on the degree of market
acceptance of our potential products among physicians, patients, healthcare payers, and the medical community. ¢
Failure to successfully identify, develop and commercialize additional products or product candidates could impair our



ability to grow. * If we are unable to develop our sales, marketing and distribution capability on our own or through
collaborations with marketing partners, we will not be successful in commercializing our product candidates. * Product
liability lawsuits against us or any of our future collaborators could divert our resources and attention, cause us to incur
substantial liabilities and limit commercialization of our product candidates. * Our current and future relationships with
customers and third party payors in the United States and elsewhere may be subject, directly or indirectly, to applicable anti-
kickback, fraud and abuse, false claims, transparency, health information privacy and security and other healthcare laws and
regulations, which could expose us to criminal sanctions, civil penalties, contractual damages, reputational harm, administrative
burdens and diminished profits and future earnings. * Regulatory approval for any approved product is limited by the FDA to
those specific indications and conditions for which clinical safety and efficacy have been demonstrated. « Current and future
legislation may increase the difficulty and cost for us to obtain marketing approval of and commercialize any product candidates
we or our collaborators develop and may adversely affect the prices for such product candidates . * Even if we obtain
regulatory approval for a product candidates, our products will remain subject to regulatory scrutiny. « Disruptions at
the FDA and other government agencies caused by funding shortages or global health concerns could hinder their ability
to hire, retain or deploy key leadership and other personnel, or otherwise prevent new or modified products from being
developed, approved or commercialized in a timely manner or at all, which could negatively impact our business. * We
must attract and retain highly skilled personnel and strategic partners, and we may be unable to effectively manage our
growth with our limited resources. « We anticipate adding new employees and we will have to integrate such new
employees into our operations. * Our employees and independent contractors may engage in misconduct or other
improper activities, including noncompliance with regulatory standards and requirements, which could negatively
impact our business, prospects, financial condition and operating results. « We are limited in our ability to manufacture
pharmaceutical products . - We depend upon senior management and senior scientific staff, and their loss or unavailability
could put us at a competitive disadvantage. * We rely on third parties to perform some of our research and preclinical studies,
and we plan to rely on third parties to conduct our clinical trials. If these third parties do not satisfactorily carry out their
contractual duties or fail to meet expected deadlines, our development programs may be delayed or subject to increased costs,
each of which may have an adverse effect on our business and prospects. * We intend to rely on third parties to produce
commercial supplies of our product candidates. * If we fail to successfully operate our animal production facility, it may
adversely affect our clinical trials and the commercial viability of our product candidates. + Qur product candidates are
uniquely manufactured, and we may encounter difficulties in production, particularly with respect to scaling our
manufacturing capabilities. « We are subject to manufacturing risks that could substantially increase the costs and limit
supply of product candidates or prevent us from achieving a commercially viable production process. * We and our
contract manufacturers are subject to significant regulatory oversight with respect to manufacturing our products. The
manufacturing facilities on which we rely may not continue to meet regulatory requirements and may have limited
capacity. * The manufacturing facilities in which our product candidates are made could be adversely affected by
equipment failures, labor shortages, natural disasters, power failures and numerous other factors. * Outbreaks of
livestock diseases and other events affecting the health of our bovine herd can adversely impact our ability to conduct
our operations and production of our product candidates. * Extreme factors or forces beyond our control could
negatively impact our business. * We have not entered into long term manufacturing and supply agreements with any
producers. * Cyber- attacks or other failures in our telecommunications or information technology systems, or those of our
collaborators, CROs, third- party logistics providers, distributors or other contractors or consultants, could result in information
theft, data corruption and significant disruption of our business operations. ¢ Collaborations with third parties may be important
to our business. If these collaborations are not successful, our business could be adversely affected. « We operate in a highly
competitive industry. * We have no sales and marketing experience. * We arc subject to stringent environmental regulation
and potentially subject to environmental litigation, proceedings, and investigations. ¢ If we or any contract manufacturers and
suppliers we engage fail to comply with env nonmental health and safety laws and regulations, we could become subject to fines
or penalties or incur costs that could have a material adverse effect on the success of our business. * Our success may-depend
depends on our ability to maintain the proprietary nature of our technology . ® Third parties may claim we infringe their
intellectual property rights . < We may become involved in litigation to protect or enforce our patents or the patents of our
collaborators or licensors, which could be expensive and time- consuming. ¢ If patent laws or the interpretation of patent laws
change, our competitors may be able to develop and commercialize our discoveries. * We have third party collaborators that
might claim rights in or to our technology and / or assets. * Changes in patent law in the United States and in ex- U. S.
jurisdictions could diminish the value of patents in general, thereby impairing our ability to protect our products. « We
may not be able to protect our intellectual property rights throughout the world. ¢ If we do not obtain patent term
extension and data exclusivity for any product candidates we may develop, our business may be materially harmed. * If
our trademarks and trade names are not adequately protected, then we may not be able to build name recognition in our
markets of interest and our business may be adversely affected. « We are an “ emerging growth company, ” and our
election to comply with the reduced disclosure requirements as a public company may make our common stock less
attractive to investors. * We incur increased costs and demands upon management as a result of complying with the laws and
regulations affecting public companies, which could adversely affect our business, financial condition, and results of operations.
* [f we fail to maintain an effective system of disclosure controls and internal control over financial reporting, our ability to
produce tlmely and accurate financial statements or comply w1th dpphcable reoulatlons Could be 1mpc11red —~—W‘e—ha¥e—t&eﬁt—1—ﬁed




* Our warrants are accounted for as liabilities and changeq in value of the
warrants could have a material effect on our ﬁnanmal results. « Our business, financial condition, and results of operations
may fluctuate on a quarterly and annual basis, which may result in a decline in our stock price if such fluctuations result
in a failure to meet the expectations of securities analysts or investors. « Changes in accounting principles may cause
previously unanticipated fluctuations in our financial results, and the implementation of such changes may impact our
ability to meet our financial reporting obligations. ¢ If our estimates or judgments relating to our critical accounting
policies prove to be incorrect, our business, financial condition, and results of operations could be adversely affected. ¢
Anti- takeover provisions contained in our certificate of incorporation as well as provisions of Delaware law, could
impair a takeover attempt. * The market price of our securities may be volatile, which could cause the value of any investment
in our securities to decline. * An investment in our common stock is extremely speculative and there can be no assurance of any
return on any such investment. * There can be no assurance that we will be able to comply with the continued listing standards of
Nasdaq. - Because we have no current plans to pay cash dividends on our common stock for the foreseeable future,
investors may not receive any return on their investment unless they sell their common stock for a price greater than the
price paid. * Sales of a substantial number of shares of our common stock in the public market could cause our stock
price to fall.  Future sales and issuances of our common stock or rights to purchase common stock, including pursuant to our
equity plans, could result in additional dilution of the percentage ownership of our stockholders and could cause our stock price
to fall . » Our disclosure controls and procedures may not prevent or detect all errors or acts of fraud . - We have a
significant number of (i) warrants which are currently exercisable for shares of our common stock or shares of preferred stock
convertible into shares of our common stock, and (ii) shares of preferred stock convertible into shares of common stock, and the
exercise or conversion thereof would increase the number of shares eligible for future resale in the public market and result in
dilution to our stockholders. « If securities or industry analysts do not publish research or reports about our business or
publish negative reports, the market price of our common stock could decline. * Reports published by analysts, including
projections in those reports that differ from our actual results, could adversely affect the price and trading volume of
our common stock. * We may be subject to securities litigation, which is expensive and could divert management attention. ¢
Changes in legislation in U. S. and foreign taxation of international business activities or the adoption of other tax reform
policies, as well as the application of such laws, could adversely impact our financial position and operating results. ® Tariffs
could adversely affect our business and financial results. Risks Related to Our Business and Operations We are a clinical-
stage biopharmaceutical company and have incurred significant losses since our inception. We realized net losses in the fiscal
year ended December 31, 2024 and 2023 and2022-, we expect to continue to incur net losses for the foreseeable future, and we
may never achieve or maintain profitability in the future. We are a clinical- stage biopharmaceutical company. We expect to
experience variability in revenue and expenses which makes it difficult to evaluate our business and prospects. As such, we have
incurred and anticipate that we will continue to incur significant operating losses in the foreseeable future. Our historical losses
resulted principally from costs incurred in research and development, preclinical testing, clinical development of product
candidates as well as costs incurred for research programs and from general and administrative costs associated with these
operations. In the future, we intend to continue to conduct research and development, preclinical testing, clinical trials and
regulatory compliance activities that, together with anticipated general and administrative expenses, will result in incurring
further significant losses for the next several years. We expect that our operating expenses will continue to increase
significantly, including as we: ¢ continue the research and development of our clinical- and preclinical- stage product candidates
and discovery stage programs, including the clinical trials of SAB- 142; » advance our preclinical- stage product candidates into
clinical development; ¢ invest in our technology and platform; ¢ seek to identify, acquire and develop additional product
candidates, including through business development efforts to invest in or in- license other technologies or product candidates; ©
seek regulatory approvals for any product candidates that successfully complete clinical trials; * market and sell our solutions to
existing and new partners; * hire additional clinical, quality control, medical, scientific and other technical personnel to support
our operations; * maintain, expand, enforce, protect, and defend our intellectual property portfolio; ¢ create additional
infrastructure to support operations; * add operational, financial, and management information systems and personnel to support
operations as a public company; ¢ undertake any pre- commercialization activities to establish sales, marketing and distribution
capabilities for any product candidates for which we may receive regulatory approval in regions where we choose to
commercialize our products on our own or jointly with third parties; and ¢ experience any delays or encounter issues with any of
the above. Biopharmaceutical product development entails substantial upfront capital expenditures and significant risk that any
potential product candidate will fail to demonstrate adequate efficacy or an acceptable safety profile, gain regulatory approval,
secure market access and reimbursement and become commercially viable, and therefore any investment in us is highly
speculative. Accordingly, before making an investment in us, you should consider our prospects, factoring in the costs,
uncertainties, delays and difficulties frequently encountered by companies in clinical development, especially clinical- stage
biopharmaceutical companies such as ours. Any predictions you make about our future success or viability may not be as
accurate as they would otherwise be if we had a longer operating history or a history of successfully developing and
commercializing pharmaceutical products. We may encounter unforeseen expenses, difficulties, complications, delays and other
known or unknown factors in achieving our business objectives. Our expenses could increase beyond expectations for a variety
of reasons, including due to our growth strategy and the increase in the scope and complexity of our operations. In executing our
strategy and plans to invest in enhancing and scaling our business, we will need to generate significant additional revenue to
achieve and maintain future profitability. We may not be able to generate sufficient revenue to achieve profitability and our
recent and historical growth should not be considered indicative of future performance. Ourtmited-operatinghistory-makes-The
report of our independent registered public accounting firm on our financial statements as of and for the years ended



December 31, 2024 and 2023 includes an explanatory paragraph indicating that there is substantial doubt about our
ability to continue as a going concern. Going forward, we may seek additional funding through a combination of equity
or debt financings, or other third- party financing, collaborative or other funding arrangements. In the future foreeasting
diffienit, 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 to us on commercially reasonable terms, if at all .
We commenced operations in April 2014 and became a public company in October 2021. As a result of our limited operating
history, it is difficult to accurately forecast revenues or to predict operating expenses. Our current and future expense estimates
are based, in large part, on our estimates of future revenue and on our research, development and commercialization plans. In
particular, we plan to increase operating expenses significantly in order to expand our research, development and sales and
marketing operations. To the extent that these expenses precede increased revenue, our business, results of operations and
financial condition would be materially adversely affected. We may be unable to, or may elect not to, adjust spending quickly
enough to offset any unexpected revenue shortfall. Therefore, any significant shortfall in revenue in relation to our expectations
would also have a material adverse effect on our business, results of operations and financial condition. We currently have no
products approved for sale and are investing substantially all of our efforts and financial resources in the development of our
immunotherapy platform and clinical development of our current lead programs. The success of our business, including our
ability to finance our company and generate any revenue in the future, will primarily depend on the successful development,
regulatory approval and commercialization of therapeutic biological product candidates. We will need to raise sufficient funds
for, and successfully complete, our preclinical development programs and future clinical trials of product candidates for our lead
programs. There is no guarantee that any product candidate we develop will proceed into and through clinical development or
achieve regulatory approval to allow such products to be commercialized. Successful development of therapeutic biological
products is highly uncertain and is dependent on numerous factors, many of which are beyond our control. Product candidates
that appear promising in the early phases of development may fail to reach the market for several reasons, including: ¢
preclinical study results may show the product candidate to be less effective than desired or to have harmful side effects; ¢
clinical trial results may show the product candidate to be less effective than expected (e. g., a clinical trial could fail to meet its
primary or key secondary endpoint (s) or have an unacceptable safety or tolerability profile); ¢ failure to receive the necessary
regulatory approvals or a delay in receiving such approvals; and ¢ post- marketing approval requirements. In addition, the length
of time necessary to complete clinical trials and submit an application for marketing approval for a final decision by a regulatory
authority varies significantly among product candidates, and any delay in receipt of marketing approval for a product candidate
could negatively impact market acceptance of any resulting product. Even if we are successful in obtaining marketing approval,
commercial success of any approved products will also depend in large part on the availability of coverage and adequate
reimbursement from third- party payors, including government payors such as the Medicare and Medicaid programs and
managed care organizations in the United States or country specific governmental organizations in foreign countries, which may
be affected by existing and future healthcare reform measures designed to reduce the cost of healthcare. Third- party payors
could require us to conduct additional studies, including post- marketing studies related to the cost effectiveness of a product, to
qualify for reimbursement, which could be costly and divert our resources. If government and other healthcare payors were not
to provide coverage and adequate reimbursement for our products once approved, market acceptance and commercial success
would be reduced. In addition, if any of our product candidates receive marketing approval, we will be subject to significant
regulatory obligations regarding the submission of safety and other post- marketing information and reports and registration, and
will need to continue to comply (ensure that our third- party providers comply) with current Good Manufacturing Practices
(cGMPs), and good clinical practices (GCPs), for any clinical trials that we conduct post- approval. In addition, there is always
the risk that we, a regulatory authority or a third party might identify previously unknown problems with a product post-
approval, such as adverse events of unanticipated severity or frequency. Compliance with these requirements is costly, and any
failure to comply or other issues with our product candidates post- approval could adversely affect our business, financial
condition and results of operations. The research, testing, manufacturing, labeling, approval, selling, marketing and distribution
of drug products are subject to extensive regulation by the FDA and other regulatory authorities, which regulations differ from
country to country. Our product candidates are in various stages of development and are subject to the risks of failure typical of
drug development. The development and approval process is expensive and can take many years to complete, and its outcome is
inherently uncertain. We have not submitted an application for, or received, marketing approval for any of our product
candidates. We have limited experience in conducting and managing the later- stage clinical trials necessary to obtain regulatory
approvals, including approval by the FDA. To receive regulatory approval, we must, among other things, demonstrate with
substantial evidence from clinical trials that the product candidate is safe and effective for each indication for which approval is
sought, and failure can occur in any stage of development. Satisfaction of the approval requirements typically takes several
years, and the time needed to satisfy them may vary substantially, based on the type, complexity and novelty of the
pharmaceutical product. We cannot predict if or when we might receive regulatory approvals for any of our product candidates
currently under development. We cannot guarantee that any clinical trials will be conducted as planned or completed on
schedule, if at all. The clinical development of our initial and potential additional product candidates is susceptible to the risk of
failure inherent at any stage of development, including failure to demonstrate efficacy in a clinical trial or across a broad
population of patients, the occurrence of adverse events that are severe or medically or commercially unacceptable, failure to
comply with protocols or applicable regulatory requirements and determination by the FDA or any comparable foreign
regulatory authority that a product candidate may not continue development or is not approvable. It is possible that even if any
of our product candidates have a beneficial effect, that effect will not be detected during clinical evaluation as a result of one or



more of a variety of factors, including the size, duration, design, measurements, conduct or analysis of our clinical trials.
Conversely, as a result of the same factors, our clinical trials may indicate an apparent positive effect of such product candidate
that is greater than the actual positive effect, if any. Similarly, in our clinical trials we may fail to detect toxicity of, or
intolerability caused by, such product candidate, or mistakenly believe that our product candidates are toxic or not well tolerated
when that is not in fact the case. Serious adverse events or other adverse events, as well as tolerability issues, could hinder or
prevent market acceptance of the product candidate at issue. The FDA and foreign regulatory authorities also have substantial
discretion in the drug approval process. The number and types of preclinical studies and clinical trials that the FDA will require
to establish substantial evidence of safety and effectiveness for regulatory approval varies depending on the product candidate,
the disease or condition that the product candidate is designed to address, and the regulations applicable to any particular
product candidate. Approval policies, regulations, or the type and amount of clinical data necessary to gain approval may
change during the course of a product candidate’ s clinical development and may vary among countries and regulatory
authorities, and there may be varying interpretations of data obtained from preclinical studies or clinical trials, either of which
may cause delays or limitations in the approval or the decision not to approve an application. Regulatory agencies can delay,
limit or deny approval of a product candidate for many reasons, including:  the FDA or comparable foreign regulatory
authorities may disagree with the design or implementation of our clinical trials; ¢ the results of clinical trials may not meet the
level of statistical or clinical significance required by the FDA or comparable foreign regulatory authorities for approval; ¢ the
clinical trial results may not confirm the positive results from earlier preclinical studies or clinical trials; « the FDA 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 our product candidates may not be sufficient to the satisfaction of FDA or comparable
foreign regulatory authorities to support the submission of a BLA or other comparable submission in foreign jurisdictions or to
obtain regulatory approval in the United States or elsewhere; * regulatory agencies might not approve or might require changes
to our manufacturing processes or facilities; and ¢ regulatory agencies may change their approval policies, clinical development
guidelines and recommendations, or adopt new regulations in a manner rendering our clinical data insufficient for approval.
This lengthy approval process, as well as the unpredictability of future clinical trial results, may result in our failing to obtain
regulatory approval to market our product candidates, which would significantly harm our business, results of operations and
prospects. The FDA or a comparable foreign regulatory authority may require more information, including additional preclinical
or clinical data to support approval, which may delay or prevent approval and our commercialization plans, or which we may
lead us to decide to abandon the development program. In addition, even if we were to obtain marketing approval, regulatory
authorities may approve any of our product candidates for fewer or more limited indications than we request (including failing
to approve the most commercially promising indications), may require a REMS that restricts prescribing or distribution of our
therapeutic biological product candidates, may grant approval contingent on the performance of costly post- marketing clinical
studies, or may approve a product candidate with a label that does not include the labehng clarms necessary or desrrable for the
successful commercrahzatlon of that product candrdate stila approva e nefanimals;ine Re

substantt&Hy—hafm—otuLbus-}nes‘s—We cannot commercrahze our therapeutlc brologlcal product candrdates in the United States
without first obtaining a regulatory approval for our animal drug candidates, i. e., the genomic modifications to our Tc Bovine,
in the form of a NADA. The requirements governing development and approval of a new animal drug are largely analogous to
those for new human drugs, requiring a demonstration of the safety and efficacy of the drug for the target indication, a
demonstration that the manufacturing facilities, processes and controls are adequate with respect to such product candidate to
assure safety, purity and potency, and a review of potential environmental impacts from the altered genomic DNA and the
transgenic animals pursuant to the requirements of the National-Envirenmental-RolieyAet--NEPA ¥ The time required to
obtain approval for a NADA by the FDA and comparable foreign regulatory authorities is unpredictable. Approval policies,
regulations, or the type and amount of data necessary to gain approval is dependent on the specific product candidate and may
change during the course of the product candidate’ s preclinical and clinical development. Furthermore, we have not obtained
regulatory approval for an animal drug, and it is possible that none of our existing animal drug candidates, or any future animal
drug candidates, will ever obtain regulatory approval. The reasons our animal drug candidates could fail to receive regulatory
approvals are generally the same as the reasons that human drug product candidates may fail to obtain approval. Our failure to
obtain a regulatory approval for our animal drug candidates could significantly harm our business, the results of our operations
and our prospects. Requests for additional information from a regulatory authority could delay or prevent approval or result in
our decision to abandon the development program entirely. If we do receive regulatory approval of our animal drug candidates,
then we will have ongoing responsibilities including registration, recordkeeping, filing supplements, and periodic reporting,
which could reveal additional complications and threaten the ongoing approval of our animal drug candidates. Further, as our
polyclonal antibody product candidates are regulated as biological products, such product candidates will also require the
submission and approval of a BLA prior to marketing. In general, to commercialize any of our product candidates, we must
obtain marketing authorization for both the therapeutic antibody product and the altered animal genomic DNA that enables
production of the polyclonal antibodies. In addition, the new 2025 U. S. presidential administration has implemented or
threatened reductions in force and work stoppages across several U. S federal agenc1es Any such reductlons or
stoppages at the FDA or other federal agencies could delay the robta 6 g vats— approval
or review processes for any of our products and product candidates, whlch could m&teﬂal-l-y—advefse}y—a-ffeet—negatlvely
impact our business and results of operations. In addition, the new presidential administration may institute policies,
communications or programs that could negatlvely 1mpact the blotechnology 1ndustry, vaccme products and our abrhty to
raise additional gen v 0 d W v o




finanetal-financing pesttton-and-adversely-impaet-eurstoekpriee-. We are not permitted to market our product candidates in the

United States until we receive approval of a NADA and BLA from the FDA or in other countries until we receive similar
marketing authorization from applicable regulatory authorities outside the United States. We are also not permitted to promote
our product candidates as safe and effective therapies until after receiving approval. Obtaining approval of a NADA or BLA can
be a lengthy, expensive and uncertain process. If we fail to obtain FDA approval to market our product candidates, we will be
unable to sell our product candidates in the United States, which will significantly impair our ability to generate any revenue. In
addition, failure to comply with FDA and non- U. S. regulatory requirements may, either before or after product approval, if
any, subject our company to administrative or judicially imposed sanctions, including:  restrictions on our ability to conduct
clinical trials, including full or partial clinical holds on ongoing or planned trials; ¢ restrictions on the products’ marketing,
promotion, distribution or manufacturing processes; ¢ warning letters or untitled letters alleging violations;  civil and criminal
penalties; * injunctions;  suspension or withdrawal of regulatory approvals;  product seizures, detentions or import bans; ©
voluntary or mandatory product recalls and publicity requirements; * imposition of restrictions on operations, including costly
new manufacturing requirements; * suspension of substantive review of pending applications, such as NADAs, BLAs, INADs,
or INDs, pending data validation; and * refusal to approve pending NADAs or BLAs or supplements to approved NADAs or
BLAs. Even if we do receive regulatory approval to market a product candidate, any such approval may be subject to limitations
on the indicated uses for which we may market the product. It is possible that none of our existing product candidates or any
product candidates we may seek to develop in the future will ever obtain the appropriate regulatory approvals necessary for us
to commence product sales. Any delay in obtaining, or an inability to obtain, applicable regulatory approvals would prevent us
from commercializing our product candidates, generating revenue and achieving and sustaining profitability. We may not be
able to initiate or continue clinical trials for any product candidate we develop if we are unable to locate and enroll a sufficient
number of eligible patients to participate in these trials as required by the FDA or comparable foreign regulatory authorities. The
timely completion of clinical trials in accordance with their protocols depends, among other things, on our ability to enroll a
sufficient number of patients who remain in the trial until conclusion. We may experience difficulties in patient enrollment in
clinical trials for a variety of reasons, including: * the size and nature of the patient population; * the design of the trial,
including the patient eligibility criteria defined in the protocol; ¢ the size of the study population required for analysis of the
trial” s primary endpoints; * the proximity of patients to trial sites;  our ability to recruit clinical trial investigators with the
appropriate competencies and experience; ® competing clinical trials for similar therapies or other new therapeutics; ¢ clinicians’
and patients’ perceptions as to the potential advantages and side effects of the drug candidate being studied in relation to other
available therapies, including any new drugs or treatments that may be approved for the indications we are investigating; * our
ability to obtain and maintain patient consents; © travel restrictions and other potential limitations by federal, state, or local
governments affecting the workforce or affecting clinical research site policies implemented in response to public health
emergencies that may arise in the future; * delays in or temporary suspension of the enrollment of patients in our anticipated
clinical trials due to the public health emergencies that may arise in the future;  proximity and availability of clinical trial sites
for prospective patients; * the risk that patients enrolled in clinical trials will not complete a clinical trial; and ¢ the availability of
approved therapies that are similar in mechanism to our product candidates. If we experience delays or difficulties in the
enrollment of subjects in our anticipated clinical trials, such clinical trials may be delayed or terminated. Even if we are able to
enroll a sufficient number of subjects in our future clinical trials, if the pace of enrollment is slower than we expect, the
development costs for our product candidates may increase and the completion of such trials may be delayed, or the trials could
become too expensive to complete. Our failure to timely complete our current and planned clinical trials would delay the
approval and commercialization of our product candidates, impair the commercial performance of our product candidates, may
decrease the period of commercial exclusivity and consequently harm our business and results of operations. Our preclinical
studies and clinical trials may fail to demonstrate substantial evidence of the safety and efficacy of our product candidates, or
serious adverse or unacceptable side effects may be identified during the development of our product candidates, which could
prevent, delay or limit the scope of regulatory approval of our product candidates, limit their commercialization, increase costs
or necessitate the abandonment or limitation of the development of some of our product candidates. To obtain the requisite
regulatory approvals for the commercial sale of our product candidates, we must demonstrate through lengthy, complex and
expensive preclinical testing and clinical trials that such product candidates are safe, pure and potent for use in each target
indication. These trials are expensive and time consuming, and their outcomes are inherently uncertain. Failures can occur at
any time during the development process. Preclinical studies and clinical trials often fail to demonstrate safety or efficacy of the
product candidate studied for the target indication, and most product candidates that begin clinical trials are never approved.
Success in preclinical studies does not ensure that later clinical trials will generate adequate data to demonstrate the efficacy and
safety of any product candidate we may develop. Likewise, a number of companies in the pharmaceutical and biotechnology
industries, including those with greater resources and experience than us, have suffered significant setbacks in clinical trials,
even after seeing promising results in earlier preclinical studies or clinical trials. Despite the results reported in preclinical
studies for our product candidates to date, results may not be replicated in subsequent studies, and we do not know whether the
clinical trials we may conduct will demonstrate adequate efficacy and safety to support regulatory approval of any current or
future product candidate we develop. Moreover, later audits of earlier preclinical data may reveal inaccuracies or deviations
impacting the integrity of those data. Moreover, preclinical and clinical data are often susceptible to varying interpretations and
analyses, and many companies that believed their product candidates performed satisfactorily in such studies or trials
nonetheless failed to obtain FDA or other necessary regulatory agency approval. We may fail to demonstrate with substantial
evidence from adequate and well- controlled trials, and to the satisfaction of the FDA or comparable foreign regulatory
authorities, that our product candidates are safe and potent for their intended uses. If any future late- stage clinical trials we may
conduct do not produce favorable results, our ability to achieve regulatory approval for any of our product candidates may be



adversely impacted. Even if we believe that we have adequate data to support an application for regulatory approval to market
any of our product candidates, the FDA or other regulatory authorities may not agree with our interpretation of the relevant data
and may require that we conduct additional preclinical studies or clinical trials to support the regulatory approval of any product
candidate that we develop. If we fail to obtain results in our planned and future preclinical and clinical activities and studies
sufficient to meet the requirements of the relevant regulatory agencies, the development timeline and regulatory approval and
commercialization prospects for any potential product candidate, and, correspondingly, our business and financial prospects,
would be materially adversely affected. We have not completed the development of any product candidates. Our future success
and ability to generate revenue from our product candidates, which we do not expect will occur for several years, if ever, is
dependent on our ability to successfully develop, obtain regulatory approval for and commercialize one or more of our product
candidates. All of our product candidates, including our lead product candidate SAB- 142, are in early stages of development
and require substantial additional investment for clinical development, regulatory review and approval in one or more
jurisdictions. If any of our product candidates encounters safety or efficacy problems, development delays or regulatory issues or
other problems, our development plans and business would be materially harmed. All of our other product candidates are in
earlier stages of development and will require substantial additional investment for clinical development, regulatory review and
approval in one or more jurisdictions. If any of our product candidates encounters safety or efficacy problems, development
delays or regulatory issues or other problems, our development plans and business would be materially harmed. We may not
have the financial resources to continue development of our product candidates if we experience any issues that delay or prevent
regulatory approval of, or our ability to commercialize, our product candidates, including: * our inability to demonstrate to the
satisfaction of the FDA or comparable foreign regulatory authorities that our product candidates are safe and effective; ¢
insufficiency of our financial and other resources to complete the necessary clinical trials and preclinical studies; * negative or
inconclusive results from our clinical trials, preclinical studies or the clinical trials of others for product candidates similar to
ours, leading to a decision or requirement to conduct additional clinical trials or preclinical studies or abandon a program; ¢
product- related adverse events experienced by subjects in our clinical trials, including unexpected toxicity results, or by
individuals using drugs or therapeutic biologics similar to our product candidates; ¢ delays in submitting an INAD or IND or
comparable foreign applications or delays or failure in obtaining the necessary approvals from regulators to commence a clinical
trial or a suspension or termination, or hold, of a clinical trial once commenced; ¢ conditions imposed by the FDA or comparable
foreign regulatory authorities regarding the scope or design of our clinical trials; * poor effectiveness of our product candidates
during clinical trials; * delays in enrolling subjects in our clinical trials; « higher than anticipated clinical trial or manufacturing
costs; « failure of our third- party contractors or investigators to comply with regulatory requirements or the clinical trial
protocol or otherwise meet their contractual obligations in a timely manner, or at all; and * delays and changes in regulatory
requirements, policy and guidelines, including the imposition of additional regulatory oversight around clinical testing generally
or with respect to our therapies in particular. Our wholly- owned Australian subsidiary, SAB Australia, was formed to conduct
various preclinical and clinical activities for SAB- 142 and other future drug candidates in Australia. Due to the geographical
distance and lack of employees currently in Australia, as well as our lack of experience operating in Australia, we may not be
able to efficiently or successfully monitor, develop and commercialize our lead products in Australia, including conducting
clinical trials. Furthermore, we have no assurance that the results of any clinical trials that we conduct for our product
candidates in Australia will be accepted by the FDA or applicable foreign authorities. In addition, current Australian tax
regulations provide for a refundable research and development tax credit equal to 3948 . 5 % of qualified expenditures.
Although we have previously claimed a refundable research and development tax credit there is a possibility that we may not be
able to claim such credit, or we might qualify for a lesser credit. If we lose our ability to operate SAB Australia, or if in the
future we are ineligible or unable to receive the research and development tax credit or are required to refund any research and
development tax credit previously received or have to reserve for such credit in our financial statements, or if the Australian
government significantly reduces or eliminates the tax credit, our business and results of operation may be adversely affected.
We are not permitted to commercialize, market, promote or sell any product candidate in the United States without obtaining
regulatory approval from the FDA. The time required to obtain approval by the FDA and comparable foreign authorities is
inherently unpredictable, but typically takes many years following the commencement of clinical trials and depends upon
numerous factors, including substantial discretion of the regulatory authorities. In addition, approval policies, regulations, or the
type and amount of clinical data necessary to gain approval may change during the course of a product candidate’ s clinical
development and may vary among jurisdictions. To date, we have not submitted a NADA or BLA to the FDA or similar drug or
biological product approval submissions to comparable foreign regulatory authorities for any product candidate. In addition to
regulations in the United States, to market and sell our product candidates in the European Union, many Asian countries and
other jurisdictions, we must obtain separate regulatory approvals and comply with numerous and varying regulatory
requirements, both from a clinical and manufacturing perspective. The approval procedure for complex therapeutic biological
product candidates such as ours varies among countries and can involve additional testing and validation and additional
administrative review periods. The time required to obtain approval may differ substantially from that required to obtain FDA
approval. The regulatory approval process outside the United States generally includes all of the risks associated with obtaining
FDA approval. Clinical trials accepted in one country may not be accepted by regulatory authorities in other countries. In
addition, many countries outside the United States require that a product be approved for reimbursement before it can be
approved for sale in that country. A product candidate that has been approved for sale in a particular country may not receive
reimbursement approval in that country. We may not be able to obtain approvals from regulatory authorities or payor authorities
outside the United States on a timely basis, if at all. Approval by the FDA does not ensure approval by regulatory or payor
authorities in other countries or jurisdictions, and approval by one regulatory or payor authority outside the United States does
not ensure approval by regulatory authorities in other countries or jurisdictions or by the FDA. We may not be able to file for



future regulatory approvals and may not receive necessary approvals to commercialize our products in any market. If we are
unable to obtain approval of any of our product candidates by regulatory or payor authorities in the European Union, Asia or
elsewhere, the commercial prospects of that product candidate may be significantly diminished. We do not have any product
candidates approved for sale in any jurisdiction, including in the United States or in international markets, and we do not have
experience in obtaining regulatory approval in international markets. If we fail to comply with regulatory requirements in
international markets or to obtain and maintain required approvals, or if regulatory approvals in international markets are
delayed, our target market w111 be reduced and our abrhty to reahze the full market potentral of our products w111 be unreahzed.
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general approach for FDA approval of anew drug is drsposmve data from two or more well controlled Phase 3 clinical trrals of
the product candidate in the relevant patient population. Phase 3 clinical trials typically involve a large number of patients, have
significant costs and take years to complete. In addition, there is no assurance that the endpoints and trial designs that we intend
to use for our planned clinical trials, including those that we have developed based on feedback from regulatory agencies or
those that have been used for the approval of similar drugs, will be acceptable for future approvals. Our clinical trial results may
not support approval of our product candidates. In addition, our product candidates could fail to receive regulatory approval, or
regulatory approval could be delayed, for many reasons, including the following: * the FDA or comparable foreign regulatory
authorities may not file or accept our NADA, BLA or other marketing applications for substantive review; ¢ the FDA or
comparable foreign regulatory authorities may disagree with the dosing regimen, design or implementation of our clinical trials;
* we may be unable to demonstrate to the satisfaction of the FDA or comparable foreign regulatory authorities that our product
candidates are safe and effective for any of their proposed indications; ¢ the results of our clinical trials may not meet the level
of statistical significance required by the FDA or comparable foreign regulatory authorities for approval; « we may be unable to
demonstrate that our product candidates’ clinical and other benefits outweigh their safety risks; * the data collected from clinical
trials of our product candidates may not be sufficient to the satisfaction of the FDA or comparable foreign regulatory authorities
to support the submission of a NADA, BLA or other comparable submissions in foreign jurisdictions or to obtain regulatory
approval in the United States or elsewhere; * the FDA or comparable foreign regulatory authorities may find deficiencies with or
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 or comparable foreign regulatory authorities may
significantly change in a manner rendering our clinical data insufficient for approval. The results observed from preclinical
studies or early- stage clinical trials of our product candidates may not necessarily be predictive of the results of later- stage
clinical trials that we conduct. Similarly, positive results from such preclinical studies or early- stage clinical trials may not be
replicated in our subsequent preclinical studies or clinical trials. There can be no assurance that any of our clinical trials will
ultimately be successful or support further clinical development of any of our product candidates. There is a high failure rate for
drugs proceeding through clinical trials. Many companies in the pharmaceutical and biotechnology industries have suffered
significant setbacks in late- stage clinical trials after achieving positive results in early- stage development, and we cannot be
certain that we will not face similar setbacks. These setbacks have been caused by, among other things, preclinical findings
made while clinical trials were underway or safety or efﬁcacy observatrons made in prechnrcal studres and chnrcal trials,
1nc1ud1ng prevrously unreported adverse events —We-may reompleting

y pt-and-commereta ; ; et-eandidates-. To obtarnthe requisite
regulatory approvals to commercrahze any of our product candidates, we must dernonstrate through extensive preclinical studies
and clinical trials that our product candidates are safe and effective in humans. We may experience delays in completing our
clinical trials or preclinical studies and initiating or completing additional clinical trials or preclinical studies, including as a
result of regulators not allowing or delay in allowing clinical trials to proceed under an INAD or IND, or not approving or
delaying approval for any clinical trial grant or similar approval we need to initiate a clinical trial. We may also experience
numerous unforeseen events during our clinical trials that could delay or prevent our ability to receive marketing approval or
commercialize the product candidates we develop, including: ¢ regulators, institutional review boards (IRBs), or other reviewing
bodies may not authorize us or our investigators to commence a clinical trial, or to conduct or continue a clinical trial at a
prospective or specific trial site; « we may not reach agreement on acceptable terms with prospective contract research
organizations (CROs), and clinical trial sites, the terms of which can be subject to extensive negotiation and may vary
significantly among different CROs and trial sites; * we may experience challenges or delays in recruiting principal investigators
or study sites to lead our clinical trials; ¢ the number of subjects or patients required for clinical trials of our product candidates
may be larger than we anticipate, enrollment in these clinical trials may be insufficient or slower than we anticipate, and the
number of clinical trials being conducted at any given time may be high and result in fewer available patients for any given
clinical trial, or patients may drop out of these clinical trials at a higher rate than we anticipate; * our third- party contractors,
including those manufacturing our product candidates or conducting clinical trials on our behalf, may fail to comply with
regulatory requirements or meet their contractual obligations to us in a timely manner, or at all; * we may have to amend clinical
trial protocols submitted to regulatory authorities or conduct additional studies to reflect changes in regulatory requirements or
guidance; * regulators or other reviewing bodies may find deficiencies with, fail to approve or subsequently find fault with the
manufacturing processes or facilities of third- party manufacturers with which we enter into agreements for clinical and
commercial supplies, or the supply or quality of any product candidate or other materials necessary to conduct clinical trials of
our product candidates may be insufficient, inadequate or not available at an acceptable cost, or we may experience interruptions
in supply; and ¢ the potential for approval policies or regulations of the FDA or the applicable foreign regulatory agencies to
significantly change in a manner rendering our clinical data insufficient for approval. Regulators or IRBs of the institutions in
which clinical trials are being conducted may suspend, limit or terminate a clinical trial, or data monitoring committees may
recommend that we 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 protocols, inspection of the clinical trial operations or trial site by the
FDA or other regulatory authorities resulting in the imposition of a clinical hold, safety issues or adverse side effects, failure to
demonstrate a benefit from using an investigational product, changes in governmental regulations or administrative actions or
lack of adequate funding to continue the clinical trial. Negative or inconclusive results from our clinical trials or preclinical
studies could mandate repeated or additional clinical trials and, to the extent we choose to conduct clinical trials in other
indications, could result in changes to or delays in clinical trials of our product candidates in such other indications. We do not
know whether any clinical trials that we conduct will demonstrate adequate efficacy and safety to result in regulatory approval
to market our product candidates for the indications that we are pursuing. If later- stage clinical trials do not produce favorable
results our ab111ty to obtarn regulatory approval for our product candrdates will be adversely 1mpacted E—ven—rﬁwe—eem—p-lete—t-he
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Any product candrdate we develop, and the act1v1t1es assocrated w1th its development and commercrahzatmn 1nclud1ng its
design, testing, manufacture, safety, efficacy, recordkeeping, labeling, storage, approval, advertising, promotion, sale, and
distribution, are subject to comprehensive regulation by the FDA and other regulatory authorities in the United States and by
comparable authorities in other countries. Failure to obtain marketing approval for a product candidate will prevent us from
commercializing the product candidate in a given jurisdiction. We have not received approval to market any product candidates
from regulatory authorities in any jurisdiction and it is possible that none of the product candidates we are developing or may
seek to develop in the future will ever obtain regulatory approval. We have no experience in submitting and supporting the
applications necessary to gain marketing approvals and expect to rely on third- party CROs or regulatory consultants to assist us
in this process. Securing regulatory approval requires the submission of extensive preclinical and clinical data and supporting
information to the various regulatory authorities for each therapeutic indication to establish the product candidate’ s safety and
efficacy. Securing regulatory approval also requires the submission of information about the product manufacturing process to,
and successful inspection of manufacturing facilities by, the relevant regulatory authority. Any product candidates we develop
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 its obtaining marketing approval or prevent or limit commercial use. The process of
obtaining marketing approvals, both in the United States and abroad, is expensive, may take many years if additional clinical
trials are required, 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. Changes in marketing approval policies during the development
period, changes in or the enactment of additional statutes or regulations, or changes in regulatory review for each submitted
product application, may cause delays in the approval or rejection of an application. The FDA and comparable authorities in
other countries have substantial 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 studies. In addition, varying
interpretations of the data obtained from preclinical and clinical testing could delay, limit, or prevent marketing approval of a
product candidate. Any marketing approval that we may ultimately obtain could be limited or subject to restrictions or post-

approval commrtments that render the approved product not comrnerc1ally v1able —Hwe-expertenee-delays-in-obtaining-approvat

andidates-may-be-harmed;an b seneratereventes . Interim, topline and preliminary
data from our chnlcal trlals that we announce or pubhsh from time to time may change as more patient data becomes available
and are subject to audit and verification procedures that could result in material changes in the final data. From time to time, we
may publish interim, topline or preliminary data from our clinical trials. Interim data from clinical trials that we may complete
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. Preliminary or topline data also remain subject to audit and verification procedures that may
result in the final data being materially different from the preliminary data we previously published. As a result, interim and
preliminary data should be viewed with caution until the final data are available. Adverse differences between preliminary or
interim data and final data could significantly harm our reputation and business prospects. For planning purposes, we sometimes
estimate the timing of the accomplishment of various scientific, clinical, regulatory and other product development objectives.
These milestones may include our expectations regarding the commencement or completion of scientific studies and clinical
trials, the submission of regulatory filings or commercialization objectives. From time to time, we may publicly announce the
expected timing of some of these milestones, such as the completion of an ongoing clinical trial, the initiation of other clinical
programs, receipt of marketing approval or a commercial launch of a product. The achievement of many of these milestones
may be outside of our control. All of these milestones are based on a variety of assumptions which, if not realized as expected,
may cause the timing of achievement of the milestones to vary considerably from our estimates, including: ¢ our available
capital resources or capital constraints we experience; * the rate of progress, costs and results of our clinical trials and research
and development activities, including the extent of scheduling conflicts with participating clinicians and collaborators; ¢ our
ability to identify and enroll patients who meet clinical trial eligibility criteria; * our receipt of approvals by the FDA and other
regulatory authorities and the timing thereof; ¢ other actions, decisions or rules issued by regulators; ¢ our ability to access
sufficient, reliable and affordable supplies of materials used to manufacture of our product candidates; ¢ the efforts of our
collaborators with respect to the commercialization of our product candidates; and ¢ the securing of costs related to, and timing
issues associated with, product manufacturing as well as sales and marketing activities. If we fail to achieve announced
milestones in the timeframes we expect, the development and commercrahzatmn of our product candldates rnay be delayed and
our business and results of operations may be harmed - es Ran TR i

may-resultinadditionat-eosts-ordelays-. As product candrdates proceed through prec11n1cal studies to late stage chnlcal trlals

towards potential approval and commercialization, it is common that various aspects of the development program, such as




manufacturing methods and formulation, are altered along the way in an effort to optimize processes and results. Such changes
carry the risk that they will not achieve these intended objectives. Any of these changes could cause our product candidates to
perform differently and affect the results of planned clinical trials or other future clinical trials conducted with the materials
manufactured using altered processes. Such changes may also require additional testing, FDA notification or FDA approval.
This could delay or prevent completion of clinical trials, require conducting bridging clinical trials or the repetition of one or
more clinical trials, increase clinical trial costs, delay or prevent approval of our product candidates and jeopardize our ability to
commence sales and generate revenue. Undesirable side effects caused by any of our product candidates could cause us or
regulatory authorities to interrupt, delay or halt clinical trials and could result in a more restrictive label or the delay or denial of
regulatory approval by the FDA or comparable foreign regulatory authorities or a more restrictive label for any of our product
candidates that may receive regulatory approval. In our planned and future clinical trials of our product candidates, we may
observe a more unfavorable safety and tolerability profile than was observed in earlier- stage testing of these candidates. If
unacceptable side effects arise in the development of our product candidates, we, the FDA or comparable foreign regulatory
authorities, the IRBs, or independent ethics committees at the institutions in which our trials are conducted, could suspend, limit
or terminate our clinical trials, or the independent safety monitoring committee could recommend that we suspend, limit or
terminate our trials, or the FDA or comparable foreign regulatory authorities could order us to cease clinical trials or deny
approval of our product candidates for any or all targeted indications. Treatment- emergent side effects that are deemed to be
related to administration of our product candidates could delay recruitment of clinical trial subjects or may cause subjects that
enroll in our clinical trials to discontinue participation in our clinical trials. In addition, these side effects may not be
appropriately recognized or managed by the treating medical staff. We may need to train medical personnel using our product
candidates to understand the side effect profiles for our clinical trials and upon any commercialization of any of our product
candidates. Inadequate training in recognizing or managing the potential side effects of our product candidates could result in
harm to patients that are administered our product candidates. Additionally, during the course of our product development
programs, FDA or comparable foreign regulatory authority review teams may change, and new agency personnel may view the
risk- benefit profile of any product candidates we may develop differently than prior agency review teams. Any negative views
as to the risk- benefit profile of the product candidates we are developing for our lead programs or any product candidates we
may develop in the future could lead FDA or comparable foreign regulatory authorities to require that we conduct additional
clinical trials or could require more onerous clinical trial designs for any then- ongoing or future clinical trials. The product-
related side effects also could result in potential product liability claims being asserted against us. Furthermore, we or others
may later identify undesirable side effects caused by our products, including during any long- term follow- up observation
period. If any of our product candidates receives regulatory approval, and we or others later identify undesirable side effects
caused or risks exacerbated by such product, a number of potentially significant negative consequences could result. For
example, the FDA could require us to adopt a REMS to ensure that the benefits of treatment with such product candidate
outweigh the risks for each potential patient; a REMS may include, among other things, a communication plan to healthcare
practitioners, patient education, extensive patient monitoring or distribution systems and processes that are highly controlled,
restrictive and more costly than what is typical for the biopharmaceutical industry. Other potentially significant negative
consequences include that: « we may be forced to suspend marketing of that product, or decide to recall the product or remove it
from the marketplace; ¢ regulatory authorities may withdraw or limit their approvals of that product; * regulatory authorities may
require additional statements, specific warnings or contraindications on the label or limit access of that product to selective
specialized centers with additional safety reporting and with requirements that patients be geographically close to these centers
for all or part of their treatment; « we may be required to conduct additional clinical trials or costly post- marketing testing and
surveillance to monitor the safety and efficacy of the product; * we may be required to change the way the product is distributed
or administered; * we may be subject to regulatory investigations and government enforcement actions; * we could be subject to
fines, injunctions, or the imposition of criminal or civil penalties, or to sued and held liable for harm caused to subjects or
patients; and ¢ the product may become less competitive, and our reputation may suffer. Any of these occurrences could
diminish the usage or otherwise limit the commercial success of our product candidates and prevent us from achieving or
maintaining market acceptance of the affected product candidate, if approved by applicable regulatory authorities, and may
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payers—and—t-he—medte&l—eermnm&ﬁy—When avallable on the market our products may not achleve an adequate level of
acceptance by physicians, patients and the medical community, which may result in us failing to achieve proﬁtabrhty In
addition, efforts to educate the medical community and third- party payers on the benefits of our products may require
significant resources and may never be successful Wthh Would prevent us from generatlng s1gn1ﬁcant revenues or becornlng
profitable. ¥s steeessh de ; ; e ; didates-eottd-tmp
ettnabi-l-tty—te—gfew—Although a substantral amount of our efforts erl focus on the contrnued precllnlcal and clinical testing and
potential approval of product candidates in our current pipeline, a key element of long- term growth strategy is to develop and
market additional products and product candidates. Because we have limited financial and managerial resources, research
programs to identify product candidates will require substantial additional technical, financial and human resources, whether or
not any product candidates are ultimately identified. The success of this strategy depends partly upon our ability to identify,
select and develop promising product candidates and products. Our technology platforms may fail to discover and to generate
additional product candidates that are suitable for further development. All product candidates are prone to risks of failure
typical of pharmaceutical product development, including the possibility that a product candidate may not be suitable for
clinical development as a result of its harmful side effects, limited efficacy or other characteristics that indicate that it is unlikely
to be a product that will receive approval by the FDA and other comparable foreign regulatory authorities and achieve market




acceptance. If we do not successfully develop and commercialize product candidates based upon its technological approach, we
may not be able to obtain product or collaboration revenues in future periods, which would adversely affect our business,
prospects, financial condition and results of operations. Our long- term growth strategy to develop and market additional
products and product candidates is heavily dependent on precise, accurate and reliable scientific data to identify, select and
develop promising pharmaceutical product candidates and products. Our business decisions may therefore be adversely
influenced by improper or fraudulent scientific data sourced from third parties. Any irregularities in the scientific data used by
us to determine our focus in research and development of product candidates and products could have a materral adverse effect
on our busmess prospects ﬁnancral condrtron and results of operatrons —H-w v :

eenﬂﬁefera-hﬂﬁg—eur—pfeduet—eaﬂdiéa{es- We currently have no rnarketrng, “sales or d1str1but10n capabrlmes We intend to

establish a sales and marketing organization, either on our own or in collaboration with third parties, with technical expertise and
supporting distribution capabilities to commercialize SAB- 142, and our other product candidates that may receive regulatory
approval in key territories. These efforts will require substantial additional resources, some or all of which may be incurred in
advance of any approval of the product candidate. Any failure or delay in the development of our or third parties’ internal sales,
marketing and distribution capabilities would adversely impact the commercialization of SAB- 142, and our other product
candidates and other future product candidates. Factors that may inhibit our efforts to commercialize our product candidates on
our own include: * our inability to recruit and retain adequate numbers of effective sales and marketing personnel; ¢ our inability
of sales personnel to obtain access to or persuade adequate numbers of physicians to prescribe any future products; « the lack of
complementary products to be offered by sales personnel, which may put us at a competitive disadvantage relative to companies
with more extensive product lines; and ¢ unforeseen costs and expenses associated with creating an independent sales and
marketing organization. With respect to our existing and future product candidates, we may choose to collaborate with third
parties that have direct sales forces and established distribution systems to serve as an alternative to our own sales force and
distribution systems. Our future product revenue may be lower than if we directly marketed or sold our product candidates, if
approved. In addition, any revenue we receive will depend in whole or in part upon the efforts of these third parties, which may
not be successful and are generally not within our control. If we are not successful in commercializing any approved products,
our future product revenue will suffer, and we may incur significant additional losses. If we do not establish sales and marketing
capab111t1es successfully, e1ther on our own or 1n collaboratron Wrth third part1es we will not be successful in commerc1al1zrng

ption;-eatse-us-to-netr-substanttal-te mit-commeretalization urproduct candidates. We are exposed to
potentral product hablhty and professional 1ndemn1ty risks that are inherent in the research, development, manufacturing,
marketing and use of pharmaceutical products. Currently, we have no products that have been approved for commercial sale;
however, the use of our product candidates by us and any collaborators in clinical trials, and the sale of these product candidates,
if approved, in the future, may expose us to liability claims. We face an inherent risk of product liability lawsuits related to the
use of our product candidates in patients, and will face an even greater risk if product candidates are approved by regulatory
authorities and introduced commercially. Product liability claims may be brought against us by participants enrolled in our
clinical trials, patients, health care providers, pharmaceutical companies, our collaborators or others using, administering or
selling any of our future approved products. If we cannot successfully defend ourselves against any such claims, we may incur
substantial liabilities or be required to limit commercialization of our product candidates. Regardless of the merits or eventual
outcome, liability claims may result in: » decreased demand for any of our future approved products; ¢ injury to our reputation; ®
withdrawal of clinical trial participants; * termination of clinical trial sites or entire trial programs;  significant litigation costs; *
substantial monetary awards to, or costly settlements with, patients or other claimants; ¢ product recalls or a change in the
indications for which they may be used; * loss of revenue; ¢ diversion of management and scientific resources from our business
operations; and ¢ the inability to commercialize our product candidates. Although the clinical trial process is designed to identify
and assess potential side effects, clinical development does not always fully characterize the safety and efficacy profile of a new
medicine, and it is always possible that a drug, even after regulatory approval, may exhibit unforeseen side effects. If our
product candidates were to cause adverse side effects during clinical trials or after approval, we may be exposed to substantial
liabilities. Physicians and patients may not comply with any warnings that identify known potential adverse effects and patients
who should not use our product candidates. If any of our product candidates are approved for commercial sale, we will be highly
dependent upon consumer perceptions of us and the safety and quality of our products. We could be adversely affected if we are
subject to negative publicity associated with illness or other adverse effects resulting from patients’ use or misuse of our
products or any similar products distributed by other companies. Although we maintain product liability insurance coverage
consistent with industry norms, including clinical trial liability, this insurance may not fully cover potential liabilities that we
may incur. The cost of any product liability litigation or other proceeding, even if resolved in our favor, could be substantial. We
will need to increase our insurance coverage if we commercialize any product that receives regulatory approval. In addition,
insurance coverage is becoming increasingly expensive. If we are unable to maintain sufficient insurance coverage at an
acceptable cost or to otherwise protect against potential product liability claims, it could prevent or inhibit the development and
commercial production and sale of our product candidates, which could harm our business, financial condition, results of
operations and prospects. Our current and future relationships with customers and third- party payors in the United States and
elsewhere may be subject, directly or indirectly, to applicable anti- kickback, fraud and abuse, false claims, transparency, health
information privacy and security and other healthcare laws and regulations, which could expose us to criminal sanctions, civil
penalties, contractual damages, reputational harm, administrative burdens and diminished profits and future earnings. Healthcare
providers, physicians and third- party payors in the United States and elsewhere will play a primary role in the recommendation
and prescription of any product candidates for which we obtain marketing approval. Our future arrangements with third party



payors, distributors, retailers, marketers and customers may expose us to broadly applicable fraud and abuse and other
healthcare laws and regulations, including, without limitation, the federal Anti- Kickback Statute, the federal False Claims Act,
and similar state or foreign laws which may constrain the business or financial arrangements and relationships through which we
sell, market and distribute any product candidates for which we obtain marketing approval. In addition, we may be subject to
transparency laws and patient privacy regulation by U. S. federal and state governments and by governments in foreign
jurisdictions in which we conduct our business. The applicable federal, state and foreign healthcare laws and regulations that
may affect our ability to operate include, but are not necessarily limited to: « the federal Anti- Kickback Statute, which prohibits,
among other things, persons from knowingly and willfully soliciting, offering, receiving or providing remuneration, directly or
indirectly, in cash or in kind, to induce or reward, or in return for, either the referral of an individual for, or the purchase, order or
recommendation of, any good or service, for which payment may be made under federal and state healthcare programs, such as
Medicare and Medicaid; « federal civil and criminal false claims laws and civil monetary penalty laws, including the federal
False Claims Act, which impose criminal and civil penalties, including civil whistleblower or qui tam actions, against
individuals or entities for knowingly presenting, or causing to be presented, to the federal government, including the Medicare
and Medicaid programs, claims for payment that are false or fraudulent, making a false statement to avoid, decrease or conceal
an obligation to pay money to the federal government, or the knowing retention of an overpayment from government health care
programs; the federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, which imposes criminal and civil
liability for executing a scheme to defraud any healthcare benefit program or making false statements relating to healthcare
matters; « HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act of 2009, or
HITECH, and their respective implementing regulations, which impose obligations on covered healthcare providers, health
plans, and healthcare clearinghouses, as well as their business associates that create, receive, maintain or transmit individually
identifiable health information for or on behalf of a covered entity, with respect to safeguarding the privacy, security and
transmission of individually identifiable health information; ¢ the federal Physician Payments Sunshine Act, which requires
manufacturers of certain drugs, devices, biologics and medical supplies for which payment is available under Medicare,
Medicaid or the Children’ s Health Insurance Program, with specific exceptions, to report annually to the Centers for Medicare
& Medicaid Services, or CMS, information related to *“ payments or other transfers of value ”” made to physicians, which is
defined to include doctors, dentists, optometrists, podiatrists and chiropractors, and certain teaching hospitals and applicable
manufacturers to report annually to CMS ownership and investment interests held by the physicians and their immediate family
members. Certain manufacturers also are required to report such information regarding payments and transfers of value provided
during the previous year to physician assistants, nurse practitioners, clinical nurse specialists, anesthesiologist assistants,
certified nurse anesthetists and certified nurse- midwives; and ¢ analogous state and foreign laws and regulations, such as state
anti- kickback and false claims laws, which may apply to sales or marketing arrangements and claims involving healthcare items
or services reimbursed by non- governmental third party payors, including private insurers; state and foreign laws that require
pharmaceutical companies to comply with the pharmaceutical industry’ s voluntary compliance guidelines and the relevant
compliance guidance promulgated by the federal government or otherwise restrict payments that may be made to healthcare
providers; state and foreign laws that require drug manufacturers to report information related to payments and other transfers of
value to physicians and other healthcare providers or marketing expenditures; and state and foreign laws governing the privacy
and security of health information in certain circumstances, many of which differ from each other in significant ways and often
are not preempted by HIPAA, thus complicating compliance efforts. Efforts to ensure that our business arrangements with third
parties will comply with applicable healthcare laws and regulations may involve substantial costs. It is possible that
governmental authorities will conclude that our business practices may not comply with current or future statutes, regulations or
case law involving applicable fraud and abuse or other healthcare laws and regulations. If our operations are found to be in
violation of any of these laws or any other governmental regulations that may apply to us, we may be subject to significant civil,
criminal and administrative penalties, including, without limitation, damages, fines, imprisonment, exclusion from participation
in government healthcare programs, such as Medicare and Medicaid, and the curtailment or restructuring of our operations,
which could have a material adverse effect on our business. If any of the physicians or other healthcare providers or entities with
whom we expect to do business, including our collaborators, is found not to be in compliance with applicable laws, it may be
subject to criminal, civil or administrative sanctions, including exclusions from participation in government healthcare programs,
which could also materially affect our business. Any regulatory approval is limited to those specific diseases and indications for
which a product is deemed to be safe and effective by the FDA. In addition to the FDA approval required for new formulations,
any new indication for an approved product also requires FDA approval. If we are not able to obtain FDA approval for any
desired future indications for our products, our ability to effectively market and sell our products may be reduced and our
business may be adversely affected. While our ability to promote the products is limited to those indications that are specifically
approved by the FDA, physicians may choose to prescribe drugs for uses that are not described in the product’ s approved
labeling and for uses that differ from those tested in clinical studies and approved by the regulatory authorities. These “ off-
label ” uses are common across medical specialties and may constitute an appropriate treatment for some patients in varied
circumstances. Regulatory authorities in the United States generally do not regulate a physician’ s use of professional judgment
in prescribing treatments for patients. Regulatory authorities do, however, restrict communications by pharmaceutical
companies on the subject of off- label use or off- label information. If our promotional activities fail to comply with these
regulations or guidelines, we may be subject to warnings from, or enforcement action by, these authorities. In addition, our
failure to follow FDA rules and guidelines relating to promotion and advertising may cause the FDA to suspend or withdraw an
approved product from the market, require a recall or corrective advertising, institute fines, or could result in disgorgement of
money, operating restrictions, injunctions or civil or criminal prosecution by the government, any of which could harm our
reputation and business. In the United States and certain non- U. S. jurisdictions, there have been, and we expect there will



continue to be, a number of legislative and regulatory changes and proposed changes regarding the healthcare system that could,
among other things, prevent or delay marketing approval of our product candidates, restrict or regulate post- approval activities
and affect our or our collaborators’ ability to profitably sell any product candidates that obtain marketing approval. For example,
in March 2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education Reconciliation
Act, collectively the Affordable Care Act, was enacted in the United States. Since its enactment, there have been judicial,
executive and Congressional challenges to certain aspects of the Affordable Care Act. However, following several years of
litigation in the federal courts, in June 2021, the U. S. Supreme Court upheld the ACA when it dismissed a legal challenge to the
ACA’ s constitutionality. Further legislative and regulatory changes under the ACA remain possible, but it is unknown what
form any such changes or any law would take or how or whether such changes may affect the biopharmaceutical industry as a
whole or our business in the future. In addition, other legislative changes have been proposed and adopted since the Affordable
Care Act was enacted. On August 2, 2011, the Budget Control Act of 2011 was signed into law, which, among other things,
included reductions to Medicare payments to providers of 2 % per fiscal year, which went into effect on April 1, 2013 and, due
to subsequent legislative amendments to the statute, will remain in effect through 2030, unless additional Congressional action
is taken. On January 2, 2013, the American Taxpayer Relief Act of 2012 was signed into law, which, among other things,
reduced Medicare payments to several providers, including hospitals, and increased the statute of limitations period for the
government to recover overpayments to providers from three to five years. Further, there has been heightened governmental
scrutiny recently over pharmaceutical pricing practices in light of the rising cost of prescription drugs and biologics. Such
scrutiny has resulted in several 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, rebates and price negotiation for
pharmaceutical products. At the state level, legislatures have increasingly passed legislation and implemented regulations
designed to control pharmaceutical product and medical device pricing, including price or patient reimbursement constraints,
discounts, restrictions on certain product access and marketing cost disclosure and transparency measures, and, in some cases,
designed to encourage importation from other countries and bulk purchasing. In addition, regional healthcare authorities and
individual hospitals are increasingly using bidding procedures to determine what pharmaceutical products and medical devices
to purchase, and which suppliers will be included in their prescription drug and other healthcare programs. We expect that other
healthcare reform measures that may be adopted in the future, may result in more rigorous coverage criteria, new payment
methodologies and in additional downward pressure on the price that we or our collaborators may receive for any approved or
cleared product. Any reduction in reimbursement from Medicare or other government programs may result in a similar reduction
in payments from private payors. We cannot predict the likelihood, nature or extent of government regulation that may arise
from future legislation or administrative action, either in the United States or abroad. If we or our collaborators are slow or
unable to adapt to new requirements or policies, or if we or our collaborators are not able to maintain regulatory compliance, any
of our product candidates may lose any regulatory approval that may have been obtained and we may not achieve or sustain
proﬁtabrhty, whrch would adversely affect our busmess Even 1f we obtaln regulatory approval for-aproduecteandidates;our

v 3 verri-w val-in a jurisdiction for our product
candldates they W111 be sub_]ect o ongoing regulatory requirements for manufacturrng, labeling, packaging, storage, advertising,
promotion, sampling, recordkeeping, and submission of safety and other post- market information. Any regulatory approvals
that we receive for our product candidates may also be subject to limitations on the approved indicated uses for which the
product may be marketed or to the conditions of approval, or contain requirements for potentially costly post- marketing testing,
including Phase 4 clinical trials, and surveillance to monitor the safety and efficacy of the product. For example, the holder of an
approved BLA is obligated to monitor and report adverse events and any failure of a product to meet the specifications in the
BLA. The holder of an approved BLA must also submit new or supplemental applications and obtain FDA approval for certain
changes to the approved product, product labeling or manufacturing process. Advertising and promotional materials and claims
must be consistent with approved labeling and be in compliance with FDA regulations as well as other potentially applicable
federal and state laws. In addition, biological product advertising and promotional materials intended to be used during the first
120 days after approval must be submitted to the FDA during the BLA review period. After approval, advertising and
promotional materials must be submitted to the FDA 30 days prior to their intended use. In addition, product manufacturers are
subject to payment of program fees and continual review and periodic inspections by the FDA and other regulatory authorities
for compliance with GMP requirements and adherence to commitments made in the BLA or foreign marketing application. If
we or a regulatory agency discovers previously unknown problems with a product such as adverse events of unanticipated
severity or frequency, or problems with the facility where the product is manufactured or with the integrity or sufficiency of
data, records, or documentation, or disagrees with the promotion, marketing or labeling of that product, a regulatory agency may
impose restrictions relative to that product, the manufacturing facility or us, including requiring recall or withdrawal of the
product from the market or suspension of manufacturing. If we or a regulatory agency later discovers previously unknown
problems with a product, including adverse events of unanticipated severity or frequency, or with our third- party manufacturers
or manufacturing processes, or if we fail to comply with applicable regulatory requirements following approval of any of our
product candidates, a regulatory agency may: * issue a warning letter asserting that we are in violation of the law; « seek an
injunction or impose civil or criminal penalties or monetary fines; * suspend or withdraw regulatory approval; ¢ suspend any
ongoing clinical trials;  refuse to approve a pending BLA or comparable foreign marketing application (any supplements
thereto) submitted by us or our strategic partners; * restrict the marketing or labeling of the product; ¢ restrict manufacturing of
the product, the approved manufacturers or the manufacturing process; ¢ restrict product distribution or use; * demand a recall;
seize or detain product or otherwise require the withdrawal of product from the market; « impose fines, restitution or
disgorgement of profits or revenues; * impose consent decrees, injunctions or the imposition of civil or criminal penalties; ¢




refuse to permit the import or export of products; or « refuse to allow us to enter into supply contracts, including government
contracts. Any government investigation of alleged violations of law could require us to expend significant time and resources in
response and could generate negative publicity. The occurrence of any event or penalty described above may inhibit our ability
to commercialize our product candidates and generate revenue. Advertising and promotion of any human therapeutic biological
product candidate that obtains approval in the United States will be heavily scrutinized by the FDA, the U. S. Federal Trade
Commission, the Department of Justice (DOJ), the Office of Inspector General of the Department of Health and Human
Services (HHS), state attorneys general, members of the U. S. Congress and the public. Additionally, advertising and promotion
of any product candidate that obtains approval outside of the United States will be heavily scrutinized by comparable foreign
entities and stakeholders. Violations, including actual or alleged promotion of our products for unapproved or off- label uses, are
subject to enforcement letters, inquiries and investigations, and civil and criminal sanctions by the FDA, other U. S.
governmental authorities, or comparable foreign bodies. Any actual or alleged failure to comply with labeling and promotion
requirements may result in fines, warning letters, mandates to issue corrective information to healthcare practitioners and / or the
general public, injunctions, or civil or criminal penalties. In addition, the FDA’ s policies may change, and additional
government laws may be enacted and implementing regulations promulgated, which could prevent, limit or delay regulatory
approval of our product candidates. We cannot predict the likelihood, nature or extent of government regulation that may arise
from future legislation or administrative action, either in the United States or abroad. If we are slow or unable to adapt to
changes in existing requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory
compliance, we may lose any marketing approval that we may have obtained and we may not achieve or sustain profitability,
which would adversely affect our busrness prospects f1nancral condition and results of operatrons Disfupt-teﬁs—&t—t-he—F—BA—aﬂd

ra-timely at-o hteh-eoutd btsi .The ab111tyofthe FDAtorev1eW and
approve new products can be affected by a Var1ety of factors, 1nclud1ng government budget and funding levels, statutory,
regulatory and policy changes, the FDA’ s ability to hire and retain key personnel and accept the payment of user fees, and other
events that may otherwise affect the FDA’ s ability to perform routine functions. Average review times at the FDA have
fluctuated in recent years as a result. In addition, government funding of other government agencies that fund research and
development activities is subject to the political process, which is inherently fluid and unpredictable. Disruptions at the FDA
and other agencies may also slow the time necessary for new biologics or modifications to approved biologics to be reviewed
and / or approved by necessary government agencies, which would adversely affect our business. For example, over the last
several years, including for 35 days beginning on December 22, 2018, the U. S. government has shut down several times and
certain regulatory agencies, such as the FDA, have had to furlough critical FDA employees and stop critical activities. Since that
time, there have been several threatened * shutdowns ™ of the U. S. federal government , including as recently as March 2025 .
If a prolonged government shutdown occurs, or if global health concerns continue to 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 author1t1es to trmely revrew and process our regulatory subrnrssrons which could have a
material adverse effect on our business. We mus aeta shiy ; e artiers;-atd-we-ma

depends and will depend in part on our abrlrty to attract, train, retain and motivate highly skilled executive level management,
research and development, and sales personnel and to establish and maintain effective strategic alliances with key companies in
our industry. Competition is intense for many of these types of personnel from other companies, consulting firms and more
established organizations, many of which have significantly larger operations and greater financial, marketing, human, and other
resources. We may not be successful in attracting and retaining qualified personnel on a timely basis, on competitive terms or at
all. If we are not successful in attracting and reta1n1ng these personnel our busrness prospects f1nanc1al condrtron and results of

operations may be materially adversely affected. ¥ v v v :
employees-into-our-operattons—Our officers and directors may not possess all of the skrlls or experience necessary to
successfully implement our business plan. Further, we anticipate hiring new employees. Failure to fully integrate new employees
into our operations could have a material adverse effect on our business, prospects, financial condition and results of operations.
We depend on our senior management and senior scientific staff, and their loss or unavailability could put us at a competitive
disadvantage. Our success depends largely on the skills, experience and reputation of certain key management and personnel, in
particular our directors, executive officers and senior scientific staff. The loss or unavailability of any of these individuals for
any significant perrod of time could have a material adverse effect on our busrness prospects financial condrtron and results of
operatrons. contractors-me Ariiseotdie per-ae es;tnehueing

eendi-t-}oﬂ—aﬂd—epefat—tﬂg—fe&&t-s— We are exposed to the rrsk that our employees 1ndependent contractors consultants

commercial partners, suppliers and distributors may engage in fraudulent or illegal activity. Misconduct by these parties could
include intentional, reckless or negligent conduct or disclosure of unauthorized activities to us that violates: (i) the rules and
regulations of the FDA and other similar foreign regulatory bodies, including those laws requiring the reporting of true,
complete and accurate information to such regulators; (ii) manufacturing standards; (iii) healthcare fraud and abuse laws in the
United States and similar foreign fraudulent misconduct laws; or (iv) laws that require the true, complete and accurate reporting
of financial information or data. These laws may impact, among other things, future sales, marketing and education programs. In
particular, the promotion, sales and marketing of healthcare items and services, as well as certain business arrangements in the
healthcare industry, are subject to extensive laws designed to prevent fraud, kickbacks, self- dealing and other abusive practices.
These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and promotion, structuring



and commissions, certain customer incentive programs and other business arrangements generally. Activities subject to these
laws also involve the improper use of information obtained in the course of patient recruitment for clinical trials. We have
adopted a code of conduct, but it is not always possible to identify and deter misconduct by our employees and other third
parties, and the precautions we take to detect and prevent these activities may not be effective in controlling unknown or
unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming from a
failure to be in compliance with such laws or regulations. If any such actions are instituted against us and we are not successful
in defending ourselves or asserting our rights, those actions could result in the imposition of significant fines or other sanctions,
including the imposition of significant civil, criminal and administrative penalties, damages, monetary fines, disgorgement,
imprisonment, additional integrity reporting and oversight obligations, possible exclusion from participation in Medicare,
Medicaid and other federal healthcare programs, contractual damages, reputational harm, diminished profits and future earnings
and curtailment of operations, any of which could adversely affect our ability to operate our business and our results of
operations. Whether or not we are successful in defending against any such actions or investigations, we could incur substantial
costs, including legal fees, and divert the attention of management in defending ourselves against any of these claims or
investigations, which could harm our business, financial condition and results of operations. We do not have the ability to
conduct all aspects of our preclinical studies or future clinical trials ourselves. As a result, we are, and expect to remain,
dependent on third parties to perform some of our research and preclinical studies and any future clinical trials of our product
candidates, including but not limited to governmental agencies and university laboratories, contract manufacturers, contract
research organizations (CROs), distribution and supply (logistics) services organizations, contract testing organizations (CTOs),
consultants or consultant organization with specialized knowledge based expertise. The timing of the initiation and completion
of our current and planned preclinical studies and clinical trials will therefore be partially controlled by such third parties and
may result in delays to our development programs. Specifically, we expect CROs, clinical investigators, and consultants to play
a significant role in the conduct of future clinical trials and the subsequent collection and analysis of data. However, we will not
be able to control all aspects of their activities. Nevertheless, as the sponsor of the INADs, INDs and clinical protocols
governing our future clinical trials, we will be responsible for ensuring that each of our trials is conducted in accordance with
the applicable protocol and legal, regulatory and scientific standards, and our reliance on the CROs, CTOs, and other third
parties does not relieve us of our regulatory responsibilities. We, our CROs, CTOs, and clinical sites will be required to comply
with GLP requirements for preclinical studies, as well as GCP requirements for clinical trials involving human subjects, which
are regulations and guidelines enforced by the FDA, the Competent Authorities of the Member States of the European
Economic Area, and comparable foreign regulatory authorities, for all of our current product candidates and any future product
candidates in clinical development. Regulatory authorities enforce these GLP and GCP requirements through periodic
inspections of trial sponsors, testing laboratories, clinical trial investigators, and clinical trial sites. If we or any of our CROs,
CTOs, or clinical trial sites fail to adhere to our clinical trial protocols or to comply with applicable GLP or GCP requirements,
as applicable, the data generated in our future preclinical studies or clinical trials may be deemed unreliable, and the FDA or
comparable foreign regulatory authorities may require us to perform additional preclinical studies or clinical trials before
accepting for review or approving our marketing applications. In addition, our clinical trials must be conducted with product
candidates produced under GMP regulations. Our failure to comply with these regulations may require us to stop and / or repeat
clinical trials, which would delay the marketing approval process. Moreover, principal investigators for our clinical trials may
serve as scientific advisors or consultants to us from time to time and receive compensation in connection with such services.
Under certain circumstances, we may be required to report some of these relationships to the FDA or comparable foreign
regulatory authorities. The FDA or comparable foreign regulatory authority may conclude that a financial relationship between
us and a principal investigator has created a conflict of interest or otherwise affected interpretation of the trial results or data.
The FDA or comparable foreign regulatory authority may therefore question the integrity of the data generated at the applicable
clinical trial site and the utility of the clinical trial itself may be jeopardized. This could result in a delay in approval, or
rejection, of our marketing applications by the FDA or comparable foreign regulatory authority, as the case may be, and may
ultimately lead to the denial of marketing approval of our product candidates. There is no guarantee that any such CROs, CTOs,
clinical trial investigators or other third parties on which we plan to rely will devote adequate time and resources to our
development activities or perform as contractually required. Further, the performance of our third parties on which we rely may
be interrupted by future pandemics similar to the engeing-COVID- 19 pandemic, including due to travel or quarantine
policies, heightened exposure of CRO staff who are healthcare providers to such pandemics €6V B-—9-or prioritization of
resources toward the pandemic (similar public health emergencies that may arise in the future). If any of these third parties fails
to meet expected deadlines, adhere to our clinical protocols or meet regulatory requirements, otherwise performs in a
substandard manner, or terminates its engagement with us, the timelines for our development programs may be extended or
delayed or our development activities may be suspended or terminated. If any of our future clinical trial sites terminates for any
reason, we may experience the loss of follow- up information on subjects enrolled in such clinical trials unless we are able to
transfer those subjects to another qualified clinical trial site, which may be difficult or impossible —We-are-timited-in-our-ability
feﬁaﬂﬂ-fae’éufe—phafmaeeuﬂea-l—pfeduets— To be successful, our products and the products of our partners must be manufactured
in commercial quantities in compliance with regulatory requirements and at a commercially acceptable cost. We have not
commercialized any pharmaceutical products, nor have we demonstrated an ability to manufacture commercial quantities of our
or our partners’ product candidates in accordance with regulatory requirements. If we are unable to produce suitable quantities
of our or our partners’ products, or contract third parties to do so, in accordance with regulatory standards at a commercially
acceptable cost, our ability or the ability of our partners to conduct clinical trials, obtain regulatory approvals and market such
products may be adversely affected, which could adversely affect our competitive position and our chances of achieving
profitability. There can be no assurance that such products can be manufactured by us or any other party at a cost or in quantities



which are commercially viable. We intend to rely on third- party manufacturers to supply us with sufficient quantities of our
product candidates to be used, if approved, for commercialization. We do not yet have a commercial supply agreement for
commercial quantities of drug substance or drug product. If we are not able to meet market demand for any approved product, it
would negatively impact our ability to generate revenue, harm our reputation, and could have an adverse effect on our business
and financial condition. Further, our reliance on third- party manufacturers entails risks to which we would not be subject if we
manufactured product candidates ourselves, including: ¢ inability to meet our product specifications and quality requirements
consistently; ¢ delay or inability to procure or expand sufficient manufacturing capacity; ¢ issues related to scale- up of
manufacturing; * costs and validation of new equipment and facilities required for scale- up; * our third- party manufacturers
may not be able to execute our manufacturing procedures and other logistical support requirements appropriately; ¢ our third-
party manufacturers may fail to comply with cGMP requirements and other inspections by the FDA or other comparable
regulatory authorities; ¢ our inability to negotiate manufacturing agreements with third parties under commercially reasonable
terms, if at all; « breach, termination or nonrenewal of manufacturing agreements with third parties in a manner or at a time that
is costly or damaging to us; * reliance on single sources for drug components; ¢ lack of qualified backup suppliers for those
components that are currently purchased from a sole or single- source supplier; ¢ our third- party manufacturers may not devote
sufficient resources to our product candidates; « we may not own, or may have to share, the intellectual property rights to any
improvements made by our third- party manufacturers in the manufacturing process for our product candidates; ¢ operations of
our third- party manufacturers or suppliers could be disrupted by conditions unrelated to our business or operations, including
the bankruptcy of the manufacturer or supplier; and ¢ carrier disruptions or increased costs that are beyond our control. In
addition, if we enter into a strategic collaboration with a third party for the commercialization of our current or any future
product candidates, we will not be able to control the amount of time or resources that they devote to such efforts. If any
strategic collaborator does not commit adequate resources to the marketing and distribution of our product candidates, it could
limit our potential revenues. Any of these events could lead to clinical trial delays or failure to obtain regulatory approval, or
impact our ability to successfully commercialize our current or any future product candidates once approved. Some of these
events could be the basis for FDA action, including injunction, request for recall, seizure, or total or partial suspension of
production. We operate our own animal production facility, where we produce supplies of our product candidates for our
preclinical and clinical studies, and such facility is currently subject to certain regulatory requirements and inspections, including
by the USDA to ensure compliance with the Animal Welfare Act and other regulations relating to the care and welfare of
laboratory and research animals. Before approving any of our product candidates for commercialization, the FDA must conduct
a pre- approval inspection of our animal production and manufacturing facilities to determine whether the manufacturing
processes and facilities comply with GMPs. If and when we obtain regulatory approval for any of our product candidates, we
would need to register our animal production and manufacturing facilities with the FDA and list all licensed biological products
manufactured at such facilities. Even if the FDA determines that our facilities are in substantial compliance with applicable
regulations and standards, we would be subject to ongoing periodic unannounced inspection by the FDA, the USDA,
corresponding state agencies and potentially third- party collaborators to ensure strict compliance with GMPs, animal welfare
requirements, and other applicable laws and government regulations. Our license to manufacture such future approved product
candidates will be subject to continued regulatory review. In addition, our animal production facility maintains detailed standard
operating procedures and other documentation necessary to comply with the Animal Welfare Act and applicable regulations for
the humane treatment of the pigs and piglets in our custody. We also maintain an Institutional Animal Care and Use Committee
(IACUC) to provide ongoing oversight and to conduct assessments of the care and use of the animals in our research and
development programs. If the USDA determines that our current equipment, facilities, or processes relating to donor animal
production do not comply with applicable Animal Welfare Act standards, it may issue an inspection report documenting the
deficiencies and setting deadlines for any required corrective actions. For continued noncompliance, the USDA may impose
fines, suspend, or revoke animal research licenses or confiscate research animals. There can be no assurance that we will not
encounter difficulties in scaling up our manufacturing processes. Significant scale- up of manufacturing may result in
unanticipated technical challenges and may require additional inspections, permits, or other authorizations by the FDA, the
USDA, or corresponding state agencies. We may encounter difficulties in scaling up production, including problems involving
raw material suppliers, production yields, technical difficulties, scaled- up product characteristics, quality control and assurance,
shortage of qualified personnel, capacity constraints, compliance with FDA and foreign regulations, environmental compliance,
production costs and development of advanced manufacturing techniques and process controls. The actual cost to manufacture
and process our product candidates could also be greater than we expect and could materially and adversely affect the
commercial viability of any product candidates that we develop. Any of these difficulties, if they occur and are not resolved to
the satisfaction of the FDA or other regulatory agency, could lead to significant delays and possibly the termination of the future
development or commercial program for such product candidate. These risks become more acute as we scale- up for commercial
quantities, where a reliable source of product becomes critical to commercial success. The commercial viability of any of our
product candidates, if approved, will depend on our ability to produce our product candidates at a large scale. Failure to achieve
this level of supply could jeopardize the successful commercialization of our therapeutic product candidates, should any be
approved for marketing. The manufacture of polyclonal antibodies from transgenic animals is complex and requires significant
expertise, including the development of advanced manufacturing techniques and process controls. Manufacturers of polyclonal
antibody products often encounter difficulties in production, particularly in scaling out up and validating initial production and
ensuring the absence of contamination. These problems include difficulties with production costs and yields, quality control,
including stability of the product candidate, quality assurance testing, operator error, shortages of qualified personnel, shortages
of raw materials, as well as compliance with strictly enforced federal, state and foreign regulations. Furthermore, if contaminants
are discovered in our animal production facility, it may need to be closed for an extended period of time to investigate and



remedy the contamination. We cannot ensure provide assurance that any stability or other issues relating to the manufacture of
our product candidates will not occur in the future. Our manufacturing capabilities could be affected by cost- overruns, resource
constraints, unexpected delays, equipment failures, labor shortages or disputes, natural disasters, power failures and numerous
other factors that could prevent us from realizing the intended benefits of our manufacturing strategy, jeopardize our ability to
produce our product candldates and have a rnaterral adverse effect on our busrness ﬁnancral condrtron results of operatlons and
prospects et-ea S48 . rafttae 3 e € er-etrie S+ d

sealig mantfaet tes: The rnanufacturlng process used to produce Tc Bovine is novel and has not
been validated for commercral productron There is a risk that of we may experience manufacturing issues associated with the
differences in donor starting materials, interruptions in the manufacturing process, contamination, equipment or reagent failure,
improper installation or operation of equipment, vendor or operator error, and variability in product characteristics. Even minor
deviations from our normal manufacturing processes could result in reduced production yields, lot failures, product defects,
product delays, product recalls, product liability claims and other supply disruptions. Further, as product candidates advance
through preclinical to later- stage clinical trials towards approval and commercialization, it is common that various aspects of
the development program, such as manufacturing methods, are altered in an effort to optimize processes and results. We may not
achieve our intended objectives and any of these changes could cause our product candidates to perform differently than we
expect, potentially affecting the results of future clinical trials. Although we continually attempt to optimize our manufacturing
process, doing so is a difficult and uncertain task and there are risks associated with scaling to the level required for future initial
clinical trials, advanced late- stage clinical trials or commercialization, including, among others, cost overruns, potential
problems with process scale- up, process reproducibility, stability issues, lot consistency and timely availability of reagents or
raw materials. If we are unable to adequately validate or scale- up our manufacturing processes, we may encounter lengthy
delays in commercializing our product candidates. The manufacturing process for any products candidates that we may develop
is subject to the FDA and foreign regulatory authority approval processes and, if we choose to outsource our commercial
production, we will need to contract with third- party manufacturers who we believe can meet applicable FDA, USDA, and
foreign regulatory authority requirements on an ongoing basis. If we are unable to reliably produce any product candidate to
specifications acceptable to the FDA, the USDA, or other regulatory authorities, we may not obtain or maintain the approvals
we need to commercialize our products. Even if we obtain regulatory approval for any of our product candidates, there is no
assurance that either we or any third- party manufacturers we may contract with in the future will be able to manufacture the
approved product to specifications and under GMPs acceptable to the FDA or other regulatory authorities, to produce it in
sufficient quantities to meet the requirements for the potential launch of the product, or to meet potential future demand. Any of
these challenges could delay completion of future clinical trials, require bridging clinical trials or the repetition of one or more
clinical trials, increase clinical trial costs, delay approval of our product candidates, impair commercialization efforts, increase
our cost of goods and have an adverse effect on our business, financial condition, results of operations and growth prospects.
Our future success depends on our ability to manufacture our product candidates on a timely basis with acceptable
manufacturing costs, while at the same time maintaining good quality control and complying with applicable regulatory
requirements. Our inability to do so could have a material adverse effect on our business, financial condition, prospects and
results of operations. In addition, we could incur higher manufacturing costs if manufacturing processes or standards change and
we could need to replace, modify, design or build and install equipment, all of which would require additional capital
expenditures. On October 26, 2022, we entered into a Manufacturing Option Agreement (the “ Emergent Manufacturing
Agreement ) and Right of First Refusal Agreement (the “ Emergent RoFR Agreement, ” and together with the Emergent
Manufacturing Agreement, the “ Emergent Agreements ) with Emergent BioSolutions Canada, Inc., a wholly- owned
subsidiary of Emergent BioSolutions Inc. (*“ Emergent ”). The Emergent Agreements contemplate that we will enter into one or
more binding Master Manufacturing Services Agreements, whereby Emergent will provide contract development and
manufacturing services to produce our fully- human polyclonal antibody products. Under the Emergent Manufacturing
Agreement, we granted Emergent an exclusive option for the exclusive commercial manufacture of commercial stage product
utilizing our humanized polyclonal antibodies. Pursuant to the terms of our arrangement, we will notify Emergent in advance of
our first commercial manufacturing needs for any product and each additional product, and Emergent may then exercise the
exclusive manufacturing option with respect to such product. Under the Emergent RoFR Agreement, we granted Emergent an
exclusive right of first refusal to license and develop our products, developed using humanized polyclonal antibodies based on
our platform to treat (i) botulism anti- toxin, (ii) pandemic influenza, or (iii) anti- fungal diseases. Any definitive manufacturing
arrangement will be determined at the time any Master Manufacturing Services Agreement is entered into with Emergent, and
there is no guarantee we will do so. We intend to pursue agreements with contract manufacturers to produce the components and
drug products that we will use in the future for the commercialization of products that make using of our technology, as well as
for labeling and finishing services. We may not be able to enter into such arrangements on acceptable terms or at all.
Components of our product candidates are currently manufactured for us in small quantities for use in our preclinical and
clinical studies. We will require significantly greater quantities to commercialize any given product. We may not be able to find
alternate sources of comparable components. If we are unable to obtain adequate supplies of components from our existing
suppliers or need to switch to an alternate supplier and obtain FDA or other regulatory agency approval of that supplier,
commercialization of our product candidates may be delayed. If we are unable to obtain sufficient compounds and labeling
services on acceptable terms, or if we should encounter delays or difficulties in our relationships with our current and future
suppliers or if our current and future suppliers of each component do not comply with applicable regulations for the
manufacturrng and productlon of drugs our busrness ﬁnancral condition, and results of operatrons may be materrally harmed




complex, highly regulated and subject to several risks, including: * we do not have experience in manufacturing our product
candidates at commercial scale. « we plan to develop a larger scale manufacturing process for our product candidates. * we may
not succeed in scaling up the process. « we may need a larger scale manufacturing process for certain product candidates than
what has been planned. Any changes in our manufacturing processes as a result of scaling up may result in the need to obtain
additional regulatory approvals. Difficulties in achieving commercial- scale production or the need for additional regulatory
approvals as a result of scaling up could delay the development and regulatory approval of our product candidates and
ultimately affect our success. We may not achieve the manufacturing productivity (“ yield ) required to achieve a commercially
viable cost of goods. Low productivities may result in a cost of goods which is too high to allow profitable commercialization,
or give rise to the need for additional manufacturing process optimization which would require additional funding and time.
Additionally, the process of manufacturing biologics, such as our product candidates, is extremely susceptible to product loss
due to contamination, equipment failure or improper installation or operation of equipment, vendor or operator error,
inconsistency in yields, variability in product characteristics and difficulties in scaling the production process. Even minor
deviations from normal manufacturing processes could result in reduced production yields, product defects and other supply
disruptions If microbial, viral or other contaminations are discovered in our product candidates or in the manufacturing facilities
in which our product candidates are made, such manufacturlng fac111t1es may need to be closed for an eXtended period of time to
1nvest1gate and remedy the contamination —We g g y :

fequﬁemeﬂts—aﬂd—may—have—h&ﬂted—eapaeﬁy— All partles mvolved in the preparatlon of therapeutlcs for clmlcal trial or

commercial sale are subject to extensive regulation. Components of a finished therapeutic product approved for commercial sale
or used in late- stage clinical trials must be manufactured in accordance with GMP requirements. These regulations govern
manufacturing processes and procedures (including recordkeeping) and the implementation and operation of quality systems to
control and assure the quality of investigational products and products approved for sale. In addition, due to our use of
transgenic animals to manufacture our product candidates, we, and potentially our third- party manufacturers, are subject to
animal welfare requirements as part of our production process. The FDA, the USDA, and comparable foreign regulatory
agencies may also implement new standards at any time, or change their interpretations and enforcement of existing standards,
including for the manufacture, packaging or testing of biological products or for the care and welfare of research animals. Poor
control of production processes can lead to the introduction of adventitious agents or other contaminants, or to inadvertent
changes in the properties or stability of our product candidates that may not be detectable in final product testing. We or our
contract manufacturers must supply all necessary documentation in support of a NADA and BLA on a timely basis and must
adhere to the FDA’ s GMP requirements and USDA animal welfare requirements enforced by each agency through its
respective facilities inspection program. Our facilities and quality systems and the facilities and quality systems of some or all of
our third- party contractors must pass a pre- approval inspection for compliance with the applicable regulations as a condition of
regulatory approval of our product candidates. In addition, the regulatory authorities may, at any time, audit or inspect a
manufacturing facility involved with the preparation of our product candidates or the associated quality systems for compliance
with the regulations applicable to the activities being conducted. If these facilities do not pass a pre- approval plant inspection,
FDA approval of the products will not be granted. The regulatory authorities also may, at any time following approval of a
product for sale, audit our manufacturing facilities or those of our third- party manufacturers. If any such inspection or audit
identifies a failure to comply with applicable regulations or if a violation of our product specifications or applicable regulations
occurs independent of such an inspection or audit, we or the relevant regulatory authority may require remedial measures that
may be costly and / or time- consuming for us or our third- party manufacturers to implement and that may include the
temporary or permanent suspension of a clinical trial or commercial sales or the temporary or permanent closure of a
manufacturing facility. Any such remedial measures imposed upon us or third parties with whom we contract could materially
harm our business. If we or any of our third- party manufacturers or testing contractors fail to maintain regulatory compliance,
the FDA can impose regulatory sanctions including, among other things, warning or untitled letters, fines, injunctions, civil
penalties, failure of regulatory authorities to grant marketing approvals, delays, suspension or withdrawal of approvals, license
revocation, seizures or recalls of products, operating restrictions and criminal prosecutions. Such an occurrence may cause our

busmess ﬁnanc1al condrtlon and results of operatrons to be materlally harmed The—manu-faeﬁufmg—faeﬁtt—tes—m—vﬂﬂeh—ew

aﬁd—numefeus—et-her—faetefs—We presently manufacture our product candldates at our lab facrhtles in South Dakota If our 1ab
facilities were to be damaged or destroyed by fire, flood, other natural disaster or other occurrences of any kind, it would have a
material adverse effect on our ability to produce product candidates and on our business, financial condition and results of
operations. We must comply with applicable current Good Manufacturing Practice, or cGMP, regulations and guidelines. We
may encounter difficulties in achieving quality control and quality assurance and may experience shortages in qualified
personnel. We are subject to inspections by regulatory authorities to confirm compliance with applicable regulatory
requirements. Any failure to follow cGMP or other regulatory requirements or delay, interruption or other issues that arise in the
manufacture, fill- finish, packaging, or storage of our product candidates as a result of a failure of our facilities or the facilities or
operations of third parties to comply with regulatory requirements or pass any regulatory authority inspection could significantly
impair our ability to develop and commercialize our product candidates, leading to significant delays in the availability of
therapeutic product for clinical studies or the termination or hold on a clinical study, or the delay or prevention of a filing or
approval of marketing applications for our product candidates. Significant noncompliance could also result in the imposition of
sanctions, including fines, injunctions, civil penalties, failure of regulatory authorities to grant marketing approvals for our
product candidates, delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of products, operating
restrictions and criminal prosecutions, any of which could damage our reputation. If we are not able to achieve and maintain




regulatory compliance, we may not be permitted to market our product candidates and / or may be subject to product recalls,
seizures, injunctions, or criminal prosecution. Any adverse developments affecting manufacturing operations for our product
candidates, if any are approved, may result in shipment delays, inventory shortages, lot failures, product withdrawals or recalls,
or other interruptions in the supply of product candidates. We may also have to take inventory write- offs and incur other
charges and expenses for products that fail to meet specifications, undertake costly remediation efforts or seek more costly
manufacturing alternatives. Our product candidates that have been produced and are stored for later use may degrade, become
contaminated or suffer other quality defects, which may cause the affected product candidates to no longer be suitable for their
intended use in clinical studies or other development activities. If the defective product candidates cannot be replaced in a timely
fashron we may incur srgmﬁcant delays in our development programs that could adversely affect the Value of such pfed-uet:

0 0 6 product candldates Our product candldates are based on materlals
produced by genetrcally engmeered bovines. We-As of March 17, 2025, we maintain a herd of approximately 86-157
genetically engineered production animals at a single location in South Dakota and a larger herd of recipient animals at other
locations. Our ability to produce product candidates is dependent on the continued health and productivity of these animals. The
supply of our product candidates can be adversely impacted by outbreaks of livestock diseases, which can have a significant
adverse impact on our financial condition. Our animals produced by the recipient herd do not typically become productive until
18 months from the start of gestation. If all or a material number of the productive herd were to become diseased, injured or die
as a result of bacterial, fungal or viral infections, such as foot and mouth disease, or natural disaster or other occurrences of any
kind, it would have a material adverse effect on our abrhty to produce product candldates and on our busmess fmancral
condition and results of operations. Ex# 76 —Natural
disasters, fire, bioterrorism or other acts of terrorrsm or Vandahsm animal activist acthlty or adverse pubhc perceptlon or media
coverage or other public relations issues, pandemics or extreme weather, including droughts, floods, excessive cold or heat,
hurricanes or other storms, could impair the health or growth of livestock or interfere with our operations due to power outages,
fuel shortages, feed shortages, decrease in availability of water, damage to our production and manufacturing facilities or
disruption of transportation channels which would delay the development, regulatory approval and manufacture of our product
candidates and ultimately affect our success. Any of these factors could have an adverse effect on our financial condition and
ability to operate. We, along with our collaborators, CROs, third- party logistics providers, distributors and other contractors and
consultants, utilize information technology, or IT, systems and networks to process, transmit and store electronic information in
connection with our business activities. As use of digital technologies has increased, cyber incidents, including third parties
gaining access to employee accounts using stolen or inferred credentials, computer malware, viruses, spamming, phishing
attacks or other means, and deliberate attacks and attempts to gain unauthorized access to computer systems and networks, have
increased in frequency and sophistication. These threats pose a risk to the security of our, our collaborators’, CROs’, third- party
logistics providers’, distributors’ and other contractors’ and consultants’ systems and networks, and the confidentiality,
availability and integrity of our data. There can be no assurance that we will be successful in preventing cyber- attacks or
successfully mitigating their effects. Like other companies, we have on occasion experienced, and will continue to experience,
threats to our data and systems, including malicious codes and viruses, phishing, business email compromise attacks or other
cyber- attacks. There can be no assurance that our collaborators, CROs, third- party logistics providers, distributors and other
contractors and consultants will be successful in protecting our clinical and other data that is stored on their systems. Any cyber-
attack, data breach or destruction or loss of data could result in a violation of applicable U. S. and international privacy, data
protection and other laws and subject us to litigation and governmental investigations and proceedings by federal, state and local
regulatory entities in the United States and by international regulatory entities, resulting in exposure to material civil and / or
criminal liability. Further, our general liability insurance and corporate risk program may not cover all potential claims to which
we are exposed and may not be adequate to indemnify us for all liability that may be imposed, which could have a material
adverse effect on our business and prospects. In addition, we may suffer reputational harm or face litigation or adverse
regulatory action as a result of cyber- attacks or other data security breaches and may incur significant additional expense to
implement further data protection measures. See Item 1C. © Cybersecurity 7, of this Annual Report on Annual Report Form16-
—for more information. In addition to our current collaborations, we may in the future seek third- party collaborators for the
development and commercialization of product candidates. If we enter into such collaborations, we will have limited control
over the amount and timing of resources that our collaborators will dedicate to the development or commercialization of our
product candidates. Our ability to generate revenue from any future collaboration or license agreement will depend on the
collaborators’ abilities to successfully perform the functions assigned to them in these arrangements. In addition, any
collaborators may have the right to abandon research or development projects and terminate applicable agreements, including
any funding obligations, prior to or upon the expiration of the agreed upon terms. Any collaboration that we enter into in the
future may pose a number of risks, including the following:  collaborators have significant discretion in determining the efforts
and resources that they will apply to these collaborations; ¢ collaborators may not perform their obligations as expected; ¢
collaborators may not pursue development and commercialization of any product candidates that achieve regulatory approval or
may elect not to continue or renew development or commercialization programs based on clinical trial results, changes in the
collaborators’ strategic focus or available funding, or external factors, such as an acquisition, that divert resources or create
competing priorities; ¢ collaborators may decide not to continue the development of collaboration products and could
independently develop, or develop with third parties, products that compete directly or indirectly with our products or product
candidates if the collaborators believe that competitive products are more likely to be successfully developed or can be
commercialized under terms that are more economically attractive than ours; * a collaborator with marketing, distribution and
commercialization rights to one or more of our product candidates that achieve regulatory approval may not commit sufficient




resources to the marketing and distribution of any such product candidate; * disagreements with collaborators, including
disagreements over proprietary rights, contract interpretation or the preferred course of development of any product candidates,
might cause delays or termination of the research, development or commercialization of such product candidates, might lead to
additional responsibilities for us with respect to such product candidates, or might result in litigation or arbitration, any of which
would be time- consuming and expensive; ¢ collaborations may be terminated at the convenience of the collaborator or for a
material breach by either party, and, if a collaboration is terminated, we could be required to make payments to the collaborator
or have our potential payments under the collaboration reduced; and e in the event of the termination of a collaboration, we
could be required to raise additional capital to pursue further development or commercialization of the product candidates
returned to us by our former collaborator. Additionally, subject to its contractual obligations to us, if one of our collaborators is
involved in a business combination, the collaborator might deemphasize or terminate the development or commercialization of
any product candidate licensed to it by us. If one of our collaborators terminates its agreement with us, we may find it more
difficult to attract new collaborators and our perception in the business and financial communities could be adversely affected -
We—eper&te—m—a—htgh-ly—eempeﬁt—weﬂﬂdﬁsﬁ%h We are engaged in highly competmve industries. We compete with many public
and private companies, including pharmaceutical companies, chemical companies, specialized biotechnology companies and
academic institutions. Many of our competitors have substantially greater financial, scientific and technical resources, and
manufacturing and marketing experience and capabilities than us. In addition, many of our competitors have significantly greater
experience conducting preclinical studies and clinical trials of new pharmaceutical products, and in obtaining regulatory
approvals for pharmaceutical products. Our competitors and competitors of our collaborators may develop and commercialize
such products more rapidly than we and our collaborators do. Competition may increase further as a result of potential advances
from the study of pharmaceutical products, and greater availability of capital for investment in this field. There can be no
assurance that our competitors will not succeed in developing technologies and products that are more effective than any being
developed by us or that would render our technology and products obsolete or noncompetitive. There can be no assurance that
these and other efforts by potential competitors will not be successful, or that other methods will not be developed to compete
with our technology. There are specific products and technologies that compete with our current product pipeline and that may
outperform or be more competitive than our products. For example, there are multiple products that may be competitive with
SAB- 142 for T1D such as animal- derived polyclonal biologics ThymoglobulinTM (Sanofi), and AtgamTM (Pfizer), and
monoclonal antibodies such as TzieldTM (Sanofi). Competition may increase further as a result of advances in the commercial
applicability of technologies and greater availability of capital for investment in these industries. Our competitors may succeed
in developing, acquiring or licensing on an exclusive basis, drug products that are more effective, safer or less costly than any
product candidate that we may develop. Our existing competitors and new market entrants may respond more quickly to or
integrate new or emerging technologies such as artificial intelligence and machine learning, undertake more extensive marketing
campaigns, have greater access to clinical information to support ongoing product position in the market, have greater financial,
marketing and other resources or be more successful in attracting potential customers, employees and strategic partners. We
have no sates-and-marketing-expertenee—We-havero-cxperience in sales, marketing or distribution. Before we can market any of
our product candidates directly, we must develop a substantial marketing and sales force with technical expertise and supporting
distribution capability. Alternatively, we may obtain the assistance of a pharmaceutical company with a large distribution
system and a large direct sales force. We do not have any existing distribution arrangements with any pharmaceutical company
for our products. There can be no assurance that we will be able to establish sales and distribution capabilities or be successful in
gaining market acceptance for our products. Our business operations and use of real property are subject to stringent federal,
state, and local environmental laws and regulations pertaining to safe working conditions, ethical experimental use of animals,
the discharge of materials into the environment, and the handling and disposition of wastes (including solid and hazardous
wastes) or otherwise relating to protection of the environment. These laws include the Occupational Safety and Health Act, the
Toxic Test Substances Control Act and the Resource Conservation and Recovery Act. Compliance with these laws and
regulations, and the ability to comply with any modifications to these laws and regulations, is material to our business. New
matters or sites may be identified in the future that will require additional investigation, assessment, or expenditures. In addition,
some of our facilities have been in operation for some time and, over time, we and any other prior operators of these facilities
may have generated and disposed of wastes that now may be considered hazardous. Future discovery of contamination of
property underlying or in the vicinity of our present or former properties or manufacturing facilities and / or waste disposal sites
could require us to incur additional expenses. In addition, claimants may sue us for injury or contamination that results from our
use of or our handling of contaminants, and our liability may exceed our total assets. Compliance with environmental laws and
regulations may be expensive, and current or future environmental regulations may impair our research, development or
production efforts. The occurrence of any of these events, the implementation of new laws and regulations, or stricter
interpretation of existing laws or regulations, could adversely affect our financial condition and ability to operate. We are subject
to numerous environmental, health and safety laws and regulations, including those governing laboratory procedures and the
handling, use, storage, treatment and disposal of hazardous materials and wastes. Our research and development activities
involve the use of biological and hazardous materials and produce hazardous waste products. We generally contract with third
parties for the disposal of these materials and wastes. We cannot eliminate the risk of contamination or injury from these
materials, which could cause an interruption of our commercialization efforts, research and development efforts and business
operations, environmental damage resulting in costly clean- up and liabilities under applicable laws and regulations governing
the use, storage, handling and disposal of these materials and specified waste products. Although we believe that the safety
procedures utilized by our third- party manufacturers for handling and disposing of these materials generally comply with the
standards prescribed by these laws and regulations, we cannot guarantee that this is the case or eliminate the risk of accidental
contamination or injury from these materials. In such an event, we may be held liable for any resulting damages and such



liability could exceed our resources and state or federal or other applicable authorities may curtail our use of certain materials
and / or interrupt our business operations. Furthermore, environmental laws and regulations are complex, change frequently and
have tended to become more stringent. We cannot predict the impact of such changes and cannot be certain of our future
compliance. In addition, we 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 production
efforts. Failure to comply with these laws and regulations also may result in substantial fines, penalties or other sanctions.
Although we maintain workers’ compensation insurance to cover us for costs and expenses we may incur due to injuries to our
employees resulting from the use of hazardous materials or other work- related injuries, this insurance may not provide adequate
coverage against potential liabilities. We do not carry specific biological waste or hazardous waste insurance coverage, workers
compensation or property and casualty and general liability insurance policies that include coverage for damages and fines
arising from biological or hazardous waste exposure or contamination. Tariffs could adversely affect our business financial
results. We purchase components of our product candidates, including consumable supplies and raw materials, from U.
S. domestic sources, as well as various global sources including but not limited to those located in China and the
European Union. The current U. S. presidential administration has proposed the implementation of a number of tariffs,
including tariffs on products and materials from these jurisdictions, which could increase our production costs. If tariffs
make purchases of materials from certain jurisdictions untenable, we may also need to obtain materials from other
sources, when possible, which could also increase our costs and delay our planned clinical trials and manufacture of our
products and product candidates. Any of these factors may adversely affect our financial condition or results of
operations. Our ability to continue to operate as a going concern depends on our ability to obtain adequate financing in
the future. Our ability to continue as a going concern is dependent, among other things, on our ability to raise additional
capital resources. We plan to seek additional funding through a combination of equity or debt financings, or other third-
party financing, collaborative or other funding arrangements. Should we seek additional financing from outside sources,
we may not be able to raise such financing on terms acceptable to us or at all. If we are unable to raise additional capital
when required or on acceptable terms, we may be required to scale back or discontinue the advancement of product
candidates, reduce headcount, liquidate our assets, file for bankruptcy, reorganize, merge with another entity, or cease
operations. Management believes there is substantial doubt about our ability to continue as a going concern for the one-
year period following the date that the consolidated financial statements for December 31, 2024 were issued. The
consolidated financial statements for December 31, 2024 have been prepared on the basis that the Company will
continue as a going concern, and does not include any adjustments to reflect the possible future effects on the
recoverability and classification of assets or the amounts and classification of liabilities that may result from the possible
mablhty for the Company to contlnue asa gomg concern. Risks Related to Our Intellectual Property Our-sueeess-depends-otn
y ex—Our success in large part depends on our ability to maintain the
proprletaly nature of our technology and other trade secrets. To do so, we must prosecute and maintain existing patents, obtain
new patents and pursue trade secret and other intellectual property protection. We also must operate without infringing the
proprietary rights of third- parties or allowing third- parties to infringe our rights. Patent issues relating to pharmaceuticals and
biologics involve complex legal, scientific and factual questions. To date, no consistent policy has emerged regarding the
breadth of biotechnology patent claims that are granted by the U. S. Patent and Trademark Office (“ USPTO ) or enforced by
the federal courts. Therefore, we do not know whether any particular patent applications will result in the issuance of patents, or
that any patents issued to us will provide us with any competitive advantage. We also cannot be sure that we will develop
additional proprietary products that are patentable. Furthermore, there is a risk that others will independently develop or
duplicate similar technology or products or circumvent the patents issued to us. Fhird-parttes-may-elaim-we-infringe-their
nteHeetaal-propertyrights—Our research, development and commercialization activities may be found to infringe patents owned
by third- parties from whom we do not hold licenses or other rights to use their intellectual properties. There may be rights we
are not aware of, including applications that have been filed, but not published that, when issued, could be asserted against us.
These third- parties could bring claims against us, and that may cause us to incur substantial expenses and, if successful against
us, could cause us to pay substantial damages. Further, if a patent infringement suit were brought against us, we could be forced
to stop or delay research, development, manufacturing or sales of the product or product candidate that is the subject of the suit.
As aresult of potential patent infringement claims, or in order to avoid potential claims, we may choose or be required to seek a
license from the third- party. These licenses may not be available on acceptable terms, or at all. Even if we are able to obtain a
license, the license would likely obligate us to pay license fees or royalties or both, and the rights granted to us might be non-
exclusive, which could result in our competitors gaining access to the same intellectual property. Ultimately, we could be
prevented from commercializing a product, or be forced to cease some aspect of our business operations, if, as a result of actual
or threatened patent infringement claims, we are unable to enter into licenses on acceptable terms. All of the issues described
above could also impact our collaborators, which would also impact the success of the collaboration and therefore us.
Competitors may infringe our patents or the patents of our collaborators or licensors. As a result, we may be required to file suit
to counter infringement for unauthorized use. This can be expensive, particularly for a company of our size, and time-
consuming. In addition, in an infringement proceeding, a court may decide that a patent of ours is not valid or is unenforceable
or may refuse to stop the other party from using the technology at issue on the grounds that our patents do not cover our
technology. An adverse determination of any litigation or defense proceeding could put one or more of our patents at risk of
being invalidated or interpreted narrowly and could put our patent applications at the risk of not issuing. Even if we are
successful, litigation may result in substantial costs and distraction to our management. Even with a broad portfolio, we may not
be able, alone or with our collaborators and licensors, to prevent misappropriation of our proprietary rights, particularly in
countries where the laws may not protect such rights as fully as in the U. S. Furthermore, because of the substantial amount of




discovery required in connection with intellectual property litigation, there is a risk that some of our confidential information
could be compromised by disclosure during this type of litigation. In addition, during the course of litigation, there could be
public announcements of the results of hearings, motions or other interim proceedings or developments. If investors perceive
these results to be negative, the market price for our common stock could be significantly harmed. Important legal issues remain
to be resolved as to the extent and scope of available patent protection for biopharmaceutical products and processes in the U. S.
and other important markets outside the U. S., such as Europe and Japan. In addition, foreign markets may not provide the same
level of patent protection as provided under the U. S. patent system. Litigation or administrative proceedings may be necessary
to determine the validity and scope of certain of our and others’ proprietary rights. Any such litigation or proceeding may result
in a significant commitment of resources in the future and could force us to do one or more of the following: cease selling or
using any of our products that incorporate the challenged intellectual property, which would adversely affect our revenue; obtain
a license from the holder of the intellectual property right alleged to have been infringed, which license may not be available on
reasonable terms, if at all; and redesign our products to avoid infringing the intellectual property rights of third- parties, which
may be time- consuming or impossible to do. In addition, changes in, or different interpretations of, patent laws in the U. S. and
other countries may result in patent laws that allow others to use our discoveries or develop and commercialize our products. We
cannot provide assurance that the patents we obtain or the unpatented technology we hold will afford us significant commercial
protection. We have extensive experience collaborating with multiple parties in Government and industry, and has agreements
and collaborations that allow potential claims and actual rights, such as shared publication rights, shared inventions, access to
assets, potential claims of co- inventorship, limited rights to data, general purpose rights to data, and other claims that may affect
our business operations, intellectual property portfolio, interruption of operating assets or our ability to protect our own rights.
There can be no assurance that our competitors, suppliers, service providers, collaborators or other parties will not succeed in

assertrng rights that are or become contrary to our interests. Gha-nges&-pateﬁt—law—rnﬁe—Umted—State&and—m—ex-—U—S—

Wrth other b10pharmaceut1ca1 compames our success is heav11y dependent on 1nte11ectua1 property, partrcularly patents
Obtaining and enforcing patents in the biopharmaceutical industry involve both technological and legal complexity, and is
therefore costly, time- consuming and inherently uncertain. In addition, the United States has recently enacted and is currently
implementing and proposing wide- ranging patent reform legislation. Recent U. S. Supreme Court rulings have narrowed the
scope of patent protection available in certain circumstances and weakened the rights of patent owners in certain situations. In
addition to increasing uncertainty with regard to our ability to obtain patents in the future, this combination of events has created
uncertainty with respect to the value of patents, once obtained. Depending on decisions by the U. S. Congress, the federal courts
and the USPTO, the laws and regulations governing patents, particularly those directed to pharmaceutical and
biopharmaceutical products and uses could change in unpredictable ways that would weaken our ability to obtain new patents or
to enforce our existing patents and patents that we might obtain in the future. We cannot predict how these decisions or any
future decisions by the U. S. Congress, the federal courts or the USPTO may impact the value of our patents. Similarly, any
adverse changes in the patent 1aws of other Jurrsdrctlons could have a materlal adverse effect on our business and financial
condition —We-m ; tghts : e . Filing, prosecuting and
defending patents on product candidates in all countrres throughout the world is eXpensrve While many of our licensed patents,
including the patents covering our lead product candidates, have been issued in major markets and other countries, our
intellectual property rights in some countries outside the United States can be less extensive than those in the United States. In
addition, the laws of some foreign countries do not protect intellectual property rights to the same extent as federal and state laws
in the United States. Consequently, we may not be able to prevent third parties from practicing our inventions in all countries
outside the United States where we have issued patents, or from selling or importing products made using our inventions in
other jurisdictions. Competitors may also use our technologies in jurisdictions where we have not obtained patent protection to
develop their own products and, further, may export otherwise infringing products to territories where we do not have patent
protection or where we have patent protection but where enforcement is not as strong as that in the United States. These
products may compete with our products, and our patents or other intellectual property rights may not be effective or sufficient
to prevent such competition. Many companies have encountered significant problems in protecting and defending intellectual
property rights in foreign jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not
favor the enforcement of patents, trade secrets and other intellectual property protection, particularly those relating to
pharmaceutical and biopharmaceutical products, which could make it difficult for us or our licensors to stop the infringement of
our patents or marketing of competing products against third parties in violation of our proprietary rights generally. The
initiation of proceedings for infringement by third parties or by third parties to challenge the scope or validity of our patent
rights in foreign jurisdictions could also result in substantial cost and divert our efforts and attention from other aspects of our
business, could put our patents at risk of being invalidated or interpreted narrowly and any related patent applications at risk of
not issuing and could provoke third parties to assert claims against us or our licensors. We may not prevail in any lawsuits that
we initiate or are initiated against us, and the damages or other remedies awarded in lawsuits that we initiate, if any, may not be
commercially meaningful. Accordingly, our efforts to enforce our intellectual property rights around the world may be
1nadequate to obtaln a srgnrﬁcant commermal advantage from the 1ntellectua1 property that we develop or hcense -I-f—we—de—ne’f

haﬁned—Dependrng upon the tlmlng, duratron and specrﬁcs of any FDA marketrng approval of any product candldates we may
develop, one or more of our U. S. patents may be eligible for limited patent term extension under the Drug Price Competition
and Patent Term Restoration Action of 1984, or Hatch- Waxman Amendments. The Hatch- Waxman Amendments permit a
patent extension term of up to five years as compensation for patent term lost during the FDA regulatory review process. A
patent term extension cannot extend the remaining term of a patent beyond a total of 14 years from the date of product approval,



only one patent per eligible drug may be extended and only those claims covering the approved drug, an approved method for
using it or a method for manufacturing it may be extended. Patent term extensions tied to marketing approval in foreign
jurisdictions may also be available for our patents. However, we may not be granted an extension because of, for example,
failing to exercise due diligence during the testing phase or regulatory review process, failing to apply within applicable
deadlines, failing to apply prior to expiration of relevant patents or otherwise failing to satisfy applicable requirements.
Moreover, the applicable time period or the scope of patent protection afforded could be less than we request. If we are unable
to obtain patent term extension or the term of any such extension is less than we request, our competitors may obtain approval of
competing products following our patent exp1ratlon and our busmess ﬁnancral condrtron results of operatlons and prospects
could be materlally harmed - 0

S pterest-an busiess-may-be-adversely-affeete Ourtrademarksortradenamesmaybe
challenged infringed, cncumvented or declared generic or determmed to be 1nfr1ng1ng on other marks. We may not be able to
protect our rights to these trademarks and trade names or may be forced to stop using these names, which we need for name
recognition by potential partners or customers in our markets of interest. If we are unable to establish name recognition based on
our trademarks and trade names, we may not be able to compete effectively, and our business may be adversely affected. Risks
Related to Being a Public Company As a public company, we are and will continue to be subject to the reporting requirements
of the Exchange Act, the listing standards of Nasdaq and other applicable securities rules and regulations. We expect that the
requirements of these rules and regulations will continue to increase our legal, accounting, and financial compliance costs, make
some activities more difficult, time- consuming and costly, and place significant strain on our personnel, systems, and resources.
For example, the Exchange Act requires, among other things, that we file annual, quarterly, and current reports with respect to
our business and results of operations. As a result of the complexity involved in complying with the rules and regulations
applicable to public companies, our management’ s attention may be diverted from other business concerns, which could harm
our business, financial condition, and results of operations, although we have already hired additional employees to assist us in
complying with these requirements, we may need to hire more employees in the future or engage outside consultants, which will
increase our operating expenses. In addition, changing laws, regulations, and standards relating to corporate governance and
public disclosure are creating uncertainty for public companies, increasing legal and financial compliance costs, and making
some activities more time- consuming. These laws, regulations and standards are subject to varying interpretations, in many
cases due to their lack of specificity, and, as a result, their application in practice may evolve over time as new guidance is
provided by regulatory and governing bodies. This could result in continuing uncertainty regarding compliance matters and
higher costs necessitated by ongoing revisions to disclosure and governance practices. We intend to invest substantial resources
to comply with evolving laws, regulations, and standards, and this investment may result in increased general and administrative
expenses and a diversion of management’ s time and attention from business operations to compliance activities. If our efforts to
comply with new laws, regulations, and standards differ from the activities intended by regulatory or governing bodies due to
ambiguities related to their application and practice, regulatory authorities may initiate legal proceedings against us, and our
business may be harmed. We also expect that being a public company and these new rules and regulations will make it
increasingly expensive for us to obtain director and officer liability insurance, and we may be required to accept reduced
coverage or incur substantially higher costs to obtain coverage. These factors could also make it more difficult for us to attract
and retain qualified members of our board of directors (the “ Board ), particularly to serve on our Audit Committee of the
Board (the “ Audit Committee ) and compensation committee of the Board (the “ Compensation Committee ”’), and qualified
executive officers. As a result of disclosure of information in filings required of a public company, our business and financial
condition are more visible, which may result in an increased risk of threatened or actual litigation, including by competitors and
other third parties. If such claims are successful, our business, financial condition, and results of operations could be harmed,
and even if the claims do not result in litigation or are resolved in our favor, these claims, and the time and resources necessary
to resolve them, Could dlvert the resources of our management and harm our busmess ﬁnancral condrtron and results of

m v S For so long as we remain an “ emerging growth
company ” as deﬁned in Section 2 (a) of the Secur1t1es Act as modrﬁed by the Jumpstart our Business Startups Act of 2012, (the
“JOBS Act ”), we may take advantage of certain exemptions from various requirements that are applicable to public companies
that are not ““ emerging growth companies, ” including not being required to comply with the independent auditor attestation
requirements of Section 404 of the Sarbanes- Oxley Act of 2002 (the “ Sarbanes- Oxley Act ), reduced disclosure obligations
regarding executive compensation in our periodic reports and proxy statements, being required to provide fewer years of audited
financial statements, and exemptions from the requirements of holding a non- binding advisory vote on executive compensation
and stockholder approval of any golden parachute payments not previously approved. We may lose our emerging growth
company status and become subject to the U. S. Securities and Exchange Commission’ s (the “ SEC ) internal control over
financial reporting management and auditor attestation requirements. If we are unable to certify the effectiveness of our internal
controls, or if our internal controls have a material weakness, we could be subject to regulatory scrutiny and a loss of confidence
by stockholders, which could harm our business and adversely affect the market price of our common stock. We will cease to be
n ““ emerging growth company ” upon the earliest to occur of: (i) the last day of the fiscal year in which we have more than § 1.
235 billion in annual revenue; (ii) the date we qualify as a large accelerated filer, with at least $ 700 million of equity securities
held by non- affiliates; (iii) the date on which we have, in any three- year period, issued more than $ 1. 0 billion in non-
convertible debt securities; and (iv) December 31, 2026 (the last day of the fiscal year following the fifth anniversary of
becoming a public company). As an emerging growth company, we may choose to take advantage of some but not all of these
reduced reporting burdens. Accordingly, the information we provide to our stockholders may be different than the information
you receive from other public companies in which you hold stock. In addition, the JOBS Act also provides that an *“ emerging




growth company ” can take advantage of an extended transition period for complying with new or revised accounting standards.
We have elected to take advantage of this extended transition period under the JOBS Act. As a result, our operating results and
financial statements may not be comparable to the operating results and financial statements of other companies who have
adopted the new or revised accounting standards. It is possible that some investors will find our common stock less attractive as
a result, which may result in a less active trading market for our common stock and higher volatility in our stock price. Investors
may find our common stock less attractive because we may rely on these exemptions. If some investors find our common stock
less attractive as a result, there may be a less active trading market for our common stock, and our stock price may be more
volatile and may decline. As a public company, we are subject to the reporting requirements of the Exchange Act, the Sarbanes-
Oxley Act and the rules and regulations of the applicable listing standards of Nasdaq. We expect that the requirements of these
rules and regulations will continue to increase our legal, accounting and financial compliance costs, make some activities more
difficult, time- consuming and costly and place significant strain on our personnel, systems and resources. The Sarbanes- Oxley
Act requires, among other things, that we maintain effective disclosure controls and procedures and internal control over
financial reporting. We are continuing to develop and refine our disclosure controls and other procedures that are designed to
ensure that information required to be disclosed by us in the reports that we will file with the SEC is recorded, processed,
summarized and reported within the time periods specified in SEC rules and forms and that information required to be disclosed
in reports under the Exchange Act is accumulated and communicated to our principal executive and financial officers. We are
also continuing to improve our internal control over financial reporting, which includes hiring additional accounting and
financial personnel to implement such processes and controls. In order to maintain and improve the effectiveness of our
disclosure controls and procedures and internal control over financial reporting, we have expended, and anticipate that we will
continue to expend, significant resources, including accounting- related costs and significant management oversight. If any of
these new or improved controls and systems do not perform as expected, we may experience material weaknesses in our
controls. Our current controls and any new controls that we develop may become inadequate because of changes in conditions
in our business. Further, weaknesses in our disclosure controls and internal control over financial reporting may be discovered in
the future. Any failure to develop or maintain effective controls or any difficulties encountered in their implementation or
improvement could harm our results of operations or cause us to fail to meet our reporting obligations and may result in a
restatement of our financial statements for prior periods. Any failure to implement and maintain effective internal control over
financial reporting also could adversely affect the results of periodic management evaluations and annual independent registered
public accounting firm attestation reports regarding the effectiveness of our internal control over financial reporting that we will
eventually be required to include in our periodic reports that will be filed with the SEC. Ineffective disclosure controls and
procedures and internal control over financial reporting could also cause investors to lose confidence in our reported financial
and other information, which would likely have a negative effect on the trading price of our common stock. In addition, if we
are unable to continue to meet these requirements, we may not be able to remain listed on Nasdaq. We are not currently required
to comply with the SEC rules that implement Section 404 of the Sarbanes- Oxley Act and are therefore not required to make a
formal assessment of the effectiveness of our internal control over financial reporting for that purpose. As a public company, we
are required to provide an annual management report on the effectiveness of our internal control over financial reporting
eommeneg-with-ourForm10-K— Our independent registered public accounting firm is not requlred to formally attest to the
effectiveness of our internal control over financial reporting until after we are no longer an “ emerging growth company ” as
defined in the JOBS Act. At such time, our independent registered public accounting firm may issue a report that is adverse in
the event it is not satisfied with the level at which our internal control over financial reporting is documented, designed or
operating. Any failure to maintain effective disclosure controls and internal control over financial reporting could have an
adverse effeet on our business and results of operations and could cause a decline in the price of our common stock If Hndef

we eeﬁdueted-fall to malntaln an assessment—e-ﬁt-he—effeet—rveness»——— effectlve system of mternal controls, we may not be
able to accurately report our financial results or prevent fraud, we previously identified a material weakness in our
1nternal control over ﬁnanc1al reportlng , whlch as—has ef—been remedlated durlng the year ended December 31, %92—3—2024 7

aﬂd—we may 1dent1fy

maef&tieﬁs—We—a-lse—e&nﬂet—asst&e—yeu—that—addmonal matenal Weaknesses ot or otherwnse fall to mamtaln an effectlve

system of internal control over financial reporting wilnetarise-or adequate disclosure controls and procedures, which may
result in material errors in er-our be-financial statements or cause us to fail to meet our period reporting obligations, and
adversely affect the tradlng prlce of our common stock We prev1ously 1dent1ﬁed a materlal weakness inr-the-fatare—tfour

cl deftetenetes-in our internal control over
ﬁnanc1al reportlng afe—d-tseevefed- Whlch was subsequently remedlated durmg the year ended December 31, 2024. We
have remediated past material weaknesses and we pursue ongoing efforts to strengthen or-our eeetririnternal controls.
Maintaining a consistently strong control environment requires the futire;-ability to attract and retain sufficient qualified
personnel and / et or Conselidated-consultants and other factors. We may not be able to attract or retain sufficient



numbers of qualified personnel. In connection with the preparation of our financial statements may-eentain-for the year
ended December 31, 2023, our management identified a material misstatements-weakness, which involved insufficient
documentation of the formalized processes and We—eeuld—be—fequtred-procedures that are crltlcal to festate—etuethe
accomplishment of financial reporting objectives res and-ma ot &S 7
basts—Mereover-, beeause—e%t-he—rnherent—hrmtat—tens—e-ﬁaﬁyas descrlbed more fully in ¢ Item 9A eeﬁtfel-Controls and
Procedures ” of Part I of this Annual Report sy d-ma
deteeted-onra-timely-basts;oratat- [f we are unable to provrde rellable and trmely flnancral reports in the future our busrness
and reputation may be further harmed. Failures in internal controls may negatively affect investor confidence in our
management and the accuracy of our financial statements and disclosures or result in adverse publicity and concerns from
investors and commercial customers, any of which could have a negative effect on the price of our shares, subject us to
regulatory investigations and penalties and / or shareholder litigation, and materially adversely impact our business and financial
condition. In October 2021, the Company consummated the business combination contemplated by the agreement and plan of
merger, dated as of June 21, 2021, as amended on August 12, 2021, made by and among Big Cypress Acquisition Corp., a
Delaware corporation (“ BCYP ), Big Cypress Merger Sub Inc., a Delaware corporation (“ Merger Sub ™), the Company, and
Shareholder Representative Services LLC, a Colorado limited liability company, solely in its capacity as the representative,
agent and attorney- in- fact of the SAB Stockholders (the *“ Business Combination ). Prior to the Business Combination, on
April 12,2021, the staff of the SEC issued a Staff Statement on Accounting and Reporting Considerations for Warrants Issued
by Special Purpose Acquisition Companies (“ SPACs ) (the “ SEC Staff Statement ). The SEC Staff Statement focused on
certain accounting and reporting considerations related to warrants of a kind similar to warrants that we issued prior to the
Business Combination at the time of our initial public offering and the exercises by the underwriters of their over- allotment
options in January 2021. In response to the SEC Staff Statement, we determined to classify the-these warrants (the “ public
warrants ”) as derivative liabilities measured at fair value, with the initial valuation occurring on October 22, 2021, the “
Closing Date ” of the Business Combination, with changes in fair value each period reported in earnings. On September 29,
2023, the Company entered into a securities purchase agreement with certain accredited investors (the “ September 2023
Purchase Agreement ), pursuant to which the Company agreed to issue and sell shares of preferred stock and warrants, in a
private placement. See Note 12, Warrants for further information about the private placement offering. As a result, included on
our balance sheet are derivative liabilities related to embedded features contained within the warrants. Financial Accounting
Standards Board (“ FASB ) Accounting Standards Codification (“ ASC ) 815- 40, Derivatives and Hedging — Contracts in
Entity’ s Own Equity provides for the remeasurement of the fair value of such derivatives at each balance sheet date, with a
resulting non- cash gain or loss related to the change in the fair value being recognized in earnings in the statement of income.
As a result of the recurring fair value measurement, our financial statements and results of operations may fluctuate quarterly
based on factors which are outside of our control. Due to the recurring fair value measurement, we expect that we will recognize
non- cash gains or losses on the warrants each report1ng period and that the amount of such gains or losses could be mater1al

operating results have in the past and could in the future vary srgnrfrcantly from quarter to- quarter and year- to- year and may
fail to match our past performance, our projections or the expectations of securities analysts because of a variety of factors,
many of which are outside of our control and, as a result, should not be relied upon as an indicator of future performance. As a
result, we may not be able to accurately forecast our operating results and growth rate. Any of these events could cause the
market price of our common stock to fluctuate. Factors that may contribute to the variability of our operating results include, but
are not limited to: our ability to attract new clients and partners, retain existing clients and partners and maximize engagement
and enrollment with existing and future clients; changes in our sales and implementation cycles, especially in the case of our
large clients; new solution introductions and expansions, or challenges with such introductions; changes in our pricing or fee
policies or those of our competitors; the timing and success of new solution introductions by us or our competitors or
announcements by competitors or other third parties of significant new products or acquisitions or entrance into certain markets;
any other change in the competitive landscape of our industry, including consolidation among our competitors; increases in
operating expenses that we may incur to grow and expand our operations and to remain competitive; our ability to successfully
expand our business, whether domestically or internationally; breaches of security or privacy; changes in stock- based
compensation expenses; the amount and timing of operating costs and capital expenditures related to the expansion of our
business; adverse litigation judgments, settlements, or other litigation- related costs; changes in the legislative or regulatory
environment, including with respect to privacy or data protection, or enforcement by government regulators, including fines,
orders, or consent decrees; the cost and potential outcomes of ongoing or future regulatory investigations or examinations, or of
future litigation; changes in our effective tax rate; our ability to make accurate accounting estimates and appropriately recognize
revenue for our solutions for which there are no relevant comparable products; changes in accounting standards, policies,
guidance, interpretations, or principles; instability in the financial markets; general economic conditions, both domestic and
international; volatility in the global financial markets; political, economic, and social instability, including terrorist activities
and health epidemics {meh&dtng—ﬂae—feeeﬁt—ettt-bfealeef@@%)—%)— and any disruption these events may cause to the global
economy; and changes in business or macroeconomic cond1t10ns The nnpact of one or more of the foregorng or other factors
may cause our operatrng results to Vary srgnrfrcantly - : : : y :

We prepare our frnancral statements in conform1ty with accountrng pr1nc1ples generally accepted in the U.
S. (“U. S. GAAP ), which are subject to interpretation or changes by the FASB, the SEC, and other various bodies formed to
promulgate and interpret appropriate accounting principles. New accounting pronouncements and changes in accounting



principles have occurred in the past and are expected to occur in the future which may have a significant effect on our financial
results. Furthermore, any difficulties in implementation of changes in accounting principles, including the ability to modify our
accounting systems, could cause us to fail to meet our ﬁnanclal reportrng obl1gatrons wh1ch could result in regulatory d1sc1phne
and harm 1nvest0rs conﬁdence in us —H-e : 6 : z

A-and-resuits ; . The preparatlon of ﬁnancral
statements in conform1ty W1th U S. GAAP and our key metrrcs require management to make estimates and assumptions that
affect the amounts reported in the Consolidated financial statements and accompanying notes and amounts reported in our key
metrics. We base our estimates on historical experience and on various other assumptions that we believe to be reasonable under
the circumstances, as provided in the section titled “ Management’ s Discussion and Analysis of Financial Condition and Results
of Operations ” The results of these estimates form the basis for making judgments about the carrying values of assets,
liabilities, and equity and the amount of revenue and expenses that are not readily apparent from other sources. Significant
assumptions and estimates used in preparing our Consolidated financial statements include those related to allowance for
doubtful accounts, assessment of the useful life and recoverability of long- lived assets, fair value of guarantees included in
revenue arrangements and fair values of stock- based awards, warrants, contingent consideration, and income taxes. Our results
of operations may be adversely affected if our assumptions change or if actual circumstances differ from those in our
assumptions, which could cause our results of operations to fall below the expectations of securities analysts and investors,
resultrng ina decl1ne in the tradmg pr1ce of our common stock RlSkS Related to our Common StockAﬂtt-—ta:kee’v‘er—pfe*ftstens

A : A 9 .
certrﬁcate of incorporation contains provisions that may dlscourage uns0hc1ted takeover proposals that stockholders may
consider to be in their best interests. We are also subject to anti- takeover provisions under Delaware law, which could delay or
prevent a change of control. Together these provisions may make more difficult the removal of management and may
discourage transactions that otherwise could involve payment of a premium over prevailing market prices for our securities.
These provisions include: ¢ the right of our Board to issue shares of preferred stock and to fix the terms of such shares; ¢ no
cumulative voting in the election of directors, which limits the ability of minority stockholders to elect director candidates; * a
classified Board with three- year staggered terms, which could delay the ability of stockholders to change the membership of a
majority of our Board; « the right of our Board to elect a director to fill a vacancy created by the expansion of our Board or the
resignation, death or removal of a director in certain circumstances, which prevents stockholders from being able to fill
vacancies on our Board; ¢ a prohibition on stockholder action by written consent, which forces stockholder action to be taken at
an annual or special meeting of our stockholders; and ¢ requirement that a meeting of stockholders may only be called by
members of our Board and the ability of our stockholders to call a special meeting is specifically denied, which may delay the
ability of our stockholders to force consideration of a proposal or to take action, including the removal of directors. These
provisions, alone or together, could delay hostile takeovers and changes in control or changes in our Board and management. As
a Delaware corporation, we are also subject to provisions of Delaware law, including Section 203 of the DGCL, which prevents
some stockholders holding more than 15 % of our outstanding common stock from engaging in certain business combinations
without approval of the holders of substantially all of our common stock. Any provision of our certificate of incorporation,
bylaws or Delaware law that has the effect of delaying or deterring a change in control could limit the opportunity for our
stockholders to receive a premium for their shares of common stock and could also affect the price that some investors are
willing to pay for our common stock. The price of our securities may fluctuate significantly due to general market and economic
conditions. An active trading market for our securities may not develop or, if developed, it may not be sustained. In addition,
fluctuations in the price of our securities could contribute to the loss of all or part of your investment. Even if an active market
for our securities develops and continues, the trading price of our securities could be volatile and subject to wide fluctuations in
response to various factors, some of which are beyond our control. Any of the factors listed below could have a material adverse
effect on an investment in our securities and our securities may trade at prices significantly below the price paid for them. In
such circumstances, the trading price of our securities may not recover and may experience a further decline. Factors affecting
the trading price of our securities may include, but are not solely limited to, the risk factors identified herein. The stock market
in general, and Nasdaq and biopharmaceutical companies in particular, have experienced extreme price and volume fluctuations
that have often been unrelated or disproportionate to the operating performance of these companies. Broad market and industry
factors may negatively affect the market price of our common stock, regardless of our actual operating performance. 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 harm our business, operating results, or financial condition. These market and industry
factors may materially reduce the market price of our common stock and warrants regardless of our operating performance. An
investment in our common stock is extremely speculative and there is no assurance that investors will obtain any return on their
investment. Investors will be subject to substantial risks involved in an investment in us, including the risk of losing their entire
investment. If Nasdaq delists our securities from trading on its exchange for failure to meet their continued listing standards, we
and our stockholders could face significant negative consequences including: « Limited availability of market quotations for our
securities; * A determination that our common stock is a “ penny stock ” which will require brokers trading in our securities to
adhere to more stringent rules; ¢ Possibly resulting in a reduced level of trading activity in the secondary trading market for
shares of our common stock; * A limited amount of analyst coverage; and * A decreased ability to issue additional securities or
obtain additional financing in the future. Nasdaq previously notified the Company that, due to the average closing price of our
common stock, it was below the trading price criteria of the exchange. In order to regain compliance, we effected a reverse stock
split of our common stock at a ratio of 1- for- 10, in January 2024 (the *“ Reverse Stock Split ”). We are no longer considered
below the minimum share price continued listing criterion. The Reverse Stock Split may adversely affect the liquidity of the




shares of our common stock given the reduced number of shares outstanding following the reverse split, especially if the reverse
split- adjusted market price of our common stock does not generate greater investor interest. Furthermore, there can be no
assurance that such reverse spht will continue to be sufficient to satisfy the minimum share prrce requlrement Beeause—we—haye

hetr-vestmentus y-seH-th a-priee-greater-thar '.Wernayretarnfutureearnrngs if
any, for future operatrons expansion and debt repayment and have no current plans to pay any cash dividends for the
foreseeable future. Any decision to declare and pay dividends as a public company in the future will be made at the discretion of
our Board and will depend on, among other things, our results of operations, financial condition, cash requirements, contractual
restrictions and other factors that our Board may deem relevant. As a result, investors may not receive any return on an
investment in our common stock unless they sell the common stock for a prrce greater than the price paid —Sales-efa-substantiat

. Sales of a substantial number of
shares of our common stock in the pubhc market or the perception that these sales rnlght occur, could depress the market price
of our common stock and could impair our ability to raise capital through the sale of additional equity securities. We are unable
to predict the effect that sales may have on the prevailing market price of our common stock. Sales of significant number of
shares of our common stock may make it more difficult for us to sell equity or equity- related securities in the future at a time
and price that it deems reasonable or appropriate and make it more difficult for you to sell shares of our common stock. Certain
holders of our securities are entitled to rights with respect to the registration of the shares of our common stock under the
Securities Act. Any sales of securities by these stockholders could have a material adverse effect on the trading price of our
common stock. We expect that significant additional capital may be needed in the future to continue our planned operations,
including conducting clinical trials, commercialization efforts, expanded research and development activities and costs
associated with operating as a public company. To raise capital, we may sell common stock, convertible securities or other
equity securities in one or more transactions at prices and in a manner it determines from time to time. We may also sell our
common stock as part of entering into strategic alliances, creating joint ventures or collaborations or entering into additional
licensing arrangements with third parties that we believe will complement or augment our development and commercialization
efforts. If we raise additional funds through further issuances of equity or convertible debt securities, our existing stockholders
could suffer dilution, and any new equity securities we issue could have rights, preferences, and privileges superior to those of
holders of our common stock. Any debt financing secured by us in the future could involve restrictive covenants relating to our
capital raising activities and other financial and operational matters. In addition, we may not be able to obtain additional
financing on terms favorable to us, if at all. If we are unable to obtain adequate financing or financing on terms satisfactory to
us, when we require it, our ability to continue to support our business growth and to respond to business challenges could be
significantly limited. On January 26, 2024, we entered into a Controlled Equity Offering s Sales Agreement (the *“ Sales
Agreement ) with Cantor Fitzgerald & Co. (“ Cantor ), relating to shares of our common stock. In accordance with the terms
of the Sales Agreement, we may offer and sell shares of our common stock having an aggregate offering price of up to $ 20,
000, 000 from time to time through Cantor, acting as our sales agent. As of the date hereof, we have not offered or sold any
shares of common stock pursuant to the Sales Agreernent Our disclosure controls and procedures may-notpreventordeteet-att
errors-or-aets-of fra setos 6 d s-are designed to reasonably assure that information required to be
disclosed by us in reports we file or submlt under the Exchange Act is accumulated and communicated to management,
recorded, processed, summarized and reported within the time periods specified in the rules and forms of the SEC. We believe
that any disclosure controls and procedures or internal controls and procedures, no matter how well conceived and operated, can
provide only reasonable, not absolute, assurance that the objectives of the control system are met. These inherent limitations
include the realities that judgments in decision- making can be faulty, and that breakdowns can occur because of simple error or
mistake. Additionally, controls can be circumvented by the individual acts of some persons, by collusion of two or more people
or by an unauthorized override of the controls. Accordingly, because of the inherent limitations in our control system,
misstatements or insufficient disclosures due to error or fraud may occur and not be detected. On January 15, 2022, outstanding
public warrants to purchase an aggregate of 5, 958, 600 shares of our common stock (595, 860 shares following the Reverse
Stock Split) became exercisable, in accordance with the terms of the warrant agreement governing those securities. The exercise
price of these public warrants is $ 115. 00 per share following the Reverse Stock Split. To the extent such public warrants are
exercised, additional shares of our common stock will be issued, which will result in dilution to the holders of shares of our
common stock and increase the number of shares eligible for resale in the public market. Sales of substantial numbers of such
shares in the public market or the fact that such public warrants may be exercised could adversely affect the market price of our
common stock. On November 28, 2023, we registered up to 344, 626, 967 shares of our common stock (34, 462, 696 shares
following the Reverse Stock Split), in connection with a private placement of securities consummated in October 2023. The
shares of common stock offered for resale by these selling stockholders represented approximately 658. 7 % of our total
common stock outstanding as of October 30, 2023, and represents approxrmately 371 37—3—6—% of our total common stock
outstanding as of March +5-21 , 2024-2025 (refle g 0 anrd-the 3e el-Sph
Although each stockholder for Whorn the shares of common stock reglstered for resale is not permltted to convert their Preferred
Stock into shares of common stock to the extent that after giving effect to such conversion, such holder would (together with
such holder’ s affiliates and related parties) beneficially own in excess of 4. 99 % (or 9. 99 % at the election of the holder) of the
shares of common stock outstanding immediately after giving effect to such conversion, the market price of our common stock
could decline if the holders of such shares sell them over time or are percelved by the market as 1ntend1ng to sell them. Rlsks
Related to Caprtal Markets see 3 ndustry-analysts-don stness-orpublish

v price e deetine—The tradrng rnarket for our common stock will be
1nﬂuenced by the research and reports that 1ndustry or securities analysts publish about us or our business. If regular publication




of research reports ceases, we could lose visibility in the financial markets, which in turn could cause the market price or trading
volume of our common stock to decline. Moreover, if one or more of the analysts who cover us downgrade our common stock
orif reportmg results do not meet their expectatlons the market prlce of our securities could decline —Repeﬂs—ptrb-hshed—by

Vel-ttﬂ&e—e-f—eufeemmeﬂ—s’feel& Securmes rese’lrch andlysts may estdbhsh and pubhsh thelr own penodu prOJectlons for us.
These projections may vary widely and may not accurately predict the results we actually achieve. The price of our common
stock may decline if our actual results do not match the projections of these securities research analysts. Similarly, if one or
more of the analysts who write reports on us downgrades our stock or publishes inaccurate or unfavorable research about our
business, the price of our common stock could decline. If one or more of these analysts ceases coverage of us or fails to publish
reports on us regularly, the price or the trading volume of our common stock could decline. The market price of our securities
may be volatile and, in the past, companies that have experienced volatility in the market price of their securities have been
subject to securities class action litigation. We may be the target of this type of litigation in the future. Securities litigation
against us could result in substantial costs and divert management’ s attention from other business concerns, which could
seriously harm our business. Risks Related to Tax As we expand the scale of our business activities, any changes in the U. S. or
fmewn taxmon of such activities may mcre%e our WmldWlde effective tax rate and harm our busmess results of opeldtlons

The 1mpdct of futule chdnoes to U. S. and fmewn tax law on our business 1nclud1ng the impact of Australlan tax law on our
business and operations in Australia, is uncertain and could be adverse, and we will continue to monitor and assess the impact
of any such changes. Our ability to use our net operating losses to offset future taxable income may be subject to certain
limitations. Our net operating loss carryforwards (“ NOLs ), and certain other tax attributes could be unavailable to
offset future income tax liabilities because of restrictions under U. S. tax law. Under the Tax Cuts and Jobs Act, or the
TCJA, federal NOLs generated in tax years ending after December 31, 2017 may be carried forward indefinitely. The
carryforwards are limited to 80 % of each subsequent year’ s net income. In addition, Sections 382 and 383 of the Code,
contain rules that limit the ability of a corporation that undergoes an “ ownership change ” (generally, any change in
ownership of more than 50 % of the corporation’ s stock over a three- year period) to utilize its pre- change NOLs and
tax credit carryforwards to offset future taxable income. These rules generally operate by focusing on ownership
changes involving stockholders owning directly or indirectly 5 % or more of the stock of a corporation and any change
in ownership arising from a new issuance of stock by the company. Generally, if an ownership change occurs, the yearly
taxable income limitation on the use of NOLs and tax credit carryforwards and certain built- in losses is equal to the
product of the applicable long- term, tax- exempt rate and the value of the corporation’ s stock immediately before the
ownership change. As a result, following any such ownership change, we might be unable to offset our taxable income
with losses, or our tax liability with credits, before such losses and credits expire, in which event we could incur larger
federal and state income tax liabilities than we would have had we not experienced an ownership change.



