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An investment in our securities #velve-involves a high degree of risk. You should carefully consider the following risks, in
conjunction with the financial and other information contained in this Annual Report on Form 10- K. As previously discussed,
our actual results could differ materially from our forward- looking statements. These risks include those described below and
may include additional risks and uncertainties not presently known to us or that we currently deem immaterial. If any of the
events or circumstances described in the following risk factors occur, our business operations, performance, financial condition
and prospects could be materially and adversely affected and the trading price of our common stock could decline, and you may
lose all or part of your investment. We cannot assure you that any of the events discussed below will not occur. Risks Related to
Our Business and Financial Condition Our 1ndependent regl%tered pubhc accountmo firm has explessed substantial doubt about
our ability to continue as a going concern 4 ;
future-without-additionateapital-. Our 1ndependent regl%tered pubhc accounting hrm 1s%ued a report dated Malch 2—7—26 %92—3
2024 in connection with the audit of our financial statements as of December 31, 2022-2023 , which included an explanatory
paragraph describing the existence of conditions that raise substantial doubt about our ability to continue as a going concern
including our significant working capital deficiency, significant losses and need to raise additional funds to meet our obligations
and sustain our operations. In addition, the notes to our financial statements for the year ended December 31, 2622-2023 ,
included in this Annual Report on Form 10- K, contain a disclosure describing the existence of conditions that raise substantial
doubt about our ability to continue as a going concern. Our ability to continue as a going concern #-was dependent upon our

ablhty to obtam substantlal additional fundmg n connectlon with our contlnumg operatlons Adethfe—add-rﬁeﬂa-l—ﬁﬂ&nemg—may

unable to raise ﬁd-d-tt-teﬁa-l-sufﬁment capltal or 0therw1se When needed our business —pfespee’étts- hnancul condmon and
results of operations will be materlally and adversely affected , and we may—be—uﬁab-}e—wﬂl need to s1gn1ﬁcantly modlfy our

concern, we may hdve to hquldate our assets and may receive less than the value at Wthh those assets are carried on our
consolidated financial statements and / or seek protection under federal bankruptcy law or enter into a receivership, and it is
likely that holders of our common stock and holders of securities convertible into our common stock will lose all of their
investment. If we seek additional financing to fund our business activities in the future and there remains substantial doubt about
our ability to continue as a going concern, investors or other financing sources may be unwilling to provide additional funding
on commercially reasonable terms or at all. As such, there is uncertainty regarding our ability to maintain liquidity sufficient to
operate our business effectively, which raises substantial doubt about our ability to continue as a going concern. We will need
additional capital to maintain our operations. If we cannot raise additional capital, our potential to generate future revenues will
be significantly limited since we will not be able to further commercialize CHEMOSAT and HEPZATO, eomplete-ourehnieat
triads-or conduct future product development ane-, including clinical trials , if any . Developing and commercializing
pharmaceutical products, including conducting Preelinteat-preclinical testing and clinical trials and preparing for and
commencing commercial launch are long, expensive, and highly uncertain processes and failure can unexpectedly occur at any
stage of clinical development —Bfﬁg—deve}epﬁrent—ts—vefy—ﬂsky— 1nclud1ng followmg commercml launch and-ittakesseverat

: y d-dte-Our expenses will increase,
particularly as we commerclahze HEPZATO in the Unlted States, including expenses related to ehangingregulatory

fequﬁeﬁ&eﬁts-product sales, marketmg , manufacturlng and dlstrlbutlon. If we eha-l-}eﬂges—feqtrrred—el-mtea-l—t-rta-l-

CHEMOSAT we  will require addltlonal subitantlal hnancmg to further commercialize eeﬂap{ete—etuee-l-rmea-l—t-mﬂ—pfegf&m—ef
our seek-products in the United States and the European Union and any other jurisdictions where we may receive
regulatory approvals-—- approval for our products , and in order to conduct future product development and-, if any,
including clinical trials for new and-to-farther-eommeretalize-etr-product candidates or for HEPZATO or CHEMOSAT in
additional indications for which the-EU-and-any-othermarkets-where-we mayreeetve-do not currently have regulatory
approval fer-eurproduets- We-antieipate-that-our-existing-In the absence of potential proceeds from cash exercises of and
eashrequivalents-will-enable-us-to-maintain-our-eurrent-currently outstanding warrants and convertible eperations-through

the-first-quarterof 2023;-butneotnotes beyond—1f-and / or significant revenue from either or both of HEPZATO and
CHEMOSAT, we may require substantial are-unable-to-raise-additional funding eapital-our-ability-to continue the launch

and commercialization of HEPZATO in the U. S., complete product development projects or clinical trials i If we are
unable to raise additional capital or generate significant revenue from either or both of HEPZATO and CHEMOSAT,
our ability to complete product development projects or clinical trials, including trials for HEPZATO and CHEMOSAT,
in additional indications, may be impaired , which could have a material adverse effect on our business, financial
condition and results of operations . We-If we are not successful in generating product revenue, we do not know if
additional financing will be available on commercially reasonable terms or at all. In addition, we may not be able to access a
portion of our existing cash, cash equivalents and investments due to market conditions —Fet— or example-contractual



obligations , such

covenants that appointed o M Lalles~Ba /B

3 restmen -6 ith Oul 11qu1d1ty
and capital requnements will depend on numerous factou mcludmO: ° our ablllty to successfully sell HEPZATO in the
United States and CHEMOSAT in Europe; * the outcome of any of our future clinical studies rineludingelosing-ourPhase
3-elinteal-triabin-oeularmelanomativermetastases; * the timing and costs of our various United States and foreign regulatory
filings, obtaining approvals and complying with regulations; * our ability to secure the continuous supply of melphalan and
other critical components of HEPZATO and CHEMOSAT from facilities in compliance with applicable manufacturing
regulations; ¢ our ability to secure commercially reasonable terms for the supply of melphalan and other critical
components of HEPZATO and CHEMOSAT; e the timing ane-, costs and regulatory approval processes associated with
developing our and / or our partners’ manufacturing operations; * the timing-cost and ability to effectively establish and
maintain the commerecial infrastructure and manufacturing capabilities required to support the commercialization of
HEPZATO, CHEMOSAT and any other products for which we receive marketing approval including product sales
eommereializatiotractivities, inelading-medical affairs, marketing , manufacturing and distribution arrangements-overseas; °
market acceptance of any approved product candidates, including product pricing and product reimbursement by third- party
payors; * our need to implement additional internal systems and infrastructure, including financial and reporting
systems;  cxecutive compensation, including the cost of attracting senior executives; * our headcount growth and associated
costs as we expand our research and development and further establish a commercial infrastructure; ¢ our debt
requirements, including contractual obligations under such agreements; * the timing and costs involved in preparing, filing,
prosecuting, defending and enforcing intellectual property rights; and ¢ the impact of competing technological and market
developments. Insufficient capital may require us to curtail or stop our commercialization activities, regulatory submissions or
ongoing activities for regulatory approval, research and development and clinical trials, which will significantly limit our
potential to generate future revenues. If we are not able-to-raise-addittonral-eapttal-in compliance with the nearterm-terms ;we
may-have-to-hiquidate-ourassets-and conditions of our existing debt agreement, our business and financial condition may
reeetvetess-than-the-value-at-whieh-be adversely affected. On August 6, 2021, we entered into those--- the assets-are-earrted
Loan and Securlty Agreement w1th Avenue Venture Opportumtles Fund L. P., as amended on Wﬁsehd&ted—ﬁﬂaﬁet&}

%ﬂmf&eppeﬁum&es—l:uﬂd—]r The -P—ét-he—]:ender—er—&venue—)—l—ﬁwe—bre&eh—the—A\ enue Loan Agreement provides for

a term loan in —thts—may—ha—ve—ad-verse%y—rmp&et—etu%usmess—and» an ﬁnaﬁera-l—eeﬂd-rﬁeﬁ-aggregate prmclpal amount of up to
$ 20 . 0 million OaAwug

borrowed $ 15 million as—ef—t-he—date—hereef— Pursuant to the Ax enue Loan A;:reement we made monthly interest- only
payments during the first fifteen months of the term of the Avenue Loan A;:reement and began principal payments in December

2022. On March 31 W ; 2023pl-us—&eerued—2§-rﬂtefest— untit

we reached an agreement to amend the Avenue Loan A;:reement
We—wrl-l—be—reqtured—to allow us to pay ; - date-e d prep 0
6 also-make 1nterest only payments until September 30, 2023,
w1th an tnefemeﬁta-l—ﬁﬁa-l-addltlonal extensnon optlon upon FDA approval for the HEPZATO KIT and subsequent receipt
of $ 10 million from the sale and issuance of equity securities. After the additional extension requirements were met, we

elected to extend the interest only payment egtat-period to December 31 4—25-%of the-aggregate-funding—On-Mareh1+5-,
2023 and prmclpal payments began —ﬂ%e—Geﬂap&nyhreﬁlfﬁed—teﬁeﬂtte—ﬂ&e%%ﬂﬂHmﬁ—he}d-m January 2024 the-restrieted

y . The Avenue Loan Agreement bears interest at an annual rate equal
to the eredter of (a) the sum of 7.7 % plus the prime rate as reported in The Wall Street Journal and (b) 10. 95 %. The interest
rate at-pursuant to the Avenue Loan Agreement on December 31, 2622-2023 was +5-16 . 220 %. The Avenue Loan
Agreement is secured by all of our the-Cempany>—s-assets globally, including intellectual property. The amount borrowed
pursuant to the Avenue Loan Agreement matures on August 1, 2024. The Avenue Loan Agreement contains customary events
of default, including, among other things, our failure to fulfill certain of our obligations under the Avenue Loan Agreement and
the occurrence of a material adverse change in our business, operations or condition (financial or otherwise), a material
impairment of the prospect of repayment of any portion of the loan, the failure to deliver an unqualified audit report and board
approved financial projections within time periods set forth in the Avenue Loan Agreement, or a material impairment in the
perfection or priority of fender-Lender ’ s lien in the collateral or in the value of such collateral. In the event of default by us
under the Avenue Loan Agreement, the ferder-Lender would be entitled to exercise its remedies thereunder, including the right
to accelerate the debt, upon which we may be required to repay all amounts then outstanding under the Avenue Loan

A;:reement whlch could harm our busmess opemtlons dnd financial Condmon IfWe—aﬁt—tetpate—ﬂ&a-t—etueeﬂst-mg—eash—aﬂd—eash

not mdke our requned monthly fepaymeﬂt—repayments beglnnmg on Apﬂ-l—January 1 2024 in accordance w1th the March
2023 amendment to the Avenue Loan Agreement ., we would be in default of the Avenue Loan Agreement. If we were to be



in default of the Avenue Loan Agreement, our business and financial condition may be adversely impacted and result in us
losing rights to certain or our assets, including intellectual property that is secured by the Avenue Loan Agreement. Furthermore,
if we default on any installment under the Avenue Loan Agreement, we will not be eligible to use Form S- 3 registration
statements for an extended period of time, which could further adversely impact our ability to raise additional financing. Drug
development is an inherently uncertain process...... and may never obtain regulatory approval. Raising additional capital , or the
exercise or conversion of securities exercisable or convertible into shares of common stock, may cause dilution to our
existing stockholders and raising funds through lending and licensing arrangements may restrict our operations or require #-us
to relinquish proprietary rights. Significant additional capital will be needed in the future to continue our planned operations.
Until such time, if ever, as we can generate substantial product revenues, we expect to finance our cash needs through a
combination of equity offerings, debt financings, exercise of our outstanding warrants and conversion of outstanding
preferred stock qtrateglc alliances and license and development agreementq in connectlon with any collaboratlon% —‘Ne—ele—net

capital by issuing equity securities, exrstlng stockholders’ ownership may experience %ubqtantlal dilution, and the terms of these
securities may include liquidation or other preferences that adversely affect the rights of a common stockholder. In addition, the
exercise of outstanding warrants and options will also cause dilution. Debt financing and preferred equity financing, if available,
may involve agreements that include covenants limiting or restricting our ability to take specific actions, such as incurring
additional debt, making capital expenditures, declaring dividends, creating liens, redeeming its stock or making investments. If
we raise additional funds through collaborations, strategic alliances or marketing, distribution or licensing arrangements with
third parties, we may have to relinquish valuable rights to our technologies, future revenue streams, research programs or
product candidates or grant licenses on terms that may not be favorable to us. If we are unable to raise additional funds through
equity or debt financings when needed, or through collaborations, strategic alliances or marketing, distribution or licensing
arrangements with third parties on acceptable terms, we may be required to delay, limit, reduce or terminate our product
development or future commercialization efforts or grant rights to develop and market product candidates that we would
otherwise develop and market. We have incurred significant losses since inception, expect to incur significant and
increasing losses for at least this year, and Continuing-continuing losses may exhaust our capital resources. As of December
31,2022-2023 , we had $ +-12. 7 million in cash and cash equivalents and $ 19 . 8 million in eash-and-eash-equivalents
short- term investments . We have had minimal revenue to date, and have a substantial accumulated deficit, recurring
operating losses and negative cash flow. We are not profitable and have incurred losses in each year since commencing
operations. For the years ended December 31, 2023, and 2022 and-2624-, we incurred net losses of approximately $ 47. 7
million and $ 36. 5 m1ll10naﬁd—$€§—6—m-1-l—l-teﬂ— respectively , and expect 29to continue to incur losses in 2623-2024 . To date,
we have funded operations through a combination of private placements and public offerings of our securities -and debt
financing , including convertible notes. If we continue to incur losses, we may exhaust our capital resources, and as a result may
be unable to eomptete-further commercialize our products in the United States and the European Union and any other
jurisdictions where we may receive regulatory approval for our products ot or conduct future product development, if
any, including clinical trials for new rengageinproduct developmentand-the-candidates or for HEPZATO or CHEMOSAT

in addltlonal 1nd1cat10ns for whlch we do not currently have regulatory approval pfeeess—aﬁd-eeﬁ}rnefeialrzatterref

-law—e%eﬁter—mte—a—feeeﬁershrp— Our prior loqsei and expected future loqsei have had and Wlll continue to have an adver%e effect
on our %tocl(holderq equrty and working capital. Fr-e v

any product revenue from ﬁtﬂ“eﬂﬂ‘eﬁ-t-HEPZATO and CHEMOSAT or future product cand1date§ if any, also depends on a
number of additional factors, including our ability te : » successfully commercialize and sell HEPZATO in the United States
pursuant to our existing FDA approval;  successfully complete research and clinical development of eurrentand-future
product candidates , if any, including clinical trials for new product candidates or for HEPZATO or CHEMOSAT in
additional indications for which we do not currently have regulatory approval, and obtain regulatory approval for those
product candidates and indications, as applicable ; « establish and maintain supply and manufacturing relationships , under
commercially reasonable terms, with third parties, and ensure adequate, scaled up and legally compliant manufacturing of
necessary components, including melphalan, bulk drug substances and drug products to maintain sufficient supply; ¢ launch

and commercialize any product cand1date§ for which -ma-rket—mg—FDA approval is obtalned —rﬁaﬁy—aﬂd—rﬁlatmehed

demonstrate the necessary safety data (and if accelerated approval is obtained, ver1fy the clinical benefit) po%t approval to
ensure continued regulatory approval; ¢ obtain coverage and adequate product reimbursement from third- party payors,
including government payors, for any approved products; ¢ achieve market acceptance for any approved products; * establish,
maintain, protect and enforce our intellectual property rights; and ¢ attract, hire and retain qualified personnel. Because of the
numerous risks and uncertainties associated with pharmaceutical product development, including that our product candidates
may not advance through development or be approved for commercial sale, we are unable to predict if or when we will generate
significant product revenue or achieve or maintain profitability. Even if we successfully complete development and regulatory
processes for any product candidates that we take forward, we anticipate incurring significant costs associated with launching
and commercializing any products. If we fail to become profitable or do not sustain profitability on a continuing basis, we may




be unable to continue our operations at planned levels and be forced to reduce or cease our operations. We have in the past, and
may in the future, become subject to litigation or claims arising in or outside the ordinary course of business that could
negatively affect our business operations and financial condition. We have in the past, and may in the future, become subject to
litigation or claims arising in or outside the ordinary course of business (other than intellectual property infringement actions)
that could negatively affect our business operations and financial condition, including securities class actions and shareholder
derivative actions, both of which are typically expensive to defend. Such claims and litigation proceedings may be brought by
third parties, including our competitors, advisors, service providers, partners or collaborators, employees, and governmental or
regulatory bodies. For information on past legal proceedings, please see ““ Item 3. Legal 28-Proceedings. ”” Any claims and
lawsuits, and the disposition of such claims and lawsuits, could be time- consuming and expensive to resolve, divert
management attention and resources, and lead to attempts on the part of other parties to pursue similar claims. We may not be
able to determine the amount of any potential losses and other costs we may incur due to the inherent uncertainties of litigation
and settlement negotiations. In the event we are required or decide to pay amounts in connection with any claims or lawsuits,
such amounts could be significant and could have a material adverse impact on our liquidity, business, financial condition and
results of operations. In addition, depending on the nature and timing of any such dispute, a resolution of a legal matter could
materially affect our future operating results, our cash flows or both. Additionally, we may be unable to maintain our existing
directors’ and officers’ liability insurance in the future at satisfactory rates or adequate coverage amounts and may incur
significant increases in insurance costs. We may be the subject of product liability claims or product recalls, and we may be
unable to maintain insurance adequate to cover potential liabilities. Our business exposes us to potential liability risks
that may arise from clinical trials and the testing, manufacture, marketing, sale and use of CHEMOSAT and
HEPZATO. In addition, because CHEMOSAT and HEPZATO are intended for use in patients with cancer, there is an
increased risk of death among the patients treated with our product, which may increase the risk of product liability
lawsuits related to clinical trials or commercial sales. We may be subject to claims against us even if the injury is due to
the actions of others. For example, if the medical personnel that use our product on patients are not properly trained or
are negligent in the use of the system, the patient may be injured, which may subject us to claims. Were such a claim
asserted, we would likely incur substantial legal and related expenses even if we prevail on the merits. Claims for
damages, whether or not successful, could result in the loss of physician endorsement, adverse publicity and / or limit our
ability to market and sell our products, resulting in loss of revenue. In addition, it may be necessary for us to recall
products that do not meet approved specifications, which would also result in adverse publicity and costs connected to
the recall and loss of revenue. A successful products liability claim or product recall would have a material adverse effect
on our business, financial condition, and results of operations. While we currently carry insurance, it may be insufficient
to cover one or more large claims. Risks Related to Manufacturing, Commercialization and Market Acceptance of
CHEMOSAT and HEPZATO We have only recently obtained regulatory approval for HEPZATO in the United States
and commenced the commercial launch of HEPZATO. We have limited experience as a commercial company and
generating revenue from product sales. If the commercial launch of HEPZATO is unsuccessful or any future approved
products are unsuccessful, we may never be profitable. We received approval by the FDA for HEPZATO in the United
States in August 2023 and began generating revenue from product sales during the first quarter of 2024. Our ability to
become and remain profitable is heavily dependent on our ability to generate revenue from HEPZATO for the
treatment of mUM. The Company-success of our commercialization will depend on a number of factors, including, among
others, the continued development of our commercial organization, including our internal sales and marketing team and
distribution capabilities, our ability to navigate the significant expenses and risks involved with the development and
management of such capabilities, satisfying any post- marketing regulatory requirements, our ability to secure adequate
healthcare coverage and the acceptance of HEPZATO by patlents and thlrd- party payors. If HEPZATO, or any other
future approved product, does not achieve - v an Market-adequate
level of Aceeeptanee-acceptance of- CHEMOSAT- coverage pricing or relmbursement,we may not generate significant
revenue from product sales and we may not be profitable.Even if we successfully commercialize HEPZATO Manufaetarers
of melphalan-in the United States,we may be unable to previde-achieve or maintain profitability,unless HEPZATO is
approved in other jurisdictions or for additional indications.Because of the uncertainties and risks associated with these
activities,we are unable to accurately and precisely predict the timing and amount of revenues from product sales of
HEPZATO,or any future approved products,or if or when we might achieve profitability.If we are unsuccessful in
accomplishing our objectives,or if our commercialization efforts do not develop as planned,we may not be able to
successfully commercialize HEPZATO or any future approved products,we may require significant additional capital
and financial resources,we may not become profitable,and we may not be able to compete against more established
companies in our industry.Even if we do achieve profitability,we may not be able to sustain or increase profitability on a
quarterly or annual basis.We must maintain or enter into acceptable arrangements for the supply of melphalan and
other critical components of HEPZATO and CHEMOSAT and we may not be able to ensure adequate supply impacting
our ability to successfully commercialize HEPZATO in the United States and CHEMOSAT in the EU or complete any
future clinical trials.Each manufacturer / supplies-supplier of components for the production of HEPZATO and
CHEMOSAT must be in compliance with cGMPs.Our supply of critical components of HEPZATO and CHEMOSAT
includes the use of one contracted supplier.In order to successfully commercialize HEPZATO,we also must be able to
enter into long- term supply agreements for critical components,including melphalan ,under commerecially reasonable
terms .Under the current regulatory scheme in the European Union, CHEMOSAT is approved for marketing as a device
only,and doctors will separately obtain melphalan for use with CHEMOSAT.Although melphalan has been approved in the
Eumpmn Union for over a decade,we are aware that there are currently three approved manufacturers of melphalan in certain




countries ofin the European Union.If any of these manufacturers fails to provide end- users with adequate supplies of melphalan
or fails to comply with the requirements of regulatory authorities,we may be unable to successfully commercialize our product
in the European Union.Additionally,melphalan is not available in certain foreign countries outside the European Union where
we may seek to market CHEMOSAT.If supply of melphalan remains limited or unavailable,we will be unable to commercialize
CHEMOSAT in these markets,thereby limiting future sales opportunities. HFDA inspections of our suppliers /
manufacturers,even for products other than those supplied to us,may result in the supplier / manufacturer being shut
down or unable to deliver critical components to us in a timely manner.Such risks are increased for those components
for which we have one contractual supplier.We currently have an agreement with one supplier of melphalan and,with
the goal of minimizing the risk of a supply interruption,are in discussions with several melphalan ANDA holders who
have indicated interest in supplying melphalan to us.We are aware that in 2023,the FDA issued our current melphalan
manufacturer 483 observations as a result of an inspection unrelated to the HEPZATO and the manufacturer is working
to address these observations.Although we are pursuing a variety of strategies to mitigate the risk of a supply
1nterrupt10n of commercml supply for our product we cannot assure you that such shutdown maintain-or-enter-itto
alarrand related matters otherechemotherapeutie-agents;we-will not result

be—uﬁ&b-}e—te—stteeessftﬁyheemrﬂefeﬂize—HEPZ—A—Te—m a loss of supply in the United-States-event the shutdown is longer than
anticipated or eemplete-in the event regulatory action is taken against the suppller In any ftt&l—fe—ehmea-l—tﬂa-}s—\kle-such

situation,this could have entered-into-a material adverse impact on ma y
supphiersfor-our business,operations and financial condition Sﬂppb“e—ﬁme{pha-}&n—feﬁﬂjeeﬂeﬁ—feﬁﬂﬁehﬂieal—tﬂah— We may
pursue agreements with additional contract manufacturers to produce melphalan and other ehemetherapeutie-agents-critical
components for use in the-futare-for-any future clinical trial programs and eemmeretalization-for the production of
CHEMOSAT and HEPZATO,as well as for labeling and finishing services. We mdy not be able to enter into such armngements

on aeeeptable-commercially reasonable terms or at all B ; b d
aleGMP-regulatoryrequirements-. To manufacture melphdldn or othel chemotherapeutlc agents on our own,we Would hd\e to
develop a manufacturing facility that complies with FDA regulations for the production of melphalan and each other
chemotherapeutic agent we choose to manufacture for use with our system.Developing these resources would be an expensive
and lengthy process and would have a material adverse effect on our revenues and profitability.If we are unable to obtain
sufficient melphalan and labeling services on acceptable terms or encounter delays or difficulties in our relationships with
current and future suppliers or if current and future suppliers of melphalan do not comply with applicable regulations for the
manufacturing and production of melphalan,our business,financial condition and results of operations may be materially
harmed.If we cannot successfully manufacture CHEMOSAT and HEPZATO,our ability to develop and commercialize the
system would be impaired. We manufacture certain components of our products,including our proprietary filter media,and
assemble and package CHEMOSAT and HEPZATO at our facility in Queensbury,New York.We have established our European
headquarters in Galway,Ireland and conduct finishing operations,assembly,packaging,labeling and distribution for
CHEMOSAT at this facility. We currently utilize third parties to manufacture some components of CHEMOSAT and
HEPZATO.We may have difficulty obtaining components for our products from our third- party suppliers in a timely manner or
at all,which may adversely affect our ability to deliver CHEMOSAT and HEPZATO to purchasers.In addition to limiting sales
opportunities,delays in manufacturing CHEMOSAT and HEPZATO may adversely affect our ability to obtain regulatory
approval for other indications in the United States and other jurisdictions.Our ability to conduct timely clinical trials in the
United States and abroad depends on our ability to manufacture the systemrproduct ,including sourcing the chemotherapeutic
agents or other compounds through third parties in accordance with FDA and other regulatory requirements.If we are unable to
manufacture CHEMOSAT and HEPZATO in a timely manner,we may not be able to conduct the-additional clinical trials
required to obtain regulatory approval and commercialize our product for other indications . 39-We have implemented quality
systems throu,ﬂahout our mgdnlzatlon deugned to enable us to satisty the vanous international quality system




Umted Stdtes and those estdbhshed by the lnterndtlondl Standards Orgamzatlon sor-(% ISO 7)) with respect to ploducts sold in
the European Union.We are required to maintain ISO 13485 certification for medical devices to be sold in the European
Union,which requires,among other items,an implemented quality system that applies to component quality,supplier
control,product design and manufacturing operations.All of our facilities are presently ISO 13485:2016 certified.If our
Queensbury,New York facility fails to maintain compliance with ISO 13485 and FDA ¢GMP or fails to pass facility inspection
or audits,our ability to manufacture at the facility could be limited or terminated.In the future,we may manufacture and
assemble CHEMOSAT and HEPZATO in our Galway,Ireland facility or elsewhere in the European Union,and any facilities in
the European Union would have to obtain and maintain similar approvals or certifications of compliance.Although Beleath-is-we
are not aware of any direct impacts of the war between the Ukraine and the Russian Federation ,the conflicts in the Middle
East,or any other global conflict on its-our supply chain, the-war-such current or future conflicts could adversely impact our
ablllty to obtam components dnd / or smnhcdlltly mncrease the cost of obtammg such Components for our ﬂ&e—@eﬁap&ﬂy—s

all of our suppliers f01 the manufacture of components tor CHEMOSAT and HEPZATO While we have written contrads and
supply agreements for key components for CHEMOSAT and HEPZATO,we do not have written contracts with all suppliers for
the manufacture of components for CHEMOSAT and HEPZATO.If we are unable to obtain an adequate supply of the necessary
components or negotiate acceptable terms,we may not be able to manufacture CHEMOSAT and HEPZATO in commercial
quantities or in a cost- effective manner,and commercialization of CHEMOSAT and HEPZATO in the United States,the
European Union and elsewhere may be delayed-adversely impacted .In addition,certain components are available from only a
limited number of sources.Components of CHEMOSAT and HEPZATO are currently manufactured for us in small
quantities. We may require significantly greater quantities to further commercialize the product. We may not be able to find
alternate sources of comparable components.If we are unable to obtain adequate supplies of components from existing suppliers
or need to switch to an alternate supplier and obtain FDA or otheI reﬂuldtow aﬂency qpproval of that suppher commercialization
of CHEMOSAT and HEPZATO may be delayed. We

unsuccessful in commercializing CHEMOSAT and HEPZATO tﬂ—ma-ﬂéefs—eufstde—ﬂae—Et&epeaﬂ—Umeﬂ—becmse of mddequate




infrastructure or an ineffective commercialization strategy. QOur Even obtat p
foretgnregulatory-agenetes;ourability to commercialize CHEMOSAT dl]d HEPZATO may be llmlted due to our inexperience
in developing a sales,marketing and distribution infrastructure.If we are unable to develop this infrastructure in the United States
or elsewhere or to collaborate with an alliance partner to market our products in the United States or foreign
countries,particularly in Asia,our efforts to commercialize CHEMOSAT and HEPZATO or any other product eutside-may not
succeed We may not be successful in our efforts to expand the commercialization of CHEMOSAT in the European Union

y W y or United Kingdom efferts-to-expand-the-eommeretalizationof
GI-I-E-Bv‘I@-SA—"l“—i-n—H&e—Et&epe&n—U-ﬂ-ieﬂ—,and we may not be successful in commercializing HEPZATO in the United States and

C HEM()SAT or HEPZAT() in other foreign countries.Each Counny requires a different commercialization strategy ;se-etr

A G A ansta .Without a successful commercialization strategy tailored
for each market,our eﬁons to plomote and market CHEMOSAT and HEPZATO in each of our target markets may fail in any or
all of those markets. 40-If we are unsuccessful in accomplishing our objectives,or if our commercialization efforts do not
develop as planned,we may not be able to successfully commercialize HEPZATO or any future approved products,we
may require significant additional capital and financial resources,we may not become profitable,and we may not be able
to compete against more established companies in our industry.Even if we do achieve profitability,we may not be able to
sustain or increase profitability on a quarterly or annual basis.If we are unable to establish,maintain and,if
necessary,expand sales and marketing capabilities or enter into agreements with third parties to sell and market
HEPZATO in the United States or other product candidates,we may not be successful in commercializing HEPZATO in
the United States or any other of our product candidates if they are approved.We have limited experience in the
sale,marketing and distribution of pharmaceutical products in the United States.To achieve commercial success for
HEPZATO and any other product candidates,if approved,for which we retain sales and marketing responsibilities,we
must either develop a sales and marketing organization or outsource these functions to other third parties.We have
established sales and marketing capabilities to support our commercial launch of HEPZATO for the treatment of adult
patients with unresectable hepatic- dominant metastatic uveal melanoma in the United States.We may need to further
build our sales and marketing infrastructure,either directly or with third- party partners,to maintain our ongoing
commercialization efforts and to commercialize HEPZATO in other indications or to commercialize any of our other
product candidates for which we obtain marketing approval.There are risks involved with both establishing our own
sales and marketing capabilities and entering into arrangements with third parties to perform these services.For
example,recruiting and training a sales force is expensive and time consuming.If the commercial launch of a product
candidate for which we recruit a sales force and establish marketing capabilities is delayed or does not occur for any
reason,we would have prematurely or unnecessarily incurred these commercialization expenses.This may be costly,and
our investment would be lost if we cannot retain or reposition our sales and marketing personnel.Factors that may
inhibit our efforts to commercialize HEPZATO and other product candidates on our own include:* our inability to
recruit and retain adequate numbers of effective sales and marketing personnel;e the inability of sales personnel to
obtain access to physicians or educate physicians on the benefits of our products;e 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
or integrated product offerings;and ¢ unforeseen costs and expenses associated with creating an independent sales and
marketing organization.If we enter into arrangements with third parties to perform sales,marketing and distribution
services,our product revenue or the profitability of product revenue to us is likely to be lower than if we were to market
and sell any products that we develop ourselves.In addition,we may not be successful in entering into arrangements with
third parties to sell and market our product candidates or may be unable to do so on terms that are favorable to us.We
likely will have little control over such third parties and any of them may fail to devote the necessary resources and
attention to sell and market our products effectively.If we do not establish sales and marketing capabilities
successfully,either on our own or in collaboration with third parties,we will not be successful in commercializing
HEPZATO in the United States or any of our product candidates for which we obtain marketing approval. We may use
collaborative arrangements with third parties to help finance and to market and sell CHEMOSAT and HEPZATO ,but it may
not be successful. We may be unable to enter into collaborative agreements without additional clinical data or unable to continue
a collaborative agreement as a result of unsuccessful future clinical trials.Additionally,we may face competition in the search for
alliances.As a result,we may not be able to enter into alliances on acceptable terms,if at all.Our collaborative relationships may
never result in the successful development or commercialization of CHEMOSAT and HEPZATO or any other product.The
success of any collaboration will depend upon our ability to perform our obligations under any agreements as well as factors
beyond our control,such as the commitment of our collaborators and the timely performance of their obligations.The terms of
any such collaboration may permit our collaborators to abandon the alliance at any time for any reason or prevent us from
terminating arrangements with collaborators who do not perform in accordance with our expectations,or our collaborators may
breach their agreements with us.In addition,any third parties with whom we collaborate may have significant control over
important aspects of the development and commercialization of our products,including research and development,market
identification,marketing methods,pricing,composition of sales force and promotional activities.We will not control the amount
and timing of resources that any collaborator may devote to our research and development programs or the
commercialization,marketing or distribution of our products.We may not be able to prevent any collaborators from pursuing
alternative technologies or products that could result in the development of products that compete with CHEMOSAT and
HEPZATO or the withdrawal of their support for our products.The failure of any such collaboration could have a material
adverse effect on our business.If we fail to overcome the challenges inherent in international operations,our business and results
of operations may be materially adversely affected.Currently we have only received authorization to market CHEMOSAT in the




European Union and intend-te-the United Kingdom.If we seek similar authorization or approvals in other foreign countries ~Fe
aeeommedate-ourinternationalsales- we will need to further invest financial and management resources to develop an
international infrastructure that will meet the needs of our customers.Accordingly,we will face additional risks resulting from
our international operations including:e difficulties in enforcing agreements and collecting receivables in a timely manner
through the legal systems of many countries outside the United States;e the failure to satisfy foreign regulatory requirements to
market our products on a timely basis or at all;* availability of,and changes in,reimbursement within prevailing foreign
healthcare payment systems;e difficulties in managing foreign relationships and operations,including any relationships that we
establish with foreign sales or marketing employees and agents;e limited protection for intellectual property rights in some
countries;® fluctuations in currency exchange rates;e the possibility that foreign countries may impose additional withholding
taxes or otherwise tax our foreign income,impose tariffs or adopt other restrictions on foreign trade;e the possibility of any
material shipping delays;e significant changes in the political,regulatory,safety or economic conditions in a country or region;®
protectionist laws and business practices that favor local competitors;and e trade restrictions,including the imposition of,or
slumllcanl changes to, the level 0[ tariffs,customs duties dnd L\p()ll quotds l%we—f&ﬂ—te—eveweme—fhe—eha{-}eﬂges—mhefeﬂt—m
attoratopers s ) Atrd op aHy-ad 8 d-4+-Rapid technological
developments in treatment methods for liver cancer and compumon W nh other forms of liver cancer treatments could affect our
ability to achieve meaningful revenues or profit. Competition in the cancer treatment industry is intense. CHEMOSAT and
HEPZATO compete with all forms of liver cancer treatments that are alternatives to surgical resection.Many of our
competitors have substantially greater resources and considerable experience in conducting clinical trials and obtaining
regulatory approvals.If these competitors develop more effective or more affordable products or treatment methods,or
achieve earlier product development,our revenues or profitability will be substantially reduced.If another company has
orphan drug designations for the same drug and indication as us and receives marketing approval before we do,then we
will be blocked from marketing approval for seven years from the date of its approval for the same indication of use
unless we can make a showing of the clinical superiority of our drug.We may fail to achieve the degree of market
acceptance by physicians,patients,third- party payors and others in the medical community necessary for the commercial
success of CHEMOSAT or HEPZATO,in which case we may not generate significant revenue for the foreseeable future. Our
entire focus has been on developing, commercializing, and obtaining regulatory authorizations and approvals of CHEMOSAT
and HEPZATO . We may fail to gain sufficient market acceptance by physicians, patients, third- party payors and others
in we-have-only-developed-these—- the medical community necessary for the commercial success of CHEMOSAT and
HEPZATO. Physicians are often reluctant to switch their patients from existing therapies even when new and potentially
more effective or convenient treatments enter the market. Further, patients often acclimate to the therapy that they are
currently taking and do not want to sw1tch unless thelr phys1c1ans recommend sw1tch1ng pmduus -feﬁ or fhe—they are
required
eemmefeta-l-pfeéuefs—we—h&ve—ﬂe—eﬁxer—pfeduets—lo seH—sw1tch therapies due to lack of relmbursement for ex1st1ng theraples
. In addition, since CHEMOSAT currently is approved for commercialization solely in the European-Baton;orthe-EU and
limited other jurisdictions (including the United Kingdom), and HEPZATO is approved only in the United States, if we are
unsuccessful in commercializing the predaet-products in the EU and fer#HEPZATO-s-netapprovedtrthe United States ane
elsewhere-, we will have no means of generating revenue. Aeeordingly-In addition , the potential market opportunity for
CHEMOSAT and HEPZATO is difficult to precisely estimate. Our estimates of the potential market opportunity for
CHEMOSAT and HEPZATO for their approved indications, or in other indications include several key assumptions
based on our industry knowledge, industry publications, third- party research reports and other surveys. However, no
independent source has verified such assumptions. If any of these assumptions proves to be inaccurate, then the actual
market for CHEMOSAT and HEPZATO could be smaller than our estimates of potential market opportunity. If the
actual market for CHEMOSAT and HEPZATO is smaller than we expect, our product revenue may be limited, and it
may be more difficult for us to achieve or maintain profitability. The sizes of the market opportunities for our product or
product candidates, particularly HEPZATO for the treatment of mUM and CHEMOSAT for the treatment of cancers of
the liver, have not generate-been established with precision and may be smaller than we estimate, possibly materiat
materially . If our estimates of the sizes overestimate these markets, our sales growth may be adversely affected. We may
also not be able to grow the markets for our product candidates as intended or at all. Our assessment of the potential
market opportunity for HEPZATO and other product candidates that we develop is based on industry and market data
that we obtained from industry publications and research, surveys and studies conducted by third parties and our own
internal market research studies. Industry publications and third- party research, surveys and studies generally indicate
that their information has been obtained from sources believed to be reliable, although they do not guarantee the
accuracy or completeness of such information. While we believe these industry publications and third- party research,
surveys and studies are reliable, we have not independently verified such data. Similarly, although the studies we have
conducted are based on information that we believe to be complete and reliable, we cannot guarantee that such
information is accurate or complete. Therefore, our estimates of the potential market opportunities for our product
candidates include several key assumptions based on our industry knowledge, industry publications, third- party
research and our own studies and market research, which may be based on a small sample size and fail to accurately
reflect market opportunities. While we believe that our internal assumptions and the bases of the studies and research,
we have conducted are reasonable, no independent source has verified such assumptions or bases. If any of our
assumptions or estimates, or these publications, research, surveys or studies prove to be inaccurate, then the actual
market for HEPZATO, CHEMOSAT or any of our other product candidates may be smaller than we expect, and as a
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Rwuldtow Maltus The dC\ Llopmem and approval process in the United States and abroad u)uld take many years, require
substantial resources and may never lead to the approval of HERZATO-our product candidates by the FDA for use in the
United States or by forelgn regulators in thelr respectlve ]lll‘lSdlCthIlS We cannot commercialize, scll or market any
products W q in the United States without prior FDA approval efa
NBA—feH—I—E—P—Z—A—TG— Al-t-heﬂg-}rmel-pha-}an—aﬂd-F orelgn regulatory authorities, such as other—- the drugs-European
Medicines Agency (the “ EMA ”), impose 51mllar requlrements. We have recelved
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seekmg—&ppreva-l—fer—the nedtment of adult pdtlents with unreseutdble hepdth dommdnt mUM in the Umted States metastatie
oeular-melanoma-(mOM)—OnMareh26-, 2023-but there is no assurance that we will receive regulatory approvals for
HEPZATO for the treatment in other jurisdictions . or for other indications in any jurisdiction. Similarly, we have
received approval for CHEMOSAT in Europe, but there is no assurance that we will receive regulatory approvals for
CHEMOSAT in other jurisdictions. Securing regulatory approval requires the submission of extensive pre- clinical and
clinical data and other supporting information for each proposed therapeutic indication in order to establish to the FDA
determined-’ s satisfaction the resubmissterreonstituted-product’ s safety, efficacy, potency and purity for each intended
use. Clinical development is a Respeﬂse—heﬁer—Preehmefﬂ%eﬁmg—aﬁd—e}&ne&HHa}s—&re—long expenswe sand h—rg-h-}y—uncertam
proeesses—- process and fa ; age-ofelinteald g

risky;and-ttakesseveralyears—to delays eeﬂ‘rp-}ete-ehmea-l—tﬂa-}s— The start or end of a clmlcal trial is often deldyed or halted due

to changing regulatory requirements,manufacturing challenges,required clinical trial administrative actions,slower than
anticipated patient enrollment,changing standards of care,availability,or prevalence of use of a comparator treatment or required
prior therapy,clinical outcomes including insufficient efficacy,safety concerns,or our own financial constraints. Jaresponse-to
our NDA-If we commence additional clinical trials in the future , whieh-we submitted-to-the FPA-in-August 26042secking
may encounter delays or rejections for various reasons.If we do not maintain regulatory approval for #se HEPZATO,our
business,results of operations,financial condltlon and prospects would be materlally and adversely affected.In addltlon,

product candldates A
efficacy and safety necessary to w f vhi ant-a 0 b
eperations—Evenif-we-obtain reguldtory approval to market any of -feH—I-E—P—Z—A—"PQ—rn—t-he—Hrn-ted—Sta—tes—our product
candidates would significantly harm our business. Our ability to market HEPZATO is seutd-be-limited to those uses that are
approved. The FDA closely regulates the post- approval marketing and promotion of drugs, including standards and regulations
for direct- to- consumer advertising, dissemination of oftf- label information, industry- sponsored scientific and educational
activities and promotional activities involving the Internet. Drugs may be marketed only for the approved indications and in
accordance with the provisions of the approved label. Our Eﬂ&e—F—DA—appreves—a—N—D%rfer—H—EPM@—eﬁhlblhty to market
and promote HEPZATO is wetdd-be-limited to the approved indication ;

. Physicians may prescribe legally av dlldble drugs for uses that are not described in the product’
s labeling and that differ from those tested by us and approved by the FDA within their own medical judgment . The FDA
does not regulate the behavior of physicians in their choice of tredtments The FDA does, howe& er, 1mpose smnéent restrictions
on manufacturers’ communications regarding off- label use ;4
ability-to-promote;-seltand-distribute-the-produet-. Thus, we may only mcuket HEPZATO —rPappreved—by—t-he—F—DA—fm its
approved indication and could be subject to enforcement action for off- label marketing. Further, if there are any modifications
to the product, including changes inindteations-to product , labeling or manufacturing processes or facilities, we may be
required to submit and obtain prior FDA approval efenew-orsupplementalINDA-, which may require us to develop additional
data or conduct additional preehnteat-studies and-ehntealtrials- Failure to comply with these requirements can result in adverse
publicity, FDA warning letters, corrective advertising and potential civil and criminal penalties. If future clinical trials are
unsuccessful, significantly delayed or not completed, we may not be able to market HEPZATO for other indications.
HEPZATO is now approved for the treatment of adult patients with unresectable hepatic- dominant metastatic uveal

melanoma. The ehnteat-trial-data-approval was based primarily on the results ourproduet-wastimited-to-speeifie-types-of the
FOCUS Trlal -l-wefea-ﬁeer—l-n%e-l-e— we—eeﬁel-uded—a Phase 3 el-rn-tea-l—ﬁa&l— smgle arm, multlcenter, open label study We

many reasons, 1ncludm;: * any pre- clinical or clmlcal test may fail to prodme results satlsfactmy to the FDA or fmewn
regulatory authorities 5  we may not be able to establish and maintain the supply of necessary components, including
melphalan, bulk drug substances and drug products to maintain sufficient supply to conduct such clinical studies ; * pre-
clinical or clinical data can be interpreted in different ways, which could delay, limit or prevent regulatory approval; ¢ negative
or inconclusive results from a pre- clinical study or clinical trial or adverse medical events during a clinical trial could cause a
pre- clinical study or clinical trial to be repeated or a program to be terminated, even if other studies or trials relating to the
program are successful; « the FDA or foreign regulatory authorities can place a clinical hold on a trial if, among other reasons, it
finds that patients enrolled in the trial are or would be exposed to an unreasonable and significant risk of illness or injury; * we



may encounter delays or rejections based on changes in regulatory agency policies during the period in which we are developing
a system, or the period required for review of any application for regulatory agency approval; ¢ enrollment in any additional

clinical trials may proceed more slowly than expected; --any-otherelinteal-trials-maynot-demonstrate-the-safety-and effieaey-of
any-systerrorresult-inmarketable-preduets:— the FDA or a foreign regulatory authority may change its approval policies or

adopt new regulatrom that may negatrvely affect or delay our ab1hty to brrng asystefn—product to market or require additional
clinical trials; and-»a a d as—The failure or delay of clinical trials could
cause an increase in the cost of product development delay ﬁhng of a-an NDA for marketing approval or cause us to cease the
development of HEPZATO for other indications. If we are unable to develop HEPZATO for other 1nd1cat1om the future
growth of our bu@rne%% could be negatrvely 1mpacted e v mtted ating-to effeetiveness

Marl( for the CHEMOSAT Hepatrc Del1very Sy%tem asa medrcal device for the delivery of melphalan in the EU . Since we
may only promote the device within this specific indication, if physicians are unable or unwilling to obtain melphalan
separately for use with CHEMOSAT, our ability to commercialize CHEMOSAT in the EU will be significantly limited. In the
EU, CHEMOSAT is regulated as a Class III medical device indicated for the intra- arterial administration of a chemotherapeutic
agent, melphalan hydrochloride, to the liver with additional extracorporeal filtration of the venous blood return. Our ability to
market and promote CHEMOSAT is limited to this approved indication. To the extent that our promotion of CHEMOSAT is
found to be outside the scope of its approved indication, we may be %ubject to fines or other regulatory action, lnnrtrng our

ability to commercialize CHEMOSAT in the EU. W
the-delivery-ofmelphatan—If physicians are unable or unwrlhng to obta1n melphalan %eparately for use W1th CHEMOSAT our
ability to commercialize CHEMOSAT in the EU will be significantly limited. Our product instructions and indication reference
the chemotherapeutic agent melphalan. However, no melphalan labels in the EU reference our product, and the labels vary from
country to country with respect to the approved indication of the drug and its mode of 32-administration. As a result, the
delivery of melphalan with our device may not be within the applicable label with respect to some indications in some Member
States of the EU where the drugs are authorized for marketing. Physicians intending to use CHEMOSAT must obtain melphalan
separately for use with CHEMOSAT and must use melphalan independently at their discretion. If physicians are unable or
unwilling to obtain melphalan separately from CHEMOSAT and / or to prescribe the use of melphalan independently, our sales
opportunitie% in the EU will be significantly limited. We are subject to significant ongoing regulatory obligations and oversight

in the EU and er—be—subjeet—te—a&eh—ebhgaﬁeﬁs—m—the Unrted State% and Wlll be in any other country Where we receive

marketrng author1zat10n or approval We A

Where HEPZATO and CHEMOSAT have been appfeval-approved is-obtained-. For example we may be subJ ect to
limitations on the approved indicated uses for which the product may be marketed or to the conditions of approval, or
requirements for potentially costly post- marketing testing, including Phase I'V clinical trials, and surveillance to monitor the
safety and efficacy of the product candidate. With HEPZATO’ s In-addition;ifthe FDA-approves-approval a-produet
eandidate-, the manufacturing processes, labeling, packaging, distribution, adverse event reporting, storage, advertising,
pronlotron and recordkeeprng for the product are wrl-l—be—%ubj ect to exten%rve and ongoing regulatory requrrements —’Phese

ehinteal-orelinteattrials-that-we-eonduet-post—approvat-. ln addrtron po%t marketrng requrrements for HEPZATO -may—rnclude

implementation of a riskevalnation-and-mitigattonstrategtes;or-REMS sprogram to ensure that the benefits of the product
outwergh its rqus A—typiea-l—We must 1mplement and ensure compllance w1th the HEPZATO REMS may—tﬂel-ude—&
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g AW Later drqcovery of prevrously unl(nown problems with a product,
1nclud1ng adverse events of unanticipated severity or frequency, or with our third- party manufacturers or manufacturing
proces%es or farlure to comply W1th regulatory requrrements may reqult in, arnong other thrngs . fefusals—efdelays—m—t-he

the product from the market or voluntary or mandatory product recalls or seizures; ¢ fines, FDA warning letter% or untitled
letters, or holds on clinical trials; 33— import or export restrictions; ¢ injunctions or the imposition of civil or criminal penalties; ®
restrictions on product administration, requirements for additional clinical trials or changes to product labeling or REMS
programs; or * recommendations by regulatory authorities against entering into governmental contracts with us. If we are not
able to maintain regulatory compliance, we may lose any marketing approval that we mayhawe-obtained and may not achieve



or sustain profitability, which would have a material adverse effect on our business, results of operations, financial condition and
prospects. We may not be able to obtain or maintain orphan drug designation or exclusivity for our product candidates. The FDA
has granted us six orphan drug designations and we may seek additional orphan drug designations in the future. Regulatory
authorities in some jurisdictions, including the United States and Europe, may designate drugs for relatively small patient
populations as orphan drugs. Under the Orphan Drug Act, the FDA may designate a product as an orphan drug if it is a drug
intended to treat a rare disease or condition, which is generally defined as a patient population of fewer than 200, 000 individuals
in the United States. Generally, if a product with an orphan drug designation subsequently receives the first marketing approval
for the indication for which it has such designation, the product is entitled to a period of marketing exclusivity, which precludes
the FDA or the Eurepean-MedietnesAgeney;or-EMA, from approving another marketing application for the same indication
for that drug during that time period. The applicable period is seven years in the United States and ten years in Europe. The
European exclusivity period can be reduced to six years if a drug no longer meets the criteria for orphan drug designation or if
the drug is sufficiently profitable so that market exclusivity is no longer justified. Orphan drug exclusivity may be lost if the
FDA or the EMA determines that the request for designation was materially defective or if the manufacturer is unable to assure
sufficient quantity of the drug to meet the needs of patients with the rare disease or condition. We cannot assure you that any
future application for orphan drug designation with respect to any product candidate will be granted. If we are unable to obtain
or maintain orphan drug designation in the United States, we will not be eligible to obtain the period of market exclusivity that
could result from orphan drug designation or be afforded the financial incentives associated with orphan drug designation. Even
if we obtain orphan drug exclusivity for a product, that exclusivity may not effectively protect the product from competition
because different drugs can be approved for the same condition. Even after an orphan drug is approved, the FDA can
subsequently approve the same drug for the same condition if the FDA concludes that the later drug is clinically superior in that
it is shown to be safer, more effective or makes a major contribution to patient care. We relied and may continue to rely on
third parties to conduct certain elements of the-clinical trials for CHEMOSAT and HEPZATO, and-should we seek to obtain
regulatory approval for use of these products to treat additional indications for which we do not currently have
regulatory approval, or for any future product candidates, if they-any, and if these third parties do not perform their
obligations to us, we may not be able to obtain the necessary regulatory apprevais— approval for our products fer— or eur
systemrproduct candidates, as applicable . We design the clinical trials for our products, but rely on academic institutions,
corporate partners, contract research organizations and other third parties to assist in managing, monitoring and otherwise
carrying out these trials. We rety-also plan on relying heavily on these parties for the execution of our clinical studies and
control only certain aspects of their activities. Accordingly, we may have less control over the timing and other aspects of these
clinical trials than if we conducted them entirely on our own. We lntend to rely on thlrd partles to conduct monitoring and data
collection of our future clinical trials , however —Adtheug e e : anage-the-data—from elintea
trials-, we are ultimately responsible for confirming that each of our clinical trials is conducted in accordance with 34-our
general investigational plan and protocol. Moreover, the FDA and foreign regulatory agencies require us to comply with GCPs
for conducting, recording and reporting the results of clinical trials to assure that the data and results are credible and accurate
and that the trial participants are adequately protected. The FDA enforces these GCP regulations through periodic inspections of
trial sponsors, principal investigators and trial sites. Our reliance on third parties does not relieve us of these responsibilities and
requirements and if we or the third parties upon whom we rely for our clinical trials fail to comply with the applicable GCPs, the
data generated in our clinical trials may be deemed unreliable and the FDA or other foreign regulatory agencies may require us
to perform additional trials before approving our marketing application. We cannot assure you that, upon inspection, the FDA
will determine that any of our clinical trials comply or complied with GCPs. In addition, our clinical trials must be conducted
with product that complies with the FDA” s cGMP requirements and we are dependent on third- party manufacturing and
supply of critical components necessary for such clinical trial supply. To the extent a critical component relies on a
single- sourced manufacture / supplier our ability to mitigate this risk decreases . Our failure , or any failure by such
third- party partners, to comply with these regulations may require us to repeat clinical trials, which would delay the
regulatory approval process, and may result in a failure to obtain regulatory approval for product candidates then being
studied HEPZATO-iftheserequirements-are-iotmet-. Purchasers of CHEMOSAT in Europe may not receive third- party
reimbursement or such reimbursement may be inadequate. Without adequate reimbursement, commercialization of
CHEMOSAT in Europe may not be successful. We have obtained the right to affix the CE Mark for CHEMOSAT, and we
intend to seek third- party or government reimbursement within those countries in the-Europe where we expect to market and
sell CHEMOSAT. In Germany, we had received a ZE diagnostic- related group code ;-er-(* ZE Code ;) which, beginning in
2016, permits hospitals in Germany to obtain reimbursement for CHEMOSAT procedures. Negotiations on the amount of
reimbursement to be received under the ZE Code were concluded in 2016 and the procedure was reimbursed under the ZE Code
in 2017. Reimbursement negotiations under the ZE system are conducted annually. Consequently, reimbursement obtained may
not be for the full amount sought. In countries where we are able to obtain reimbursement, local policy could limit our ability to
obtain adequate and consistent reimbursement and limit other sales opportunities in those countries. In other countries, until we
obtain government reimbursement, we will rely on private payors or local pre- approved funds where available. There are also
no assurances that third- party payors or government health agencies in Europe will reimburse use of CHEMOSAT in the long
term or at all. Further, each country has its own protocols regarding reimbursement, so successfully obtaining third party or
government health agency reimbursement in one country does not necessarily translate to similar reimbursement in another
European country. Physicians, hospitals and other health care providers may be reluctant to purchase CHEMOSAT if they do
not receive substantial reimbursement for the cost of using the product from third- party payors or government entities. The lack
of adequate reimbursement may significantly limit sales opportunities in Europe. The success of our products may be harmed if
the government, private health insurers or other third- party payers-payors do not provide sufficient coverage or reimbursement.




Our ability to commercialize CHEMOSAT and HEPZATO successfully will depend in part on the extent to which
reimbursement for the costs of such products and related treatments will be available from government health administration
authorities, private health insurers and other third- party payors . For products administered under the supervision of a
physician, obtaining coverage and adequate reimbursement may be particularly difficult because of the higher prices
often associated with such products. Additionally, separate reimbursement for the product itself or the treatment or
procedure in which the product is used may not be available, which may impact physician utilization . We will seck
reimbursement by third- party payors of the cost of HEPZATO a—fter—tts—use—ts—&ppfeved— but there are no assurances that
adequate third- party coverage will be adequate avatab etent-for us to realize an
appropriate return on our investment in developing new therapres Government prrvate health insurers and other third- party
payors are increasingly attempting to contain healthcare costs by limiting both coverage and the level of reimbursement for new
therapeutic products approved for marketing. Accordingly, even if coverage and reimbursement are provided by government,
private health insurers and third- party payors for uses of our products, market acceptance of these products would be adversely
affected if the reimbursement available proves to be unprofitable for healthcare providers. Even if favorable coverage and
reimbursement status is attained for any of our products or product candidates that receive regulatory approval, less
favorable coverage policies and reimbursement rates may be implemented in the future. In the United States, decisions
about reimbursement for new medicines under Medicare are made by CMS, as the administrator for the Medicare
program. On January 30, 2024, CMS announced an established permanent and product- specific J- Code for
HEPTAZO. The J- Code (J9248) will become effective on April 1, 2024. J- Codes are part of the Healthcare Common
Procedure Coding System, or HCPCS, as maintained by CMS. However, there is no guarantee that these billing codes,
or the payment amounts, if any, associated with such codes will not change in the future. Further implementation of
healthcare reforms in the United States and in significant overseas markets may limit the ability to commercialize CHEMOSAT
and HEPZATO and the demand for CHEMOSAT and HEPZATO. 35-Healthcare providers may respond to such cost-
containment pressures by choosing lower cost products or other therapies. CHEMOSAT and HEPZATO may not achieve
sufficient acceptance by the medical community to sustain our business. The commercial success of CHEMOSAT and
HEPZATO s#fappreveds-will depend upon their acceptance by the medical community and third- party pasyers-payors as
clinically useful, cost effective and safe. Acceptance by the medical community may depend on the extent to which leaders in
the scientific and medical communities publish scientific papers in reputable academic journals. If testing and clinical practice
do not confirm the safety and efficacy of CHEMOSAT and HEPZATO or even if further testing and clinical practice produce
positive results but the medical community does not view these favorably, our efforts to market CHEMOSAT and HEPZATO
may fail, which would cause us to cease operation. We may be subject, directly or indirectly, to federal and state health care
fraud and abuse laws, false claims laws and health information privacy and security laws. If we are unable to comply, or have
not fully comphed wrth such lawq we Could face qubstantral penaltre% OurI—Pwe—ebfatﬂ—F—BA—appfeva{—feﬁaﬁyPe-ﬁetﬁd-mg

o operations are wiltbe-directly, or indirectly
through our Cuqtomerq §ubJ ect to various federal and state fraud and abuse laws. These laws may affect, among other things, our
proposed sales, marketing and education programs. In addition, we may be subject to patient privacy regulation by both the
federal government and the states in which we conduct our business. The laws that may affect our ability to operate include, but
are not limited to: « the federal Anti- Kickback Statute, which prohibits, among other things, persons from knowingly and
willfully soliciting, receiving, offering or paying remuneration, directly or indirectly, to induce, or in return for, the purchase or
recommendation of an item or service reimbursable under a federal health care program, such as Medicare and Medicaid
programs; ¢ federal civil and criminal false claims laws and civil monetary penalty laws, which prohibit, among other things,
individuals or entities from knowingly presenting, or causing to be presented, claims for payment from Medicare, Medicaid or
other third- party payors that are false or fraudulent; « the-The federal Health Insurance Portability and Accountability Act of
1996, or HIPAA, which created additional federal criminal statutes that prohibit knowingly and willfully executing a scheme to
defraud any healthcare benefit program, including private third- party payers-payors and knowingly and willfully falsifying,
concealing or covering up a material fact or making any materially false, fictitious or fraudulent statement in connection with the
delivery of or payment for healthcare benefits, items or services; * HIPAA, as amended by the Health Information Technology
for Economic and Clinical Health Act 0of 2009, or HITECH, and its implementing regulations, which impose certain
requirements on covered entities, their respective business associates and covered subcontractors, and others relating to
the privacy, security and transmission of individually identifiable health information ; « Washington’ s My Health My Data
Act, or MHMD, which broadly defines consumer health data, places restrictions on processing consumer health data
(including imposing stringent requirements for consents), provides consumers certain rights with respect to their health
data, and creates a private right of action to allow individuals to sue for violations of the law. Other states are
considering and may adopt similar laws ; - the federal transparency requirements under the Patient Protection and Affordable
Care Act of 2010, which requires manufacturers of drugs, devices, biologics and medical supplies to report to the Department of
Health and Human Services information related to certain payments and other transfers of value provided to physicians, (defined
to include doctors, dentists, optometrists, podiatrists and chiropractors), other healthcare professionals (such as physicians
assistants and nurse practitioners), and teaching hospitals, as well as certain ownership and investment interests held by
physicians and their immediate family members; and ¢ state law and foreign law equivalents of each of the above federal laws,
such as anti- kickback and false claims laws which may apply to items or services reimbursed by any third- party payor,
including 36~commercial insurers, and state laws governing the privacy and security of health information in certain
circumstances, many of which differ from each other in significant ways and may not have the same effect, thus complicating
compliance efforts. Although compliance programs can mitigate the risk of investigation and prosecution for violations of these
laws, the risks cannot be entirely eliminated. If our operations are found to be in violation of any of the laws described above or




any other governmental regulations that apply to us, we may be subject to significant penalties, including exclusion from
payment by federal health care programs, civil and criminal penalties, damages, fines and the curtailment or restructuring of our
operations, any of which could adversely affect our ability to operate our business and our results of operations. Moreover,
achievi ing and \uslammu eomplmnu with appllmble IL(Iual and state |711\JLV SLLUIII\ and llaud laws may plo\ e wsll\

-Stafes—&nd—t-he—Etrrepean—U-ﬁ-teﬂ—\\ are sub]uu to strlngent and evolvmg U. S. and foreign laws, regulatlons, and rules,
contractual obligations, industry standards, policies and other obligations related to information privacy and security.
Our actual or perceived failure to comply with such obligations could lead to regulatory investigations or actions;
litigation (including class claims) and mass arbitration demands; fines and penalties; disruptions of our business
operations; reputational harm; loss of revenue or profits; loss of customers or sales; and other adverse business
consequences. In the ordinary course of business, we collect, receive, store, process, generate, use, transfer, disclose,
make accessible, protect, secure, dispose of, transmit, and share (collectively, “ process ) personal data and other
sensitive information, including proprietary and confidential business data, trade secrets, intellectual property and data.
Our data processing is subject to numerous domestic and foreign information privacy and security obligations such as
various demestie-laws, regulations, guidance, industry standards, external and internationat------ internal information
privacy and security regutations-policies, contractual requirements, and other obligations relating to information privacy
and security . The confidentiality, collection, use and disclosure of personal data, including clinical trial patient- specific
information, are subject to governmental regulation generally in the country where the personal data were collected or used. In
the United States we are subject to various state and federal infoermation privacy and data-security regulations, including but not
limited to, HIPAA as amended by HITECH —HIPAA-, which mandates, among other things, the adoption of uniform standards
for the electronic exchange of information in common health care transactions, as well as standards relating to the privacy and
security of individually identifiable health information, which require the adoption of administrative, physical and technical
safeguards to protect such information. For more information regarding risks associated with HIPAA, please refer to the
section above that discusses risks associated with federal and state healthcare laws and regulations. Moreover, in the
United States, federal, state, and local governments have enacted numerous information privacy and security laws,
including data breach notification laws, personal data privacy laws, consumer protection laws (e. g., Section 5 of the
Federal Trade Commission Act), and other similar laws (e. g., wiretapping laws). In the past few years, numerous U. S.
states- including California, Virginia, Colorado, Connecticut, and Utah- have enacted comprehensive information
privacy laws that impose certain obligations on covered businesses, including providing specific disclosures in privacy
notices and affording residents with certain rights concerning their personal data. These state laws allow for statutory
fines for noncompliance. For example, the California Consumer Privacy Act of 2018, as amended by the California
Privacy Rights Act of 2020, (collectively, “ CCPA ”) applies to personal data of consumers, business representatives, and
employees who are California residents, and requires businesses to provide specific disclosures in privacy notices and
honor requests of such individuals to exercise certain privacy rights. The CCPA provides for fines of up to $ 7, 500 per
intentional violation and allows private litigants affected by certain data breaches to recover significant statutory
damages. Similar laws are being considered in several other states, as well as at the federal and local levels, and we
expect more states to pass similar laws in the future. These developments further complicate compliance efforts, and
increase legal risk and compliance costs for us, and the third parties upon whom we rely. Outside the United States, an
1ncreasmg number of laws, regulatlons, and 1ndustry standards govern 1nf0rmat10n prlvacy and securlty For example,

(Jumal Dam Protection RU‘LlldllOI] (¢ EU (JDPR ” ) and the Unlted ngdom S GDPR (“ UK GDPR ”) define personal
data to include any information that relates to an 1dent1ﬁed or identifiable natural person with identifiable health
information carrying additional obligations, including obtaining the explicit consent from the individual for collection,
use or disclosure of their information. Under the GDPR, companies may face temporary or definitive bans on data
processing and other corrective actions; fines of up to 20 million Euros under the EU GDPR, 17. 5 million pounds
sterling under the UK GDPR or, in each eame-case into-effeet, 4 % of annual global revenue, whichever is greater; or
private litigation related to processing of personal data brought by classes of data subjects or consumer protection
organizations authorized at law to represent their interests. In addition, we may transfer personal data from Europe and
other jurisdictions to the United States or other countries and may be subject to EU regulation with respect to limiting
the cross- border transfers of such data out of the European Economic Area (“ EEA ”) to the United States or other
countries. Although there are currently various mechanisms that may be used to transfer personal data from the EEA
and UK to the United States in compliance with law, such as the EEA standard contractual clauses, the UK’ s
International Data Transfer Agreement / Addendum, and the EU- U. S. Data Privacy Framework and the UK extension
thereto (which allows for transfers to relevant U. S.- based organizations who self- certify compliance and participate in
the Framework), these mechanisms are subject to legal challenges, and there is no assurance that we can satisfy or rely
on these measures to lawfully transfer personal data to the United States. If there is no lawful manner for us to transfer
personal data from the EEA, the UK or other jurisdictions to the United States, or if the requirements for a legally-
compliant transfer are too onerous, we could face significant adverse consequences, including the interruption or
degradation of our operations, the need to relocate part of or all of our business or data processing activities to other



jurisdictions (such as Europe) at significant expense, increased exposure to regulatory actions, substantial fines and
penalties, the inability to transfer data and work with partners, vendors and other third parties, and injunctions against
our processing or transferring of personal data necessary to operate our business. We are also bound by contractual
obligations related to information privacy and security, and our efforts to comply with such obligations may not be
successful. We publish privacy policies, marketing materials and other statements, such as compliance with certain
certifications or self- regulatory principles, regarding information privacy and security. If these policies, materials or
statements are found to be deficient, lacking in transparency, deceptive, unfair, or misrepresentative of our practices, we
may be subject to investigation, enforcement actions by regulators or other adverse consequences . Furthermore, the
legislative and regulatory landscape for information privacy and security data-preteetiorrcontinues to evolve, and there has
been an increasing amount of focus on privacy and security data-proteetion-issues. The United States and the European Union
and its member states continue to issue new privacy and data protection rules and regulations that relate to personal data and
health-. Obligations related to information privacy and security (and consumers’ data privacy expectations) are quickly
changing, becoming increasingly stringent, and creating uncertainty. Additionally, these obligations may be subject to
differing applications and interpretations, which may be inconsistent or conflict among jurisdictions . Compliance with
these-information privacy and security laws may be time consuming, difficult and eestly/ or require us to devote significant
resources . [f we or the third parties on which we rely fail , or are perceived to have failed, to comply with applicable laws,
regulations or duties relating to the use, privacy or security of personal data we could be subject to the-mpestttenefsignificant
etvi-and-eriminal-consequences including: government enforcement actions (e. g., investigations, fines, penalties, audits,
inspections, and similar); litigation (including class- action claims) and mass arbitration demands; additional reporting
requirements and / or oversight; bans on processing personal data; orders to destroy or not use personal data;
reputational harm; or be forced to alter our business practices and-suffer-or change our business model. Any of these events
could have a material adverse effect on our reputational-- reputation harm-, business, or financial condition, including but
not limited to: loss of customers; interruptions or stoppages in our business operations; inability to process personal data
or to operate in certain jurisdictions; limited ability to develop or commercialize our products; expenditure of time and
resources to defend any claim or inquiry; adverse publicity; or substantial changes to our business model or operations .
Changes in health care law and implementing regulations, including government restrictions on pricing and reimbursement, as
well as health care policy and other health care payor cost- containment initiatives, may have a material adverse effect on us. In
the United States and some foreign jurisdictions, there have been a number of legislative and regulatory changes and proposed
changes regarding the health care system and efforts to control health care costs, including drug prices, that could have a
significant negative impact on our business, including preventing, limiting or delaying regulatory approval of our drug
candidates and reducing the sales and profits derived from our products once they are approved. For example, in the United
States, the Patient Protection and Affordable Care Act of 2010, or ACA, substantially changed the way health care is financed
by both governmental and private insurers and significantly affects the pharmaceutical industry. The ACA, among other things,
subjected manufacturers to new annual fees and taxes 3%for specified branded prescription drugs, increased the minimum
Medicaid rebates owed by most manufacturers under the Medicaid Drug Rebate Program, expanded health care fraud and abuse
laws, revised the methodology by which rebates owed by manufacturers to the state and federal government for covered
outpatient drugs under the Medicaid Drug Rebate Program are calculated, imposed an additional rebate similar to an inflation
penalty on new formulations of drugs, extended the Medicaid Drug Rebate Program to Medicaid managed care organizations,
expanded the 340B program, which caps the price at which manufacturers can sell covered outpatient pharmaceuticals to
specified hospitals, clinics and community health centers, and provided incentives to programs that increase the federal
government’ s comparative effectiveness research. Since its enactment, there have been judicial and Congressional challenges
and amendments to certain aspects of ACA. While Congress has not passed comprehensive repeal legislation, several bills
affecting the implementation of certain taxes under the ACA have been signed into law. The Tax Cuts and Jobs Act of 2017 ;er
(the *“ Tax Act ;) includes a provision repealing, effective January 1, 2019, the tax- based shared responsibility payment
imposed by the ACA on certain individuals who fail to maintain qualifying health coverage for all or part of a year that is
commonly referred to as the “ individual mandate. ” On June 17, 2021, the Ynited-States-U. S. Supreme Court dismissed a
challenge on procedural grounds that argued the ACA is unconstitutional in its entirety because the “ individual mandate ” was
repealed by Congress. Congressional actions to repeal and replace provisions of the law and litigation and legislation over the
ACA is likely to continue with unpredictable and uncertain results. More recently, on August 16, 2022, the Inflation Reduction
Act 0f 2022, or IRA ;was signed into law by President Biden. The new legislation has implications for Medicare Part D, which
is a program available to individuals who are entitled to Medicare Part A or enrolled in Medicare Part B to give them the option
of paying a monthly premium for outpatient prescription drug coverage. Among other things, the IRA requires manufacturers of
certain drugs to engage in price negotiations with Medicare ( and the maximum price as a result of the negotiations
becoming effective beginning #-on January 1, 2026), with prices that can be negotiated subject to a cap; imposes rebates under
Medicare Part B and Medicare Part D for te-penalize-price increases that outpace inflation (first due in 2023); and replaces the
Part D coverage gap discount program with a new discounting program (beginning in 2025). The IRA permits the Department
of Health and Human Services , or HHS, to implement many of these provisions through guidance, as opposed to regulation, for
the initial years These provisions take effect progressively starting in fiscal year 2023. On August 29, 2023, HHS
announced the list of the first ten drugs that will be subject to price negotiations, although the Medicare drug price
negotiation program is currently subject to legal challenges . Further, the legislation subjects drug manufacturers to civil
monetary penalties and a potential excise tax for failing to comply with the legislation by offering a price that is not equal to or
less than the negotiated “ maximum fair price ” under the law or for taking price increases that exceed inflation. The legislation
also requires manufacturers to pay rebates for drugs in Medicare Part D whose price increases exceed inflation. The new law



also caps Medicare out- of- pocket drug costs at an estimated $ 4, 000 a year in 2024 and, thereafter beginning in 2025, at $ 2,
000 a year. In response to the Biden administration’ s October 2022 executive order, on February 14, 2023, HHS released
a report outlining three new models for testing by the CMS Innovation Center which will be evaluated on their ability to
lower the cost of drugs, promote accessibility, and improve quality of care. It is unclear whether the models will be
utilized in any health reform measures in the future. Further, on December 7, 2023, the Biden administration announced
an initiative to control the price of prescription drugs through the use of march- in rights under the Bayh- Dole Act. On
December 8, 2023, the National Institute of Standards and Technology published for comment a Draft Interagency
Guidance Framework for Considering the Exercise of March- In Rights which for the first time includes the price of a
product as one factor an agency can use when deciding to exercise march- in rights. While march- in rights have not
previously been exercised, it is uncertain if that will continue under the new framework. At the state level, individual
states are increasingly aggressive in passing legislation and implementing regulations designed to control pharmaceutical and
biological product pricing, including price or patient reimbursement constraints, discounts, restrictions on certain product access
and marketing cost disclosure and transparency measures, and, in some cases, designed to encourage importation from other
countries and bulk purchasing. Consolidation in the healthcare industry could lead to demands for price concessions. The cost of
healthcare has risen significantly over the past decade and numerous initiatives and reforms initiated by legislators, regulators
and third- party payors to curb these costs have resulted in a consolidation trend in the medical device industry. Group
purchasing organizations, independent delivery networks and large single accounts in the United States and foreign markets may
result in a consolidation of purchasing decisions for potential healthcare provider customers. We expect that market demand,
government regulation, third- party reimbursement policies and societal pressures will continue to change the worldwide
healthcare industry, resulting in further business consolidations and alliances which may exert further downward pressure on the
price of CHEMOSAT and HEPZATO and adversely impact our business, financial condition and results of operations . 38
Risks Related to Manufacturing....... of the clinical superiority of our drug . Risks Related to our Intellectual Property
Intellectual property rights may not provide adequate protection, which may permit third parties to compete against us more
effectively. Our success depends significantly on our ability to maintain and protect our proprietary rights in the technologies
and inventions used in or embodied by our products. To protect our proprietary technology, we rely on patent protection, as well
as a combination of copyright, trade secret and trademark laws, as well as nondisclosure, confidentiality, license and other
contractual restrictions in our employment, manufacturing, consulting and other third- party agreements. These legal means may
afford only limited protection, however, and may not adequately protect our rights or permit us to gain or keep any competitive
advantage. We have not and may not be able to adequately protect our intellectual property rights throughout the world. Filing,
prosecuting and defending patents on our products and technologies in all countries throughout the world could be prohibitively
expensive. The requirements for patentability may differ in certain countries, particularly developing countries, and the breadth
of patent claims allowed can be inconsistent. In addition, the laws of some foreign countries may not protect our intellectual
property rights to the same extent as laws in the United States. Consequently, we may not be able to prevent third parties from
copying our inventions in foreign countries to the extent we can in the United States. Competitors may use our technologies in
jurisdictions where we have not obtained patent protection that covers the commercial products to develop their own competing
products that are the same or substantially the same as our commercial product and, further, may export otherwise infringing
products to territories where we have patent protection, but judicial systems do not adequately enforce patents to cause
infringing activities to be ceased. We do not have patent rights in certain foreign countries in which a market for our product and
technologies exists or may exist in the future. Moreover, in foreign jurisdictions where we do have patent rights, proceedings to
enforce such rights could result in substantial costs and divert our efforts and attention from other aspects of our business, could
put our patents at risk of being invalidated or interpreted narrowly, and our patent applications at risk of not issuing, and could
provoke third parties to assert claims against us. The complexity and uncertainty of European patent laws have increased in
recent years. In Europe, the new unitary patent system that came into effect in June of 2023, would significantly impact
European patents, including those granted before the introduction of such a system. Under the unitary patent system,
European applications will have the option, upon grant of a patent, of becoming a Unitary Patent which will be subject
to the jurisdiction of the Unitary Patent Court (UPC). As the UPC is a new court system, there is no precedent for the
court, increasing the uncertainty of any litigation. Patents granted before the implementation of the UPC will have the
option of opting out of the jurisdiction of the UPC and remaining as national patents in the UPC countries. Patents that
remain under the jurisdiction of the UPC will be potentially vulnerable to a single UPC- based revocation challenge that,
if successful, could invalidate the patent in all countries who are signatories to the UPC. We cannot predict with certainty
the long- term effects of any potential changes. We may not prevail in any lawsuits that we initiate, and the damages or other
remedies awarded, if any, may not be commercially meaningful. Thus, we may not be able to stop a competitor from marketing
and selling in foreign countries products that are the same as or similar to our product and technologies. Obtaining and
maintaining our patent protection depends on compliance with various procedural, document submission, fee payment and other
requirements imposed by governmental patent agencies, and our patent protection could be reduced or eliminated for non-
compliance with these requirements. The Untted-StatesPatent-and-TrademarkOffiee--USPTO ¥, and various foreign
governmental patent agencies require compliance with a number of procedural, documentary, fee payment and other similar
provisions during 42-the patent application process. In addition, periodic maintenance fees on issued patents often must be paid
to the USPTO and foreign patent agencies over the lifetime of the patent. While an unintentional lapse can in many cases be
cured by payment of a late fee or by other means in accordance with the applicable rules, there are situations in which
noncompliance can result in abandonment or lapse of the patent or patent application, resulting in partial or complete loss of
patent rights in the relevant jurisdiction. Non- compliance events that could result in abandonment or lapse of a patent or patent
application include, but are not limited to, failure to respond to official actions within prescribed time limits, non- payment of



fees and failure to properly legalize and submit formal documents. If we fail to maintain the patents and patent applications
covering our product or procedures, we may not be able to stop a competitor from marketing products that are the same as or
similar to our product and technologies. Our success depends in part on our ability to obtain patents, which can be an expensive,
time consuming, and uncertain process, and the value of the patents is dependent in part on the breadth of coverage and the
relationship between the coverage and the commercial product. The patent position of medical drug and device companies is
generally highly uncertain. The degree of patent protection we require may be unavailable or severely limited in some cases and
may not adequately protect our rights or permit us sufficient exclusivity, or to gain or keep our competitive advantage. For
example: *» we might not have been the first to invent or the first to file patent applications on the inventions covered by each of
our pending patent applications and issued patents; ¢ others may independently develop similar or alternative technologies or
duplicate any of our technologies; ¢ the patents of others may have an adverse effect on our business; ¢ any patents we obtain or
license from others in the future may not encompass commercially viable products, may not provide us with any competitive
advantages or may be challenged by third parties; and ¢ any patents we obtain or license from others in the future may not be
valid or enforceable. The process of applying for patent protection itself is time consuming and expensive and we cannot assure
you that we have prepared or will be able to prepare, file and prosecute all necessary or desirable patent applications at a
reasonable cost or in a timely manner. It is possible that innovation over the course of development and commercialization may
lead to changes in CHEMOSAT and HEPZATO methods and / or devices that cause such methods and / or devices to fall
outside the scope of the patent protection we have obtained and the patent protection we have obtained may become less
valuable. It is also possible that we will fail to identify patentable aspects of inventions made in the course of development and
commercialization activities before it is too late to obtain patent protection on them. In addition, our patents and applications
may not be prosecuted and enforced in a manner consistent with the best interests of our business. It is possible that defects of
form in the preparation or filing of our patents or patent applications may exist, or may arise in the future, for example, with
respect to proper priority claims, inventorship, claim scope or patent term adjustments. Moreover, we cannot assure you that all
of our pending patent applications will issue as patents or that, if issued, they will issue in a form that will be advantageous to us.
Our success depends in part on our ability to commercialize CHEMOSAT and HEPZATO prior to the expiration of our patent
protection. Our patent protection for CHEMOSAT and HEPZATO is primarily in the United States and the EU. We currently
have patents in the United States and the EU directed to our product, system, components, procedure, and method of treatment,
with additional design patent protection in Argentina, Canada, Europe, the UK, and Japan. Our patents provide patent protection
for our CHEMOSAT hepatic delivery system, HEPZATO, 43-hemofiltration cartridge apparatus, hemofiltration cartridge
design, methods of treatment of a subject with cancer in accordance with various embodiments of our system, embodiments of
our system for delivering a high concentration of a small molecule chemotherapeutic agent to a subject while minimizing
systemic exposure to the small molecule chemotherapeutic agent, and methods of setting up a filter apparatus for hemofiltration
in accordance with our procedures using our proprietary hepatic deliver system. However, patents have a limited lifespan. In the
United States and the EU, the ordinary statutory natural expiration of a utility patent is generally 20 years from its filing date.
Various extensions may be available; however, the life of a patent, and the protection it affords, is limited. We may in the future
become involved in lawsuits to protect or enforce our intellectual property, or to defend our products against assertion of
intellectual property rights by a third party, which could be expensive, time consuming and unsuccessful. Competitors may
infringe our patents or misappropriate or otherwise violate our intellectual property rights. To stop any such infringement or
unauthorized use, litigation may be necessary. Our intellectual property has not been tested in litigation. There is no assurance
that any of our issued patents will be upheld if later challenged or will provide significant protection or commercial advantage.
A court may declare our patents invalid or unenforceable, may refuse to stop the other party from using the technology at issue
on the grounds that our patents do not cover the technology in question, or may interpret the claims of our patents narrowly,
thereby substantially narrowing the scope of patent protection they afford. Because of the length of time and expense associated
with bringing new medical drugs and devices to the market, the healthcare industry has traditionally placed considerable
emphasis on patent and trade secret protection for significant new technologies. Other parties may challenge patents, patent
claims or patent applications licensed or issued to us, or may design around technologies we have patented, licensed or
developed. In addition, third parties may initiate legal or administrative proceedings against us to challenge the validity or scope
of our intellectual property rights, such as inter partes review, post- grant review, re- examination or opposition proceedings
before the USPTO, the European Patent Office or other foreign counterparts. Third parties may also allege an ownership right in
our patents, as a result of their past employment or consultancy with us. Many of our current and potential competitors have the
ability to dedicate substantially greater resources to defend their intellectual property rights than we can. Accordingly, despite
our efforts, we may not be able to prevent third parties from infringing upon or misappropriating our intellectual property.
Competing products may also be sold in other countries in which our patent coverage might not exist or be as strong. If we lose
a foreign patent lawsuit, alleging our infringement of a competitor’ s patents, we could be prevented from marketing our product
in one or more foreign countries. Our competitors or other patent holders may assert that our products and the methods
employed in our products are covered by their patents. Although we have performed a search for third- party patents and believe
we have adequate defenses available if faced with any allegations that we infringe these third- party patents, it is possible that
CHEMOSAT and HEPZATO could be found to infringe these patents. It is also possible that our competitors or potential
competitors may have patents, or have applied for, will apply for, or will obtain patents that will prevent, limit or interfere with
our ability to make, have made, use, sell, offer for sale, import or export our product. If our products or methods are found to
infringe, we could be prevented from manufacturing or marketing our product. Companies in the medical drug / device industry
may use intellectual property infringement litigation to gain a competitive advantage. In the United States, patent applications
filed in recent years are confidential for 18 months, while older applications are not publicly available until the patent issues. As
a result, there may be some uncertainties associated with avoiding patent infringement. Litigation may be necessary to enforce



any patents issued or assigned to us or to determine the scope and validity of third- party proprietary rights. Litigation could be
costly and could divert our attention from our business. There are no guarantees that we will receive a 44-favorable outcome in
any such litigation. If a third- party claims that we infringed its patents, any of the following may occur: * we may become
liable for substantial damages for past infringement if a court decides that our technologies infringe upon a competitor’ s patent;
* we may become prohibited from selling or licensing our product without a license from the patent holder, which may not be
available on commercially acceptable terms or at all, or which may require us to pay substantial royalties or grant cross- licenses
to our patents; and * we may have to redesign our product so that it does not infringe upon others’ patent rights, which may not
be possible or could require substantial funds or time. Litigation related to infringement and other intellectual property claims
such as trade secrets, with or without merit, is unpredictable, can be expensive and time- consuming, and can divert
management’ s attention from our core business. If we lose this kind of litigation, a court could require us to pay substantial
damages, treble damages, and attorneys’ fees, and could prohibit us from using technologies essential to our product, any of
which would have a material adverse effect on our business, results of operations, and financial condition. If relevant third- party
patents are upheld as valid and enforceable and we are found to infringe, we could be prevented from selling our product unless
we can obtain licenses to use technology covered by such patents. We do not know whether any necessary licenses would be
available to us on satisfactory terms, if at all. If we cannot obtain these licenses, we could be forced to design around those
patents at additional cost or abandon the product altogether. 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. There could also be public announcements of the results of hearings,
motions or other interim proceedings or developments. If securities analysts or investors perceive these results to be negative, it
could cause the price of our common stock to decline. If others have filed patent applications with respect to inventions for
which we already have patents issued to us or have patent applications pending, we may be forced to participate in interference
or derivation proceedings declared by the USPTO to determine priority of invention, which could also be costly and could divert
our attention from our business. If the USPTO declares an interference and determines that our patent or application is not
entitled to a priority date earlier than that of the other patent application, our ability to maintain or obtain those patent rights will
be curtailed. Similarly, if the USPTO declares a derivation proceeding and determines that the invention covered by our patent
application was derived from another, we will not be able to obtain patent coverage of that invention. Because of the extensive
time required for development, testing and regulatory review of a potential product, it is possible that, before CHEMOSAT and
HEPZATO or any other product can be commercialized, any related patent may expire or remain in force for only a short period
following commercialization, thereby reducing any advantages of the patent. Not all of our United-States-U. S. patent rights
have corresponding patent rights effective in European or other foreign jurisdictions. Similar considerations apply in any other
country where we are prosecuting patent applications, have been issued patents, or have decided not to pursue patent protection
relating to our technology. The laws of foreign countries may not protect our intellectual property rights to the same extent as do
laws of the United States. Changes in patent law could diminish the value of patents in general, thereby impairing our ability to
protect our product and our technologies. Patent reform legislation may pass in the future that could lead to additional
uncertainties and increased costs surrounding the prosecution, enforcement, and defense of our patents and applications.
Furthermore, the Ynited-States-U. S. Supreme Court and the Ynited-States-U. S. Court of Appeals for the Federal Circuit have
made, and will likely continue to make, changes in how the patent laws of the United States are interpreted. Similarly, foreign
45-courts have made, and will likely continue to make, changes in how the patent laws in their respective jurisdictions are
interpreted. We cannot predict future changes in the interpretation of patent laws or changes to patent laws that might be enacted
into law by United States and foreign legislative bodies. Those changes may materially affect our patents or patent applications
and our ability to obtain and enforce or defend additional patent protection in the future. Our trademarks may be infringed or
successfully challenged, resulting in harm to our business. We rely on our trademarks as one means to distinguish for our
customers our products from the products of our competitors, and we have registered or applied to register many of these
trademarks. The USPTO or foreign trademark offices may deny our trademark applications, however, and even if published or
registered, these trademarks may be ineffective in protecting our brand and goodwill and may be successfully opposed or
challenged Thrrd partres may oppose our trademark appllcatrons or otherwrse challenge our use of our trademarks —Fef

ease-any-g e-haveb p-with-the A-th be-extingish Inaddltlon thrrdpartlesmayuse
marks that are confusmgly srmllar to our own, whrch could result in confusmn ora hkehhood of confusion among our
customers, thereby weakening the strength of our brand or allowing such third parties to capitalize on our goodwill. In such an
event, or if our trademarks are successfully challenged, we could be forced to rebrand our product, which could result in loss of
brand recognition and could require us to devote resources to advertising and marketing new brands. Our competitors may
infringe our trademarks and we may not have adequate resources to enforce our trademark rights in the face of any such
infringement. We may rely primarily on trade secret protection for important proprietary technologies. In addition to patent and
trademark protection, we also rely on trade secrets, including unpatented know- how, technology, and other proprietary
information, to maintain our competitive position. Unlike patents, trade secrets are only recognized under applicable law if they
are kept secret by restricting their disclosure to third parties. We protect our trade secrets and proprietary knowledge in part
through confidentiality agreements with employees, consultants and other parties. However, certain consultants and third parties
with whom we have business relationships, and to whom in some cases we have disclosed trade secrets and other proprietary
knowledge, may also provide services to other parties in the medical device / pharmaceutical industry, including companies,
universities and research organizations that are developing competing products. In addition, some of our former employees who
were exposed to certain of our trade secrets and other proprietary knowledge in the course of their employment may seek
employment with, and become employed by, our competitors. We cannot be assured that consultants, employees and other third



parties with whom we have entered into confidentiality agreements will not breach the terms of such agreements by improperly
using or disclosing our trade secrets or other proprietary knowledge. Monitoring unauthorized uses and disclosures of our
intellectual property is difficult, and we do not know whether the steps we have taken to protect our intellectual property will be
effective. In addition, we may not be able to obtain adequate remedies for any such breaches. Enforcing a claim that a party
illegally disclosed or misappropriated a trade secret is difficult, expensive and time- consuming, and the outcome is
unpredictable. In addition, some courts inside and outside the United States are less willing or unwilling to protect trade secrets.
Trade secret protection does not prevent independent discovery of the technology or proprietary information or use of the same.
Competitors may independently duplicate or exceed our technology in whole or in part. If any of our trade secrets were to be
lawfully obtained or independently developed by a competitor, we would have no right to prevent them, or those to whom they
communicate it, from using that technology or information to compete with us in countries where we do not have patent
protection. Similar considerations apply in foreign countries where we receive approval and do not have issued patents for the
current version of CHEMOSAT and HEPZATO. In these countries, our ability to successfully commercialize CHEMOSAT and
HEPZATO will depend on our ability to maintain trade secret protection in these markets. 46-We may be subject to damages
resulting from claims that we or our employees have wrongfully used or disclosed alleged trade secrets of our competitors or are
in breach of non- competition or non- solicitation agreements with our competitors. We could in the future be subject to claims
that we or our employees have inadvertently or otherwise used or disclosed alleged trade secrets or other proprietary information
of former employers, competitors, or other third parties. Although we endeavor to ensure that our employees and consultants do
not use the intellectual property, proprietary information, know- how or trade secrets of others in their work for us, we may in
the future be subject to claims that we caused an employee to breach the terms of his or her non- competition or non- solicitation
agreement, or that we or these individuals have, inadvertently or otherwise, used or disclosed the alleged trade secrets or other
proprietary information of a former employer or competitor. Litigation may be necessary to defend against these claims. Even if
we are successful in defending against these claims, litigation could result in substantial costs and could be a distraction to
management. If our defense to those claims fails, in addition to paying monetary damages, a court could prohibit us from using
technologies or features that are essential to our product, if such technologies or features are found to incorporate or be derived
from the trade secrets or other proprietary information of the former employers or other third parties. An inability to incorporate
technologies or features that are important or essential to our product may prevent us from selling our product. In addition, we
may lose valuable intellectual property rights or personnel. Moreover, any such litigation or the threat thereof may adversely
affect our ability to hire employees or contract with independent sales representatives. A loss of key personnel or their work
product could hamper or prevent our ability to commercialize our product. Risks Related to Our Common Stock The market
price of our common stock has been, and may continue to be volatile and fluctuate significantly, which could result in
substantial losses for investors. The trading price of our common stock has been, and we expect it to continue to be, volatile. For
example, the elosing trading price of our common stock has varied between a high of $ 7. 9596 on Janwary3-May 31 , 2022
2023 and a low of $ 2. 3425 on Oeteber43-November 14 , 2622-2023 . The price at which our common stock trades depends
upon a number of factors, including historical and anticipated operating results, our financial situation, announcements of
technological innovations or new products by us or our competitors, our ability or inability to raise the additional capital needed
and the terms on which it may be raised, and general market and economic conditions. Some of these factors are beyond our
control. Broad market fluctuations may lower the market price of our common stock and affect the volume of trading, regardless
of our financial condition, results of operations, business or prospects. Among the factors that may cause the market price of our
common stock to fluctuate are the risks described elsewhere in this “ Risk Factors ” section and other factors, including: ¢
fluctuations in our quarterly operating results or the operating results of competitors; * variance in financial performance from
the expectations of investors; * changes in the estimation of the future size and growth rate of our markets; * changes in
accounting principles or changes in interpretations of existing principles, which could affect financial results; * conditions and
trends in the markets served; * changes in general economic, industry and market conditions; ¢ success of competitive products
and services; * changes in market valuations or earnings of competitors; ¢ changes in pricing policies or the pricing policies of
competitors; * announcements of significant new products, contracts, acquisitions or strategic alliances by us or our competitors;
47— potentially negative announcements, such as a review of any of our filings by the SEC, changes in accounting treatment or
restatements of previously reported financial results or delays in our filings with the SEC; « the commencement or outcome of
litigation involving us, our general industry or both; ¢ our filing for protection under federal bankruptcy laws; ¢ changes in
capital structure, such as future issuances of securities or the incurrence of additional debt; « actual or expected sales of common
stock by stockholders; and  the trading volume of our common stock. In addition, the stock markets and the market for
pharmaceutical companies in particular, may experience a loss of investor confidence. Such loss of investor confidence may
result in extreme price and volume fluctuations in our common stock that are unrelated or disproportionate to the operating
performance of our business, financial condition or results of operations. These broad market and industry factors may
materially harm the market price of our common stock and expose us the-Cempany-to securities class action litigation. Such
litigation, even if unsuccessful, could be costly to defend and divert management’ s attention and resources, which could further
materially harm our financial condition and results of operations. Because of volatility in our trading price and trading volume,
we may incur significant costs from class action securities litigation. Holders of stock in companies that have a volatile stock
price frequently bring securities class action litigation against the company that issued the stock. We may be the target of this
type of litigation in the future. If any of our stockholders were to bring a lawsuit of this type against us, even if the lawsuit is
without merit, we could incur substantial costs defending the lawsuit and the time and attention of our management could be
diverted from other business concerns, either of which could seriously harm our business. Sales of a substantial number of
shares of our common stock in the public market, or the perception that such sales may occur, could adversely affect the market
price of our common stock and could impair our ability to raise additional equity capital. As of December 31, 2023, 22, 761,



554 shares of common stock are issued and outstanding, and we have reserved 20, 510, 737 shares of our common stock
for future issuance pursuant to our stock option and equity incentive plans, outstanding warrants and preferred stock.
Future Sales-sales of a substantial number of shares of our common stock in the public market ;-or the perception that such sales
may occur , or the issuance of our common stock pursuant to outstanding warrants or convertible preferred stock, could
cause immediate dilution and adversely affect the market price of our common stock. The sale or issuance of our
common stock, as well as the existence of outstanding stock options and shares of common stock reserved for issuance
under our equity incentive plans and outstanding warrants and convertible preferred stock , could cause the market price
of our common stock to decline and could impair our ability to raise capital through the sale of additional equity securities. We
cannot predict the effect that future sales of shares of our common stock or other equity- related securities would have on the
market price of our common stock. We have a history of reverse splits, which have severely impacted our common stock price.
Since our initial public offering in 2000, we have effected five reverse stock splits -fer-a-eumulativeratio-sinee-ourHPO-of 31
360-006;,-066-. Each such reverse split has resulted in an effective decline in the price of our common stock. There can be no
assurance that we will not be required to effect one or more additional reverse stock splits which could further impact the market
price and liquidity of our common stock. Anti- takeover provisions in our Amended and Restated Certificate of Incorporation
and By- laws may reduce the likelihood of a potential change of control or make it more difficult for our stockholders to replace
management. Certain provisions of our Amended and Restated Certificate of Incorporation and By- laws could have the effect of
making it more difficult for our stockholders to replace management at a time when a substantial number of 48-stockholders
might favor a change in management. These provisions include providing for a staggered board of directors and authorizing the
board of directors to fill vacant directorships or increase the size of the board of directors. Furthermore, our beard-Board of
direeters-has the authority to issue up to 10, 000, 000 shares of preferred stock in one or more series and to determine the rights
and preferences of the shares of any such series without stockholder approval. To date, we have designated the following
series of preferred stock: Series A (4, 200 shares), Series B (2, 360 shares), Series C (590 shares), Series D (10, 000
shares), Series E (40, 000 shares), Series E- 1 (12, 960 shares), Series F- 1 (24, 900 shares), Series F- 2 (24, 900 shares),
Series F- 3 (34, 860 shares) and Series F- 4 (24, 900 shares). Any series of preferred stock is likely to be senior to the
common stock with respect to dividends, liquidation rights and, possibly, voting rights. The beard-Board ’ s ability to issue
preferred stock may have the effect of discouraging unsolicited acquisition proposals, thus adversely affecting the market price
of our common stock. We have never declared or paid any dividends to the holders of our common stock and we do not expect
to pay cash dividends in the foreseeable future. We intend to retain all earnings for use in connection with the expansion of our
business and for general corporate purposes. The beard-Board efdireetors-will have the sole discretion in determining whether
to declare and pay dividends in the future. The declaration of dividends will depend on profitability, financial condition, cash
requirements, future prospects and other factors deemed relevant by our beard-Board efdireetors-. Our ability to pay cash
dividends in the future could be limited or prohibited by the terms of financing agreements that we may enter into or by the
terms of any preferred stock that may be authorized and issued . For example, the terms of the Avenue Loan Agreement
contain negative covenants prohibiting us from issuing cash dividends . We do not expect to pay dividends in the
foreseeable future. As a result, holders of our common stock must rely on stock appreciation for any return on their investment.
If we engage in acquisitions, reorganizations or business combinations, we will incur a variety of risks that could adversely
affect our business operations or our stockholders. From time to time, we may consider strategic alternatives, such as acquiring
businesses, technologies or products or entering into a business combination with another company. If we do pursue such a
strategy, we could, among other things: ¢ issue equity securities that would dilute current stockholders’ percentage ownership; *
incur substantial debt that may place strains on our operations; ¢ spend substantial operational, financial and management
resources in integrating new businesses, personnel, intellectual property, technologies and products; ¢ assume substantial actual
or contingent liabilities; * reprioritize our programs and even cease development and commercialization of CHEMOSAT and
HEPZATO,; « suffer the loss of key personnel ;-5 or * merge with, or otherwise enter into a business combination with, another
company in which our stockholders would receive cash or shares of the other company or a combination of both on terms that
certain of our stockholders may not deem desirable. Although we intend to evaluate and consider different strategic alternatives,
we have no agreements or understandings with respect to any acquisition, reorganization, or business combination at this time. If
securities or industry analysts do not publish or cease publishing research or reports about us, our business, or our market, or if
they change their recommendations regarding our securities adversely, the price and trading volume of our securities could
decline. The trading market for our securities will be influenced by the research and reports that industry or securities analysts
may publish about us, our business, market or competitors. Securities and industry analysts do not 49-currently, and may never,
publish research on us. If no securities or industry analysts commence coverage of us, the price and trading volume of our
securities would likely be negatively impacted. If any of the analysts who may cover us change their recommendation regarding
our shares of €Cemmen-common Steel-stock adversely, or provide more favorable relative recommendations about our
competitors, the price of our shares of Cemmen-common Steelestock would likely decline. If any analyst who may cover us
were to cease coverage of us or fail to regularly publish reports on us, we Could lose V1§1b111ty in the ﬁnanc1al marketq which in
turn could cause our share prlce or tradlng Volume to dechne ateria ; ;




eﬁ-ﬁﬁﬁaﬁeiﬁ-l-st&teﬂieﬁts%@-(mnua Rlsk Fdelms The loss of key pcmmml L()Llld dd\'crselv al[ul our busmess Oul success
depends upon the efforts of our employees. The loss of any of our senior executives or other key employees could harm -rts—our
business. Competition for experienced personnel is intense and, if key individuals leave us, we could be adversely affected if
suitable replacement personnel are not quickly identified and hired. Competition for qualified individuals exists in all functional
areas, which makes it difficult to attract and retain the qualified employees we need to operate our business. Our success also
depends in part on our ability to attract and retain highly qualified scientific, technical, commercial and administrative personnel.
[f we are unable to attract new employees and retain our current key employees, our ability to compete could be adversely
affected and the development and commercialization of our products could be delayed or negatively impacted. We and the
third parties that support us rcly on the proper function, availability and security of information technology systems to
operate our business and a cyber- attack or other breach of these systems could have a material adverse effect on our business,
finanetal-eonditiorrincluding by not limited to regulatory investigations or actions; litigation; fines and penalties;
disruptions of er-our business results-ef-operations ; reputational harm; loss of revenue or profits; and other adverse
consequences . \We and the third parties upon which we rcly en-collect, receive, store, process, generate, use, transfer,
disclose, make accessible, protect, secure, dispose of, transmit, and share (collectively, processing) proprietary,
confidential, and sensitive data, including personal data (such as health- related data), mtellectual property and trade
secrets (collectively, sensitive information ) teehnolog y 0 6 efmation-in our
day- to- day operations. Similar to other companies, Ihe size and u)mplexllv of our 111[0111](111011 technology systems makes them
vulnerable to a variety of evolving threats, including cyber- attack, malicious intrusion, breakdown, destruction, loss of data
information privacy, or other significant disruption that threaten the confidentiality, integrity, and availability of our
sensitive information and information technology systems, and those of the third parties upon which we rely. Such
threats are prevalent and continue to rise, are increasingly difficult to detect, and come from a variety of sources,
including traditional computer “ hackers, ” threat actors, “ hacktivists, ” organized criminal threat actors, personnel
(such as through theft or misuse), sophisticated nation states, and nation- state- supported actors. Some actors now
engage and are expected to continue to engage in cyber- attacks, including without limitation nation- state actors for
geopolitical reasons and in conjunction with military conflicts and defense activities. During times of war and other
major conflicts, we, the third parties upon which we rely, may be vulnerable to a heightened risk of these attacks,
including retaliatory cyber- attacks, that could materially disrupt our systems and operations, supply chain, and ability
to produce, sell and distribute our goods and services. We and the third parties upon which we rely are subject to a
variety of evolving threats, including but not limited to social- engineering attacks (including through deep fakes, which
may be increasingly more difficult to identify as fake, and phishing attacks), malicious code (such as viruses and worms),
malware (including as a result of advanced persistent threat intrusions), denial- of- service attacks, credential stuffing
attacks, credential harvesting, personnel misconduct or error, ransomware attacks, supply- chain attacks, software bugs,
server malfunctions, software or hardware failures, loss of data or other information technology assets, adware,
telecommunications failures, earthquakes, fires, floods, attacks enhanced or facilitated by artificial intelligence (“ AI »),
and other similar threats. Remote work has become more common and has increased risks to our information
technology systems and data, as more of our employees utilize network connections, computers and devices outside our
premises or network, including working at home, while in transit and in public locations. Future or past business
transactions (such as acquisitions or integrations) could expose us to additional cybersecurity risks and vulnerabilities, as
our systems could be negatively affected by vulnerabilities present in acquired or integrated entities’ systems and




technologies. Furthermore, we may discover security issues that were not found during due diligence of such acquired or
integrated entities, and it may be difficult to integrate companies into our information technology environment and
security program. We rely on third- party service providers and technologies to operate critical business systems to
process sensitive information in a variety of contexts, including, without limitation, cloud- based infrastructure, data
center facilities, encryption and authentication technology, employee email, content delivery to customers, and other
functions. Our ability to monitor these third parties’ information security practices is limited, and these third parties
may not have adequate information security measures in place. If our third- party service providers experience a
security incident or other interruption, we could experience adverse consequences. While we may be entitled to damages
if our third- party service providers fail to satisfy their privacy or security- related obligations to us, any award may be
insufficient to cover our damages, or we may be unable to recover such award. In addition, supply- chain attacks have
increased in frequency and severity, and we cannot guarantee that third parties’ infrastructure in our supply chain or
our third- party partners’ supply chains have not been compromised. While we have implemented security measures
designed to protect against security incidents, there can be no assurance that these measures will be effective. We take
steps designed to detect, mitigate, and remediate vulnerabilities in our information systems. We may not, however, detect
and remediate all such vulnerabilities including on a timely basis. Unremediated high risk or critical vulnerabilities pose
material risks to our business. Further, we may experience delays in developing and deploying remedial measures and
patches designed to address identified vulnerabilities . Our information systems require an ongoing commitment of
significant resources to maintain, protect, and enhance existing systems and develop new systems to keep pace with continuing
changes in information processing technology, evolving systems and regulatory standards. We may expend significant
resources or modify our business activities (including our clinical trial activities) to try to protect against security
incidents. Any failure by us to maintain or protect our information technology systems and data integrity, including from cyber-
attacks, mu usions or other breaches, wuld ILSLlll in the unauthorized access to sensitive persenaly-identiftable-information 5

P y a , or otherwise compromise our confidential or proprietary
information and disrupt our operations. Aﬁy—Appllcable information privacy and security obligations may require us to
notify relevant stakeholders, including affected individuals, customers, regulators, and investors, of security incidents.
Such disclosures are costly, and these—- the disclosure or the failure to comply with such requirements could lead to
adverse consequences. If we (or a third party upon whom we rely) experience a security incident or are perceived to have
experienced a security incident, we may experience adverse consequences, such as government enforcement actions (for
example, investigations, fines, penalties, audits, and inspections); additional reporting requirements and / or oversight;
restrictions on processing sensitive information (including personal data); litigation (including class claims);
indemnification obligations; negative publicity; reputational harm; monetary fund diversions; diversion of management
attention; interruptions in our operations (including availability of data); financial loss; and other similar harms.
Security incidents and attendant consequences may events— prevent may-or causc customers to stop using our services,
deter new customers from using our services, and negatively impact our ability to grow and operate our business. Our
contracts may not contain limitations of liability, and even where they do, there can be no assurance that limitations of

liability in our contracts are sufficient to protect us from liabilities to-have-diffienlty-preventing-, deteeting-damages , or and

eeﬂtfe-l-l-mg—fr&ud,—be—subjeet—te—}egﬁ-ddlms related to aﬂd—h&bﬂ-ht—y—ha-ve—regu}ateﬁr—saﬂeﬁeﬂs—efour penalties-impeosed;have
t Hroperat a~data privacy breaeh-and security obligations.

We cannot be sure that er-our t-heft—lnsurance coverage w1ll be adequate or sufficient to protect us from or to mitigate

liabilities arising out of inteHeetual-property;-or-our sufferother-adverse-eonsequenees-privacy and security practices . that

such coverage will continue to be available any-ofwhich-eould-have-amaterial-adverse-effeet-on commercially reasonable
terms ot or busrness—at all 'ﬁﬁ&ﬂet&l-eeﬁd'rﬁeﬁ-()l that such coverage will pay future fesu-}ts—e-ﬁepefa-t-teﬂs—We—may—be—the
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mefe—}arge—e}a-rms%-l—\\’ e will continue to incur Sl“lllll(,dlll costs as a lL\LllI o[ opualmg asa pubhc company, and our
management will continue to devote substantial time to compliance initiatives. As a public company, we have incurred and will
continue to incur significant legal, accounting and other expenses. As a public company, we are subject to the reporting
requirements of the Exchange Act, the Sarbanes- Oxley Act of2002-(the-~“Sarbanes—OxdeyAet>)-, the Dodd- Frank Wall Street

Reform and Consumer Protection Act, as well as rules adopted, and to be adopted, by the SEC and Nasdaq. Our management



and other personnel need to continue to devote a substantial amount of time to comply with these requirements. Moreover, these
rules and regulations have increased, and will continue to increase, our legal and financial compliance costs and make some
activities more time —consuming and costly. The increased costs may increase our net loss —Ferexample;-theserales-and

to-beeoming-apublie-eompany-. These rules and regulations are often subject to varying interpretations, in many cases due to
their lack of specificity, and, as a result, their application in practice may evolve over time as new guidance is provided by
regulatory and governing bodies. This could result in future uncertainty regarding compliance matters and higher costs
necessitated by ongoing revisions to disclosure and governance practices. The impact of these requirements could also make it
more difficult for us to attract and retain qualified persons to serve on our Board, our beard-Board committees or as our
executive officers. We are a ““ smaller reporting company ” and have elected to comply with reduced public company reporting
requirements, which could make our Cemmen-common Steekstock less attractive to investors. Because our annual revenue
was less than § 100. 0 million during the most recently completed fiscal year and the market value of our voting and non- voting
Cemmenr-common Steelestock held by non- affiliates was less than $ 560-700 . 0 million measured on the last business day of
our second fiscal quarter, we qualify again as a “ smaller reporting company ” as defined in the Exchange Act. Accordingly, we
may provide less public disclosure than larger public companies, including, the inclusion of only two years of audited financial
statements and only two years of related selected financial data and management’ s discussion and analysis of financial
condition and results of operations disclosure. We are also #re-not tenger-required to comply with the auditor attestation
requirements of Section 404 of the Sarbanes- Oxley Act. As a result, the information that we provide to our stockholders may be
different than you might receive from other public reporting companies in which you hold equity interests. We cannot predict if
investors will find our Cemmen-common Steelestock less attractive as a result of our reliance on these exemptions. If some
investors find our €emmen-common Steelstock less attractive as a result of any choice we make to reduce disclosure, there
may be a less active trading market for our €emmen-common Steekstock and the market price for our €Commen-common
Steekstock may be more volatile. 52-Our business could be adversely affected by economic downturns, inflation, increases
in interest rates, natural disasters, public health crises, political crises, global geopolitical conflicts, or other
macroeconomic conditions, which have in the past and may in the future negatively impact our business and financial
performance. The global economy, including credit and financial markets, has experienced extreme volatility and
disruptions, including, among other things, severely diminished liquidity and credit availability, declines in economic
growth, supply chain shortages and disruptions, increases in inflation rates, higher interest rates and uncertainty about
economic stability. The Federal Reserve has raised interest rates multiple times in response to concerns about inflation
and it may raise them again. Higher interest rates, coupled with the risk of government shutdowns reduced government
spending and volatility in financial markets may increase economic uncertainty and affect consumer spending. Similarly,
public health crises and ongoing global geopolitical conflict has created extreme volatility in the global capital markets
and is expected to have further global economic consequences, including disruptions of the global supply chain and
energy markets. Any such volatility and disruptions may adversely affect our business or the third parties on whom we
rely. If the equity and credit markets deteriorate, or do not improve, including as a result of political unrest or war, it
may make any necessary debt or equity financing more difficult to obtain in a timely manner or on favorable terms,
more costly or more dilutive. Further downgrades of the U. S. credit rating, automatic spending cuts, or a government
shutdown could negatively impact our liquidity, financial condition and earnings. The U. S. debt ceiling and budget
deficit concerns have increased the possibility of credit- rating downgrades and economic slowdowns, or a recession in
the United States. Although U. S. lawmakers have previously passed legislation to raise the federal debt ceiling on
multiple occasions, there is a history of ratings agencies lowering or threatening to lower the long- term sovereign credit
rating on the United States given such uncertainty. On August 1, 2023, Fitch Ratings downgraded the U. S.’ long- term
foreign currency issuer default rating to AA from AAA as a result of these repeated debt ceiling and budget deficit
concerns. The impact of this or any further downgrades to the U. S. government’ s sovereign credit rating or its
perceived creditworthiness could adversely affect the United States and global financial markets and economic
conditions. Moreover, these developments could cause interest rates and borrowing costs to rise, which may negatively
impact our ability to access the debt markets on favorable terms. In addition, disagreement over the federal budget has
caused the U. S. federal government to shut down for periods of time. Continued adverse political and economic
conditions could have a material adverse effect on our business, financial condition and results of operations.
Environmental, social and governance matters and any related reporting obligations may impact our business. U. S. and
international regulators, investors and other stakeholders are increasingly focused on environmental, social and
governance matters. For example, new domestic and international laws and regulations relating to environmental, social
and governance matters, including environmental sustainability and climate change, human capital management and
cybersecurity, are under consideration or being adopted, which may include specific, target- driven disclosure
requirements or obligations. Our response could require additional investments and implementation of new practices
and reporting processes, all entailing additional compliance risk.



