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The following factors should be reviewed carefully, in conjunction with the 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. Our
business faces a variety of risks. 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 and financial condition could be adversely affected, and the trading
price of our common stock could decline. Risks Related to Our Industry The life sciences industry is very competitive. We
expect to encounter increased competition from both established and development- stage companies that continually enter the
market. These include companies developing and marketing life science instruments, systems and lab consumables, health care
companies that manufacture laboratory- based tests and analyzers, diagnostic and pharmaceutical companies, analytical
instrument companies, and companies developing life science or drug discovery technologies. Currently, our principal
competition comes from established companies that provide products that perform many of the same functions for which we
market our products. Many of our competitors have substantially greater financial, operational, marketing and technical
resources than we do. Moreover, these competitors may offer broader product lines and tactical discounts and may have greater
name recognition. In addition, we may face competition from new entrants into the field. We may not have the financial
resources, technical expertise or marketing, distribution or support capabilities to compete successfully in the future. In addition,
we face changing customer preferences and requirements, including increased customer demand for more environmentally
friendly products. The life sciences industry is also subject to rapid technological change and discovery. The development of
new or improved products, processes or technologies by other companies may render our products or proposed products
obsolete or less competitive. In some instances, our competitors may develop or market products that are more effective or
commercially attractive than our current or future products. To meet the evolving needs of customers, we must continually
enhance our current products and develop and introduce new products. However, we may experience difficulties that may delay
or prevent the successful development, introduction and marketing of new products or product enhancements. In addition, our
product lines are based on complex technologies that are subject to change as new technologies are developed and introduced in
the marketplace. We may have difficulty in keeping abreast of the changes affecting each of the different markets we serve or
intend to serve , and our new products may not be accepted by the marketplace or may generate lower than anticipated
revenues . Our failure to develop and introduce products in a timely manner in response to changing technology, market
demands, or the requirements of our customers could cause our product sales to decline, and we could experience significant
losses. We offer, and plan to continue to offer, a broad range of products and have incurred, and expect to continue to incur,
substantial expenses for the development of new products and enhancements to our existing products. The speed of
technological change in our market may prevent us from being able to successfully market some or all of our products for the
length of time required to recover development costs. Failure to recover the development costs of one or more products or
product lines could decrease our profitability or cause us to experience significant losses. #A—A portion of our revenues are-is
derived from customers fremin the pharmaceutical and biotechnology industries and are-is subject to the risks faced by those
industries. Such risks may adversely affect our financial results. We derive a significant portion of our revenues from
pharmaceutical and-companies, biotechnology companies, and CROs serving these companies. We expect that
pharmaceutical and-companies, biotechnology companies and CROs will continue to be a significant source of our revenues
for the foreseeable future, including in our CMT Celutarand-MeteentarFeehnologtesand Preclinical product families. As a
result, we are subject to risks and uncertainties that affect the pharmaceutical and biotechnology industries, such as government
regulation, ongoing consolidation, uncertainty of technological change, and reductions and delays in research and development
expenditures by companies in these industries. In particular, the biotechnology industry is largely dependent on raising capital to
fund its operations. If biotechnology companies that are our customers are unable to obtain the financing necessary to purchase
our products, our business and results of operations could be adversely affected. In addition, we are dependent, both directly and
indirectly, upon general health care spending patterns, particularly in the research and development budgets of the
pharmaceutical and biotechnology industries, as well as upon the financial condition and purchasing patterns of various
governments and government agencies. As it relates to both the biotechnology and pharmaceutical industries, many companies
have significant patents that have expired or are about to expire, which could result in reduced revenues for those companies. If
pharmaceutical or biotechnology companies that are our customers suffer reduced revenues as a result of these patent
expirations, they may be unable to purchase our products, and our business and results of operations could be adversely affected.
Changes-7Changes in governmental regulations may reduce demand for our products, adversely impact our revenues, or
increase our expenses. We operate in many markets in which we and our customers must comply with federal, state, local and
international regulations. We develop, configure and market our products to meet customer needs created by, and in compliance
with, those regulations. These requirements include, among other things, regulations regarding manufacturing practices, product
labeling, and advertising and post marketing reporting. We must incur expense and spend time and effort to ensure compliance
with these complex regulations. Possible regulatory actions for non- compliance could include warning letters, fines, damages,
injunctions, civil penalties, recalls, seizures of our products, and criminal prosecution. These actions could result in, among
other things, substantial modifications to our business practices and operations; refunds, recalls, or seizures of our products; a
total or partial shutdown of production in one or more of our facilities while we or our suppliers remedy the alleged violation;



and withdrawals or suspensions of current products from the market. Any of these events could disrupt our business and have a
material adverse effect on our revenues, profitability and financial condition. Risks Related to Our Business Reductions in
customers’ research budgets or government funding may adversely affect our business. Many of our customers are universities,
government research laboratories, private foundations and other institutions whe-that are dependent on grants from government
agencies, such as the NIH, for funding. These customers represent a significant source of our revenue. Research and
development spending by our customers may fluctuate based on spending priorities and general economic conditions. The level
of government funding for research and development is unpredictable. In the past, NIH grants have been frozen or otherwise
made unavailable for extended periods or directed to certain products. Reductions or delays in governmental spending could
cause customers to delay or forego purchases of our products. If government funding necessary for the purchase of our products
were to decrease, our business and results of operations could be materially, adversely affected. Spending by some of these
customers fluctuates based on budget allocations and the timely passage of the annual federal budget. An impasse in federal
government budget decisions could lead to substantial delays or reductions in federal spending. #6ur-- Qur business is subject
to economic, political and other risks associated with international revenues and operations. We manufacture and sell our
products worldwide and as a result, our business is subject to risks associated with doing business internationally. A substantial
amount of our revenues is derived from international operations, and we anticipate that a significant portion of our sales will
continue to come from outside the United States in the future. We anticipate that revenues from international operations will
likely continue to increase as a result of our efforts to expand our business in markets abroad. In addition, a number of our
manufacturing facilities and suppliers are located outside the United States. Our foreign operations subject us to certain risks,
including: effects of fluctuations in foreign currency exchange rates; the impact of local economic conditions ; fluctuations or
reductions in economic growth in overseas markets including Asia and Europe ; local product preferences and seasonality
and product requirements; local difficulty to effectively establish and expand our business and operations in international
markets; disruptions of capital and trading markets; restrictions and potentially negative tax implications of transfer of capital
across borders; differing labor regulations; other factors beyond our control, including potential political instability, terrorism,
acts of war, natural disasters and diseases, including COVID- 19 discussed below; unexpected changes and increased
enforcement of regulatory requirements and various state, federal and international, intellectual property, environmental,
antitrust, anti- corruption, fraud and abuse (including anti- kickback and false claims laws) and employment laws; interruption
to transportation flows for delivery of parts to us and finished goods to our customers; and laws and regulations on foreign
investment in the United States under the jurisdiction of the Committee on Foreign Investment in the United States, or CFIUS,
and other agencies, including the Foreign Investment Risk Review Modernization Act, or FIRRMA, adopted in August 2018. A
small percentage of our products are subject to export control regulations administered by the U. S. Department of the Treasury’
s Office of Foreign Assets Control (“ OFAC ) and by the Export Administration Regulations administered by the U. S.
Department of Commerce’ s Bureau of Industry and Security (“ BIS ). Based on the nature of the product, its ultimate end use
and country of destination, we are sometimes subject to foreign assets control and economic sanctions regulations administered
by OFAC, which restrict or prohibit our ability to transact with certain foreign countries, certain individuals and entities
identified on the Treasury Department’ s “ Denied Parties List. ” Under the OFAC regulations, the sale or transfer of certain
equipment to a location outside the United States may require prior approval in the form of an export license issued by the BIS
or the U. S. Department of State’ s Directorate of Defense Trade Controls. Some potential international transactions may also be
restricted or prohibited based on the location, nationality or identity of the potential end user, customer or other parties to the
transaction or may require prior authorization in the form of an OFAC license. These risks may be exacerbated by
geopolitical tensions in various regions of the world such as China, the Asia- Pacific region and the Middle East. Any
delay in obtaining required governmental approvals could affect our ability to conclude a sale or timely commence a project, and
the failure to comply with all such controls could result in criminal and / or civil penalties. These international transactions may
otherwise be subject to tariffs and import / export restrictions from the United States or other governments. Our overall success
as a global business depends, in part, upon our ability to succeed in differing economic, social and political conditions. In order
to continue to succeed in our international sales strategy, we must continue developing and implementing policies and strategies
that are effective in each location where we do business, which could negatively affect our profitability. Rising-8Rising inflation
and interest rates could negatively impact our revenues, profitability and borrowing costs. In addition, if our costs increase and
we are not able to correspondingly adjust our commercial relationships to account for this increase, our net income would be
adversely affected, and the adverse impact may be material. Inflation rates, particularly in the U. S., have increased recently to
levels not seen in years. Sustained or fnereased-increased inflation may result in decreased demand for our products, increased
operating costs (including our labor costs), reduced liquidity, and limitations on our ability to access credit or otherwise raise
debt and equity capital. In addition, the United States Federal Reserve has raised ;-and-may-againraise;interest rates in response
to concerns about inflation. Increases in interest rates have had, and could continue to have, a material impact on our borrowing
costs. In an inflationary environment, we may be unable to raise the sales prices of our products at or above the rate at which our
costs increase, which could reduce our profit margins and have a material adverse effect on our financial results and net income.
We also may experience lower than expected sales if there is a decrease in spending on products in our industry in general or a
negative reaction to our pricing. A reduction in our revenue would be detrimental to our profitability and financial condition and
could also have an adverse impact on our future growth. 9We-- We have substantial debt and other financial obligations, and we
may incur even more debt. Any failure to meet our debt and other financial obligations or maintain compliance with related
covenants could harm our business, financial condition and results of operations. Our credit agreement provides for a term loan
of § 40. 0 million and a $ 25. 0 million senior revolving credit facility (collectively, the *“ Credit Agreement ") and will mature
on December 22, 2025. As of December 31, 20222023 , we had outstanding borrowings of $ 4737 . 71 million under the
Credit Agreement. Pursuant to the terms of the Credit Agreement, we are subject to various covenants, including negative



covenants that restrict our ability to engage in certain transactions, which may limit our ability to respond to changing business
and economic conditions. Such negative covenants include, among other things, limitations on our ability and the ability of our
subsidiaries to +-e-incur debt or ;-e-inenrliens, -make investments (including acquisitions), #-sell assets, and ®-pay dividends
on our capital stock. In addition, the Credit Agreement contains certain financial covenants, including a maximum consolidated
net leverage ratio and a minimum consohdated ﬁxed charge coverage rat10 each of Wthh w111 be tested at the end of each fiscal
quarter of the Company —W e v e OV

éated—Nevernber—S—ZGQQ— If we are not able to marntarn comphance with the covenants under the Credrt Agreement as
amended, or are unsuccessful in obtaining waivers or amendments for any covenant defaults in the future, in addition to other
actions our lenders may require, the amounts outstanding under the Credit Agreement may become immediately due and
payable. This immediate payment may negatively impact our financial condition. In addition, any failure to make scheduled
payments of interest and principal on our outstanding indebtedness would likely harm our ability to incur additional
indebtedness on acceptable terms. Our cash flow and capital resources may be insufficient to pay interest and principal on our
debt in the future. If that should occur, our capital raising or debt restructuring measures may be unsuccessful or inadequate to
meet our scheduled debt service obligations, which could cause us to default on our obligations and further impair our liquidity.
Further, based upon our actual performance levels, our covenants relating to leverage and fixed charges could limit our ability to
incur additional debt, which could hinder our ability to execute our current business strategy. Our ability to make scheduled
payments on our debt and other financial obligations and comply with financial covenants depends on our financial and
operating performance. Our financial and operating performance will continue to be subject to prevailing economic conditions
and to financial, business and other factors, some of which are beyond our control. Failure within any applicable grace or cure
periods to make such payments, comply with the financial covenants, or any other non- financial or restrictive covenant, would
create a default under our Credit Agreement. Our cash flow and existing capital resources may be insufficient to repay our debt
at maturity, in which such case prior thereto we would have to extend such maturity date, or otherwise repay, refinance and or
restructure the obligations under the Credit Agreement, including with proceeds from the sale of assets, and additional equity or
debt capital. If we are unsuccessful in obtaining such extension, or entering into such repayment, refinance or restructure prior to
maturity, or any other default existed under the Credit Agreement, our lenders could accelerate the indebtedness under the
Credit Agreement, foreclose against their collateral or seek other remedies, which would jeopardize our ability to continue our
current operations. Ethical concerns surrounding the use of our products and misunderstanding of the nature of our business
could adversely affect our ability to develop and sell our existing products and new products. Some of our products may be used
in areas of research involving animal research and other techniques presently being explored in the life science industry. These
techniques have drawn negative attention in the public forum. Government authorities may regulate or prohibit any of these
activities. Additionally, the public may disfavor or reject these activities. +6Fereign-9Foreign currency exchange rate
fluctuations may have a negative impact on our reported earnings. We are subject to the risks of fluctuating foreign currency
exchange rates, which could have an adverse effect on the sales price of our products in foreign markets, as well as the costs and
expenses of our foreign subsidiaries. A substantial amount of our revenues is derived from international operations, and we
anticipate that a significant portion of revenues will continue to come from outside the United States in the future. As a result,
currency fluctuations among the United States dollar, British pound, euro and the other currencies in which we do business have
caused and will continue to cause foreign currency translation and transaction gains and losses. We have not used forward
exchange contracts to hedge our foreign currency exposures. We attempt to manage foreign currency risk through the matching
of assets and liabilities. In the future, we may undertake to manage foreign currency risk through hedging methods, including
foreign currency contracts. We recognize foreign currency gains or losses arising from our operations in the period incurred. We
cannot guarantee that we will be successful in managing foreign currency risk or in predicting the effects of exchange rate
fluctuations upon our future operating results because of the number of currencies involved, the variability of currency exposure
and the potential volatility of currency exchange rates. We cannot predict with any certainty changes in foreign currency
exchange rates or the degree to which we can address these risks. Failure or inadequacy of our information technology
infrastructure or software could adversely affect our day- to- day operations and decision- making processes and have an adverse
effect on our performance. We depend on accurate and timely information and numerical data from key software applications to
aid our day- to- day business, financial reporting and decision- making and, in many cases, proprietary and custom- designed
software is necessary to operate our business. Disruption caused by the failure of these systems, the underlying equipment, or
communication networks could delay or otherwise adversely impact day- to- day business and decision making, could make it
1mposs1b1e for us to operate critical equlpment and could have an adverse effect on our performance. Our Altheugh-we

: ms;-our-disaster recovery plans may not fully mitigate the effect of
any such dlsruptlon Dlsruptlons could be caused by a Varlety of factors, such as catastrophic events or weather, power outages,
or cyber- attacks on our systems by outside parties. We review our information technology (“ IT ) systems regularly to assess
and implement opportunities to improve or upgrade our enterprise resource planning (‘“ ERP ™) or other information systems
required to operate our business effectively. Our ERP systems are critical to our ability to accurately maintain books and records,
record transactions, provide important information to our management and prepare our financial statements. The implementation
of any IT systems, including ERP systems, has required in the past, and may continue to require, the investment of significant
financial and human resources. In addition, we may not be able to successfully complete the implementation of the ERP systems
without experiencing difficulties. Any disruptions, delays or deficiencies in the design and implementation of any IT system,
including ERP systems could adversely affect our ability to process orders, ship products, provide services and customer
support, send invoices and track payments, fulfill contractual obligations or otherwise operate our business. An information
security incident, including a cybersecurity breach, could have a negative impact te-on our business or reputation. To meet




business objectives, we rely on both internal IT systems and networks, and those of third parties and their vendors, to process
and store sensitive data, including confidential research, business plans, financial information, intellectual property, and personal
data that may be subject to legal protection. The extensive information security and cybersecurity threats, which affect
companies globally, pose a risk to the security and availability of these IT systems and networks, and the confidentiality,
integrity, and availability of our sensitive data. We continually assess these threats and make investments to increase internal
protection, detection, and response capabilities, as well as ensure our third- party providers have the required capabilities and
controls 5to address this risk. Fe-While we have been, and may continue to be, subject to cybersecurity risks and incidents
related to our business, to date, we have not experienced any material impact to the business or operations resulting from
information or cybersecurity attaeks-incidents ; however, because of the frequently ehanging-attackteehniques-evolving tactics
adopted by threat actors , along with the increased volume and sophistication of the-attacks by such threat actors , there is
the potential for us to be materially adversely impacted in the future . This impact could result in reputational, competitive,
operational or other business harm as well as financial costs and regulatory action. Additionally, the California Consumer
Privacy Act of 2018 (the “ CCPA ), which became effective on January 1, 2020, provides private rights of action for data
breaches and requires companies that process information on California residents to make new disclosures to consumers about
their data collection, use and sharing practices and allow consumers to opt out of certain data sharing with third parties.
Compliance with the CCPA and other current and future applicable privacy, cybersecurity and related laws can be costly and
time- consuming. Significant capital investments and other expenditures could also be required to remedy cybersecurity
problems and prevent future breaches, including costs associated with additional security technologies, personnel, experts and
credit monitoring services for those whose data has been breached. These costs, which could be material, could adversely
impact our results of operations in the period in which they are incurred and may not meaningfully limit the success of future
attempts to breach our information technology systems. We may be unable to renew leases or enter into new leases on
favorable terms. Our facilities are located in leased premises. Several of our leases will expire in 2024 and we may be
unable to renew such leases or enter into new leases on favorable terms and conditions or at all. A significant rise in real
estate prices or real property taxes could also result in an increase in lease cost, and thereby negatively impacting the
Company’ s results of operations and cash flow. As a result, we may incur additional costs including increased rent and
other costs related to our renegotiation of lease terms for our facilities or for a new lease in a desirable location. HWe
10We may incur additional restructuring costs or not realize the expected benefits of our initiatives to reduce operating expenses
in the future. We may not be able to implement all of the actions that we intend to take in the restructuring of our operations, and
we may not be able to fully realize the expected benefits from such realignment and restructuring plans or other similar
restructurings in the future. In addition, we may incur additional restructuring costs in implementing such realignment and
restructuring plans or other similar future plans in excess of our expectations. The implementation of our restructuring efforts,
including the reduction of our workforce, may not improve our operational and cost structure or result in greater efficiency of
our organization; and we may not be able to support sustainable revenue growth and profitability following such restructurings.
If we are not able to manage our growth, our operating profits may be adversely impacted. Our success will depend on the
expansion of our operations through organic growth, and we may execute acquisitions in the future to augment this growth.
Effective growth management will place increased demands on our management team, operational and financial resources and
expertise. To manage growth, we must optimize our operational, financial and management processes and systems, and
information technology infrastructure and hire and train additional qualified personnel. While we are currently in the process of
evaluating potential improvements to and consolidation of many of our processes and systems, we may not be able to implement
these changes in an efficient or timely manner. Failure to manage our growth effectively, including failure to improve our
systems and processes timely or efficiently, could impair our ability to generate revenues or could cause our expenses to
increase more rapidly than revenues, resulting in operating losses or reduced profitability. We may incur a variety of costs in
connection with acquisitions we may seek to consummate in the future, and we may never realize the anticipated benefits of our
acquisitions due in part to difficulties integrating the businesses, operations and product lines. Our business strategy has
historically included the acquisition of businesses, technologies, services or products that we believe are a strategic fit with our
business. If we were to undertake future acquisitions, the process of integrating the acquired business, technology, service and /
or product (s) may result in unforeseen operating difficulties and expenditures and potentially absorb significant management
attention that would otherwise be available for ongoing development of our business. Moreover, we may fail to realize the
anticipated benefits of an acquisition as rapidly as expected, or at all. Such transactions are inherently risky, and any such recent
or future acquisitions could reduce stockholders’ ownership, cause us to incur debt, expose us to future liabilities and result in
amortization expenses related to intangible assets with definite lives, which may adversely impact our ability to undertake future
acquisitions on substantially similar terms. We may also incur significant expenditures in anticipation of an acquisition that is
never realized. Our ability to achieve the benefits of acquisitions depends in part on the integration and leveraging of
technology, operations, sales and marketing channels and personnel. Integration is a complex, time- consuming and expensive
process and may disrupt our business if not completed in a timely and efficient manner. We may have difficulty successfully
integrating acquired businesses, and their domestic and foreign operations or product lines, and as a result, we may not realize
any of the anticipated benefits of the acquisitions we make. We cannot assure that our growth rate will equal the growth rates
that have been experienced by us, and these other acquired companies, respectively, operating as separate companies in the past.
Failure to raise additional capital or generate the significant capital necessary to expand our operations, invest in new products,
or pursue acquisitions or other business development opportunities could reduce our ability to compete and result in less
revenues. We anticipate that our financial resources, which include available cash, cash generated from operations, and debt and
equity capacity, will be sufficient to finance operations and capital expenditures for at least the next twelve months. However,
this expectation is premised on the current operating plan, which may change as a result of many factors, including market



acceptance of new products and future opportunities with collaborators. Consequently, we may need additional funding sooner
than anticipated. In addition, our borrowings under the Credit Agreement may not be sufficient to support our pursuit of
potential acquisitions or other business development opportunities. In such case, our inability to raise sufficient capital on
favorable terms and in a timely manner (if at all) could seriously harm our business, product development, and acquisition
efforts. In addition, our Credit Agreement contains various negative covenants that, among other things, restrict our ability to
incur additional indebtedness and make acquisitions for aggregate consideration in excess of $ 5. 0 million. If future financing is
not available or is not available on acceptable terms, we may have to alter our operations or change our business strategy. We
cannot assure you that the capital required to fund operations, or our acquisition strategy will be available in the future. 425
111f we fail to retain key personnel and hire, train and retain qualified employees, we may not be able to compete effectively,
which could result in reduced revenue or increased costs. Our success is highly dependent on the continued services of key
management, technical and scientific personnel. Our management and other employees may voluntarily terminate their
employment at any time upon short notice. The loss of the services of any member of the senior management team, including
the Chief Executive Officer or fatertm-Chief Financial Officer or any of our managerial, technical or scientific staff may
significantly delay or prevent the achievement of product development, our growth strategies and other business objectives. Our
future success will also depend on our ability to identify, recruit and retain additional qualified scientific, technical and
managerial personnel. We operate in several geographic locations where labor markets are particularly competitive, including
the Boston, Massachusetts and Minneapolis, Minnesota metropolitan areas, England, and Germany where demand for personnel
with these skills is extremely high and is likely to remain high. Additionally, the COVID- 19 pandemic and other
macroeconomic factors have exacerbated these challenges, contributed to a sustained labor shortage, and increased turnover
rates. As a result, competition for qualified personnel is intense, particularly in the areas of general management, finance,
information technology, engineering and science, and the process of hiring suitably qualified personnel is often lengthy and
expensive ;-and may become more expensive in the future. If we are unable to hire and retain a sufficient number of qualified
employees, our ability to conduct and expand our business could be seriously reduced. Our success will depend partly on our
ability to operate without infringing on or misappropriating the intellectual property rights of others. We may be sued for
infringing on the intellectual property rights of others, including the patent rights, trademarks and trade names of third parties.
Intellectual property litigation is costly, and the outcome is uncertain. If we do not prevail in any intellectual property litigation,
in addition to any damages we might have to pay, we could be required to stop the infringing activity, or obtain a license to or
design around the intellectual property in question. If we are unable to obtain a required license on acceptable terms, or are
unable to design around any third- party patent, we may be unable to sell some of our products and services, which could result
in reduced revenue. Biostage-third-Third partics may seek to hold us responsible for Biestage-Harvard Apparatus
Regenerative Technologies,Inc. ° s (“ HRGN ”) (formerly known as Biostage,Inc.) liabilities,including liabilities that
Biestage-HRGN has assumed from us.Third parties may continue to seek to hold us reipon%ible for Biestage-HRGN ’ s
liabilities,including any of the liabilities that B-tesf&ge—HRGN agreed to retain or assume in connection with the separation of the

-B-testage—HRGN bu%me%i from our bu%mei%es and related Spm off dlstrlbutlon For example 9ﬂ—Apﬂ-l—l-4%9—l—7—repfeseﬂt&twes
; : : in the-County-April
2022,We and HRGN entered 1nto a settlement of -Sﬂffel-leMassaehﬂse&s-a l1t1gatlon relating to 1n]ur1es allegedly caused by
products produced by us and HRGN and utlllzed in connectlon Wlth surgerles performed by thlrd part1es (the “ HRGN
Settlement AgaS €58 another-third-party(the-~“Btostage
). fPhe-eem-p}atnt—seﬁght-pa-yment—The HRGN Settlement resolved and dlsmlssed all cla1ms by and between the partles.
shares-Shares of common SeriesE-Preferred-Stoekstock of Biestage-HRGN held by the Company could fluctuate
considerably in value and could become worthless. In connection with the Biestage- HRGN Settlement, Biostage-HRGN issued
shares of its Series E Convertible Preferred Stock (the “ Series E Preferred Stock ) to the Company enFane+6;2622-in
satisfaction of § 4. 0 million of B-tesf&ge—HRGN s total mdemmﬁcatlon obllgatlons to the Company fPhe-In Aprll 2023 all of
the Series E Preferred Stock we held is-ee

p}aeemeﬂt—by—Btest-age—feSﬂ-l-&ng—ln HRGN were ¢
Steekts-mandatorily converted into Btestage-shares of HRGN common %tock at—t-he—&ppl-teab-le—qua-lrﬁed—effemtg—pﬂee- As of

December 31, 2023, we held shares of HRGN common stock with an estimated fair value of $ 3. 5 million . Due to
Btestage-HRGN ’ s limited operating history, their overall financial condition, (including whether it can continue as a going
concern without additional capital) and the limited trading volume and liquidity of Btestage-HRGN ’ s common stock, the value
of this investment the-SertesE-Preferred-Stoekcould fluctuate considerably or become worthless. Biostage third part1es may
seek to hold...... Litigation and the Biostage Settlement. Risks 12Risks Related to Our Common Stock Our stock price has
fluctuated in the past and could experience substantial declines in the future. The market price of our common stock has
experienced significant fluctuations and may become volatile and could decline in the future, perhaps substantially, in response
to various factors including, but not limited to: @ volatility of the financial markets; ® uncertainty regarding the prospects of the
domestic and foreign economies; ® technological innovations by competitors or in competing technologies; ® revenues and
operating results fluctuating or failing to meet the-our expectations efmanagement-or financial guidance , or the expectations
of securities analysts, or investors #any-quarter-; ® comments of securities analysts and mistakes by or misinterpretation of
comments from analysts, downward revisions in securities analysts’ estimates or management guidance +e-trvestrment-banls



ety y ; @ conditions or
trends in the b10technology and pharmaceuncal industries; ® announcements of significant acquisitions or fmdncm;as or strategic
partnerships; ® non- compliance with the internal control standards pursuant to the Sarbanes- Oxley Act of 2002; and @ a
decrease in the demand for our common stock. In addition, public stock markets have experienced extreme price and trading
volatility. The stock market and the Nasdaq Global Market in general, and the biotechnology and life science tools industry and
small cap markets in particular, have experienced significant price and volume fluctuations that at times may have been
unrelated or disproportionate to the operating performance of those companies. These broad market and industry factors may
further harm the market price of our common stock, regardless of our operating performance. In the past, securities class action
litigation has often been instituted following periods of volatility in the market price of a company’ s securities. A securities
class action suit against us could result in substantial costs, potential liabilities and the diversion of management’ s attention and
resources. HHIf we raise additional funds through the sale of equity or convertible debt or equity- linked securities, existing
percentages of ownership in our common stock will be reduced and these transactions may dilute the value of our outstanding
common stock. We may raise additional funds through the sale of equity or convertible debt or equity- linked securities to repay
our existing indebtedness, implement our acquisition strategy, expand our operations and / or invest in new products. If we raise
additional funds through such sales, existing percentages of ownership in our common stock will be reduced and these
transactions may dilute the value of our outstanding common stock. We may issue securities that have rights, preferences and
privileges senior to our common stock. If we raise additional funds through collaborations or licensing arrangements, we may
relinquish rights to certain of our technologies or products, or grant licenses to third parties on terms that are unfavorable .
General-13General Risks We are currently operating in a period of economic uncertainty and capital markets disruption, which
has been significantly impacted by geopolitical instability due to the-ongetng-military eenfliet-conflicts betweenRussta-and
Berairre-. Our business, financial condition and results of operations may be materially adversely affected by any negative
impact on the global economy and capital markets resulting from the conflict in Ukraine , the Middle East or any other
geopolitical tensions. U. S. and global markets are experiencing volatility and disruption following the escalation of geopolitical
tens1ons globally, including a-nd—t-he—st&rt—eﬂ-he—mrhtary conﬂlcts (such as the com‘het between Russia and Ukrcune and the

a o Q 4 a

wasteported-. Although the length and impact of t-he—these eﬁge-rng—mﬁ-rtaﬁ'—eeﬁﬂ-tet—conﬂlcts is-are highly unpredlctable t-he

these eonfhet-conflicts #rHeraine-could lead to market disruptions, including significant volatility in commodity prices, credit

and capltal markets as—wel-l—as—supply chain 1nte1rupt10ns . —\Ve—af&eeﬁtmumﬁe—meﬂ&er—ﬂ&&s&u&ﬁeﬂﬁn—%&me—dndgleb&%

d-rfﬁeu-lt—fer—us—te—ebta—rn—ad-dt&eﬁal—ftu&ds— Any of the abO\ ement1oned factors could affect our busmess prospects hndncml
condition, and operating results. The extent and duration of the military action, sanctions and resulting market disruptions are
impossible to predict, but could be substantial. Any such disruptions may also magnify the impact of other risks described in this
Annual Report on F orm 10 K Epldemlcs and pandemlcs such 5Phe—€9¥l—B-—l—9—eutbrea-l&has— as the stgm—ﬁeant—ly—rrﬁpaeted
COVID 19 pandemrc has—have had and in the future may have, a ﬂegat-we-materlal adverse impact on our busmess. Our
operations te-date-and financial performance have been, and in the future may be, negatively tmpaets-of the-pandemte-and

anyresulting-eeonomie-impaet-impacted by public health crises such as the fema-rn—largely—unknewn—aﬂd-eentmue—te-evelve—
Many-eountries-worldwide-eontintie-to-isste-COVID- 19 related afr-a pt-to 0 0
pandemic and —trpartienlar,-during-the-other beg-rnﬂmg—efz’lea%epldemlcs and pandemics. Such events have caused ., and
may China-implemented-area—wideshutdowns-in order-to-eontrot-the future cause spread-of COVAID-—19-, whicheontinted
impacts such as reductions in economic activity (including volatility in demand for differentparts-of China-througheut 2622

our products, services, and solutions, disruptions in global supply chains, and volatility in financial markets) . Suehk
shutdewns-Additionally, we have had-in the past experienced, an-and adverseimpaet-may in the future experience,

operational challenges such as workplace disruptions, restrictions on eurfinanetatresults-for-fiseal 2622-and-if they— the
eontinte-eould-have-movement of people, raw materials, ar-and adverse-impaet-goods (both at our er-own facilities and at

0tu*futufe—ﬁnaﬂetal—rest&ts—l§tsﬂrpﬁeﬂs—te—ﬂ%e—those of our customers and supphers), globdl supply chain and—t-he—eeeﬁemte




4 ; atby-ady ’ —finanets
eof eperationts-. If we incur higher costs as a result of trade policies, treaties, government regulations or tariffs, we may become
less profitable. There continues to be uncertainty about the relationship between the United States and foreign countries,
including with respect to trade policies, treaties, government regulations and tariffs. We are unable to predict whether or when
tariffs will be imposed or the impact of any such future tariff increases. We may be the subject of lawsuits from counterparties to
acquisitions and divestitures, including an acquiring company or its stockholders, an acquired company’ s previous stockholders,
a divested company’ s stockholders or our current stockholders. We may be the subject of lawsuits from either an acquiring
company or its stockholders, an acquired company’ s previous stockholders, a divested company’ s stockholders or our current
stockholders. Such lawsuits could result from the actions of the acquisition or divestiture target prior to the date of the
acquisition or divestiture, from the acquisition or divestiture transaction itself or from actions after the acquisition or divestiture.
Defending potential lawsuits could cost us significant expense and detract management’ s attention from the operation of the
business. Additionally, these lawsuits could result in the cancellation of or the inability to renew certain insurance coverage that
would be necessary to protect our assets. Rising commodity and precious metals costs could adversely impact our profitability.
Raw material commodities , such as resins, and precious metal commodities , such as platinum , are subject to wide price
variations. Increases in the costs of these commodities and the costs of energy, transportation and other necessary services may
adversely affect our profit margins if we are unable to pass along any higher costs in the form of price increases or otherwise
achieve cost efficiencies such as in manufacturing and distribution. Provisions of Delaware law, or of our charter and bylaws
may make a takeover more difficult, which could cause our stock price to decline. Provisions in our certificate of incorporation
and bylaws and in the Delaware corporate law may make it difficult and expensive for a third party to pursue a tender offer,
change in control or takeover attempt, which is opposed by management and the board of directors. Public stockholders who
might desire to participate in such a transaction may not have an opportunity to do so. We have a staggered board of directors
that makes it difficult for stockholders to change the composition of the board of directors in any one year. These anti- takeover
provisions could substantially impede the ability of public stockholders to change our management and board of directors. Such
provisions may also limit the price that investors might be willing to pay for shares of our common stock in the future. +6ltem
14Item 1B. Unresolved Staff Comments.



