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Our business faces significant 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. Our business, financial condition and results of
operations could be materially adversely affected by any of these risks, and the trading prices of our common stock could
decline by virtue of these risks. These risks should be read in conjunction with the other information in this report. Risks
Relating to Our Business Current market conditions and recessionary pressures in one or more of our markets could impact our
ability to grow our business. Over the last few years in the United States and globally, market and economic conditions have
been challenging. The United States and foreign countries have experienced recessionary pressures and face continued concerns
about the systemic impacts of adverse economic conditions and geopolitical issues. Any negative impact on economic
conditions and international markets, continued volatility or deterioration in the debt and equity capital markets, inflation,
deflation or other adverse economic conditions may adversely affect our liquidity and financial condition. It may limit our
ability to replace maturing liabilities and to access the capital markets to meet liquidity needs, which could have a material
adverse effect on our business. Ongoing uncertain economic and financial market conditions may also adversely affect the
financial condition of our customers, suppliers and other business partners. When our customers’ financial conditions are
adversely affected, customers may reduce their purchases of our products or we may not be able to collect accounts receivable,
each of which could have a material adverse impact on our business. Our global business has been negatively affected by local
economic conditions, including inflation, increasing labor costs, recession, and currency exchange rate fluctuations, which has
adversely affected our cost to manufacture and provide our products and services and revenues generated through sales of such
products and services. We cannot guarantee that we will be able to fully absorb any such additional costs or revenue declines in
the prices for our products and services. CooperVision and CooperSurgical are encountering consolidation in their customer
bases and emergence of more centralized large customer groups and retail chains. Due to this trend, global and regional key
account customers now represent a larger proportion or concentration of our business and any disruption to these relationships
may have a material adverse impact on our business. Inflation could materially adversely affect our business. Our operating
results could be materially impacted by changes in the overall macroeconomic environment and other economic factors that
impact our cost structure and revenue. Changes in economic conditions, supply chain constraints, logistics challenges, labor
shortages, the-wartnrUkraine-and-other-international conflicts, and steps taken by governments and central banks, as well as
other stimulus and spending programs, have led to higher inflation, which is likely to lead to an increase in costs and may cause
changes in fiscal and monetary policy, including increased interest rates. In a higher inflationary environment, we may be
unable to raise the prices of our products and services sufficiently to keep up with the rate of inflation. Our substantial and
expanding international operations are subject to uncertainties which could affect our business. A significant portion of our
current operations are conducted and located outside the United States, and our growth strategy involves expanding our existing
foreign operations and entering into new foreign jurisdictions. We have significant manufacturing and distribution sites in North
America, Latin America and Europe. More than half of our net sales for the fiscal years ended October 31, 2024, and 2023 and
2622~ were derived from the sale of products outside the United States. We believe that sales outside the United States will
continue to account for a material portion of our total net sales for the foreseeable future. International operations and business
expansion plans are subject to numerous additional risks, including the following: ¢ difficulty managing a large organization
spread throughout various countries; ¢ fluctuations in currency exchange rates adversely affecting our results;  challenges
associated with enforcing intellectual property rights in some foreign countries; * difficulty gaining market share in countries
such as China because of regulatory restrictions and customer preferences; THE COOPER COMPANIES, INC. AND
SUBSIDIARIES - difficulty growing our sales in emerging markets such as China, India, Russia, Brazil and other developing
nations due to, among other things, customer acceptance, undeveloped and / or unfamiliar distribution channels, regulatory
restrictions and changes, and business knowledge of these new markets; ¢ foreign earnings being subject to withholding
requirements or the imposition of tariffs, exchange controls or other restrictions, including the tariffs enacted by the Chinese
government on certain U. S. goods, the scope and duration of which remain uncertain; * challenges in complying with a variety
of international legal, compliance and regulatory requirements such as the Foreign Corrupt Practices Act, the Dodd- Frank Wall
Street Reform and Consumer Protection Act, the UK Bribery Act, international data security and privacy laws, EU MDR and
EU IVDR —and environmental laws and requirements applicable to our facilities, products or manufacturing processes, including
evolving regulations regarding the use of hazardous substances or chemicals in our products —; ¢ the need to engage third-
party agents or intermediaries to act on our behalf in certain countries, including in those countries with a high risk of
corruption; - foreign customers creating longer payment cycles than customers in the United States; ¢ failure to comply with U.
S. Department of Commerce and other nations' import- export controls may result in fines and / or penalties; ¢ general economic
and political conditions in the countries where we operate having an adverse effect on our operations in those countries or being
unfavorable to our growth strategy; * international conflicts, acts or threats of war or terrorism may lead to significant
market and other disruptions, supply chain interruptions, political and social instability, trade disputes or trade barriers,
embargoes, changes in consumer or purchase preferences, as well as an increase in cyberattacks and espionage; *
challenges in complying with new and evolving international economlc and trade sanctlons laws and regulatlons
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air-severity of which are highly
uncertain and difficult to predict ; < foreign governments adopting regulations, mcludmg those similar to the EU MDR and
EU IVDR or take other actions that would have a direct or indirect adverse impact on our business and market opportunities,
including but not limited to increased enforcement of potentially conflicting and ambiguous anti- bribery and privacy laws; *
challenges enforcing agreements and collecting receivables through some foreign legal systems; and * unforeseen economic or
political events in certain countries that may have an impact on our customers' ability or preferences to buy our products. As we
continue to expand our business globally, our success will depend, in large part, on our ability to anticipate and effectively
manage these and other risks associated with our international operations. However, any of these factors could adversely affect
our international operations and, consequently, our business. Economic l-ﬁtemﬁ&eﬁal-@eﬂ&efs—sttel‘r&s—t-he—w&r—befweeﬁ—li—usst&
and Hl&&rne—trade sanctlons could a&vefseb'—&ffeet—make it more dlfﬁcult or costly for us to conduct our operatlons or
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appllcable economic and trade sanctions laws and regulations, mcludmg those admlnlstered and enforced by the U. S.
Department of Treasury’ s Office of Foreign Assets Control, the U. S. Department of State, the U. S. Department of Commerce,
the United Nations Security Council, and other relevant governmental authorities. H#+e-These laws and regulations may
restrict or prohibit altogether the sale or supply of certain of our products to certain governments, persons, entities,
countries, and territories, including those that arc the target feund-to-be-inviotationof comprehensive b—S—sanctions ,
unless there are license exceptions that apply or expert-eentrot-specific licenses are obtained. A failure to comply with
these laws —rt—and regulatlons could result n Sﬂbs-tﬂﬁt—lﬂ-l—ClVll or crlmmal sanctlons, mcludlng the imposition of fines and

Acquisitions dnd other snateglc transactions that we have made dnd may make in the future 1nvolve numerous risks. We have a
history of acquiring businesses and products that have significantly contributed to our growth in recent years. As part of our
growth strategy, we intend to continue to consider acquiring complementary technologies, products and businesses and
establishing joint ventures or other strategic relationships. Future transactions could result in potentially dilutive issuances of
equity securities, the incurrence of debt and contingent liabilities and an increase in amortization and / or impairments of
goodwill dnd other 1ntan01ble assets, which could have a material adv erse eﬂect upon our business —I-ﬂ—ﬁsea-l—292—2—

could face with respect to these dchISIHOHS and other strategic transaction 1nclude * failure to successfully obtaln the
anticipated revenues, margins and earnings benefits; ¢ difficulties in, and expenses related to, the integration of the operations,
technologies, information technology and other enterprise resource planning systems, products and personnel of the acquired
company and establishment of appropriate accounting controls and reporting procedures, data protection systems and other
regulatory compliance procedures, including but not limited to third- party compliance and due diligence; * increased leverage
and the risk of lack of access to available financing, including financing for the acquisition or refinancing of debt owed by us on
a timely basis and on reasonable terms; ° risks of entering markets in which we have no or limited prior experience; * potential
loss of employees; * an inability to identify and consummate future acquisitions on favorable terms or at all; * diversion of
management' s attention away from other business concerns;  risks of the acquired company’ s noncompliance with applicable
laws or regulations; ¢ expenses of any undisclosed or potential liabilities, contingent liabilities or indemnification obligations of
the acquired company; ¢ expenses, including restructuring expenses, to shut down our own locations or terminate our
employees; ¢ application of and compliance with new and unfamiliar regulatory frameworks saeh-asregutation-applieable-to-our
newly-aequired-fertiity—related-businesses—; * failure to successfully obtain or maintain reimbursements under the third- party

payor plans, including but not limited to governmental programs, due to complex reporting and payment obligations; * our



ability to develop satisfactory working arrangements with our strategic partners in joint ventures or other affiliations; ¢ a dilution
of earnings per share; and ¢ risks inherent in accounting allocations and the risk that we are required to record significant
adjustments to the preliminary fair value of assets acquired and liabilities assumed within the measurement period. We face risks
associated with disruption of our manufacturing, distribution and storage operations, including possible failure to develop
necessary manufacturing processes, or constrained, idle or excess capacity, which could adversely affect our business. We
manufacture a significant portion of the medical device products we sell. Any prolonged disruption in the operations of our
existing manufacturing or distribution facilities or our fertility and stem cell storage facilities, whether due to work stoppages,
technical or labor difficulties, integration difficulties, destruction of or damage to any facility (as a result of natural disaster, use
and storage of hazardous materials or other events), enforcement action by the FDA or other regulatory body if we are found to
be in non- compliance with current Geed-ManufaeturingPraetiees{-cGMP j-or similar foreign requirements or other reasons,
could have a material adverse effect on our business. In addition, materials such as silicone hydrogel require improvements to
our manufacturing processes to make them cost- effective. While we have improved our manufacturing capabilities for our
silicone hydrogel products, our failure to continue to develop improvements to our manufacturing processes and reduce our cost
of goods could significantly impact our ability to compete. Conversely, constrained, excess or idle capacity, which could result
from acquisitions, unexpected demand, inaccurate sales forecasting or unexpected manufacturing efficiencies, could
significantly impact our profitability, capital investments, customer service levels and near- term financial condition.
CooperVision manufactures molded contact lenses, which represent the majority of our contact lens revenues, primarily at our
facilities in Costa Rica, Hungary, Puerto Rico, the United Kingdom and the United States, with other smaller facilities also
existing in multiple locations around the world. CooperSurgical manufactures the majority of its products in Costa Rica, the
United Kingdom and the United States, with other smaller locations also existing in multiple locations around the world. We
manufacture certain products at only one manufacturing site for certain markets, and certain of our products are approved for
manufacturing only at one site. Further, certain media products have limited storage lives, limiting inventory back- up strategies.
If there were any prolonged disruption in the operations of the approved facility, it could take a significant amount of time to
obtain required regulatory approvals, validate a second site and replace lost product, which could result in lost customers and
thereby reduce sales, profitability and market share. CooperVision distributes products out of Belgium, Hungary, the United
Kingdom and the United States and various smaller international distribution sites. CooperSurgical primarily distributes
products out of its facilities in the United States and the Netherlands and operates fertility and stem cell storage facilities in the
United States, Canada and Australia. Any prolonged disruption in the operations of our existing distribution or storage facilities,
whether due to technical or labor difficulties, challenges related to system implementation, destruction of or damage to any
facility (as a result of natural disaster, use and storage of hazardous materials or other events) or other reasons, could have a
material adverse effect on our business. Cybersecurity threats continue to increase in frequency and sophistication; a successful
cybersecurity attack could interrupt or disrupt our information technology systems, or those of our third- party service providers,
or cause the loss of confidential or protected data which could disrupt our business, force us to incur excessive costs or cause
reputational harm. Security breaches, computer malware and computer hacking attacks have become more prevalent across
industries and may occur on our systems or those of our third- party service providers or partners. The size and complexity of
our information systems make such systems potentially vulnerable to service interruptions or to security breaches from
inadvertent or intentional actions by our employees or vendors, or from attacks by malicious third parties. Such attacks are
increasing in their frequency, levels of persistence, levels of sophistication and intensity, and are being conducted by
sophisticated and organized groups and individuals with a wide range of motives and expertise, especially given increased
vulnerability of corporate information technology systems as distributed work environments have become prevalent. In addition
to unauthorized access to or acquisition of personal data, confidential information, intellectual property or other sensitive
information, such attacks could include the deployment of harmful malware and ransomware, and may use a variety of methods,
including denial- of- service attacks, social engineering and other means, to attain such unauthorized access or acquisition or
otherwise affect service reliability and threaten the confidentiality, integrity and availability of information. Like many other
companies, we experience attempted cybersecurity actions on a frequent basis, and the frequency of such attempts could
increase in the future. While we have implemented procedures and controls to monitor and mitigate security threats and
invested in the protection of data and information technology, we cannot be assured that our efforts will prevent or quickly
identify service interruptions or security breaches. The techniques used by cybercriminals change frequently, may not be
recognized until launched and can originate from a wide variety of sources, including outside groups such as external service
providers, organized crime affiliates, terrorist organizations or hostile foreign governments or agencies. We cannot be assured
that our data protection efforts and our investment in information technology will prevent significant breakdowns, data leakages
or breaches in our systems or those of our third- party services providers or partners. Any such interruption or breach of our
systems could adversely affect our business operations and / or result in the loss of critical or sensitive confidential information ,
including protected health information (PHI), or intellectual property, and could result in financial, legal, business and
reputational harm to us , which could have a material adverse effect on our financial position, results of operations and
cash flows. There can be no assurance that our cybersecurity risk management program and processes, including our
policies, controls or procedures, will be fully implemented, complied with or effective in protecting our systems and
information . We maintain cyber liability insurance; however, this insurance may not be sufficient to cover the financial, legal,
business or reputational losses that may result from an interruption or breach of our systems , and we cannot guarantee that
applicable insurance will be available to us in the future on economically reasonable terms or at all . We manage our
businesses utilizing multiple complex integrated software and hardware information technology operating systems that are
regularly maintained and upgraded; an interruption or disruption to these systems could disrupt our business or force us to incur
excessive costs. We utilize multiple complex integrated software and hardware operating systems, including enterprise resource



planning and warehouse management systems, to support our business units and we have a continuous improvement strategy in
place to keep our systems and overarching technology stable and in line with business needs and growth. Regular upgrades of
our computer hardware and software revisions are typical and expected. We employ controlled change management
methodologies to plan, test and execute all such system upgrades and improvements, and we believe that we assign adequate
staffing and other resources to projects to ensure successful implementation. However, we cannot be assured that our systems
will meet our future business needs or that upgrades will operate as designed. We cannot be assured that there will not be
associated excessive costs or disruptions in portions of our business in the course of our maintenance, support and / or upgrade
of these systems. We are in the midst of a multiyear process of implementing new enterprise resource planning (ERP) systems
at CooperVision and CooperSurgical. Implementing a new ERP system is not only costly but complex and difficult.
Implementing a new ERP system can negatively affect not only financial accounting and reporting processes but also external
commercial activities such as order receipt and product delivery. We cannot be assured that we will successfully implement our
new ERP system or that we will avoid these and other negative impacts from our implementation efforts. If any of such
systems or programs were to experience service interruptions, fail or create erroneous information in our hardware or
software network infrastructure, possible consequences include our loss of communication links, inability to track sales
and interruption of other operational or financial processes, which in turn could adversely affect our financial results,
stock price and reputation. We identified a material weakness in our internal control over financial reporting related to
an ineffective information technology (IT) general control for the U. S. operations within the CooperSurgical segment
which, if not remediated appropriately or timely, could affect our ability to record, process and report financial
information accurately and prepare financial statements within required time periods and could subject us to litigation
or investigations, negatively affect investor confidence and adversely impact our stock price. Internal controls related to
the operation of technology systems are critical to maintaining adequate internal control over financial reporting. As
disclosed in Part I1, Item 9A, during fiscal 2024, management concluded our internal control over financial reporting
was not effective as of October 31, 2024 due to a material weakness in IT general controls for the CooperSurgical
operations in the U. S. primarily related to the implementation and maintenance of certain enterprise resource planning
systems during fiscal 2024. The material weakness resulted from not having a sufficient complement of its personnel,
inadequate training of personnel and ineffective assessment of the risks related to change management, user control
monitoring and segregation of duties in the affected IT environment. Manual controls that rely on system- generated
data or reports from the affected IT environment or process level automated controls in the affected IT environment
were ineffective because they could have been adversely impacted. In response to the material weakness, management,
with the oversight of the Audit Committee, has begun to implement steps to remediate the material weakness. If we are
unable to remediate the material weakness, or are otherwise unable to maintain effective internal control over financial
reporting or disclosure controls and procedures, our ability to record, process and report financial information
accurately, and to prepare financial statements within required time periods, could be adversely affected, which could
subject us to reputational harm, legal claims or proceedings, regulatory investigations and enforcement actions,
significant costs from remedial actions, additional management resources, and payment of legal and other expenses,
negatively affect investor confidence in our financial statement and adversely impact our stock price. Pricing pressure
from our competitors, customers and changes in third- party coverage and reimbursement may adversely affect demand for our
products and negatively impact our operating results. Competition in our industry has increased as a result of new market
entrants, new technologies and as more established companies have intensified competitive pricing pressure. As a result of these
competitive forces, we believe there will continue to be pricing pressure in the future. Because our CooperSurgical products are
generally purchased by hospitals and surgieal-surgery centers, OB / GYN medical offices and fertility clinics, and billed to
various third- party payors, changes in the purchasing behavior of such customers or the amount such payors are willing to
reimburse our customers for procedures using our products, including as a result of healthcare reform initiatives, could create
additional pricing pressure on us. In addition to these competitive forces, we continue to see pricing pressure as our customers
introduce new pricing structures into their contracts and agreements, including fixed price formulas, capitated pricing and
structured pricing intended to contain healthcare costs. Such trends may adversely affect demand for our products and may drive
down the prices we are able to charge for our products, both of which would negatively affect our operating results. We rely on
independent suppliers in our supply chain for raw materials, packaging materials and components, mechanical equipment and
some finished goods; we could experience inventory shortages if any of these suppliers encounter a manufacturing or
distribution disruption. Our businesses utilize various chemicals, packaging materials, components, parts and raw materials
which are generally available from more than one source. However, in certain instances we acquire components and materials
from sole or primary suppliers to make our silicone hydrogel contact lens, certain medical devices and IVF products. We also
source mechanical equipment and in certain instances finished goods from OEM suppliers. Supply of these goods, items and
materials is protected by contractual agreements, availability of alternative suppliers and / or safety stocks. However, if current
suppliers fail to supply sufficient goods, items or materials to us on a timely basis, or at all for any reason, we could experience
inventory shortages and disruption in our supply of products. For example, among other situations, some of the primary material
used to make our silicone hydrogel contact lens products, including MyDay, Biofinity, Avaira and clariti, are supplied by few or
sole suppliers, and the failure of a key or sole supplier to timely supply sufficient items and materials necessary for the
manufacture of our silicone hydrogel contact lenses could in turn disrupt our supply of those lenses to the market, which would
have a material adverse effect on our business. Our supply chain and our cost of goods also may be negatively impacted by
unanticipated price 1ncre’1§es due to factors such as 1nﬂdt10n including wage inflation, or to supply restrictions beyond our




. If we fail to protect our intellectual property adequately, our business could suffer. We consider our intellectual
property rights, including patents, trade secrets, trademarks and licensing agreements, to be an integral component of our
business. We attempt to protect our intellectual property rights through a combination of patent, trademark, copyright and trade
secret laws, as well as licensing agreements and third- party nondisclosure and assignment agreements. Our failure to obtain or
maintain adequate protection of our intellectual property rights for any reason could have a material adverse effect on our
business. We also may seek to enforce our intellectual property rights on others through litigation. Our claims, even if
meritorious, may be found invalid or inapplicable to a party we believe infringes or has misappropriated our intellectual property
rights. In addition, litigation can: * be expensive and time consuming to prosecute or defend; ¢ result in a finding that we do not
have certain intellectual property rights or that such rights lack sufficient scope or strength; ¢ divert management' s attention and
resources; or ¢ require us to license our intellectual property. We have applied for patent protection in the United States, the
United Kingdom and other foreign jurisdictions relating to certain existing and proposed processes and products. We cannot be
assured that any of our patent applications will be approved. Patent applications in the United States, the United Kingdom and
other foreign jurisdictions are maintained in secrecy for a period of time, which may last until patents are issued, and since
publication of discoveries in the scientific or patent literature tends to lag behind actual discoveries by several months, we
cannot be certain that we will be the first creator of inventions covered by any patent application we make or the first to file
patent applications on such inventions. The patents we own could be challenged, invalidated or circumvented by others and may
not be of sufficient scope or strength to provide us with any meaningful protection or commercial advantage. We also cannot
assure that we will have adequate resources to enforce our patents. Both CooperVision and CooperSurgical also rely on
proprietary technology that is unpatented. It is possible that others will independently develop the same or similar technology or
otherwise obtain access to our unpatented technology. To protect our trade secrets and other proprietary information, our
employees, consultants, advisors and collaborators enter into confidentiality agreements and assignment agreements, which
generally provide that inventions conceived by the party in the course of rendering services to us will be our exclusive property.
However, we cannot be assured that these confidentiality agreements will provide meaningful protection for our trade secrets,
know- how or other proprietary information in the event of any unauthorized use, misappropriation or disclosure of such trade
secrets, know- how or other proprietary information. Enforcing a claim that a party illegally obtained and is using our trade
secrets is difficult, expensive and time consuming and the outcome is unpredictable. We rely on trademarks to establish a market
identity for our products. To maintain the value of our trademarks, we might have to file lawsuits against third parties to prevent
them from using trademarks confusingly similar to or dilutive of our registered or unregistered trademarks. We also might not be
successful in obtaining registrations for our pending or future trademark applications and might have to defend our registered
trademark and pending applications against challenge by third parties. Enforcing or defending our registered and unregistered
trademarks might result in significant litigation costs and damages, including the inability to continue using certain trademarks.
The laws of foreign countries in which we do business or contemplate doing business in the future may not recognize intellectual
property rights or protect them to the same extent as do the laws of the United States. Adverse determinations in a judicial or
administrative proceeding could prevent us from manufacturing and selling our products or prevent us from stopping others
from manufacturing and selling competing products, and thereby have a material adverse effect on our business. Our products or
processes could be subject to claims of infringement of the intellectual property of others. Our competitors in both the United
States and foreign countries, some of which have substantially greater resources and have made substantial investments in
competing technologies, as well as other third parties, may have applied for or obtained, or may in the future apply for and
obtain, patents that will prevent, limit or otherwise interfere with our ability to make and sell our existing and planned products.
In the contact lens industry, CooperVision, its competitors and other third parties hold patents covering contact lens designs,
materials, processes and business methods. Claims that our products, business methods or processes infringe upon the
proprietary rights of others often are not asserted until after commencement of commercial sales of products incorporating our
technology. Significant litigation regarding intellectual property rights exists in our industries. For example, CooperVision in the
past faced significant patent litigation over its silicone hydrogel contact lens products. Third parties have made, and may make
in the future, claims of infringement against us or our contract manufacturers in connection with the use of our technology. Any
claims, even those without merit, could: * be expensive and time consuming to defend;  cause us to cease making, licensing or
selling products that incorporate the challenged intellectual property; * require us to redesign or re- engineer our products, if
feasible; ¢ require us to enter into royalty or licensing agreements in order to obtain the right to use a necessary product,
component or process. We cannot be certain of the outcome of any litigation. A successful claim of infringement against us or
our contract manufacturers in connection with the use of our technology, in particular if we are unable to manufacture or sell any
of our planned products in any major market, could adversely affect our business. Any royalty or licensing agreement, if
required, may not be available to us on acceptable terms or at all. Our failure to obtain the necessary licenses or other rights
could prevent the sale, manufacture, or distribution of some of our products and, therefore, could have a material adverse effect
on our business. We could experience losses from product liability claims or legal claims relating to our service offerings,
including such claims and other losses resulting from sales of counterfeit and other infringing products. We face an inherent risk
of exposure to product liability claims in the event that the use of our products results in personal injury. We also face the risk



that defects in the design or manufacture of our products or sales of counterfeit or other infringing products might necessitate a
product recall and other actions by manufacturers, distributors or retailers in order to safeguard the health of consumers and
protect the integrity of the subject brand. Additionally, we face the inherent risk of exposure to legal claims, including
negligence, relating to our provision of certain service offerings, including the accuracy and quality of our genomic services,
fertility cryopreservation, fertility donor gamete supply, and stem cell storage services. These risks may be heightened due to our
direct- to- consumer marketing efforts for some of our products and services (e. g., stem cell storage and Paragard IUDs).
Consumers may halt or delay purchases of a product or service that is the subject of a claim or recall or has been counterfeited.
We handle some risk with third- party carrier policies that are subject to deductibles and limitations. These insurance policies
may become more expensive (or not be available) for new risks we may assume when we acquire new businesses. We cannot
be assured that we will not experience material losses due to product liability claims or recalls, legal claims relating to our
service offerings, or a decline in sales resulting from sales of counterfeit or other infringing products, in the future. If our
products or services are not accepted by the market, we will not be able to sustain or expand our business. Certain of our
proposed products or services have not yet been clinically tested or commercially introduced, and some of our existing products
or services are marketed and sold on the basis of potential future medical or therapeutic value (assuming technology advances),
and we cannot be sure that any of them will achieve market acceptance or generate revenues or operating profits. The
development of a market for our products or services may be influenced by many factors, some of which are out of our control,
including: « acceptance of our products or services by eye care and-or other health care practitioners; * the cost competitiveness
of our products and services ; « consumer reluctance to try and use a new product or service ; * regulatory and legislative
requirements; * adequate coverage and reimbursement by third- party payors; ¢ lack of scientific advancements to validate the
medical value of certain products or services , such as stored cord blood or cord tissue (or scientific advancements in other
medical approaches that reduce or eliminate the value of such products or services ); and ¢ the earlier release of competitive
products or services , such as new silicone hydrogel products or contraceptive technologies, into the market by our competitors;
and the emergence of newer and more competitive products or services . We operate in the highly competitive health care
industry, and we cannot be assured that we will be able to compete successfully. Each of our businesses operates within a highly
competitive environment. In our soft contact lens business, CooperVision faces intense competition from competitors' products,
in particular silicone hydrogel contact lenses, and may face increasing competition as other new products enter the market. Our
largest competitors in the contact lens business, Johnson & Johnson Vision Care, Inc., Alcon Inc. and Bausch Health Companies
Inc. may have substantially greater financial resources, larger research and development budgets, larger sales forces, greater
market penetration and / or larger manufacturing volumes than CooperVision. They offer competitive products and
differentiated materials, plus a variety of other eye care products including lens care products and ophthalmic pharmaceuticals,
which may give them a competitive advantage in marketing their lenses. The market for contact lenses is intensely competitive
and is characterized by declining sales volumes for older product lines and growing demand for silicone hydrogel- based
products. Our ability to respond to these competitive pressures will depend on our ability to decrease our costs and maintain
gross margins and operating results and to introduce new products successfully, on a timely basis in the Americas, EMEA and
Asia Pacific, and to achieve manufacturing efficiencies and sufficient manufacturing capacity and capabilities for such products.
Any significant decrease in our costs per lens will depend, in part, on our ability to increase sales volume and production
capabilities and our ability to secure adequate supply of materials used in production at reasonable costs. Our failure to respond
to competitive pressures in a timely manner could have a material adverse effect on our business, financial condition and results
of operations. To a lesser extent, CooperVision also competes with manufacturers of eyeglasses and providers of other forms of
vision correction including ophthalmic surgery. We cannot be assured that we will not encounter increased competition in the
future, for example with increased product entries from Asia Pacific contact lens manufacturers, or that our competitors' newer
contact lens products will not successfully erode CooperVision' s contact lens business, which could have a material adverse
effect on our business. The contact lens industry also continues to evolve with respect to the introduction of new distribution and
fulfillment models and service technologies which may conflict with CooperVision’ s strategy or interfere with its customers’
relationships and loyalty. For example, more contact lenses are being fulfilled directly to the consumer by manufacturers and
wholesalers via online platforms, telemedicine is gaining popularity and more vision correction prescriptions are being provided
through online refractive exams rather than in office by an eye care practitioner. CooperVision’ s failure to adapt to the threats
posed by these new and emerging distribution models and Internet driven services may have a material adverse impact on our
business. CooperSurgical focuses on selected segments of the family and women' s health care market with a diversified
portfolio of products and services including fertility products and services, medical devices, cryostorage (such as cord blood and
cord tissue storage) and contraception. Competitive factors in these segments in which CooperSurgical competes include
technological and scientific advances, product quality and availability, price, customer service including response time and
effective communication of product information to physicians, consumers, fertility clinics and hospitals. Competition in the
medical device industry is dynamic and involves the search for technological and therapeutic innovations. CooperSurgical
competes with a number of manufacturers and service providers in its women’ s family health care market areas. Some of these
competitors have substantially greater financial and personnel resources and sell a broader range of products, which may give
them an advantage in marketing competitive products. In addition, some of CooperSurgical’ s markets, such as genomics,
contraception and cord blood and cord tissue storage, are characterized by rapid technological advancement. We face the risk
that demand for our products will not grow or will decline if our competitors are more successful than us at innovating in these
and other areas. There is also risk that emerging technologies or technology advancements could reduce the medical value of
certain of our products and services, such as cord blood and cord tissue storage, which could adversely affect our business. In
recent years, CooperSurgical has also expanded direct- to- consumer products and services, which requires implementing new
competitive strategies and increases the importance of customer service and consumer reputation as competitive factors. New



medical and technological developments may reduce the need for our products. Technological developments in the vision,
fertility and women’ s health, may limit demand for our products and services. For example, corneal refractive surgical
procedures such as Lasik surgery and the development of new pharmaceutical products may decrease the demand for our
optical products. If these new advances provide a practical alternative to traditional vision correction, the demand for contact
lenses and eyeglasses may materially decrease. We cannot be assured that medical advances and technological developments
will not have a material adverse effect on our business. Product innovations are important in the industry in which we operate,
and we face the risk of product obsolescence if we are unable to develop new products or gain regulatory approvals or
certifications or if our competitors introduce new products. Product innovations are important in the contact lens market in
which CooperVision competes and in the areas of the health care industry in which CooperSurgical competes. CooperVision,
both internally and externally with third parties, invests in new product development, including the development of new silicone
hydrogel- based contact lenses. While much of CooperVision’ s research and development activities are performed internally, it
also uses external research and development investment in collaborations and joint development with third parties.
CooperSurgical has historically purchased, leveraged or licensed the technology developments of others. CooperSurgical also
has invested in expanding the internal research and development function with the goal of organic growth and to complement
our acquisitions strategy. Research and development time commitments, higher feasibility risk with longer term projects, greater
dependence on, and reduced control over, third- party deliverables, the cost of obtaining necessary regulatory approval or
certification and other costs related to product innovations can be substantial. We cannot be assured that we will successfully
obtain necessary regulatory approvals, certifications or clearances for our new products or that our new products will
successfully compete in the marketplace and, as a result, justify the expense involved in their development and regulatory
approval or certification. In addition, our competitors may have developed or may in the future develop new products or
technologies. Failure to develop new product offerings and technological changes and to offer products that provide
performance that is at least comparable to competing products could have a material adverse effect on our business. We face
risks related to environmental, social and governance matters. We and our facilities are subject to a broad range of U. S federal,
state, local and foreign environmental laws and requirements, including those governing discharges to the air and water, the
handling or disposal of solid and hazardous substances and wastes, remediation of contamination associated with the release of
hazardous substances at our facilities and offsite disposal locations and occupational safety and health. We have made, and will
continue to make, expenditures to comply with such laws and requirements. Future events, such as changes in existing laws and
regulations, or the enforcement thereof, or the discovery of contamination at our facilities, may give rise to additional
compliance or remediation costs that could have a material adverse effect on our business. Such laws and requirements are
constantly changing, are different in every jurisdiction and can impose substantial fines and sanctions for violations. As a
manufacturer of various products, we are exposed to some risk of claims with respect to environmental matters, and we cannot
be assured that material costs or liabilities will not be incurred in connection with any such claims. We continue to evaluate the
necessary steps for compliance with regulations as they are enacted. These regulations include, for example, regulations enacted
in the EU such as the Registration, Evaluation, Authorization and Restriction of Chemical Substances, which requires the
registration of and regulates use of certain chemicals, the Restriction on the Use of Certain Hazardous Substances in Electrical
and Electronic Equipment Directive, which regulates the use of certain hazardous substances in certain products our
CooperSurgical division manufactures. These and similar legislation that has been or is in the process of being enacted in Japan,
China and various states of the United States may require us to re- design certain products to ensure compliance with the
applicable laws and regulations. In addition, new disclosure standards and rules related to environmental;soetal-and-eorporate
governanee-ESG ymatters have been adopted and may continue to be introduced in various states and other jurisdiction. For
example, the European Union Corporate Sustainability Reporting Directive (CSRD) became effective in 2023 and applies to
both EU and non- EU entities. In October 2023, California adopted new carbon and climate- related reporting requirements for
large public and private companies doing business in the state. Further, the SEC adopted a is-expeeted-to-finalize—-- final a-rule
on the Enhancement and Standardization of elimate-Climate ehange-- Related diselosure-Disclosures proposat-in 2623-2024
. International ESG disclosure standards have also been produced (and further standards will be produced) under the auspices of
the International Sustainability Standards Board (ISSB), which some countries (such as the UK) have indicated they may
incorporate into ESG disclosure standards required of certain companies. As the nature, scope and complexity of ESG reporting,
diligence and disclosure requirements expand, significant effort and expenses could be required to comply with the evolving
requirements. As our disclosure obligations increase, third parties may make claims or bring litigation relating to those
disclosures which may be costly. Environmental, social and corporate governance £5&¥-issues, including those related to
climate change and sustainability, may have an adverse effect on our business and damage our reputation. There is an increasing
focus from certain investors, customers, consumers, employees and other stakeholders concerning ESG matters. Additionally,
public interest and legislative pressure related to public companies” ESG practices continue to grow. If our ESG practices fail to
meet regulatory requirements or investor, customer, consumer, employee or other stakeholders' evolving expectations and
standards for responsible corporate citizenship in areas including environmental stewardship, support for local communities,
Board of Director and employee diversity, human capital management, employee health and safety practices, product quality,
supply chain management, corporate governance and transparency, our reputation, brand and employee retention may be
negatively impacted, and our customers and suppliers may be unwilling to continue to do business with us. Customers,
consumers, investors and other stakeholders are increasingly focusing on environmental issues, including climate change,
energy and water use, plastic waste and other sustainability concerns. Concern over climate change or plastics and packaging
materials, in particular, may result in new or increased legal and regulatory requirements to reduce or mitigate impacts to the
environment. Changing customer and consumer preferences or increased regulatory requirements may result in increased
demands or requirements regarding plastics and packaging materials, including single- use and non- recyclable plastic products



and packaging, other components of our products and their environmental impact on sustainability, or increased customer and
consumer concerns or perceptions (whether accurate or inaccurate) regarding the effects of substances present in certain of our
products. Complying with these demands or requirements could cause us to incur additional manufacturing, operating or product
development costs. If we do not adapt to or comply with new regulations, or fail to meet evolving investor, industry or
stakeholder expectations and concerns regarding ESG issues, investors may reconsider their capital investment in our Company,
and customers and consumers may choose to stop purchasing our products, which could have a material adverse effect on our
reputation and business. If we do not retain our key personnel and attract and retain other highly skilled employees, our business
could suffer. If we fail to recruit, develop and retain the necessary personnel, our business and our ability to obtain new
customers, develop new products and provide acceptable levels of customer service could suffer. The success of our business is
heavily dependent on the leadership of our key management personnel. Our success also depends on our ability to recruit,
develop and retain and motivate highly skilled sales, marketing, manufacturing engineering and scientific personnel.
Competition for these persons in our industry is intense, and we may not be able to successfully recruit, train or retain qualified
personnel. We are experiencing increasing challenges in building and retaining our workforce in certain markets, where pressure
from inflation and competition have exacerbated turnover and retention trends eontinuing-from-the-COVID-—9-pandemte-.
Labor shortages and competition for qualified personnel could cause disruptions in our business operations. Provisions of our
governing documents and Delaware law may have anti- takeover effects. Certain provisions of our Second Restated Certificate
of Incorporation and Amended and Restated By- Laws may inhibit changes in control of the Company not approved by our
Board of Directors. These provisions include advance notice requirements for stockholder proposals and nominations. We also
have the protections of Section 203 of the Delaware General Corporation Law, which could have anti- takeover effects. Risks
Relating to Government Regulation of Manufacture and Sale of Our Products and Services. Legislative or regulatory reforms in
the United States, Europe or other countries may make it more difficult and costly for us to obtain regulatory clearances,
approvals or certifications for our products or to manufacture, market or distribute our products after clearance or approval is
obtained. From time to time, legislation is drafted and introduced in Congress that could significantly change the statutory
provisions governing the regulation of drugs and medical devices. In addition, the FDA may change its premarket clearance and
approval policies for drugs and medical devices, adopt additional regulations or revise existing regulations, or take other
actions, which may prevent or delay approval or clearance of our future products under development or impact our ability to
modify our currently cleared products on a timely basis. For example, over the last several years, the FDA has proposed reforms
to its 510 (k) clearance process, and such proposals could include increased requirements for clinical data and a longer review
period, or could make it more difficult for manufacturers to utilize the 510 (k) clearance process for their products. In addition,
FDA regulations and guidance are often revised or reinterpreted by the FDA in ways that may significantly affect our business
and our products. Any new statutes, regulations or revisions or reinterpretations of existing regulations may impose additional
costs or lengthen review times of any future products or make it more difficult to obtain clearance or approval for, manufacture,
market or distribute our products. We cannot determine what effect changes in regulations, statutes, legal interpretation or
policies, when and if promulgated, enacted or adopted may have on our business in the future. Such changes could, among other
things, require additional testing prior to obtaining clearance or approval; changes to manufacturing methods; recall, replacement
or discontinuance of our products; or additional record keeping. In addition to traditional regulatory controls on drugs and
medical devices, our business could be affected by emerging laws or regulations limiting our ability to offer certain of our
products and services. For example, in the United States, the reversal by the U. S. Supreme Court of Roe v. Wade has raised
concerns in the fertility industry that more restrictive laws could limit access to various reproductive services. New and
emerging laws may be interpreted to limit access to contraceptive technologies or cryostorage services, which could adversely
affect certain aspects of CooperSurgical’ s business. In addition, the EU landscape concerning medical devices (including IVDs)
has recently evolved and may be subject to further developments in 2025 . A new set of two EU regulations have been
adopted on April 5,2017. On May 26, 2021, the EU MDR became applicable and replaced previous directives and established
transitional provisions. The EU IVDR became applicable on May 26, 2022. However, ea-Oeteber+4;202+-the European
Commisston-propesed-institutions adopted subsequent regulations amending the EU IVDR for a gradual “pregressive>
roll- out of the EU IVDR to prevent diﬂfup&en—dlsruptlons in the supply of IVDs —'Phe—Eufepeaﬁ—Pafh&ment—aﬂd-Gmmeﬂ-

S : . The EU IVDR fully applies since May 26, 2022, but there is a tiered
system extending the grace period for many dev1ces (depending on their risk classification) before they have to be fully
compliant with the regulation. Both regulations have been adopted to establish a uniform, transparent, predictable and
sustainable regulatory framework across the EU for medical devices (including IVDs) and ensure a high level of safety and
health while supporting innovation. These modifications may have an effect on the way we intend to develop our business in the
EU and EEA. For example, as a result of the transition towards the new regimes, notified body review times have lengthened,
and product introductions could be delayed or canceled. Additionally, only a few notified bodies have been designated for EU
IVDR certification, which could adversely affect our ablhty to grow our bus1ness F 0110w1ng the end of the ““ Brexit ”
transitional period, from January 1, 2021, the M produetsRegtila Ageney(—MHRA ybecame the
UK’ s independent regulatory agency for medical deV1ces Post- Brex1t amendments have been ‘made to the existing UK
medical devices legislation which require medical devices to be registered with the MHRA before being placed on the Great
Britain market. Manufacturers based 0uts1de of the UK need to app01nt a UK Respons1b1e Person to register dev1ces with the
MHRA. On January 9 v Astte rs-, 2024, the
MHRA fespense—te—w-hteh—was—pubhshed a roadmap settlng out en—}uﬁe—26—2922—tt—1ts -is—aﬂt-tetpated-t-hat—plans and timelines
for towards the reform eore-aspeets-of the regulatory framework for fefufe—regnﬂe—wﬂi—new—app}y—&em%t&y—l%@%—se—that

medical devices placed-otrthe-market-in the Grea : a-U K Conformity
Assessment(UKCA)mark- However,-Regulations 1mplement1ng core elements of the M-I-Hhﬁ—new framework are intended




to be in place by 2025. Pending such reform of the UK regulatory framework, the government has reeenthy-confirmed that
,—Strbjeet—te-eefta-m—eendrt-reﬁs—general medlcal dev1ces compliant with the EU medieal-deviees-direetive(EE-MDD yorEY
aetivet ; tes v v with a valid declaration and CE marking can be placed on the Great
Brltaln market up until the sooner of expiry of Certlﬁcate or June 30, 2028. F¥DPs-Medical devices, including custom- made
devices, compliant with valid-eertifteation-the EU MDR can eeﬂ&ﬁue—te-be placed on the Great Brltaln market up until t-he

ea-the%e-ﬁeeﬁ-rﬁeate—e*ptfy—eﬂune 30, 2030 -

The rules for placmg medlcal deVICSS on the market in N orthern Ireland mﬁﬂeet—wrl—l—
which is part of the UK, differ from those in Great Britain (England, Scotland and Wales) and continue to be based on EU
law . These modifieattonrs-developments, or the perception that any related developments could occur, have had and may
continue to have ama material adverse cffect on the-way-we-intend-to-eonduet-global economic conditions and financial
markets, and our business #rmay be impacted and these—- the eeuntries-demand for our products could be depressed . Our
medteal-devtee-products are subject to reporting requirements and recalls, even after receiving regulatory clearance, approval or
certification, which could harm our reputation and business. After a drug or device is placed on the market, numerous
regulatory requirements apply, including the FDA' s cGMP and QSR regulations, which require manufacturers to follow,
among other things, design, testing, production, control, documentation and other quality assurance procedures during the
manufacturing process; labeling regulations; and medieal-deviee-adverse event reporting regulations that require us to report to
FDA or similar governmental bodies in other countries if our products may have caused or contributed to a death or serious
injury or malfunction in a way that would be reasonably likely to contribute to death or serious injury if the malfunction were to
recur. The FDA and similar governmental bodies in other countries have the authority to require the recall of our products in the
event of material deficiencies or defects in design or manufacture or in the event that a product poses an unacceptable risk to
health. Medteal-deviee-manufactarers-Manufacturers , such as CooperVi%ion and CooperSurgical, may, under their own
initiative, recall a product if a reasonable possibility of serious injury or any material deﬁc1ency in a deviee-product is found, or
withdraw a product to-tmpreve-devieeperformanee-or-for other reasons. The FDA requires that certain medical device
corrections or removals, including recalls, be reported to the FDA within ten working days of initiating the correction or
removal. Recalls of any of our products may divert managerial and financial resources and have an adverse effect on our
financial condition and results of operations. A recall could harm our reputation with customers and consumers which could
reduce the sales of our products. In addition, the FDA or other foreign governmental agencies may implement enforcement
actions in connection with a recall which could impair our product offerings and be harmful to our business and financial results.
If our manufacturing operations fail to comply with applicable regulations, our manufacturing could be delayed or disrupted, our
products could be subject to recall, and sales and profitability could suffer. Our manufacturing operations and processes are
required to comply with numerous federal, state and foreign regulatory requirements, including the FDA' s cGMP regulations
for drugs and QSR for medical devices enewnas-the-QSRregutations-, which govern the procedures related to the design,
testing, production processes, controls, quality assurance, labeling, packaging, storage, importing, exporting and shipping of our
products. We also are subject to state requirements and licenses applicable to manufacturers of drugs and medical devices. In
addition, we must engage in extensive recordkeeping and reporting and must make available our manufacturing facilities and
records for periodic unscheduled inspections by governmental agencies, including the FDA, state authorities and comparable
agencies (as well as audits by notified bodies) in other countries. Failure to comply with cGMP, QSR requirements-and other
applicable domestic or international regulatory requirements or to respond to any adverse inspectional observations or product
safety issues could result in disruption of our operations and manufacturing delays in addition to, among other things, warning
letters, significant fines, injunctions, suspension of approvals, seizures, recalls or import holds of products, operating restrictions
and criminal prosecutions. As a result, any failure to comply with applicable requirements could adversely affect our product
sales and profitability. On February23-January 31 , 2622-2024 , the FDA issued a prepesed-final rule to amend the QSR
regulations to align more closely with the lnternatlonal Organization for Standardization standards. Fhis-prepesat-hasnoetyet
beenfinatized-oradopted—Accordingly, itis-tunelear-the-extentto-whieh-this er-any-otherproposals;ifadepted;-could impose
additional or different regulatory requirements on CooperVision and CooperSurgical that could increase the costs of compliance
or otherwise create competition that may negatively affect our business. The manufacture of pharmaeentteal-therapeuties-drug-
device combination products , such as Paragard, is complex and requires significant expertise and capital investment. We and
our contract manufacturers must comply with applicable cGMP , QSR and similar foreign regulations and guidelines.
Manufacturers of pharmaceutical therapeutics often encounter difficulties in production, including difficulties with production
costs and yields, quality control, quality assurance testing, operator error, shortages of qualified personnel, as well as compliance
with strictly enforced federal, state and foreign regulations. Furthermore, if microbial, viral or other eentaminations—
contamination are discovered in our therapeuttes-drug products or in the manufacturing facilities in which our drug products
therapeunties;if-approved;-are made, such manufacturing facilities may need to be closed for an extended period of time to
investigate and remedy the contamination. We cannot be assured that any stability or other issues relating to the manufacture of
any of our therapenties-drug products will not occur in the future. Additionally, our manufacturers may experience
manufacturing difficulties due to resource constraints or as a result of labor disputes or unstable political environments. If our
manufacturers were to encounter any of these dlfﬁcultles or otherwise fall to comply with thelr Contractual obhgatlom our
ability to continue marketlng our drug products p : : pteat-trials would be
Jeopardlzed —Any-detay ptie p teal-tria

el-l-mea-l—e%eemﬁiefeta-l-manufactunng of our t-hefapetr&es-products may result in %hlpment delays, 1nvent0ry qhortage% lot



failures, therapentie-product withdrawals or recalls, or other interruptions in the supply of our products therapenties-or
therapeuntie-eandidates- We may also have to take inventory write- offs and incur other charges and expenses for products
therapeuties-or-therapeuntie-eandidates-that fail to meet specifications, undertake costly remediation efforts or seek more costly
manufacturing alternatives. Accordingly, failures or difficulties faced at any level of our supply chain could materially adversely
affect our business and delay or impede the devetepmentand-commercialization and marketing of any of our products
therapeuties-or-therapeuntie-eandidates-and could have a material adverse effect on our business. Our failure to comply with
regulatory requirements or to receive regulatory clearance, approval or certification for our products or operations could
adversely affect our business. Our products and operations are subject to rigorous regulation by the FDA, and numerous other
federal, state and foreign governmental authorities. In the United States, the FDA regulates virtually all aspects of medical
device and pharmaceutical design, development, testing, manufacture, safety, labeling (including, for example, unique device
identifier regulations), storage, recordkeeping, reporting, marketing, promotion, advertising and distribution, as well as product
import and export. Our failure to comply with FDA regulations could lead to the imposition of administrative or judicial
sanctions, including injunctions, fines, warning letters, suspensions or the loss of regulatory clearances or approvals, product
recalls, termination of distribution or product seizures. In the most egregious cases, criminal sanctions or closure of our
manufacturing facilities are possible. Our medical devices and pharmaceutical products require clearance or approval by the
FDA before they can be commercially distributed in the United States and may require similar approvals by foreign regulatory
agencies before distribution in foreign jurisdictions. Medical devices and drug products may only be marketed for the
indications for which they are approved or cleared. The process of obtaining, renewing and maintaining regulatory clearances
and approvals to market product a-medieal-deviee-, particularly from the FDA, can be costly and time consuming. We cannot be
assured that such clearances and approvals will be granted on a timely basis, if at all, and significant delays in the introduction
of any new products or product enhancements may occur, which could adversely affect our competitive position and results of
operations. In addition, the FDA and authorities in foreign jurisdictions may change their policies, adopt additional regulations
or revise existing regulations, each of which could prevent or delay premarket approval or clearance of our products, increase
the cost of compliance, impose additional regulatory requirements on us, or otherwise impact our ability to market our currently
approved or cleared products. Modifications and enhancements to medical devices alse-require a new FDA clearance or
approval if they could significantly affect its safety or effectiveness or would constitute a major change in its intended use,
design or manufacture. The FDA requires every medical device manufacturer to make this determination in the first instance,
but the FDA may review any manufacturer' s decision. We have made modifications and enhancements to our medical devices
that we do not believe require a new clearance or appheatiorrapproval , but we cannot confirm that the FDA will agree with our
decisions. If the FDA requires us to seek clearance or approval for a modification of a previously cleared product for which we
have concluded that new clearances or approvals are unnecessary, we may be required to cease marketing or to recall the
modified product until we obtain clearance or approval, and we may be subject to significant regulatory fines or penalties, which
could have a material adverse effect on our financial results and competitive position. We also cannot assure that we will be
successful in obtaining clearances or approvals for our modifications, if required. Our efforts to promote some of our products
and services via direct- to- consumer marketing initiatives may subject us to additional scrutiny by the FDA, FTC or other
agencies. For example, we promote Paragard-PARAGARD and cord blood and cord tissue storage directly to end consumers.
Regulatory agencies may further scrutinize our practices with respect to effective communication of risk information, benefits
or claims with respect to such products. Any failure to comply with ongoing regulatory requirements may significantly and
adversely affect our ability to commercialize and generate revenue from our products and product candidates. If regulatory
sanctions are applied or if regulatory approval is withdrawn, the value of our Company and our operating results may be
adversely affected. The FDA’ s and other regulatory authorities’ policies may change and additional government regulations
may be enacted that could prevent, limit or delay regulatory approval of our product candidates. If we are slow or unable to
adapt to changes in existing requirements or the adoption of new requirements or policies, or if we are not able to maintain
regulatory compliance, we may be subject to enforcement action and we may not achieve or sustain profitability, which would
adversely affect our business. We also cannot predict the likelihood, nature or extent of government regulation that may arise
from future legislation or administrative or executive action, either in the United States or abroad. Subject to transitional
provisions and in order to sell our products in the EU, our products must respectively comply with general safety and
performance requirements of the EU MDR and the EU IVDR. Compliance with these requirements is a prerequisite to be able to
affix the European Conformity (CE) mark to our products, without which they cannot be sold or marketed in the EU. All
medical devices placed on the market in the EU must meet the general safety and performance requirements laid down in the
Annexes to the EU MDR and EU IVDR including that a medical device must be designed and manufactured in such a way that,
during normal conditions of use, it is suitable for its intended purpose. Medical devices must be safe and effective and must not
compromise the clinical condition or safety of patients, or the safety and health of users and, where applicable, other persons,
provided that any risks which may be associated with their use constitute acceptable risks when weighed against the benefits to
the patient and are compatible with a high level of protection of health and safety, taking into account the generally
acknowledged state of the art. To demonstrate compliance with the general safety and performance requirements we must
undergo a conformity assessment procedure, which varies according to the type of medical device and its (risk) classification.
Except for low- risk medical devices (Class I) or general IVDs (Class A), where the manufacturer can self- assess the
conformity of its products with the general safety and performance requirements (except for any parts which relate to sterility,
metrology or reuse aspects of a medical device), a conformity assessment procedure requires the intervention of a notified body.
Notified bodies are independent organizations designated by EU member states to assess the conformity of devices before being
placed on the market. A notified body would typically audit and examine a product’ s technical dossiers and the manufacturer’ s
quality system (notified body must presume that quality systems which implement the relevant harmonized standards — ISO



13485: 2016 for Quality Management Systems — conform to these requirements). If satisfied that the relevant product conforms
to the general safety and performance requirements, the notified body issues an-Et-a CE certificate, which the manufacturer
uses as a basis for its ewn-declaration of conformity. The manufacturer may then apply the CE mark to the device, which allows
the device to be placed on the market throughout the EU. If we fail to remain in compliance with applicable EU laws, directives
or regulations, we would be unable to continue to affix the CE mark to our products, which would prevent us from selling them
within the EU and EEA. In the EU, regulatory authorities have the power to carry out announced and, if necessary, unannounced
inspections of companies, as well as suppliers and / or sub- contractors and, where necessary, the facilities of professional users.
Failure to comply with regulatory requirements (as applicable) could require time and resources to respond to the regulatory
authorities’ observations and to implement corrective and preventive actions, as appropriate. Regulatory authorities have broad
compliance and enforcement powers and if such issues cannot be resolved to their satisfaction can take a variety of actions,
including untitled or warning letters, fines, consent decrees, injunctions, or civil or criminal penalties. The EU regulatory
landscape concerning medical devices (including [VDs) hasteeently-evolved-is continuously evolving and the new
requirements may have a significant effect on the way we conduct our business in the EU and the EEA. Following Brexit, the
UK regulatory landscape concerning medical devices (including IVDs) is evolving and may have a significant effect on the way
we conduct our business in the UK. See Risk Factors — *“ Legislative or regulatory reforms in the United States or Europe may
make it more difficult and costly for us to obtain regulatory clearances, approvals or certifications for our products or to
manufacture, market or distribute our products after clearance or approval is obtained ”. Development and marketing of our
products are subject to strict governmental regulation by foreign regulatory agencies, and failure to receive, or delay in
receiving, foreign qualifications or certifications could have a material adverse effect on our business. In many of the foreign
countries in which we market our products, we are subject to regulations affecting, among other things, product standards,
packaging requirements, labeling requirements, import restrictions, tariff regulations, the reporting of certain payments to health
care practitioners in certain markets (for example, the French anti- gift legislation), duties and tax requirements. Many of the
regulations applicable to our devices and products in such countries are similar to those of the FDA. The advertising and
promotion of medical devices is subject to some general principles set forth in the EU legislation. Directive 2006 / 114 / EC
concerning misleading and comparative advertising and Directive 2005 /29 / EC on unfair commercial practices, while not
specific to the advertising of medical devices, apply to the advertising thereof and contain general rules, for example, requiring
that advertisements be evidenced, balanced and not misleading. Specific requirements are defined at a national level. EU
member states’ laws related to the advertising and promotion of medical devices, which vary between jurisdictions, may limit or
restrict the advertising and promotion of products to the general public and may impose limitations on promotional activities
with healthcare professionals. In many countries, the national health or social security organizations require our products to be
qualified before they can be marketed with the benefit of reimbursement eligibility. To date, we have not experienced difficulty
in complying with these regulations. However, our failure to receive, or delays in the receipt of, relevant foreign qualifications
could have a material adverse effect on our business, financial condition and results of operations. Increased regulatory scrutiny
of genetic testing may adversely affect our business through increased costs and risks associated with gaining marketing
approvals or certifications and potential deereased-impact on demand for our genetic testing services . In the United States, in
vitro diagnostic devices (IVDs) are a type of medical device that can be used in the diagnosis or detection of diseases or
other conditions. The FDA considers laboratory developed tests (LDTs) to be a subset of IVDs that are designed,
manufactured, and used within a single laboratory. Similar tests are also known as In- House Tests (IH- Tests) in the EU
and LDTs have historically been subject to enforcement discretion by the FDA and were not previously regulated under
the 98 / 79EC in- vitro diagnostic directive (IVDD) of the EU. On May 6, 2024, the FDA published a final rule on the
regulation LDTs, making explicit that LDTs are medical devices under the FDCA. In addition, the FDA is finalizing a
policy under which the FDA will provide greater oversight of IVDs offered as LDTs through a phaseout of its general
enforcement discretion approach over the course of four years, as well as targeted enforcement discretion policies for
certain categories of IVDs manufactured by laboratories . We offer certain genetic testing services to help identify the
hkellhood of pregnancy as Well as 1dent1fy posuble d1§01dels or diseases of a child prior to birth , —Regutatory-and we

e ng-have beenintrodueed-historically marketed these tests as LDTs in
the Umted States . As a result our tests may now be subJect to the FDA’ s enforcement of its medical device regulations
and the applicable FDCA provisions, subject to the four year phase- out of enforcement discretion beginning in May of
2025. Compliance with the new requirements may require additional analytical or clinical studies or other actions in
order to continue marketing our tests during the phase- out period, which could increase costs and expenses or otherwise
negatively affect our business. The FDA LDT regulation is currently subject to legislative challenges which may result in
less stringent requirements or a decrease in FDA enforcement of LDT requirements. Therefore, the costs to comply with
the FDA LDT regulation and its impact on our business is difficult to predict. Similarly, in the EU, the regulatory
landscape has evolved to include the definition of and-- an wwe-IH- Test as is an IVD that is developed and produced by a
laboratory on a non- industrial scale and is provided to health institutions in accordance with Article 5 of the EU IVDR.
Under such circumstances, many IH- Tests may continue to be exempt from regulation indefinitely or until 2030 in
circumstances where commercially available CE marked options exist. Our genetic tests may be subject to the full
application of the EU IVDR with respect to some or all of our existing, as well as future, tests if our tests do not qualify
for an IH- Test exemption. We may be required to expend additional time and resources to comply with the
requirements of the EU IVDR, resulting in additional expenses for offering our current and any future tests as well as
p0551bly delaylng or suspendmg development or commercnahzatlon of such tests. We expect that new propomls er—be




enforcement policies affecting LDTs or ﬂew—l-eg-is%&t-teﬁ—reéuldtlons such as the EU IVDR fegu-l&t—teﬂ—ma—y—ls likely to result in
increased regulatory barders— burden on our ability to continue marketing our genetic products and to develop and introduce

new prodmts in the future, which could fed-uee—emhfeveﬂue—ef—rnefease-eﬁﬁeests—aﬂd-ddversely affect our business —I-n—add-l-t—teﬁ—

ClllllCd] ldbomtorles that perform testing on specimens derl\ ed from humans for the purpose of prowdmﬂ mfonnatlon for the
diagnosis, prevention or treatment of disease. Our clinical laboratories must be certified under CLIA and ISO 15189 in order for
us to perform testing on human specimens. In addition, our proprietary tests must also be recognized as part of our accredited
programs under CLIA so that we can offer them in our laboratory. CLIA is intended to ensure the quality and reliability of
clinical laboratories in the United States by mandating specific standards in the areas of personnel qualifications, administration,
and participation in proficiency testing, patient test management, quality control, quality assurance and inspections. The law also
requires us to maintain a state laboratory license to conduct testing in that state. In addition, we are subject to the UK Human
Fertilization & Embryology Association (HFEA) regulating IVF. Our laboratories are located in Japan, the United Kingdom and
United States, and we must maintain the requisite licenses in each jurisdiction. Any sanction imposed under CLIA, its
implementing regulations, or state or foreign laws or regulations governing licensure, or our failure to renew a CLIA certificate,
or a state or foreign license or accreditation, could have a material and adverse effect on our diagnostic testing business,
operating results and financial condition. Three federal agencies are responsible for administering the CLIA program in the
United States: the Centers for Medicare & Medicaid Services (CMS), the Centers for Disease Control and Prevention
(CDC), and the FDA. The CMS alse-in particular has the authority to impose a wide range of sanctions, including revocation
of the-CLIA certification along with a bar on the ownership or operation of a CLIA- certified laboratory by any owners or
operators of the deficient laboratory. If we were to lose our CLIA certification or required state or foreign licensure, we would
not be able to operate our clinical laboratory and conduct our tests, worldwide or in particular jurisdictions, which would
adversely impact our diagnostic testing business, operating results, and financial condition. Our HCT / P products are subject to



extensive government regulation and our failure to comply with these requirements could cause our business to suffer. In the
United States, we provide donor egg and sperm for fertility treatments, in addition to fertility cryopreservation services and
newborn stem cell storage (cord blood and cord tissue). Donated reproductlve tissues, 1nclud1ng eggs and sperm as well as cord
blood and cord tissue, are regulated to by the FDA as hamen Stisstes-an .
the United States, we are marketing these HCT / Ps pursuant to Sectlon 361 of the P-ub-l-te—He&l-t-h—Sefﬂee—Aet—(—PHSA ¥and 21
C.F.R. Part 1271 of FDA’ s regulations. Fhe-se—eaHed-Products subject to regulation as “ 361 HCT / Ps " are not currently
required subjeet-to-the FDArequirements-to obtain marketing authorizations, so long as they meet certain criteria set forth in
FDA regulations. However, HCT / Ps regulated as 361 HCT / Ps are currently subject to requirements relating to registering
facilities and listing products with the FDA, as well as stringent requirements relating to processing, storing, labeling and
distributing HCT / Ps, including, screening and testing for tissue donor eligibility, providing required labeling information,
record keeping and adverse event reporting. If we fail to comply with these requirements, we could be subject to FDA
allegations of noncompliance or enforcement action, including, for example, warning letters, fines, injunctions, product recalls
or seizures, and, in the most serious cases, criminal penalties. To be regulated as 361 HCT / Ps, these products must meet the
FDA” s criteria to be considered *“ minimally manipulated ” and intended for “ homologous use, ” among other requirements.
HCT / Ps that do not meet the criteria to be considered 361 HCT / Ps are subject to the FDA’ s regulatory requirements
applicable to medical devices, biologics or drugs, including, importantly, the requirement for premarket review and approval or
clearance prior to marketing. We believe our HCT / Ps are regulated solely under Section 361 of the PHSA, and therefore, we
have not sought or obtained 510 (k) clearance, PMA approval, or licensure through a Biologics License Application (BLA) for
such HCT / Ps. However, the FDA could disagree with our determination that these human tissue products are 361 HCT / Ps and
could determine that these products are biologics requiring a BLA or medical devices requiring 510 (k) clearance or PMA
approval, and could require that we cease marketing such products and / or recall them pending appropriate clearance, approval
or licensure from the FDA, which would adversely affect our business. In addition, the FDA may in the future modify the scope
of its enforcement discretion with respect to 361 HCT / Ps or change its position on which current or future products qualify as
361 HCT / Ps, or determine that some or all of our HCT / P products may not be lawfully marketed without a marketing
authorization. Any regulatory changes could have adverse consequences for us and make it more difficult or expensive for us to
conduct our business by requiring pre- market clearance or approval and compliance with additional post- market regulatory
requirements with respect to those products. Disruptions at the FDA and other government agencies or notified bodies caused by
funding shortages or global health concerns could hinder their ability to hire, retain or deploy key leadership and other
personnel, or otherwise prevent new or modified products from being developed, cleared or approved or commercialized in a
timely manner or at all, which could negatively impact our business. The ability of the FDA, foreign agencies and notified
bodies to review and clear, approve or certify new products can be affected by a variety of factors, including government budget
and funding levels, statutory, regulatory, and policy changes, the FDA’ s, foreign agencies’ and notified bodies’ ability to hire
and retain key personnel and accept the payment of user fees, and other events that may otherwise affect the FDA’ s, foreign
agencies’ and notified bodies’ ability to perform routine functions. Average review times at the FDA, foreign agencies and
notified bodies have fluctuated in recent years as a result. In addition, government funding of other government agencies that
fund research and development activities is subject to the political process, which is inherently fluid and unpredictable.
Disruptions at the FDA, foreign agencies and notified bodies and other agencies may also slow the time necessary for new
drugs and medical devices or modifications to cleared or approved drugs and medical devices to be reviewed, approved and / or
certified by necessary government agencies or notified bodies, which would adversely affect our business. For example, over the
last several years, the United States government has shut down several times and certain regulatory agencies, such as the FDA,

have had to furlough crrtlcal employees and stop crrtlcal activities. Separatelyinrresponse-to-the-COVID-—9-pandemie-the

ofﬁcrally desrgnated to certrfy products and services in accordance with the EU MDR and EU lVDR Severat-Their designation
process, which is significantly stricter under the new Regulations, has experienced considerable delays. Despite a recent
increase in designations, the current number of notified bodies have-beendesignated under the BEo-MBR-butonly-afew-new
Regulations remains significantly lower than the number of notrﬁed bodres haave—been—desrgnated under the prevmus
regimes EUHVDRsofar-. The v mte-has-stgn stowe vir-the S
designated notified bodies are , therefore, facrng a backlog {afge—afneﬁﬂt—of requests wrt-h—t-he—new—regu-}&ﬁens— and asa
eonsequenec-of whiehreview times may-have lengthened. This situation may impact the ability of our notified body to timely
review and process our regulatory submissions and perform its audits. Ethical, legal and social concerns related to the use of
genetic information, sperm and egg selection services and stem cells could reduce demand for our service offerings. Genetic
testing, sperm and egg selection services and the use of stem cells have raised ethical, legal and social issues regarding privacy
and the appropriate uses of information related to these services. Government authorities could, for social or other purposes,
limit or regulate the use of genetic information or genetic testing or prohibit testing for genetic predisposition to certain
conditions, particularly for those that have no known cure. They also could limit, regulate or prohibit (1) sperm and egg




selection services or (2) the use of stem cells. Ethical, legal or social concerns may lead patients to refuse to use, or physicians to
be reluctant to order or recommend, genetic tests, sperm and egg selection services and stem cell storage services even if
permissible. These and other ethical, legal and social concerns may limit market acceptance and adoption of our service
offerings or reduce the potential markets for our service offerings, either of which could have an adverse effect on our business,
financial condition and results of operations. The costs of complying with the requirements of federal, state and foreign laws
pertaining to the privacy and security of personal information, including health related information and the potential liability
associated with failure to do so could materially adversely affect our business. Numerous laws and regulations govern the
collection, dissemination, use, privacy, confidentiality, security, availability and integrity of personally identifiable information
(PID), including protected health information (PHI). We collect and process PII in multiple ways in our various business lines
and are subject to risk associated with compliance with many of these laws and regulations. Some of our businesses expose us to
increasingly stringent regulations for handling personal information (where, for example, we collect or process PII deemed to be
sensitive by regulatory authorities, such as PHI). Under U. S. law, HIPAA establishes national privacy and security standards
for protection of PHI by covered entities and the business associates with whom such entities contract for services. HIPAA
requires both covered entities and business associates to develop and maintain policies and procedures for PHI that is used or
disclosed, and to adopt administrative, physical and technical safeguards to protect PHI. Mandatory penalties for HIPAA
violations can be significant. A single breach incident can result in violations of multiple standards. If a person knowingly or
intentionally obtains or discloses PHI in violation of HIPAA requirements, criminal penalties may also be imposed. We
maintain technical, organizational and contractual safeguards that we believe are reasonable and appropriate to protect the
privacy and security of PHI and other personally identifiable information consistent with applicable laws and our contractual
obligations; however, we may not be able to prevent incidences of inappropriate use or unauthorized access to PHI by our
employees, contractors or external factors, despite the safeguards. Any such breaches of our systems or those of our vendors,
customers or other third parties could result in exposure to liability under federal and state laws and / or under our contractual
arrangements and could adversely impact our business. We are also subject to various other laws in the United States such as
Section 5 (a) of the Federal Trade Commission Act, which requires a company’ s data security measures to be reasonable and
appropriate in light of the sensitivity and volume of consumer information it holds, the size and complexity of its business, and
the cost of available tools to improve security and reduce vulnerabilities and the CCPA, which gives California residents certain
rights to access and delete their personal information, opt out of certain personal information sharing, and receive detailed
information about how their personal information is used. The CCPA provides for civil penalties for violations, as well as a
private right of action for data breaches that has increased the likelihood of, and risks associated with data breach litigation.
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and-mformation-seeurity-enforeement—Similar laws have been prepesed-ercnacted in other states and proposed at the federal
level, and when-passed;-such laws may have potentially conflicting requirements that swetld-make compliance challenging. We
are also subject to laws and regulations in countries other than United States covering data privacy and the protection of health-
related and other personal information. EU and EEA member states and other jurisdictions have adopted data protection laws
and regulations, which impose significant compliance obligations. For example, the GDPR imposes stringent operational
requirements for processors and controllers of personal data in the context of an establishment in the EEA or the processing of
personal data of individuals within the EEA and increases the scrutiny of transfer of personal data from the EEA. Following the
UK' s withdrawal from the EEA and the EU, and the expiry of the transition period, companies will have to comply with the
GDPR and the GDPR as incorporated into the UK national law (the UK GDPR). In addition, countries of the EEA may impose
further obligations relating to the processing of genetic, biometric or health data, which could further add to our compliance
costs and limit how we process this information. Some of the personal data we process in respect of clinical trial participants is
special category or sensitive personal data under the GDPR, and subject to additional compliance obligations and to local law
derogations. We may be subject to diverging requirements under EU member state laws and UK law. We are also subject to
China' s Personal Information Protection Law (PIPL), which imposes requirements regarding processing PII, data localization
and cross- border transfers of PII, as well as a number of other laws in the Asia Pacific area . As these laws develop, we may
need to make operational changes to adapt to these diverging rules, which could increase our costs and adversely affect our
business. Compliance with U. S. and foreign privacy and security laws, rules and regulations could require us to take on more
onerous obligations in our contracts, require us to engage in costly compliance exercises, restrict our ability to collect, use and
disclose data, or in some cases, impact our or our partners’ or suppliers’ ability to operate in certain jurisdictions. Each of these
constantly evolving laws can be subject to varying interpretations. Any failure or perceived failure by us to comply with privacy
or security laws, policies, legal obligations or industry standards or any security incident that results in the unauthorized release
or transfer of PII may result in governmental enforcement actions and investigations including by European Data Protection
Supervisory Authorities, fines and penalties, litigation, orders to cease or change our data processing activities, enforcement
notices, assessment notices for a compulsory audit and / or civil claims (including class actions), adverse publicity and
reputational damage. Such failures could have a material adverse effect on our financial condition and operations. If the third
parties we work with violate applicable laws, contractual obligations or suffer a security breach, such violations may also put us
in breach of our obligations under privacy laws and regulations and could in turn have a material adverse effect on our business.
When we acquire companies or business that engage in personal data processing, we may become subject to additional
regulation or scrutiny, particularly if such activity is different in nature from what we have done in the past. For example, with
the recent addition of cord blood and cord tissue storage (and other cryostorage) businesses, we interact directly with our



customers and collect and maintain personal information regarding our customers and donors. Acquisitions like this could
subject us to additional regulatory and consumer liability risk and the cost of analyzing and integrating new privacy compliance
programs. Changes in legislation and government regulation of the health care industry both in the United States and
internationally, as well as third- party payors' efforts to control the costs of health care could materially adversely affect our
business. The ACA made extensive changes to the delivery of health care in the United States. Among the provisions of the
ACA, of greatest importance to the medical device industry and pharmaceutical industry are the following:  Establishment of
the Patient- Centered Outcomes Research Institute to oversee, identify priorities in, and conduct comparative clinical
effectiveness research, along with funding for such research; * Payment system reforms including a national pilot program on
payment bundling to encourage hospitals, physicians and other providers to improve the coordination, quality and efficiency of
certain health care services through bundled payment models; * Establishment of a Center for Medicare & Medicaid Innovation
at CMS to test innovative payment and service delivery models to lower Medicare and Medicaid spending; and * An increase in
the statutory minimum rebates a manufacturer must pay under the Medicaid Drug Rebate Program to 23. 1 % and 13 % of the
average manufacturer price for most branded and generic drugs, respectively. These measures could result in decreased net
revenues or increased expenses from our fertility, office and surgical portfolios and decrease potential returns from our
development efforts. Other legislative changes which impact the medical device and pharmaceutical industry have been
proposed and adopted since the ACA was enacted —Fhe-, including, the Budget Control Act of 2011, which, among other
things, included aggregate reductions to Medicare payments to providers and —tn-addittor;-the Medicare Access and CHIP
Reauthorization Act of 2015, which, among other thmgs fepea-led-replaced and changed the formula by Wl’llCl’l Medicare made
annual payment adjustments to physrcrans and v 0

. In forergn countries where we market our products,
recent healthcare reform has taken place as well. F or instance, in December 2021, the EU Regulation No 2021 /2282 on Health

Technology Assessment (HTA) amendmg Directive 201 l /24 / EU was adopted %&e—ﬂae—regtﬂ&&eﬁ-eﬂtefed—trﬁe—fefee—tﬁ

-pfeeluets—Thrs fegu-l&t-teﬁ—Regulatlon mtends to boost cooperatron among EU member states in assessing health technologres
including certain high- risk medical devices, and previding-provide the basis for cooperation at the EU level for joint clinical
assessments in these areas. It Fheregulation-will permit EU member states to use common HTA tools, methodologies, and
procedures across the EU, working together in four main areas, including joint clinical assessment of the innovative health
technologies with the mest-highest potential impact for patients, joint scientific consultations whereby developers can seek
advice from HTA authorities, identification of emerging health technologies to identify promising technologies early, and
continuing voluntary cooperation in other areas. Individual EU member states will continue to be responsible for assessing non-
clinical (e. g., economic, social, ethical) aspects of health technologies, and making decisions on pricing and reimbursement. We
expect that additional state, federal and foreign health care reform measures will be adopted in the future, including those
initiatives affecting coverage and reimbursement for our products, any of which could limit the amounts that federal state and
foreign governments will pay for health care products and services, which could adversely affect the growth of the market for
our products or demand for our products, or result in additional pricing pressures. Also, any adoption of health care reform
proposals on a state- by- state basis could require us to develop state- specific marketing and sales approaches. We cannot
predict the effect such reforms or the prospect of their enactment may have on our business. In addition, third- party payors,
whether governmental or commercial, whether inside the United States or abroad, increasingly attempt to contain or reduce the
costs of health care. These cost- control methods include prospective payment systems, capitated rates, group purchasing,
redesign of benefits, requiring pre- authorizations or second opinions prior to certain medical procedures, encouragement of
healthier lifestyles and exploration of more cost- effective methods of delivering health care. Although cost controls or other
requirements imposed by third- party payors have not historically had a significant effect on contact lens prices or distribution
practices, this could change in the future and could adversely affect our business. We may enroll as in- network providers and
suppliers with certain payors. Although, becoming an in- network provider or enrolling as a supplier means that we have agreed
with these payors to provide certain of our tests at negotiated rates, it does not obligate any physicians to order our tests or
guarantee that we will receive reimbursement for our tests from these or any other payors at adequate levels. Thus, these payor
relationships, or any similar relationships we may establish in the future, may not result in acceptable levels of reimbursement
for our tests or meaningful increases in our physician customer base. We cannot predict whether, under what circumstances, or
at what payment levels payors will cover and reimburse for our tests. If we fail to establish and maintain broad coverage and
reimbursement for our tests, our ability to generate increased revenue and grow our test volume and customer base could be
limited and our future prospects and our business could suffer. Laws pertaining to health care fraud and abuse could materially




adversely affect our business. We may be subject to various federal, state and foreign laws pertaining to health care fraud and
abuse, including anti- kickback, physician self- referral false claims and physician payment transparency laws and regulations.
These laws may constrain the business or financial arrangements and relationships through which we conduct our operations,
including our commercial laboratory operations and how we research, market, sell and distribute any products for which we
obtain marketing approval. Such laws include: * the federal Anti- Kickback Statute, which prohibits, among other things,
persons or entities from knowingly and willfully soliciting, offering, receiving or providing any remuneration (including any
kickback, bribe or certain rebates), directly or indirectly, overtly or covertly, in cash or in kind, in return for, either the referral of
an individual or the purchase, lease, or order, or arranging for or recommending the purchase, lease, or order of any good,
facility, item or service, for which payment may be made, in whole or in part, under a federal healthcare program such as
Medicare and Medicaid. A person or entity does not need to have actual knowledge of the federal Anti- Kickback Statute or
specific intent to violate it in order to have committed a violation; ¢ the federal physician self- referral prohibitions, commonly
known as the Stark Law, which generally prohibit entities from billing a patient or the Medicare or Medicaid programs for
certain designated health services, including clinical laboratory services, when the physician ordering the service, or any member
of such physician’ s immediate family, has a financial interest, such as an ownership or investment interest in or compensation
arrangement with us, unless the arrangement meets an exception to the prohibition. These prohibitions apply regardless of any
intent by the parties to induce or reward referrals or the reasons for the financial relationship and the referral;  the federal false
claims laws, including the civil False Claims Act, and civil monetary penalties laws, which prohibit, among other things,
individuals or entities from knowingly presenting, or causing to be presented, to the federal government, claims for payment or
approval that are false or fraudulent, or knowingly making, using or causing to be made or used, a false record or statement
material to a false or fraudulent claim, or knowingly making or causing to be made a false statement to avoid, decrease or
conceal an obligation to pay money to the federal government. In addition, the government may assert that a claim including
items or services resulting from a violation of the federal Anti- Kickback Statute or Stark Law constitutes a false or fraudulent
claim for purposes of the civil False Claims Act;  the federal Civil Monetary Penalties Law, which, among other things,
authorizes the imposition of civil monetary penalties, assessments, and exclusion against an individual or entity based on
a variety of prohibited conduct, including, but not limited to, offering remuneration to a federal healthcare program
beneficiary that the individual or entity knows or should know is likely to influence the beneficiary to order or receive
healthcare items or services from a particular provider; ¢ the federal Health Insurance Portability and Accountability Act of
1996, which imposes criminal and civil liability for, among other things, knowingly and willfully executing, or attempting to
execute, a scheme to defraud any healthcare benefit program, or knowingly and willfully falsifying, concealing or covering up a
material fact or making any materially false statement, in connection with the delivery of, or payment for, healthcare benefits,
items or services. Similar to the federal Anti- Kickback Statute, a person or entity does not need to have actual knowledge of the
statute or specific intent to violate it in order to have committed a violation; « the federal Physician Payments Sunshine Act,
which requires certain manufacturers of drugs, devices, biologics and medical supplies for which payment is available under
Medicare, Medicaid or the Children’ s Health Insurance Program (with certain exceptions) to report annually to the CMS,
information related to payments and other “ transfers of value ” made to physicians (defined to include doctors, dentists,
optometrists, podiatrists and chiropractors), certain non- physician practitioners including physician assistants and nurse
practitioners, and teaching hospitals, as well as ownership and investment interests held by physicians and their immediate
family members; and ¢ analogous state and foreign laws and regulations, such as state anti- kickback and false claims laws,
which may apply to sales or marketing arrangements and claims involving healthcare items or services reimbursed by non-
governmental third- party payors, including private insurers and self- pay patients; some state laws that require biotechnology
companies to comply with the industry’ s voluntary compliance guidelines and the relevant compliance guidance promulgated
by the federal government and may require drug and device manufacturers to report information related to payments and other
transfers of value to physicians and other healthcare providers or marketing expenditures; some state laws that require
biotechnology companies to report information on the pricing of certain drug products; and some state and local laws that
require the registration of sales representatives. In addition, federal government price reporting laws, among other things, require
us to calculate and report complex pricing metrics to government programs, where such reported prices may be used in the
calculation of reimbursement and / or discounts on our marketed drugs. Participation in these programs and compliance with the
applicable requirements may subject us to potentially significant discounts on our products, increased infrastructure costs and
potentially limit our ability to offer certain marketplace discounts. Violations of these laws are punishable by criminal and civil
sanctions, including, in some instances, exclusion from participation in federal and state health care programs, including
Medicare, Medicaid, Veterans Administration health programs and TRICARE. Similarly, if the physicians or other providers or
entities with whom we do business are found to be non- compliant with applicable laws, they may be subject to sanctions, which
could indirectly have a negative impact on our business, financial condition and results of operations. Because of the complex
and far- reaching nature of these laws, we cannot be assured that we would not be required to alter one or more of our practices
to be in compliance with these laws. Any violations of these laws or regulations could result in a material adverse effect on our
business, financial condition and results of operations. In addition, changes in these laws, regulations, or administrative or
judicial interpretations, may require us to further change our business practices or subject our existing business practices to legal
challenges, which could have a material adverse effect on our business. Risks Relating to Interest and Foreign Exchange Rates,
Debt and Equity Exchange rate fluctuations and foreign currency hedges could adversely affect our financial results. As a result
of our international operations, currency exchange rate fluctuations may affect our results of operations and financial position.
Our most significant currency exposures are the British pound, Euro and Japanese yen. We expect to generate an increasing
portion of our revenue and incur a significant portion of our expenses in currencies other than U. S. dollars. To the extent we are
unable to materially offset non- functional currency flows, exchange rate fluctuations could have a positive or negative impact



on our financial condition and results of operations. Because our consolidated financial results are reported in U. S. dollars, if
we generate sales or earnings in other currencies, the translation of those results into U. S. dollars can result in a significant
increase or decrease in the amount of those sales or earnings and can make it more difficult for our stockholders to understand
the relative strengths or weaknesses of the underlying business on a period- over- period comparative basis. Although we may
enter into foreign exchange agreements with financial institutions to reduce our net exposure to fluctuations in foreign currency
values relative to our non- functional currency obligations or balances, they would not eliminate that risk entirely. We are
vulnerable to interest rate risk with respect to our debt. We are subject to interest rate risk in connection with the issuance of
variable and fixed- rate debt. In order to maintain a desired mix of fixed- rate and variable- rate debt, from time to time we may
use interest rate swap agreements to fix a portion of our variable- rate debt as further described in Note 13. Financial Derivatives
and Hedging of the Consolidated Financial Statements. We may not be successful in structuring such swap agreements to
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Our 1ndebtedness could adversely affect our flnancral health and prevent us from fulﬁlhng our debt obhgatlons We have now
and expect to continue to have a significant amount of indebtedness. Our indebtedness could: ¢ increase our vulnerability to
general adverse economic and industry conditions; ¢ require us to dedicate a substantial portion of our cash flow from operations
to payments on our indebtedness, thereby reducing the availability of our cash flow to fund working capital, capital
expenditures, acquisitions, research and development efforts and other general corporate purposes; ¢ limit our flexibility in
planning for, or reacting to, changes in our business and the industry in which we operate; * place us at a competitive
disadvantage compared to our competitors that have less debt; * result in greater interest rate risk and volatility; ¢ limit our ability
to borrow additional funds; and » make it more difficult for us to satisfy our obligations with respect to our debt, including our
obligation to repay our credit facilities under certain circumstances, or refinance our indebtedness on favorable terms or at all.
Our credit facilities contain financial and other restrictive covenants that could limit our ability to engage in activities that may
be in our long- term best interests. Our failure to comply with those covenants could result in an event of default which, if not
cured or waived, could result in the acceleration of all of our debt, which could adversely affect our business. Volatility in the
securities markets, interest rates, and other factors could substantially increase our defined benefit plan costs. We sponsor a
defined benefit plan for certain employees in the United States. This defined benefit plan is funded with trust assets invested in a
diversified portfolio of securities and other investments. Changes in interest rates, mortality rates, early retirement rates,
investment returns, discount rates and the market value of plan assets can affect the funded status of our defined benefit plan and
cause volatility in the net periodic benefit cost and future funding requirements of the plan. A significant increase in our
obligations or future funding requirements could increase our cash requirements and adversely affect our business. Risks
Relating to Taxes Changes in tax laws, examinations by tax authorities, and changes in our geographic composition of income
could adversely affect our busfness-ﬁnancml results We l-neeﬂ&e—ta*es—aﬁd-et-heﬁa*es—are based—eﬂ—enaeted-subject to U S.
and foreign tax laws that may i
ehanges— change tn-taxtav ottt i v t
being-developed-The base erosion and proﬁt shlftmg (BEPS) prolect undertaken by the Organisation for Economic Co-
operation and Development (OECD) —a—glebal—pehey—ferum—that—rﬂmplemeﬂted—rncludes Plllar Two, a global 1n1n1mum tax
rate of 15 % that may adversely affect our provision for —Fs ; y g
guidanee—neome-income taxes . We are subject to the examination of our tax returns and other matters by ta*es—eeu-lel
stgm—f:reaﬁtly—mefeas&based-eﬂ—the—resehmeﬂ—eﬁtax aut-heﬂty—authorltles exarnmaﬁeﬁs— Tax authorities could ehaHenge-our
alse-challenge our positions related to
transfer pricing and 1ntercompany transactions, 1nclud1ng the Valuatlon of 1ntang1ble assets. Tax examinations can result in
costly litigation with significant interest and penalties and ultimate settlement can take several years. For example, we have
engaged (and expect to continue to engage) with tax authorities over tax positions we have taken in connection with eur
acquisitions, and such examinations could cause us to incur significant expense (and adverse determinations by the tax authority
could result in penalties) which could have an adverse effect on our financial results . Our effective tax rate could fluctuate
based on the geographic composition of income, which could significantly change based on our business results and
acquisitions. Our effective tax rate could also fluctuate based on changes in estimates, changes in excess tax benefits from
share- based compensation, changes in non- deductible expenses, and the valuation of deferred tax assets and liabilities. These
fluctuations could have an adverse effect on our business-financial results .




