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Investing in our common stock involves a high degree of risk. You should consider carefully the risks and uncertainties
described below, together with all of the other information in this Annual Report on Form 10- K, including the section titled
Management’ s Discussion and Analysis of Financial Condition and Results of Operations ” and our financial statements and
related notes thereto included elsewhere in this Annual Report on Form 10- K, before deciding whether to invest in shares of our
common stock. The risks described below are not the only ones we face. The occurrence of any of the following risks or
additional risks and uncertainties not presently known to us or that we currently believe to be immaterial could materially and
adversely affect our business, financial condition, results of operations and future prospects. In that event, the market price of
our common stock could decline, and you could lose all or part of your investment. Please also see the section titled *“ Special
Note Regarding Forward- Looking Statements." Risks Related to Our Financial Condition and Capital Requirements If we......
our business. Risks Related to Our Business and Industry Our business plan relies on certain assumptions...... financial condition
and results of operations. Our business is dependent upon the broad adoption of our products by hospitals, physicians and
patients. Our future growth and profitability depend on our ability to increase physician and patient awareness of our products
and on the willingness of physicians and hospitals to adopt our products. Physicians may not adopt our products unless they are
able to determine, based on experience, clinical data, medical society recommendations and other analyses, that our products
provide a safe and effective treatment for foot and ankle conditions. Even if we are able to raise awareness among physicians,
they may be slow in changing their medical treatment practices and may be hesitant to select our products for a variety of
reasons, including:  lack of experience with our products and concerns that we are relatively new to market;  long- standing
relationships with companies and distributors that sell other products; ¢ lack of availability of adequate third- party payor
coverage or reimbursement; * competitive response and negative selling efforts from providers of alternative treatments; ¢
perception regarding the time commitment and skill development that may be required to gain familiarity and proficiency with
our products; ¢ perceived liability risk generally associated with the use of new products and treatment options; * lack or
perceived lack of sufficient clinical evidence, including long- term data, supporting clinical benefits or the cost- effectiveness of
our products over existing treatments; and ¢ the failure of key opinion leaders to provide recommendations regarding our
products, or to assure physicians, patients and healthcare payors of the benefits of our products as an attractive alternative to
other treatment options. To effectively market and sell our products, we will need to continue to educate the medical community
about the safety, efficacy, necessity and efficiency of our products and about the patient population that would potentially
benefit from using our products. We cannot assure you that we will achieve broad education or market acceptance among
physicians. In addition, some physicians may choose to utilize our products on only a subset of their total patient population or
may not adopt our products at all. If we are not able to effectively demonstrate that our products are beneficial for a broad range
of patients, adoption of our products will be limited and may not occur as rapidly as we anticipate or at all, which would have a
material adverse effect on our business, financial condition and results of operations. We cannot assure you that our products
will achieve broad market acceptance among hospitals, physicians and patients. Any failure of our products to satisfy demand or
to achieve meaningful market acceptance and penetration will harm our future prospects and have a material adverse effect on
our business, financial condition and results of operations . We operate in a very competitive...... time to recover over the winter
holidays . Our long- term growth depends on our ability to enhance our products, expand our indications and develop and
commercialize additional products in a timely manner. If we cannot innovate, we may not be able to develop or exploit new
products in time to remain competitive. The market for our products is highly competitive, dynamic, and marked by rapid and
substantial technological development and product innovation. New entrants or existing competitors could attempt to develop
products that compete directly with ours. For us to remain competitive, it is essential to develop and bring to market new
products. Demand for our products and future related products could be diminished by equivalent or superior products and
technologies offered by competitors. If we are unable to innovate successfully, our products could become obsolete and our
revenue would decline as our customers purchase our competitors’ products. Developing products is expensive and time-
consuming and could divert management’ s attention away from our core business. The success of any new product offering or
product enhancements to our solution will depend on several factors, including our ability to: * assemble sufficient resources to
acquire or discover additional products;  properly identify and anticipate surgeon and patient needs;  develop and introduce
new products and product enhancements in a timely manner; ¢ avoid infringing upon the intellectual property rights of third-
parties; * demonstrate, if required, the safety and efficacy of new products with data from preclinical and clinical studies and
clinical trials; * obtain the necessary regulatory clearances, approvals or certifications for expanded indications, new products or
product modifications; ¢ be fully compliant with U. S. Food and Drug Administration (FDA) regulations and be fully compliant
with foreign regulations marketing of new devices or modified products; ¢ produce new products in commercial quantities at an
acceptable cost; ¢ provide adequate training to potential users of our products; ¢ receive adequate coverage and reimbursement
for procedures performed with our products; and * develop an effective and dedicated sales and marketing team. If we are
unable to develop or improve products, applications or features due to constraints, such as insufficient cash resources, high
employee turnover, inability to hire personnel with sufficient technical skills or a lack of other research and development
resources, we may not be able to maintain our competitive position compared to other companies. Furthermore, many of our
competitors have the capability to devote a considerably greater amount of funds to their research and development programs
than we do, and those that do not may be acquired by larger companies that could allocate greater resources to research and



development programs. Our failure or inability to devote adequate research and development resources or compete effectively
with the research and development programs of our competitors could harm our business. In addition, we may choose to focus
our efforts and resources on potential products or indications that ultimately prove to be unsuccessful, or to license or purchase a
marketed product that does not meet our financial expectations. As a result, we may fail to capitalize on viable commercial
products or profitable market opportunities, be required to forego or delay pursuit of opportunities with other potential products
or other diseases that may later prove to have greater commercial potential, or relinquish valuable rights to such potential
products through collaboration, licensing or other royalty arrangements in cases in which it would have been advantageous for
us to retain sole development and commercialization rlghtq which could adverqely 1mpact our bll§1116§§ financial condition and
re%ult% of opelatlon% andp ; an ; aetts

unable to compete qucce%%fully agaln%t our existing or potentlal competitors,our business, ﬁnanmal condition and results of
operations may be adversely affected.Our existing foot and ankle products and procedures are,and any new foot and ankle
products or procedures we develop and commercialize will be,subject to intense competition. The industry in which we operate is
competitive,subject to change and sensitive to the introduction of new products,procedures or other market activities of industry
participants.Our ability to compete successfully will depend on our ability to continue to promote awareness,educate and train
foot and ankle specialists with our foot and ankle products and procedures and gain their acceptance;develop additional products
and procedures to improve our foot and ankle offerings and expand our product offerings in a timely manner;receive adequate
coverage and reimbursement from third- party payors;and provide products that are easier to use,safer,less invasive and more
effective than the products and procedures of our competitors.In addition,our ability to increase our customer base and achieve
broader market acceptance of our products will depend to a significant extent on our ability to expand our marketing efforts.We
plan to dedicate significant resources to our marketing programs.It will negatively affect our business,financial condition and
results of operations if our marketing efforts and expenditures do not generate a corresponding increase in revenue.In
addition,we believe that developing and maintaining broad awareness of our products in a cost- effective manner is critical to
achieving broad acceptance of our products and expanding domestically and internationally.Promotion activities may not
generate patient or physician awareness or increase revenue,and even if they do,any increase in revenue may not offset the costs
and expenses we incur in building our brand.If we fail to successfully promote,maintain and protect our brand,we may fail to
attract or retain the physician acceptance necessary to realize a sufficient return on our brand building efforts,or to achieve the
level of brand awareness that is critical for broad adoption of our products.In the foot and ankle market,we compete with large
multinational companies such as Stryker,Arthrex,Smith & Nephew,J & J and Zimmer Biomet as well as with companies with
one or a limited number of foot and ankle products such as Enovis,CrossRoads,Medline,Conmed, Novastep and Treace.We also
face potential competition from many different sources,including academic institutions,governmental agencies and public and
private research institutions.At any time,these competitors and other potential market entrants may develop new
products,procedures or treatment alternatives that could render our products obsolete or uncompetitive.In addition,one or more
of such competitors may gain a market advantage by developing and patenting competitive products,procedures or treatment
alternatives earlier than we can,obtaining regulatory clearances,approvals or certifications more rapidly than we can or selling
competitive products at prices lower than ours.If medical research were to lead to the discovery of alternative therapies or
technologies that improve or cure certain foot and ankle maladies as an alternative to surgery,such as by natural correction of the
unstable joint in the middle of the foot,the use of pharmaceuticals or breakthrough bio- technological innovations or
therapies,our profitability could suffer through a reduction in sales or a loss in market share to a competitor.The discovery of
methods of prevention or the development of other alternatives to address certain foot and ankle maladies that we treat could
result in decreased demand for our products and,accordingly,could have a material adverse effect on our business,financial
condition and results of operations.Many of our current and potential competitors have substantially greater sales and
financial resources than we do,more established distribution networks,a broader offering of products,entrenched
relationships with surgeons and distributors and greater experience in launching,marketing,distributing and selling
products or treatment alternatives.We also compete with our competitors to engage the services of independent sales
representatives,both those presently working with us and those with whom we hope to work with as we expand.In
addition,we compete with our competitors in acquiring technologies and technology licenses complementary to our
products or procedures or advantageous to our business.If we are unable to compete successfully against our existing or
potential competitors,our business,financial condition and results of operations may be adversely affected,and we may
not be able to grow at our expected rate,if at all. The seasonality of our business creates variance in our quarterly
revenue,which makes it difficult to compare or forecast our financial results.Our revenue fluctuates on a seasonal
basis,which affects the comparability of our results between periods.In particular,we have experienced and expect to



continue to experience seasonality in our business,with higher U.S.sales volumes in the fourth calendar quarter.Our
U.S.sales volumes in the fourth calendar quarter tend to be higher as many patients elect to have surgery after meeting
their annual deductible and having time to recover over the winter holidays . We may expend our limited resources to
pursue a particular product or indication and fail to capitalize on product or indications that may be more profitable or for which
there is a greater likelihood of success. Because we have limited financial and managerial resources, we focus on research
programs and products that we identify for specific indications. As a result, we may forego or delay pursuit of opportunities
with other products or for other indications that later prove to have greater commercial potential. Our resource allocation
decisions may cause us to fail to timely capitalize on viable commercial products or profitable market opportunities. Our
spending on current and future research and development programs and products for specific indications may not yield any
commercially viable products. If we do not accurately evaluate the commercial potential or target market for a particular
product, we may relinquish valuable rights to that product through collaboration, licensing or other royalty arrangements in
cases in which it would have been more advantageous for us to retain sole development and commercialization rights to such
product. We face the risk of product liability claims that could be expensive, divert management’ s attention and harm our
reputation and business. We may not be able to maintain adequate product liability insurance. Our business exposes us to the
risk of product liability claims that are inherent in the testing, manufacturing and marketing of medical devices. This risk exists
even if a device is cleared or approved for commercial sale by the FDA or approved or certified in foreign jurisdictions and
manufactured in facilities licensed and regulated by the FDA or an applicable foreign regulatory authority. Our products are
designed to affect, and any future enhancements to our products will be designed to affect, important bodily functions and
processes. Any side effects, manufacturing defects, misuse or abuse associated with our products could result in patient injury or
death. The medical device industry has historically been subject to extensive litigation over product liability claims, and we may
face product liability suits. We may be subject to product liability claims if our products cause, or merely appear to have caused,
patient injury or death. In addition, an injury that is caused by the activities of our suppliers, such as those who provide us with
components and raw materials, may be the basis for a claim against us. Product liability claims may be brought against us by
patients, healthcare providers or others selling or otherwise coming into contact with our products, among others. If we cannot
successfully defend ourselves against product liability claims, we will incur substantial liabilities and reputational harm. In
addition, regardless of merit or eventual outcome, product liability claims may result in: ¢ costs of litigation; * distraction of
management’ s attention from our primary business; * the inability to commercialize our products and develop enhancements to
our products; ¢ decreased demand for our products; « damage to our business reputation; ¢ product recalls or withdrawals from
the market; « withdrawal of clinical trial participants; * substantial monetary awards to patients or other claimants; or * loss of
sales. Additionally, we could experience a material design or manufacturing failure in our products, a quality system failure,
other safety issues or heightened regulatory scrutiny that would warrant a recall of some of our products. While we may attempt
to manage our product liability exposure by proactively recalling or withdrawing from the market any defective products, any
recall or market withdrawal of our products may delay the supply of those products to our customers and may impact our
reputation. We may not be successful in initiating appropriate market recall or market withdrawal efforts that may be required in
the future and these efforts may not have the intended effect of preventing product malfunctions and the accompanying product
liability that may result. Such recalls and withdrawals may also be used by our competitors to harm our reputation for safety or
be perceived by patients as a safety risk when considering the use of our products, either of which could have a material adverse
effect on our business, financial condition and results of operations. Although we have product liability and clinical study
liability insurance that we believe is appropriate, this insurance is subject to deductibles and coverage limitations. Our current
product liability insurance may not continue to be available to us on acceptable terms, if at all, and, if available, coverage may
not be adequate to protect us against any future product liability claims. If we are unable to obtain insurance at an acceptable
cost or on acceptable terms or otherwise protect against potential product liability claims, we could be exposed to significant
liabilities. A product liability claim, recall or other claim with respect to uninsured liabilities or for amounts in excess of insured
liabilities could have a material adverse effect on our business, financial condition and results of operations. Further, such
product liability matters may negatively impact our ability to obtain insurance coverage or cost- effective insurance coverage in
future periods. Industry trends have resulted in increased downward pricing pressure on medical services and products, which
may affect our ability to sell our products at prices necessary to support our current business strategy. The trend toward health
care cost containment through aggregating purchasing decisions and industry consolidation, along with the growth of managed
care organizations, is placing increased emphasis on the delivery of more cost- effective medical therapies. For example: ¢
There has been consolidation among health care facilities and purchasers of medical devices, particularly in the United States.
One of the results of such consolidation is that group purchasing organizations (GPOs), integrated delivery networks and large
single accounts use their market power to consolidate purchasing decisions, which intensifies competition to provide products
and services to health care providers and other industry participants, resulting in greater pricing pressures and the exclusion of
certain suppliers from important market segments. For example, some GPOs negotiate pricing for their member hospitals and
require us to discount, or limit our ability to increase, prices for certain of our products. ¢ Surgeons increasingly have moved
from independent, outpatient practice settings toward employment by or affiliation with hospitals and other larger health care
organizations, which aligns surgeons’ product choices with the institutional providers’ price sensitivities and adds to pricing
pressures. Hospitals and health care facilities have introduced and may continue to introduce new pricing structures into their
contracts to contain health care costs, including fixed price formulas and capitated and construct pricing. ¢ Certain hospitals
provide financial incentives to doctors for reducing hospital costs (known as gainsharing), rewarding physician efficiency
(known as physician profiling) and encouraging partnerships with health care service and goods providers to reduce costs. ¢
Existing and proposed laws, regulations and industry policies, in both domestic and international markets, regulate or seek to
increase regulation of sales and marketing practices and the pricing and profitability of companies in the health care industry.



More broadly, provisions of the Affordable Care Act (ACA) have significantly impacted the way health care is developed and
delivered in the United States ;-and may adversely affect our business and results of operations. We cannot predict accurately
what health care programs and regulations will ultimately be implemented at the federal or state level, or the effect of any future
legislation or regulation in the United States or elsewhere. However, any changes that have the effect of reducing
reimbursement by government health care programs and other third- party payors for procedures using our products or reducing
medical procedure volumes could have a material and adverse effect on our business, financial condition and results of
operations. Any decline in the amount that payors reimburse our customers for our products could make it difficult for
customers to continue using, or to adopt, our products and could create additional pricing pressure for us. If we are forced to
lower the price we charge for our products, or if we add more components to our systems, our gross margins will decrease,
which will adversely affect our ability to invest in and grow our business. If we are unable to maintain our prices, or if our costs
increase and we are unable to offset such #erease-increases with an increase in our prices, our margins could erode. In addition,
the largest medical device companies with multiple product franchises have increased their effort to leverage and contract
broadly with customers across franchises by providing volume discounts and multi- year arrangements that could prevent our
access to these customers or make it difficult, or impossible, to compete on price. Our employees and independent contractors,
including independent sales representatives and any other consultants, any future service providers and other vendors, may
engage in misconduct or other improper activities, including noncompliance with regulatory standards and requirements, which
could have an adverse effect on our results of operations. We are exposed to the risk that our employees and independent
contractors, including independent sales representatives and any other consultants, any future commercial collaborators, and
other vendors may engage in misconduct or other illegal activity. Misconduct by these parties could include intentional, reckless
and / or negligent conduct or other unauthorized activities that violate: federal, state, local, or foreign laws and regulations, as
well as the laws, regulations and rules of regulatory bodies such as the FDA; manufacturing standards; U. S. federal and state
health care fraud and abuse, data privacy laws and other similar non- U. S. laws; or laws that require the true, complete and
accurate reporting of financial information or data. It is not always possible to identify and deter misconduct by employees and
other third parties, and the precautions we take to detect and prevent this activity may not be effective in controlling unknown or
unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming from a
failure to comply with such laws or regulations. In addition, we are subject to the risk that a person or government could allege
such fraud or other misconduct, even if none occurred. If any such actions are instituted against us, and we are not successful in
defending ourselves or asserting our rights, those actions could have a significant impact on our business and financial results,
including, without limitation, the imposition of significant civil, criminal and administrative penalties, damages, monetary fines,
disgorgements, possible exclusion from participation in Medicare, Medicaid and other U. S. or non U. S. health care programs,
other sanctions, imprisonment, contractual damages, reputational harm, diminished profits and future earnings and curtailment
of our operations, any of which could adversely affect our ability to operate our business and our results of operations .Risks
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loan agreements require us to meet certain operating and financial covenants and place restrictions on our operating and
financial flexibility.If we raise additional capital through debt financing,the terms of any new debt could further restrict our
ability to operate our business.Under the terms of our tean-credit agreements with Ares Capital Mideap-Finanetat-Frastand
Zions Bancorporation discussed in more detail under the section titled “ Management’ s Discussion and Analysis of Financial
Condition and Results of Operations — Liquidity and Capital Resources — Long- Term Obligations,” in Part II of this Annual
Report on Form 10- K , we are subject to certain affirmative and negative covenants limiting our and our subsidiaries’ ability
to incur certain additional indebtedness,create certain liens ,liquidate or dissolve,amend organizational documents or certain
other material contracts ,enter into a change of control transaction and make certain distributions and investments without our
lenders’ consent .Additionally,the Ares Credit Agreement requires that we maintain certain minimum revenue levels
tested on a quarterly basis,for the proceeding twelve- month period,commencing with the fiscal quarter ending
December 31,2023 .Our lenders may also declare us in default for certain types of events such as non- payment of debts when
due ,inaccurate representations and warranties,failure to comply with covenants and obligations,or with terms certain other
of material indebtedness and-,certain material agreements-judgments ,bankruptcy and insolvency ,impairment of liens ,a
change of control and / or a material adverse ehange-effect .Upon such events,our lenders could declare an event of
default,which would give them the right to declare all borrowings outstanding,together with accrued and unpaid interest and
fees,to be immediately due and payable.In addition,our lenders would have the right to proceed against the assets we provided as
collateral under the loan agreements.For example,under our loan agreements,the lenders would have the right to enforce liens
and security interests over substantially all of our assets (excluding intellectual property) in the event of certain specified
defaults.If the debt under any of our loan agreements is accelerated,we may not have sufficient cash or be able to sell sufficient
assets to repay our debts or may have to curtall our growth plans whrch would harm our busmess and ﬁnancral condrtron

Organrzatronal and Cornmercral Operatlons and Growth lf hosp1tals ambulatory surgery centers and other health care facilities
do not approve the use of our products, our sales may not increase. In order for foot and ankle specialists to use our products at
hospitals, ambulatory surgery centers and other health care facilities, we are often required to obtain approval from those
hospitals, ambulatory surgery centers and health care facilities. Typically, hospitals, ambulatory surgery centers and health care
facilities review the comparative effectiveness and cost of products used in the facility. The makeup and evaluation processes
for health care facilities vary considerably, and it can be a lengthy, costly and time- consuming effort to obtain approval by the
relevant health care facilities. Additionally, hospitals, ambulatory surgery centers, other health care facilities and GPOs, which
manage purchasing for multiple facilities, may also require us to enter into a purchase agreement and satisfy numerous elements
of their administrative procurement process, which can also be a lengthy, costly and time- consuming effort. If we do not obtain
access to hospitals, ambulatory surgery centers and other health care facilities in a timely manner, or at all, via their approvals or
purchase contract processes, or otherwise, or if we are unable to obtain approvals or secure contracts in a timely manner, or at
all, our operating costs will increase, our sales may decrease and our operating results may be adversely affected. Furthermore,
we may expend significant efforts on these costly and time- consuming processes but may not be able to obtain necessary
approvals or secure a purchase contract from such hospitals, ambulatory surgery centers, health care facilities or GPOs. If we
fail to receive access to hospital facilities, our sales may decrease. In the United States, in order for physicians to use our
products, we expect that the hospital facilities where these physicians treat patients will typically require us to enter into
purchasing contracts. This process can be lengthy and time- consuming and require extensive negotiations and management
time. In the European Union (EU) certain institutions may require us to engage in a contract bidding process in the event that
such institutions are considering making purchase commitments that exceed specified cost thresholds, which vary by
jurisdiction. These processes are only open at certain periods of time, and we may not be successful in the bidding process. If we
do not receive access to hospital facilities via these contracting processes or otherwise, or if we are unable to secure contracts or
tender successful bids, our sales may decrease , and our operating results may be harmed. Furthermore, we may expend
significant effort in these time- consuming processes and still may not obtain a purchase contract from such hospitals.
Performance issues, service interruptions or price increases by shipping carriers could adversely affect our business and harm
our reputation and ability to provide our products on a timely basis. Expedited, reliable shipping will be essential to our
operations. We intend to rely heavily on providers of transport services for reliable and secure point- to- point transport of our
products to our customers and for tracking efthese shipments. Should a carrier encounter delivery performance issues such as
loss, damage or destruction of our products, it would be costly to replace our products in a timely manner, could cause surgeries
using our products to be delayed or canceled and such occurrences may damage our reputation and lead to decreased demand for
our products and increased cost and expense to our business. In addition, any significant increase in shipping rates could
adversely affect our operating margins and results of operations. Similarly, strikes, severe weather, natural disasters or other
service interruptions affecting delivery services we use would adversely affect our ability to process orders for our products on a
timely basis. If coverage or adequate levels of reimbursement from third- party payors for procedures using our products, or any
future products we may seek to commercialize, are not obtained or maintained, foot and ankle specialists and patients may be
reluctant to use our products and our business will suffer. In the United States, health care providers who purchase our products
generally rely on third- party payors, principally federally- funded Medicare, state- funded Medicaid and private health
insurance plans, to pay for all or a portion of the cost of foot and ankle procedures and products utilized in those procedures. We
may be unable to sell our products, or any future products we may seek to commercialize, on a profitable basis if third- party
payors deny coverage or reduce their current levels of reimbursement for procedures using our products. Payors continue to
review their coverage policies for existing and new therapies and may deny coverage for treatments that include the use of our
products or any future products we may seek to commercialize. Third- party payors, whether foreign or domestic, or



governmental or commercial, are developing increasingly sophisticated methods of controlling healthcare costs. In addition, no
uniform policy of coverage and reimbursement for procedures using our solution exists among third- party payors. Therefore,
coverage and reimbursement for procedures using our products can differ significantly from payor to payor. In addition, some
health care providers in the United States have adopted or are considering bundled payment methodologies and / or managed
care systems in which providers contract to provide comprehensive health care for a fixed cost per person. Health care providers
may attempt to control costs by authorizing fewer elective surgical procedures, including foot and ankle surgeries, or by
requiring the use of the least expensive procedure available. In addition, third- party payors increasingly are requiring evidence
that medical devices are cost- effective, and if we are unable to meet this requirement, the third- party payor may not cover
procedures using our products, which could reduce sales of our products to health care providers who depend upon third- party
payor reimbursement for payment. Changes in coverage policies or health care cost containment initiatives that limit or restrict
reimbursement for procedures using our products may have an adverse effect on our business. Outside of the United States,
reimbursement levels vary significantly by country and by patient. Reimbursement is obtained from a variety of sources,
including government sponsors, hospital budgets, public tenders / bids, or private health insurance plans, or combinations
thereof. We participate in and have established appropriate market access in countries where required and applicable.
Uncertainties regarding future healthcare policy, legislation and regulation, as well as private market practices and foreign
regulations that might prohibit the use of certain of our products, could affect our ability to sell our products in commercially
acceptable quantities at acceptable prices. The majority of our sales force consists of independent sales representatives, and if we
are unable to maintain and expand our network of independent sales representatives, we may be unable to generate anticipated
sales. Our revenue and profitability ts-are directly dependent upon the sales and marketing efforts of our sales force. We utilize
a sales force comprised primarily of independent sales representatives to sell our products to surgeons, hospitals, clinics, foot
and ankle specialists and other end users and to assist us in promoting market acceptance of, and creating demand for, our
products and procedures. As we increase our marketing efforts, we will need to retain, develop and grow the number of sales
representatives that we employ. We intend to make a significant investment in recruiting and training sales representatives and
clinical representatives as we expand our business. There is significant competition for sales personnel experienced in relevant
medical device sales. If we are unable to come to commercially reasonable terms with a sales representative or representatives,
we may not generate the expected level of sales and may need to spend more of our capital resources to hire sales personnel as
employees. Once hired, the training process can be lengthy because it requires significant education for new sales
representatives and to achieve the level of clinical competency with our products expected by foot and ankle specialists. Upon
completion of the training, our sales representatives typically require lead time in the field to grow their network of accounts and
achieve the productivity levels we expect them to reach in any individual territory. Furthermore, the use of our products often
requires or benefits from direct support from us, including through our sales representatives that provide assistance in the
operating room. It will negatively affect our business, financial condition and results of operations if our efforts to expand and
train our sales force do not generate a corresponding increase in revenue, and our higher fixed costs may slow our ability to
reduce costs in the face of a sudden decline in demand for our products. Any failure to hire, develop and retain talented sales
personnel, to achieve desired productivity levels in a reasonable period of time or timely reduce fixed costs, could negatively
affect our business, financial condition and results of operations. Even if we are able to attract and retain additional sales
representatives, in situations where our sales representatives are not exclusive to us, there is a risk that a sales representatives—
representative that we contract with will give higher priority to the products of other medical device companies, including
products directly competitive with our products or may be required by larger medical devices companies to stop offering our
products. Though we have established initiatives to further focus our independent sales channel on our products, these initiatives
may not translate to the increase in sales or penetration which we expect. There can be no assurance that a sales representatives—
representative will devote the resources necessary to provide effective sales and promotional support to our products. Also, to
the extent we engage sales representatives from our competitors, we may have to wait until applicable non- competition
provisions or obligations have expired. Notwithstanding the foregoing, we may still be subject to future allegations that these
new hires have been improperly solicited, and that they have divulged to us proprietary or other confidential information of their
former employers. Additionally, because the market for experienced sales personnel is competitive, our competitors may try to
hire our sales representatives away from us. If successful, we would be required to dedicate resources to recruiting, filling and
training those vacant positions. The loss of these personnel to competitors, or otherwise, will negatively affect our business,
financial condition and results of operations. If we are unable to retain our direct sales force personnel or replace them with
individuals of equivalent technical expertise and qualifications, or if we are unable to successfully instill such technical
expertise in replacement personnel, it may negatively affect our business, financial condition and results of operations. We
depend on third- party contract manufacturers and suppliers, some of which are single source, to produce and package all
elements comprising our foot and ankle products, and if these suppliers and manufacturers fail to supply us, our products or their
components or subcomponents in sufficient quantities or at all, it will have a material adverse effect on our business, financial
condition, and results of operations. We utilize qualified medical device contract manufacturers and suppliers, some of which
are single sources, to produce and package all elements comprising our foot and ankle products. Our significant single source
suppliers include Tech Metals, which supplies parts used in our Gorilla plating system, QTS, which provides cleaning,
packaging and sterilization services for multiple of our products, 3D Systems, which supplies parts used in our APEX 3D Total
Ankle Replacement system, Seaway, which supplies parts for our drill guides and Orchid, which supplies parts used in our Apex
Talus Implants. While we estimate replacing these single source suppliers could take up to approximately six months, in some
of these examples alternative second source suppliers may not be readily available. We seek to strategically maintain sufficient
levels of inventory to help mitigate supply disruption, usually holding sufficient inventory to allow for manufacturing from 90 to
180 days following the loss of a supplier, to accommodate varying demand mix and to achieve more efficient volume- based



pricing on our components; however, we may not be accurate in our estimates which could result in insufficient inventory to
meet demand or excess inventory and the risk of inventory obsolescence and expiration. Further, while we have entered into
several supply agreements in an effort to reinforce our supply chain, there is no guarantee the counter- party suppliers will
adhere to the terms of these agreements. Our suppliers may encounter problems during manufacturing for a variety of reasons,
including, for example, failure to follow specific protocols and procedures, failure to comply with applicable legal and
regulatory requirements, equipment malfunction and environmental factors, failure to properly conduct their own business
affairs, and infringement of third- party intellectual property rights, any of which could delay or impede their ability to meet our
requirements. Our reliance on a third- party manufacturer and third- party suppliers also subjects us to other risks that could
harm our business that we would not be subject to if we manufactured products ourselves, including, among others: « we may
not be a major customer of many of our suppliers, and these suppliers may therefore give other customers’ needs higher priority
than ours; * third parties may threaten or enforce their intellectual property rights against our suppliers, which may cause
disruptions or delays in shipment, or may force our suppliers to cease conducting business with us; * we may not be able to
obtain an adequate supply of components in a timely manner or on commercially reasonable terms; * our suppliers, especially
new suppliers, may make errors in manufacturing that could negatively affect the efficacy or safety of our products or cause
delays in shipment; * we may have difficulty locating and qualifying alternative suppliers; ¢ switching components or suppliers
may require product redesign and possibly submission to FDA, notified bodies, or other foreign regulatory bodies, which could
significantly impede or delay our commercial activities; * one or more of our single- source suppliers may be unwilling or
unable to supply components of our products; * other customers may use fair or unfair negotiation tactics or pressures to impede
our use of the suppliers; * the occurrence of a fire, natural disaster or other catastrophe, or the occurrence of geopolitical
conflicts such as the war between Ukraine and Russia, as well as any sanctions or other actions resulting therefrom, impacting
one or more of our suppliers may affect their ability to deliver products to us in a timely manner; * the-impaet-a resurgence of
COVID- 19 may impact a manufacturing facility by limiting operating capacity or sideline critical employees involved in the
manufacturing processes thereby affecting their ability to deliver products to us in a timely manner; ¢ our suppliers may
encounter financial or other business hardships unrelated to our demand, which could inhibit their ability to fulfill our orders and
meet our requirements; ¢ our suppliers may not maintain the confidentiality of our proprietary information; and * higher
manufacturing and product costs than more vertically integrated companies. Any of these factors could cause delay or
suspension of commercialization and marketing, regulatory submissions or required approvals, clearances or certifications, or
cause us to incur higher costs. Furthermore, if our contract manufacturers fail to deliver the required commercial quantities of
finished products on a timely basis and at commercially reasonable prices and we are unable to find one or more replacement
manufacturers capable of production at a substantially equivalent cost, in substantially equivalent volumes and quality, and on a
timely basis, we would likely be unable to meet demand for our products and we would lose potential revenue. Any difficulties
in locating and hiring third- party manufacturers, or in the ability of third- party manufacturers to supply quantities of our
products at the times and in the quantities we need, could have a material adverse effect on our business. It may take a
significant amount of time and resources (including costs) to establish an alternative source of supply for our products and to
have any such new source authorized by the FDA or foreign regulatory authorities or notified bodies. Given our reliance on
certain single- source suppliers, we are especially susceptible to supply shortages because we do not have alternate suppliers
currently available. Moreover, some third parties are located in markets subject to political and social risk, corruption,
infrastructure problems and natural disasters, in addition to country- specific privacy and data security risk given current legal
and regulatory environments. Failure of third parties to meet their contractual, regulatory, and other obligations may have a
material adverse effect on our business, financial condition, and results of operations. Any of these matters could materially and
adversely affect our business, financial condition, and results of operations. Our results of operations will be materially harmed
if we are unable to accurately forecast customer demand for our products and manage our inventory. Given the large variety and
number of products we sell, in order to market and sell them effectively, we must maintain significant levels of inventory and
surgical instrumentation. As a result, a significant amount of our cash used in operations has been associated with maintaining
these levels of inventory. To ensure adequate inventory supply, we must forecast inventory needs and manufacture our products
based on our estimates of future demand. Our ability to accurately forecast demand for our products could be negatively affected
by many factors, including our failure to accurately manage our expansion strategy, product introductions by competitors, an
increase or decrease in customer demand for our products or for products of our competitors, our failure to accurately forecast
customer acceptance of new products, unanticipated changes in general market conditions or regulatory matters and weakening
of economic conditions or consumer confidence in future economic conditions. Inventory levels in excess of customer demand
may result in inventory write- downs or write- offs, which would cause our gross margin to be adversely affected and could
impair the strength of our brand. Conversely, if we underestimate customer demand for our preduet-products , our internal
manufacturing team may not be able to deliver products to meet our requirements, and this could result in damage to our
reputation and customer relationships. In addition, if we experience a significant increase in demand, additional supplies of raw
materials or additional manufacturing capacity may not be available when required on terms that are acceptable to us, or at all,
or suppliers or may not be able to allocate sufficient capacity in order to meet our increased requirements, which will negatively
affect our business, financial condition and results of operations. We seek to maintain sufficient levels of inventory in order to
protect ourselves from supply interruptions. As a result, we are subject to the risk that a portion of our inventory will become
obsolete or expire, which could have a material adverse effect on our earnings and cash flows due to the resulting costs
associated with the inventory obsolescence charges and costs required to replace such inventory. We may enter into
collaborations, in- licensing arrangements, joint ventures, strategic alliances or partnerships with third parties that may not result
in the development of commercially viable products, product improvements or the generation of significant future revenues. In
the ordinary course of our business, we may enter into collaborations, in- licensing arrangements, joint ventures, strategic



alliances, partnerships or other arrangements to develop new products or product improvements and to pursue new markets.
Proposing, negotiating and implementing collaborations, in- licensing arrangements, joint ventures, strategic alliances or
partnerships may be a lengthy and complex process. Other companies, including those with substantially greater financial,
marketing, sales, technology or other business resources, may compete with us for these opportunities or arrangements. We may
not identify, secure, or complete any such transactions or arrangements in a timely manner, on a cost- effective basis, on
acceptable terms or at all. We have limited institutional knowledge and experience with respect to these business development
activities, and we may also not realize the anticipated benefits of any such transaction or arrangement. In particular, these
collaborations may not result in the development of products that achieve commercial success or viable product improvements
or result in significant revenues and could be terminated prior to developing any products. Additionally, we may not be in a
position to exercise sole decision making authority regarding the transaction or arrangement, which could create the potential
risk of creating impasses on decisions, and our future collaborators may have economic or business interests or goals that are, or
that may become, inconsistent with our business interests or goals. It is possible that conflicts may arise with our collaborators,
such as conflicts concerning the achievement of performance milestones, or the interpretation of significant terms under any
agreement, such as those related to financial obligations , or the ownership or control of intellectual property developed during
the collaboration. If any conflicts arise with any future collaborators, they may act in their self- interest, which may be adverse
to our best interest, and they may breach their obligations to us. In addition, we may have limited control over the amount and
timing of resources that any future collaborators devote to our or their future products. Disputes between us and our collaborators
may result in litigation or arbitration which would increase our expenses and divert the attention of our management. Further,
these transactions and arrangements will be contractual in nature and will generally be terminable under the terms of the
applicable agreements and, in such event, we may not continue to have rights to the products relating to such transaction or
arrangement or may need to purchase such rights at a premium. If we enter into in- bound intellectual property license
agreements, we may not be able to fully protect the licensed intellectual property rights or maintain those licenses. Future
licensors could retain the right to prosecute and defend the intellectual property rights licensed to us, in which case we would
depend on the ability of our licensors to obtain, maintain and enforce intellectual property protection for the licensed intellectual
property. These licensors may determine not to pursue litigation against other companies or may pursue such litigation less
aggressively than we would. Further, entering into such license agreements could impose various diligence, commercialization,
royalty or other obligations on us. Future licensors may allege that we have breached our license agreement with them, and
accordingly seek to terminate our license, which could adversely affect our competitive business position and harm our business
prospects. We may seek to grow our business through acquisitions or investments in new or complementary businesses, products
or technologies, through the licensing of products or technologies from third parties or other strategic alliances, and the failure
to manage acquisitions, investments, licenses or other strategic alliances, or the failure to integrate them with our existing
business, could have a material adverse effect on our operating results, dilute our stockholders’ ownership, increase our debt or
cause us to incur significant expense. Our success depends on our ability to continually enhance and broaden our product
offerings in response to changing clinician and patients’ needs, competitive technologies and market pressures. Accordingly,
from time to time we may consider opportunities to acquire, make investments in or license other technologies, products and
businesses that may enhance our capabilities, complement our existing products and technologies or expand the breadth of our
markets or customer base. For example, in early 2022 we acquired Disior Oy. Our ability to realize the potential benefits of this
acquisition and to integrate the acquired assets may not be successful or may not occur within our anticipated timeline. Potential
and completed acquisitions, strategic investments, licenses and other alliances involve numerous risks, including: ¢ difficulty
assimilating or integrating acquired or licensed technologies, products, employees or business operations; * issues maintaining
uniform standards, procedures, controls and policies; ¢ unanticipated costs associated with acquisitions or strategic alliances,
including the assumption of unknown or contingent liabilities and the incurrence of debt or future write- offs of intangible assets
or goodwill;  diversion of management’ s attention from our core business and disruption of ongoing operations; ¢ adverse
effects on existing business relationships with suppliers, sales representatives, health care facilities, foot and ankle specialists
and other health care providers; e risks associated with entering new markets in which we have limited or no experience; *
potential losses related to investments in other companies;  potential loss of key employees of acquired businesses; *
unanticipated or undisclosed liabilities of any target; and ¢ increased legal and accounting costs relating to the acquisitions or
compliance with regulatory matters. We do not know if we will be able to identify acquisitions or strategic relationships we
deem suitable, whether we will be able to successfully complete any such transactions on favorable terms, if at all, or whether
we will be able to successfully integrate any acquired business, product or technology into our business or retain any key
personnel, suppliers, sales representative, health care facilities, surgeons or other health care providers. Our ability to
successfully grow through strategic transactions depends upon our ability to identify, negotiate, complete and integrate suitable
target businesses, technologies or products and to obtain any necessary financing. These efforts could be expensive and time-
consuming and may disrupt our ongoing business and prevent management from focusing on our operations. If we pursue any
foreign acquisitions, they typically involve unique risks in addition to those mentioned above, including those related to
integration of operations across different cultures, languages and legal and regulatory environments, currency risks and the
particular economic, political and regulatory risks associated with specific countries. To finance any acquisitions, investments or
strategic alliances, we may choose to issue shares of our common stock as consideration, which could dilute the ownership of
our stockholders. If the price of our common stock is low or volatile, we may be unable to consummate any acquisitions,
investments or strategic alliances using our common stock as consideration. Additional funds may not be available on terms that
are favorable to us, or at all. We may not be able to establish or strengthen our brand. We believe that establishing and
strengthening Paragon 28 and our various foot and ankle procedure brands, including Smart 28, is important to achieving
widespread acceptance of our foot and ankle products and procedures, particularly because of the highly competitive nature of



the market for similar products. We believe the quality and reliability of our products is critical to building physician support for
our foot and ankle products and solutions in the United States and abroad, and any negative publicity regarding the quality or
reliability of our products and procedures could significantly damage our reputation in the market. In the course of conducting
our business, we must adequately address quality issues that may arise with our products, including defects in third- party
components included in our products. Although we have established internal procedures designed to minimize risks that may
arise from quality issues, we may not be able to eliminate or mitigate occurrences of these issues and associated liabilities. In
addition, even in the absence of quality issues, we may be subject to claims and liability if the performance of our products de
does not meet the expectations of physicians or patients. In addition, promoting and positioning our brand will depend largely on
the success of our medical education efforts and our ability to educate foot and ankle specialists and patients. These brand
promotion activities may not yield increased sales and, even if they do, any sales increases may not offset the expenses we incur
to promote our brand. If we fail to successfully promote and maintain our brand, or if we incur substantial expenses in an
unsuccessful attempt to promote and maintain our brand, our foot and ankle solutions may not be accepted by physicians or
patients, which would adversely affect our business, results of operations and financial condition. Our inability to maintain
contractual relationships with health care professionals could have a negative impact on our research and development and
medical education programs. We maintain contractual relationships with respected physicians and medical personnel in
hospitals, private practice and universities who assist in clinical studies, product research and development and in the training of
foot and ankle specialists on the safe and effective use of our products. We continue to place emphasis on the validation of the
benefits of our foot and ankle products and procedures through clinical studies, the development of proprietary products and
product improvements to develop our product lines as well as providing high quality training on those products. If we are unable
to maintain these relationships, our ability to develop and market new and improved products and train on the use of those
products could decrease, and future operating results could be unfavorably affected. At the same time, the medical device
industry’ s relationship with physicians is under increasing scrutiny by the U. S. Department of Health and Human Services
Office of Inspector General (OIG), the U. S. Department of Justice (DOJ), the state attorneys general and other foreign and
domestic government agencies. Our failure to comply with requirements governing the industry’ s relationships with physicians
or an investigation into our compliance by the OIG, the DOJ, state attorneys general and other government agencies, could
negatively affect our business, financial condition and results of operations. See “ Risk Factors — Risks Related to Regulatory
Matters — Our relationships with customers, foot and ankle specialists and third- party payors are subject to federal and state
health care fraud and abuse laws, false claims laws, physician payment transparency laws and other health care laws and
regulations. If we or our employees, independent contractors, consultants, commercial partners, or vendors violate these laws we
could face substantial penalties. ” We may be unable to continue to successfully demonstrate to foot and ankle specialists or key
opinion leaders the merits of our products and technologies compared to those of our competitors, which may make it difficult to
establish our products and technologies as a standard of care and achieve market acceptance. Foot and ankle specialists play the
primary role in determining the course of treatment and, ultimately, the type of products that will be used to treat a patient. As a
result, our success depends, in large part, on our ability to effectively market and demonstrate to foot and ankle specialists the
merits of our products and methodologies compared to those of our competitors. Acceptance of our products and methodologies
depends on educating foot and ankle specialists as to the distinctive characteristics, clinical benefits, safety and cost-
effectiveness of our products, procedures and technologies as compared to those of our competitors, and on training foot and
ankle specialists in the proper use of our products. If we are not successful in convincing foot and ankle specialists of the merits
of our products and methodologies or educating them on the use of our products, they may not use our products or may not use
them effectively and we may be unable to increase our sales, sustain our growth or achieve and sustain profitability. Also , since
a number of our foot and ankle procedures and products are new, some foot and ankle specialists may be reluctant to change
their surgical treatment practices for the following reasons, among others: ¢ lack of experience with our products and
procedures; * existing relationships with competitors and distributors that sell competitive products; ¢ lack or perceived lack of
evidence supporting additional patient benefits;  perceived liability risks generally associated with the use of new products and
procedures; ¢ less attractive availability of coverage and reimbursement by third- party payors compared to procedures using
competitive products and other techniques; ¢ costs associated with the purchase of new products and equipment; and ¢ the time
commitment that may be required for training. These reasons may affect the pace of adoption of our foot and ankle products and
procedures and future products and techniques that we may offer. In addition, we believe recommendations and support of our
products and technologies by surgeons, foot and ankle specialists and other key opinion leaders in our industry are essential for
market acceptance and establishment of our products and procedures as a standard of care. If we do not receive support from
such surgeons, foot and ankle specialists and other key opinion leaders, if long- term data does not show the benefits of using
our products and procedures or if the benefits offered by our products and procedures are not sufficient to justify their cost, foot
and ankle specialists, hospitals and other health care facilities may not use our products and we might be unable to establish our
products and procedures as a standard of care and continue to achieve market acceptance. If foot and ankle specialists fail to
safely and appropriately use our products, or if we are unable to train podiatrists and orthopedic surgeons on the safe and
appropriate use of our products, we may be unable to achieve our expected sales, growth or profitability. An important part of
our sales process includes our ability to screen for and identify podiatrists and orthopedic surgeons who have the requisite
training and experience to safely and appropriately use our products and to train a sufficient number of these foot and ankle
specialists and to provide them with adequate instruction in use of our products. There is a training process involved for foot and
ankle specialists to become proficient in the safe and appropriate use of our products. This training process may take longer or
be more expensive than expected. Convincing foot and ankle specialists to dedicate the time and energy necessary for adequate
training is challenging, and we may not be successful in these efforts. Recent changes to federal guidance regarding medical
education programs under the federal Anti- Kickback Statute also could limit our ability to train podiatrists and orthopedic



surgeons, and such programs could be subject to challenge under the federal Anti- Kickback Statute. See “ Risk Factors — Risks
Related to Regulatory Matters — Our relationships with customers, foot and ankle specialists and third- party payors are subject
to federal and state health care fraud and abuse laws, false claims laws, physician payment transparency laws and other health
care laws and regulations. If we or our employees, independent contractors, consultants, commercial partners, or vendors violate
these laws we could face substantial penalties. ” Furthermore, if clinicians are not properly trained, they may misuse or
ineffectively use our products. Any improper use of our products may result in unsatisfactory outcomes, patient injury, negative
publicity or lawsuits against us, any of which could harm our reputation and affect future product sales. Accordingly, if foot and
ankle specialists fail to safely and appropriately use our products or if we are unable to train foot and ankle specialists on the
safe and appropriate use of our products, we may be unable to achieve our expected sales, growth or profitability. The loss of
any member on our executive management team or our inability to attract and retain highly skilled members of our sales
management and marketing teams and engineers could have a material adverse effect on our business, financial condition and
results of operations. Our success depends on the skills, experience and performance of the members of our executive
management team including Albert DaCosta, our ee-Co - founder-Founder , ehatrman-Chairman , president-President and
ehtef-Chief exeentive-Executive effieer-Officer , in particular. The individual and collective efforts of these executives will be
important as we continue to commercialize our existing products, develop new products and technologies and expand our
commercial activities. The loss or incapacity of existing members of our executive management team could have a material
adverse effect on our business, financial condition and results of operations if we experience difficulties in hiring qualified
successors. We do not maintain “ key person ” insurance for any of our executives or key employees. Our commercial, quality
and research and development programs and operations depend on our ability to attract and retain highly skilled team members.
We may be unable to attract or retain qualified team members. All of our U. S. employees are at- will, which means that either
we or the employee may terminate his or her employment at any time. The loss of key employees, failure of any key employee
to perform, our inability to attract and retain skilled employees, as needed, or our inability to effectively plan for and implement
a succession plan for key employees could have a material adverse effect on our business, financial condition and results of
operations. Risks Related to Our Intellectual Property If we or our licensors are unable to obtain and maintain significant patent
or other intellectual property protection for our products, or if the scope of our patents and other intellectual property rights is
not sufficiently broad and does not adequately protect our products, our competitors could develop and commercialize products
similar or identical to ours and we may be unable to gain significant market share and be unable to operate our business
profitably. Our success depends in large part on our and our licensors’ ability to obtain, maintain and solidify a proprietary
position for our products, which will depend on our and our licensors’ success in obtaining effective intellectual property
protection, including through patents, trade secrets, copyrights, know- how, trademarks, license agreements and contractual
provisions to establish our intellectual property rights and protect our products. These legal means, however, afford only limited
protection and may not completely protect our rights. Any failure to obtain or maintain patent and other intellectual property
protection with respect to our products could harm our business, financial condition and results of operations. As of December
31,2622-2023 , our patent portfolio included 262-304 owned and registered patents and +4-26 in- licensed patents. Seventy
Fifty—six-of these patents are U. S. utility patents. As of December 31, 2022-2023 , we had 23+265 pending patent applications
globally, including #4-87 in the United States. Outside of the United States we have patent applications pending in Europe,
Australia, Canada, South Africa, Brazil, and Japan as well as through our PCT applications (which have been counted as
pending U. S. patent applications). We cannot assure that our intellectual property position will not be challenged or that all
patents for which we have applied will be granted. The validity and breadth of claims in patents involve complex legal and
factual questions and, therefore, may be highly uncertain. Uncertainties and risks that we face include the following: * our
pending or future patent applications may not result in the issuance of patents; ¢ the scope of any existing or future patent
protection may not exclude competitors or provide competitive advantages to us; * our patents may not be held valid or
enforceable if subsequently challenged; ¢ our competitors might conduct research and development activities in countries where
we do not have patent rights and then use the information learned from such activities to develop competitive products for sale
in our major commercial markets; « we may not develop additional proprietary technologies that are patentable; « we cannot
predict the scope of protection of any patent issuing based on our patent applications, including whether the patent applications
that we own or in- license will result in issued patents with claims that cover our products or uses thereof in the United States or
in other foreign countries; * the claims of any patent issuing based on our patent applications may not provide protection against
competitors or any competitive advantages, or may be challenged by third parties; * we may choose not to file a patent in order
to maintain certain trade secrets or know- how, and a third party may subsequently file a patent covering such intellectual
property; « we may fail to adequately protect and police our trademarks and trade secrets;  other parties may claim that our
products and designs infringe the proprietary rights of others — even if we are successful in defending our patents and
proprietary rights, the cost of such litigation may adversely affect our business; and * other parties may develop similar
products, duplicate our products, or design around our patents. The patent prosecution process is expensive and time-
consuming, and we and our licensors may not be able to file, prosecute, maintain, enforce or license all necessary or desirable
patents or patent applications at a reasonable cost or in a timely manner, or in all jurisdictions. Although we enter into non-
disclosure and confidentiality agreements with parties who have access to confidential or patentable aspects of our research and
development output, any of these parties may inadvertently or intentionally breach such agreements and disclose such output
before a patent application is filed, thereby jeopardizing our ability to seek and obtain patent protection. We may choose not to
seek patent protection for certain innovations and may choose not to pursue patent protection in certain jurisdictions, and under
the laws of certain jurisdictions, patents or other intellectual property rights may be unavailable or limited in scope. It is also
possible that we will fail to identify patentable aspects of our developments before it is too late to obtain patent protection. In
addition, our ability to obtain and maintain valid and enforceable patents depends in part on whether the differences between our



inventions and the prior art allow our inventions to be patented over the prior art. Furthermore, the publication of discoveries in
scientific literature often lags behind the actual discoveries, and patent applications in the United States and other jurisdictions
are typically not published until eighteen (18) months after filing, or in some cases not at all. Therefore, we cannot be certain
that we were the first to file for patent protection of such inventions. In addition, the laws of foreign jurisdictions may not
protect our rights to the same extent as the laws of the United States. For example, certain countries outside of the United States
do not allow patents for methods of treating the human body. This may preclude us from obtaining method patents outside of the
United States having similar scope to those we have obtained or may obtain in the future in the United States. This includes
certain key method patents covering our procedures and products. Changes in either the patent laws or interpretation of the
patent laws in the United States and other countries may diminish our ability to protect our inventions, obtain, maintain and
enforce our patent rights and, more generally, could affect the value of our patents. Additionally, we cannot predict whether the
patent applications we are currently pursuing will issue as patents in any particular jurisdiction or whether the claims of any
issued patents will provide sufficient protection from competitors or third parties. The issuance of a patent is not conclusive as to
its inventorship, scope, validity or enforceability, and our patents may be challenged in the courts or patent offices in the United
States and abroad, and as a result, may not provide us with adequate proprietary protection or competitive advantage against
competitors with similar products. Moreover, we may be subject to a third- party pre- issuance submission of prior art to the U.
S. Patent and Trademark Office (USPTO) or patent offices in foreign jurisdictions, or become involved in opposition,
derivation, reexamination, inter partes review, post- grant review or interference proceedings challenging our patent rights or the
patent rights of others. Such challenges may result in loss of exclusivity or freedom to operate or in patent claims being
narrowed, invalidated or held unenforceable, in whole or in part, which could limit our ability to stop others from using or
commercializing similar or identical products and techniques without payment to us, or limit the duration of the patent protection
of our technology. We cannot ensure that we do not infringe any patents or other proprietary rights held by third parties. If our
products were found to infringe any proprietary right of another party, we could be required to pay significant damages or
license fees to such party and / or cease production, marketing and distribution of those products. Litigation may also be
necessary to defend infringement claims of third parties or to enforce patent rights we hold or to protect trade secrets or
techniques we own. In addition, because patent applications can take many years to issue , and because publication schedules
for pending applications vary by jurisdiction, there may be applications now pending of which we are unaware and which may
result in issued patents which our current or future products infringe. Also, because the claims of published patent applications
can change between publication and patent grant, there may be published patent applications that may ultimately issue with
claims that we infringe. We also rely on trade secrets and other unpatented proprietary technology. There can be no assurances
that we can meaningfully protect our rights in our trade secrets and other unpatented proprietary technology or that others will
not independently develop substantially equivalent proprietary products or processes or otherwise gain access to our proprietary
technology. We seek to protect our trade secrets and proprietary know- how and technology, in part, with confidentiality and
invention assignment agreements with employees and consultants that include confidentiality obligations and valid, present-
tense intellectual property assignment obligations. There can be no assurances, however, that the agreements will not be
breached, adequate remedies for any breach would be available or competitors will not discover our trade secrets or
independently develop comparable intellectual property. Further, litigation may be necessary to obtain ownership or to defend
against claims challenging ownership. Even if we or our licensors are successful in defending against such claims, litigation
could result in substantial costs and be a distraction to our management and other employees, and such claims could harm our
business, financial condition and results of operations. Moreover, in some circumstances, we may not have the right to control
the preparation, filing and prosecution of patent applications, or to maintain the patents, covering technology that we license
from third parties, and are therefore reliant on our licensors and may be reliant on future licensors or licensees, to protect certain
intellectual property used in our business. If our licensors or future licensors or licensees fail to adequately protect this
intellectual property, our ability to commercialize products could suffer. For example, we rely on a current licensor to maintain
the patents and otherwise protect the intellectual property we license pursuant to a license agreement with such third party. Such
licensor may not successfully prosecute, maintain and protect such patents and intellectual property or may determine not to
pursue litigation against third- parties that are infringing these rights, or may pursue litigation less aggressively than we would.
Some of our patents and patent applications may in the future be jointly owned with third parties. If we are unable to obtain an
exclusive license to any such third party joint owners’ interest in such patents or patent applications, such co- owners may be
able to license their rights to other third parties, including our competitors, and our competitors could market competing products
and technology. In addition, we may need the cooperation of any such joint owners of our patents in order to enforce such
patents against third parties, and such cooperation may not be provided to us. Any of the foregoing could harm our business,
financial condition and results of operations. Obtaining and maintaining intellectual property protection depends on compliance
with various procedural, document submission, fee payment and other requirements imposed by governmental agencies, and our
intellectual property protection could be reduced or eliminated for non- compliance with these requirements. Periodic
maintenance fees, renewal fees, annuities fees and various other governmental fees on patents and / or patent applications are
due to be paid to the USPTO and foreign patent agencies in several stages over the lifetime of the patent and / or patent
application. The USPTO, the United States Copyright Office (USCO) and various foreign governmental agencies require
compliance with a number of procedural, documentary, fee payment and other similar provisions during the intellectual property
application process. In addition, periodic maintenance fees, renewal fees, annuity fees and various other government fees on
intellectual property registrations often must be paid to the USPTO, USCO and foreign agencies over the lifetime of the
intellectual property registration and / or application and any intellectual property rights we may obtain in the future. While an
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accordance with the applicable rules, there are situations in which noncompliance can result in abandonment or lapse of the
registration or application, resulting in partial or complete loss of intellectual property rights in the relevant jurisdiction. Non-
compliance events that could result in abandonment or lapse of a registration or application include, but are not limited to,
failure to respond to official actions within prescribed time limits, non- payment of fees and failure to properly legalize and
submit formal documents. If we fail to maintain the intellectual property registrations and applications covering our products,
we may not be able to stop a competitor from developing and marketing products that are the same as or similar to our products,
which would have a material adverse effect on our business. We may not identify relevant third- party patents or may incorrectly
interpret the relevance, scope or expiration of a third- party patent, which might adversely affect our ability to develop and
market our products. We have not performed comprehensive searches or analyses of third- party patents that may be relevant to
our technology and products. We may not be able to conduct complete and thorough searches, we may not be able to identify all
relevant third- party patents, and we may not be able to fully predict the scope of the patent claims or the expiration of relevant
third- party patent applications that may issue as patents. We cannot be certain that we are aware of all third- party patents and
pending applications in the United States and abroad that are relevant to or necessary for the commercialization of our products
in any jurisdiction. The scope of a patent claim is determined by an interpretation of the law, the written disclosure in a patent
and the patent’ s prosecution history. Our interpretation of the relevance or the scope of a patent or a pending application may be
incorrect, which may negatively impact our ability to market our product candidates. We may incorrectly determine that our
products are not covered by a third- party patent or may incorrectly predict whether a third- party’ s pending application will
issue with claims of relevant scope. Our determination of the expiration date of any patent in the United States or abroad that we
consider relevant may be incorrect, which may negatively impact our ability to develop and market our product candidates. Our
failure to identify and correctly interpret relevant patents may negatively impact our ability to develop and market our products.
In addition, the agreements under which we license intellectual property or technology to or from third parties are complex, and
certain provisions in such agreements may be susceptible to multiple interpretations. The resolution of any contract
interpretation disagreement that may arise could narrow what we believe to be the scope of our rights to the relevant intellectual
property or technology or increase what we believe to be our financial or other obligations under the relevant agreement, either
of which could have a material adverse effect on our business, financial condition, results of operations and prospects.
Moreover, if disputes over intellectual property that we have licensed prevent or impair our ability to maintain our current
licensing arrangements on commercially acceptable terms, we may be unable to successfully develop and commercialize the
affected products. Our business also would suffer if any future licensors fail to abide by the terms of the license, if the licensors
fail to enforce licensed patents against infringing third parties, if the licensed patents or other rights are found to be invalid or
unenforceable, or if we are unable to enter into necessary licenses on acceptable terms. Moreover, our licensors may own or
control intellectual property that has not been licensed to us , and, as a result, we may be subject to claims, regardless of their
merit, that we are infringing or otherwise violating the licensor’ s rights. We are dependent on patents and other intellectual
property licensed from others and may become dependent on other patents or other intellectual property licensed from others in
the future. If we lose our licenses for intellectual property that is important to our business, we may not be able to continue
developing or selling our products. We have obtained licenses that give us rights to third party intellectual property, including
patents and know- how, that is necessary or useful to our business. The license agreements covering our products impose various
obligations on us, including the obligation to pay certain royalties on sales of certain of our products. One or more of our
licensors may allege that we have breached our license agreement with them, and accordingly seek to terminate our license. As a
result, we may not be able to market products that were covered by the license, which would result in the loss of significant
rights, restrict our ability to commercialize certain of our products and could adversely affect our competitive business position
and harm our business prospects. In addition, any claims brought against us by our licensors could be costly and time-
consuming and would divert the attention of our management and key personnel from our business operations. Licensing of
intellectual property involves complex legal, business and scientific issues and is complicated by the rapid pace of scientific
discovery in our industry. Disputes may arise regarding intellectual property subject to a licensing agreement, including: * the
scope of rights granted under license agreements and other interpretation- related issues; ¢ the extent to which our technology
and processes infringe on intellectual property of the licensor that is not subject to license agreements; * the sublicensing of
patent and other rights under our collaborative development relationships; ¢ our diligence obligations under the license
agreement and what activities satisfy those diligence obligations; * the ownership of inventions and know- how resulting from
the joint creation or use of intellectual property by any of current or future our licensors and us and our partners; and ¢ the
priority of invention of patented technology. If disputes over intellectual property that we have or may in the future license
prevent or impair our ability to maintain our current or future licensing arrangements on acceptable terms, we may be unable to
successfully develop and commercialize the affected product candidates. We are generally also subject to all of the same risks
with respect to protection of intellectual property that we may license as we are for intellectual property that we own. If we or
any of our current or future licensors fail to adequately protect this intellectual property, our ability to commercialize our
products could suffer. We have previously been party to lawsuits involving patents and other intellectual property and the
possibility exists that we may in the future be party to other lawsuits or administrative proceedings involving patents or other
intellectual property. If we were to lose any intellectual property lawsuits, a court could require us to pay significant damages
and / or prevent us from selling our products. The medical device industry is highly competitive and litigious with respect to
patents, trademarks, trade secrets, and other intellectual property rights. Companies in the medical device industry have used
intellectual property litigation to gain a competitive advantage. Our commercial success depends in part upon our ability and that
of our contract manufacturers and suppliers to manufacture, market, and sell our products, and to use our proprietary
technologies without infringing, misappropriating or otherwise violating the proprietary rights or intellectual property of third
parties. We may in the future become party to, or be threatened with, adversarial proceedings or litigation regarding intellectual



property rights with respect to our products and any future products and technology, whether or not we are actually infringing,
misappropriating or otherwise violating the rights of third parties. We may in the future be party to other lawsuits or other
administrative proceedings involving our patents or other intellectual property, regardless of merit. A legal proceeding,
regardless of the outcome, is unpredictable and generally expensive and time consuming and, even if resolved in our favor,
could drain significant financial resources and divert the time and effort of our management. Protracted litigation to defend or
prosecute our intellectual property rights could result in our customers or potential customers deferring or limiting their purchase
or use of the affected products until resolution of the litigation. In addition, there could be public announcements of the results of
hearings, motions or other interim proceedings or developments and if securities analysts or investors perceive these results to
be negative, it could have a substantial adverse effect on the market price of our common stock. Such litigation or proceedings
could substantially increase our operating losses and reduce the resources available for development activities or any future
sales, marketing or distribution activities. We may not have sufficient financial or other resources to adequately conduct such
litigation or proceedings. Some of our competitors may be able to sustain the costs of such litigation or proceedings more
effectively than we can because of their greater financial resources and more mature and developed intellectual property
portfolios. Uncertainties resulting from the initiation and continuation of patent litigation or other proceedings could have a
material adverse effect on our ability to compete in the marketplace. If we are found to infringe a third party’ s intellectual
property rights, we could be required to obtain a license from such third party to continue selling, developing and marketing our
products and techniques. However, we may not be able to obtain any required license on commercially reasonable terms or at
all. The acquisition or licensing of third- party intellectual property rights is a competitive area, and our competitors may pursue
strategies to acquire or license third party intellectual property rights that we may consider attractive or necessary. If we are
unable to successfully obtain rights to required third party intellectual property rights or maintain the existing intellectual
property rights we have, we may have to abandon development of the relevant products or redesign those products that contain
the allegedly infringing intellectual property, which could harm our business, financial condition and results of operations. Even
if we were able to obtain a license, it could be non- exclusive, thereby giving our competitors access to the same technologies
licensed to us. We could be forced, including by court order, to cease commercializing the infringing technology or product. In
addition, we could be found liable for monetary damages, including treble damages and attorneys’ fees if we are found to have
willfully infringed a patent. A finding of infringement could force us to cease some of our business operations, which could
materially harm our business. Claims that we have misappropriated the confidential information or trade secrets of third parties
could have a similar negative impact on our business. Intellectual property litigation may lead to unfavorable publicity that
harms our reputation and causes the market price of our common shares to decline. Because competition in our industry is
intense, competitors may infringe or otherwise violate our issued patents, patents of our licensors or other intellectual property.
To counter infringement or unauthorized use, we may be required to file infringement claims, which can be expensive and time
consuming, and could distract our technical and management personnel from their normal responsibilities. Any claims we assert
against perceived infringers could provoke these parties to assert counterclaims that our patents are invalid or unenforceable or
file administrative actions against us alleging that we infringe their patents. In addition, in a patent infringement proceeding, a
court may decide that a patent of ours is invalid or unenforceable, in whole or in part, construe the patent’ s claims narrowly or
refuse to stop the other party from using the technology at issue on the grounds that our patents do not cover the technology in
question. An adverse result in any litigation proceeding or administrative action could put one or more of our patents at risk of
being invalidated or interpreted narrowly. Our competitors may assert invalidity on various grounds, including lack of novelty,
obviousness, non- enablement, lack of written description or that we were not the first applicant to file a patent application
related to our product. We may elect to enter into license agreements in order to settle patent infringement claims or to resolve
disputes before litigation, and any such license agreements may require us to pay royalties and other fees that could be
significant. Furthermore, because of the substantial amount of discovery required in connection with intellectual property
litigation, there is a risk that some of our confidential information could be compromised by disclosure. Our competitors, many
of which have made substantial investments in patent portfolios, trade secrets, trademarks and competing technologies, may
have applied for or obtained, or may in the future apply for or obtain, patents or trademarks that may prevent, limit or otherwise
interfere with our ability to make, use, sell and / or export our products or to use our technologies or product names. Moreover,
individuals and groups that are non- practicing entities, commonly referred to as “ patent trolls, ”” purchase patents and other
intellectual property assets for the purpose of making claims of infringement in order to extract settlements. From time to time,
we may receive threatening letters, notices or ““ invitations to license, ” or may be the subject of claims that our products and
business operations infringe or violate the intellectual property rights of others. The defense of these matters can be time
consuming, costly to defend in litigation, divert management’ s attention and resources, damage our reputation and brand and
cause us to incur significant expenses or make substantial payments. Further, the outcome of litigation is uncertain and such
litigation could result in us being forced to stop making, selling or using products or technologies that allegedly infringe the
asserted intellectual property; pay substantial damages or royalties to the party whose intellectual property rights we may be
found to be infringing; redesign those products that contain the allegedly infringing intellectual property, which could be costly,
disruptive, or infeasible; and / or attempt to obtain a license to the relevant intellectual property from third parties, which may
not be available on reasonable terms, or at all, or, from third parties. In addition, third parties may assert infringement claims
against our customers. These claims may require us to initiate or defend protracted and costly litigation on behalf of our
customers or indemnify our customers for any costs associated with their own initiation or defense of infringement claims,
regardless of the merits of these claims. If any of these claims succeed or settle, we may be forced to pay damages or settlement
payments on behalf of our customers or may be required to obtain licenses for the products they use. If we cannot obtain all
necessary licenses on commercially reasonable terms, our customers may be forced to stop using our products. If we fail to
execute invention assignment agreements with our employees and contractors involved in the development of intellectual



property or are unable to protect the confidentiality of our trade secrets, the value of our products and our business and
competitive position could be harmed. In addition to patent protection, we also rely on the protection of trademarks, copyrights,
trade secrets, unpatented know- how, technology and other confidential and proprietary information to maintain our competitive
position. We generally enter into confidentiality and invention assignment agreements with our employees, consultants and third
parties upon their commencement of a relationship with us. However, we may not enter into such agreements with all
employees, consultants and third parties who have been involved in the development of our intellectual property. In addition,
these agreements may not provide meaningful protection against the unauthorized use or disclosure of our trade secrets or other
confidential information, and adequate remedies may not exist if unauthorized use or disclosure were to occur. Any disclosure,
either intentional or unintentional, by our employees, the employees of third parties with whom we share our facilities or third-
party consultants and vendors that we engage, or misappropriation by third parties (such as through a cybersecurity breach) of
our trade secrets and other proprietary information would impair our competitive advantages and could have a material adverse
effect on our business, financial condition and results of operations. In particular, a failure to protect our proprietary rights may
allow competitors to copy our products and procedures, which could adversely affect our pricing and market share. Further,
other parties may independently develop substantially equivalent know- how and technology. In addition to contractual
measures, we try to protect the confidential nature of our proprietary information using commonly accepted physical and
technological security measures. Such measures may not, for example, in the case of misappropriation of a trade secret by an
employee or third party with authorized access, provide adequate protection for our proprietary information. Our security
measures may not prevent an employee or consultant from misappropriating our trade secrets and providing them to a
competitor, and recourse we take against such misconduct may not provide an adequate remedy to protect our interests fully.
Unauthorized parties may also attempt to copy or reverse engineer certain aspects of our products that we consider proprietary.
Enforcing a claim that a party illegally disclosed or misappropriated a trade secret can be difficult, expensive and time-
consuming, and the outcome is unpredictable. Even though we use commonly accepted security measures, trade secret
violations are often a matter of state law, and the criteria for protection of trade secrets can vary among different jurisdictions. In
addition, trade secrets may be independently developed by others in a manner that could prevent legal recourse by us. While we
have agreements with our employees, consultants and third parties that obligate them to assign their inventions to us, these
agreements may not be self- executing, not all employees or consultants may enter into such agreements, or employees or
consultants may breach or violate the terms of these agreements, and we may not have adequate remedies for any such breach
or violation. If any of our intellectual property or confidential or proprietary information, such as our trade secrets, were to be
disclosed or misappropriated, or if any such information was independently developed by a competitor, it could have a material
adverse effect on our competitive position, business, financial condition, results of operations and prospects. If our trademarks
and trade names are not adequately protected, we may not be able to build name recognition in our markets of interest and our
competitive position may be harmed. We rely on our trademarks, trade names and brand names to distinguish our products from
the products of our competitors and have registered or applied to register many of these trademarks. We cannot guarantee that
our trademark applications will be approved. During trademark registration proceedings, we may receive rejections of our
applications by the USPTO or in other foreign jurisdictions. Although we would be given an opportunity to respond to those
rejections, we may be unable to overcome such rejections. In addition, third parties may also oppose our trademark applications
or otherwise challenge our use of the trademarks. Our registered and unregistered trademarks, trade names, and brand names
may be challenged, infringed, circumvented, declared generic or determined to be violating or infringing on other marks. We
may not be able to protect our rights to these trademarks, trade names, and brand names which we rely upon to build name
recognition among potential partners and customers in our markets of interest. In the event that our trademarks are successfully
challenged, we could be forced to rebrand our products, which could result in loss of brand recognition, and could require us to
devote resources to advertising and marketing new brands. Further, there can be no assurance that competitors will not infringe
our trademarks or that we will have adequate resources to enforce our trademarks. We may also license our trademarks and trade
names to third parties, such as distributors. Though these license agreements may provide guidelines for how our trademarks
and trade names may be used, a breach of these agreements or misuse of our trademarks and tradenames by our licensees may
jeopardize our rights in or diminish the goodwill associated with our trademarks and trade names. Patent terms may not be
sufficient to effectively protect our products and business for an adequate period of time. Patents have a limited lifespan. In the
United States, if all maintenance fees are paid timely, the natural expiration of a utility patent is generally 20 years after its first
effective non- provisional filing date and the natural expiration of a design patent is generally 14 years after its issue date, unless
the filing date occurred on or after May 13, 2015, in which case the natural expiration of a design patent is generally 15 years
after its issue date. However, the actual protection afforded by a patent varies from country to country, and depends on many
factors, including the type of patent, the scope of its coverage, the availability of regulatory- related extensions, the availability
of legal remedies in a particular country and the validity and enforceability of the patent. Although various extensions may be
available, the term of a patent, and the protection it affords, is limited. Even if patents covering our proprietary technologies and
their uses are obtained, once the patent has expired, we may be open to competition, which may harm our business prospects. In
addition, although upon issuance in the United States a patent’ s term can be extended based on certain delays caused by the
USPTO, this extension can be reduced or eliminated based on certain delays caused by the patent applicant during patent
prosecution. A patent term extension based on regulatory delay may be available in the United States. However, only a single
patent can be extended for each marketing approval, and any patent can be extended only once, for a single product. Moreover,
the scope of protection during the period of the patent term extension does not extend to the full scope of the claim, but instead
only to the scope of the product as approved. Laws governing analogous patent term extensions in foreign jurisdictions vary
widely, as do laws governing the ability to obtain multiple patents from a single patent family. Additionally, we may not receive
an extension if we fail to exercise due diligence during the testing phase or regulatory review process, apply within applicable



deadlines, fail to apply prior to expiration of relevant patents or otherwise fail to satisfy applicable requirements. Given the
amount of time required for the development, testing and regulatory review of new products, patents protecting such products
might expire before or shortly after such products are commercialized. If we do not have sufficient patent terms to protect our
products, proprietary technologies and their uses, our business would be seriously harmed. As our patents expire, the scope of
our patent protection will be reduced, which may reduce or eliminate any competitive advantage afforded by our patent
portfolio. As a result, our reduced patent portfolio may not provide us with sufficient rights to exclude others from
commercializing products similar or identical to ours. Changes in U. S. or foreign patent laws or their interpretation may limit
our ability to obtain, maintain, defend and / or enforce our patents. Patent reform legislation could increase the uncertainties and
costs surrounding the prosecution of our patent applications and the enforcement or defense of our issued patents. The Leahy-
Smith America Invents Act (Leahy- Smith Act) includes a number of significant changes to U. S. patent law. These include
provisions that affect the way patent applications are prosecuted and also affect patent litigation. The USPTO has developed
regulations and procedures to govern administration of the Leahy- Smith Act, and many of the substantive changes to patent law
associated with the Leahy- Smith Act, and in particular, the first- to- file provisions, which became effective on March 16, 2013.
The first to file provisions limit the rights of an inventor to patent an invention if not the first to file an application for patenting
that invention, even if such invention was the first invention. Accordingly, it is not clear what, if any, impact the Leahy- Smith
Act will have on the operation of our business. However, the Leahy- Smith Act and its implementation could increase the
uncertainties and costs surrounding the enforcement and defense of our issued patents. For example, the Leahy- Smith Act
provides that an administrative tribunal known as the Patent Trial and Appeals Board (PTAB), provides a venue for challenging
the validity of patents at a cost that is much lower than district court litigation and on timelines that are much faster. Although it
is not clear what, if any, long- term impact the PTAB proceedings will have on the operation of our business, the initial results
of patent challenge proceedings before the PTAB since its inception in 2013 have resulted in the invalidation of many U. S.
patent claims. The availability of the PTAB as a lower- cost, faster and potentially more potent tribunal for challenging patents
could increase the likelihood that our own patents will be challenged, thereby increasing the uncertainties and costs of
maintaining and enforcing them. The America Invents Act also includes a number of significant changes that affect the way U.
S. patent applications will be prosecuted and also may affect patent litigation. These include allowing third- party submission of
prior art to the USPTO during patent prosecution and additional procedures to attack the validity of a patent by the USPTO
administered post- grant proceedings, including post- grant review, inter partes review and derivation proceedings. Because of a
lower evidentiary standard in USPTO proceedings compared to the evidentiary standard in U. S. federal courts necessary to
invalidate a patent claim, a third party could potentially provide evidence in a USPTO proceeding sufficient for the USPTO to
hold a claim invalid even though the same evidence would be insufficient to invalidate the claim if first presented in a district
court action. Therefore, the America Invents Act and its implementation could increase the uncertainties and costs surrounding
the prosecution of our patent applications and the enforcement or defense of our issued patents. In addition, future actions by the
U. S. Congress, the federal courts and the USPTO could cause the laws and regulations governing patents to change in
unpredictable ways. Any of the foregoing could harm our business, financial condition and results of operations. We have
limited foreign intellectual property rights and may be unable to enforce our intellectual property rights throughout the world.
We have limited intellectual property rights outside the United States. Filing, prosecuting and defending patents or trademarks
on our products and any future products in all countries throughout the world would be prohibitively expensive, and the laws of
foreign countries may not protect our rights to the same extent as the laws of the United States. Consequently, we may not be
able to prevent third parties from practicing our inventions or utilizing our trademarks in all countries outside the United States,
or from selling or importing products made using our inventions in and into the United States or other jurisdictions. Competitors
may use our technologies in jurisdictions where we have not obtained patent protection to develop their own products and,
further, may export otherwise infringing products to territories where we have patent protection , but enforcement is not as
strong as that in the United States. These products may compete with our products and any future products, and our patents or
other intellectual property rights may not be effective or sufficient to prevent them from competing in these jurisdictions. The
laws of some foreign countries do not protect intellectual property rights to the same extent as the laws of the United States.
Many companies have encountered significant problems in protecting and defending intellectual property rights in certain
foreign jurisdictions. This could make it difficult for us to stop infringement of our foreign patents, if obtained, or the
misappropriation of our other intellectual property rights. For example, some foreign countries have compulsory licensing laws
under which a patent owner must grant licenses to third parties. In addition, some countries limit the enforceability of patents
against third parties, including government agencies or government contractors. In these countries, patents may provide limited
or no benefit. Patent protection must ultimately be sought on a country- by- country basis, which is an expensive and time-
consuming process with uncertain outcomes. Accordingly, we may choose not to seek patent protection in certain countries, and
we will not have the benefit of patent protection in such countries. Proceedings to enforce our patent rights in foreign
jurisdictions could result in substantial costs and divert our efforts and attention from other aspects of our business. Accordingly,
our efforts to protect our intellectual property rights in such countries may be inadequate. In addition, changes in the law and
legal decisions by courts in the United States and foreign countries may affect our ability to obtain adequate protection for our
technology and the enforcement of our intellectual property. We are and in the future may be subject to claims that we or our
employees have misappropriated the intellectual property of a third party, including trade secrets or know- how, or are in breach
of non- competition or non- solicitation agreements with our competitors and third parties may claim an ownership interest in
intellectual property that we regard as our own. We could in the future be subject to claims that we or our employees have
inadvertently or otherwise used or disclosed alleged trade secrets or other confidential information of former employers or
competitors. Many of our employees and consultants were previously employed at or engaged by other medical device
companies, including our competitors or potential competitors. Some of these employees, consultants and contractors may have



executed proprietary rights, non- disclosure and non- competition agreements in connection with such previous employment.
Although we try to ensure that our employees and consultants do not use the intellectual property, proprietary information,
know- how or trade secrets of others in their work for us, we may be subject to claims that we or these individuals have,
inadvertently or otherwise, misappropriated the intellectual property or disclosed the alleged trade secrets or other proprietary
information, of these former employers, competitors or other third parties. Additionally, we may be subject to claims that
former employees, collaborators or other third parties have an ownership interest in or inventorship of intellectual property we
regard as our own, for example, based on claims that our agreements with employees or consultants obligating them to assign
intellectual property to us are ineffective or in conflict with prior or competing contractual obligations to assign inventions to
another employer, to a former employer, or to another person or entity. The failure to name the proper inventors on a patent
application can result in the patents issuing thereon being unenforceable. Inventorship disputes may arise from conflicting views
regarding the contributions of different individuals named as inventors, the effects of foreign laws where foreign nationals are
involved in the development of the subject matter of the patent, conflicting obligations of third parties involved in developing
our product candidates or as a result of questions regarding co- ownership of potential joint inventions. Litigation may be
necessary to defend against and resolve claims, and it may be necessary or we may desire to enter into a license to settle any
such claim; however, there can be no assurance that we would be able to obtain a license on commercially reasonable terms, if
at all. If our defense to those claims fails, in addition to paying monetary damages or a settlement payment, a court could
prohibit us from using technologies, features or other intellectual property that are essential to our products, if such technologies
or features are found to incorporate or be derived from the trade secrets or other proprietary information of the former
employers. An inability to incorporate technologies, features or other intellectual property that are important or essential to our
products could have a material adverse effect on our business and competitive position and may prevent us from selling our
products. In addition, we may lose valuable intellectual property rights or personnel. Even if we are successful in defending
against these claims, litigation could result in substantial costs and could be a distraction to management. Any litigation or the
threat thereof may adversely affect our ability to hire employees or contract with independent sales representatives. A loss of key
personnel or their work product could hamper or prevent our ability to commercialize our products, which could materially and
adversely affect our business, financial condition, operating results, cash flows and prospects. In addition, while it is our policy
to require our employees and contractors who may be involved in the conception or development of intellectual property to
execute agreements assigning such intellectual property to us, we may be unsuccessful in executing such an agreement with each
party who, in fact, conceives or develops intellectual property that we regard as our own. The assignment of intellectual property
rights may not be self- executing, or the assignment agreements may be breached, and we may be forced to bring claims against
third parties, or defend claims that they may bring against us, to determine the ownership of what we regard as our intellectual
property. Such claims could have a material adverse effect on our business, financial condition, results of operations, and
prospects. If our third- party manufacturing partners do not respect our intellectual property and trade secrets and produce
competitive products using our designs or intellectual property, our business, financial condition and results of operations would
be harmed. Although our agreements with third- party manufacturing partners generally seek to prevent them from misusing our
intellectual property and trade secrets, or using our designs to manufacture products for our competitors, we may be
unsuccessful in monitoring and enforcing our intellectual property rights against these manufacturing partners and may find
counterfeit goods in the market being sold as our products or future products similar to ours produced for our competitors using
our intellectual property. Although we take steps to stop counterfeits, we may not be successful and network operators who
purchase these counterfeit goods may experience product defects or failures, harming our reputation and brand and causing us to
lose future sales. Any of the foregoing could harm our business, financial condition and results of operations. We are subject to
substantial government regulation that could have a material adverse effect on our business. Our products and our business are
subject to extensive regulation and review by numerous governmental authorities both in the United States and abroad. U. S. and
foreign regulations govern the design, development, testing, clinical studies, premarket clearance, approval, certifications,
safety, registration, manufacturing, packaging, storage, reporting, sales, distribution, marketing, labeling, promotion,
relationships with health care professionals, recordkeeping procedures, post- marketing surveillance, post- market studies, and
product import and export of our products. The regulatory process requires significant time, effort and expenditures to bring our
products to market, and we cannot be assured that any of our products will be authorized for marketing. The regulations to
which we are subject are complex and have tended to become more stringent over time. Regulatory changes could result in
restrictions on our ability to carry on or expand our operations, higher than anticipated costs or lower than anticipated sales. The
FDA and other regulatory authorities enforce these regulatory requirements through, among other means, periodic unannounced
inspections. We do not know whether we will be found compliant in connection with any future regulatory inspections.
Moreover, the FDA and other authorities have broad enforcement powers. Our failure to comply with applicable regulatory
requirements could result in: * adverse publicity, warning letters, untitled letters, or *“ it has come to our attention ” letters from
the FDA, or similar letters from foreign regulatory authorities alleging noncompliance; ¢ fines, penalties, injunctions, or consent
decrees; * operating restrictions, partial suspension or total shutdown of production; * denial of requests for regulatory clearance,
approval or certification of new products, new intended uses or modifications to existing products; * repair, replacement,
refunds, recalls, or seizures of our products; or * withdrawal or suspension of regulatory clearance, approval or certification that
have already been granted and / or obtained. Any of these events could result in a-higher than anticipated costs or lower than
anticipated sales and have a material adverse effect on our reputation, business, financial condition and results of operations. Our
relationships with customers, physicians and third- party payors are subject to federal, state, and foreign health care fraud and
abuse laws, false claims laws, physician payment transparency laws and other health care laws and regulations. If we or our
employees, independent contractors, consultants, commercial partners, or vendors violate these laws, we could face substantial
penalties. Our relationships with customers, physicians and third- party payors are subject to federal, state, and foreign health



care fraud and abuse laws, false claims laws, transparency laws with respect to payments and other transfers of value made to
physicians and other licensed health care professionals, and other health care laws and regulations. In particular, the promotion,
sales and marketing of health care items and services is subject to extensive laws and regulations designed to prevent fraud,
kickbacks, self- dealing and other abusive practices. These laws and regulations may restrict or prohibit a wide range of pricing,
discounting, marketing and promotion, sales commission, customer incentive and other business arrangements. The U. S. health
care laws and regulations that may affect our ability to operate include, but are not limited to: * the federal Anti- Kickback
Statute, which prohibits, among other things, any person or entity from knowingly and willfully, offering, paying, soliciting or
receiving any remuneration, directly or indirectly, overtly or covertly, in cash or in kind, to induce, or in return for, the
purchasing, leasing, ordering or arranging for the purchase, lease, or order of any item or service reimbursable under Medicare,
Medicaid or other federal health care programs. The term “ remuneration ” has been broadly interpreted to include anything of
value. Although there are a number of statutory exceptions and regulatory safe harbors protecting some common activities from
prosecution, the exceptions and safe harbors are drawn narrowly. Practices that may be alleged to be intended to induce the
purchases or recommendations include any payments of more than fair market value ;-and may be subject to scrutiny if they do
not qualify for an exception or safe harbor. In addition, a person or entity does not need to have actual knowledge of this statute
or specific intent to violate it in order to have committed a violation; ¢ federal civil and criminal false claims laws, including the
federal civil False Claims Act, and civil monetary penalty laws, which prohibit, among other things, individuals or entities from
knowingly presenting, or causing to be presented, claims for payment or approval from Medicare, Medicaid or other federal
government programs that are false or fraudulent or knowingly making a false statement to improperly avoid, decrease or
conceal an obligation to pay money to the federal government, including federal health care programs. In addition, the
government may assert that a claim including items or services resulting from a violation of the federal Anti- Kickback Statute
constitutes a false or fraudulent claim for purposes of the federal civil False Claims Act; ¢ the federal Health Insurance
Portability and Accountability Act of 1996 (HIPAA) which created new federal civil and criminal statutes that prohibit
knowingly and willfully executing, or attempting to execute, a scheme to defraud any health care benefit program or obtain, by
means of false or fraudulent pretenses, representations, or promises, any of the money or property owned by, or under the
custody or control of, any health care benefit program, including private third- party payors and knowingly and willfully
falsifying, concealing or covering up by any trick, scheme or device, a material fact or making any materially false, fictitious or
fraudulent statements in connection with the delivery of, or payment for, health care 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; ¢ federal consumer protection and unfair competition laws, which broadly
regulate marketplace activities and activities that potentially harm consumers; ¢ 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 government
information related to payments or other transfers of value made to physicians (defined to include doctors, dentists, optometrists,
podiatrists and chiropractors), certain non- physician practitioners (physician assistants, nurse practitioners, clinical nurse
specialists, certified nurse anesthetists, anesthesiologist assistants and certified nurse midwives) and teaching hospitals, as well
as ownership and investment interests held by physicians and their immediate family members; and * state and foreign
equivalents of each of the health care laws described above, among others, some of which may be broader in scope including,
without limitation, state anti- kickback and false claims laws that may apply to sales or marketing arrangements and claims
involving health care items or services reimbursed by non- governmental third party payors, including private insurers, or that
apply regardless of payor; state laws that require device companies to comply with the industry’ s voluntary compliance
guidelines and the relevant compliance guidance promulgated by the federal government; state laws that require device
manufacturers to report information related to payments and other transfers of value to physicians and other health care
providers, marketing expenditures; and state and local laws requiring the registration of device sales and medical
representatives. Greater scrutiny of marketing practices in the medical device industry has resulted in numerous government
investigations by various government authorities, and this industry- wide enforcement activity is expected to continue. The
shifting regulatory environment, along with the requirement to comply with multiple jurisdictions with different and difficult
compliance and reporting requirements, increases the possibility that we may run afoul of one or more laws. The costs to
comply with these regulatory requirements are becoming more expensive and will also impact our profitability. Because of the
breadth of these laws and the narrowness of the statutory exceptions and regulatory safe harbors available, it is possible that
some of our business activities, patient outreach programs or our arrangements with independent sales representatives and
customers could be subject to challenge under one or more of such laws. We have also entered into consulting and royalty
agreements with physicians, including some who have ownership interests in us and / or influence the ordering of or use our
products in procedures they perform. Compensation under some of these arrangements includes the provision of stock or stock
options. We could be adversely affected if regulatory agencies determine our financial relationships with such physicians to be
in violation of applicable laws. Greater scrutiny of marketing practices in the medical device industry has resulted in numerous
government investigations by various government authorities, and this industry- wide enforcement activity is expected to
continue. The shifting regulatory environment, along with the requirement to comply with multiple jurisdictions with different
and difficult compliance and reporting requirements, increases the possibility that we may run afoul of one or more laws. The
costs to comply with these regulatory requirements are becoming more expensive and will also impact our profitability. It is not
always possible to identify and deter employee misconduct or business noncompliance, and the precautions we take to detect
and prevent inappropriate conduct may not be effective in controlling unknown or unmanaged risks or losses or in protecting us
from governmental investigations or other actions or lawsuits stemming from a failure to be in compliance with such laws or
regulations. If we or our employees, agents, independent contractors, consultants, commercial partners and vendors violate these



laws, we may be subject to investigations, enforcement actions and / or significant penalties, including the imposition of
significant civil, criminal and administrative penalties, damages, disgorgement, monetary fines, imprisonment, possible
exclusion from participation in Medicare, Medicaid and other federal health care programs, contractual damages, reputational
harm, diminished profits and future earnings, additional reporting requirements and / or oversight if we become subject to a
corporate integrity agreement or similar agreement to resolve allegations of non- compliance with these laws, and / or
curtailment of our operations, any of which could adversely affect our ability to operate our business and our results of
operations. We may not receive, or may be delayed in receiving, the necessary clearances, approvals or certifications for our
future products or modifications to our current products, and failure to timely obtain necessary clearances, approvals or
certifications for our future products or modifications to our current products would adversely affect our ability to grow our
business. In the United States, before we can market a new medical device, or a new use of, or new claim for or significant
modification to an existing medical device product, we must first receive either clearance under Section 510 (k) of the Federal
Food, Drug, and Cosmetic Act (FDCA) or apprevat-efa premarketapproval-PMA )-from the FDA, unless an exemption
applies , or we qualify for de novo classification. In the 510 (k) clearance process, before a device may be marketed, the FDA
must determine that a proposed device is “ substantially equivalent ” to a legally- marketed * predicate ” device, which includes
a device that has been previously cleared through the 510 (k) process, a device that was legally marketed before May 28, 1976
(pre- amendments device), a device that was originally on the U. S. market pursuant to a an-appreved-PMA and later down-
classified, or a 510 (k)- exempt device. To be “ substantially equivalent, ” the proposed device must have the same intended use
as the predicate device, and either have the same technological characteristics as the predicate device or have different
technological characteristics and not raise different questions of safety or effectiveness than the predicate device. Clinical data
are sometimes required to support substantial equivalence. In the process of obtaining a PMA appreval, the FDA must
determine that a proposed device is safe and effective for its intended use based, in part, on extensive data, including, but not
limited to, technical, pre- clinical, clinical trial, manufacturing and labeling data. The PMA process is typically required for
devices that are deemed to pose the greatest risk, such as life- sustaining, life- supporting or implantable devices. In the de novo
classification process, a manufacturer whose novel device under the FDCA would otherwise be automatically classified as Class
III and require the submission and approval of a PMA prior to marketing is able to request down- classification of the device to
Class I or Class II on the basis that the device presents a low or moderate risk. If the FDA grants the de novo classification
request, the applicant will receive authorization to market the device. This device type may be used subsequently as a predicate
device for future 510 (k) submissions. We also acquired the total talus spacer, which has been authorized for marketing pursuant
to an approved Humanitarian Device Exemption (HDE). An HDE allows for marketing of a Humanitarian Use Device, or HUD,
which is a medical device designated by the FDA as intended to benefit patients in the treatment or diagnosis of a disease or
condition that affects not more than 8, 000 individuals in the United States per year. To market a HUD, the device must have
received a HUD designation by the FDA and be approved by the FDA pursuant to an HDE application. An HDE approval is
based on the applicant’ s demonstration that there is no comparable device available and that the probable benefit to health from
the proposed HUD outweighs the risk of injury or illness from its use, taking into account alternative treatments that are
available for the condition or disease. However, a medical device approved pursuant to an HDE is exempt from the
effectiveness requirements that would otherwise apply and to which the device would be subject if approved pursuant to a PMA,
and clinical studies demonstrating effectiveness are not required to support approval. An approved HDE must be labeled with a
disclaimer stating that the effectiveness of the device has not been established. In addition, HUDs that receive HDE approval
may not be sold for profit except in limited circumstances. In any case, to sell the device for profit, HDE holders must notify the
FDA of the intent to sell for profit and are limited in the number of devices that may be sold for profit on an annual basis. Prior
to HUD use following HDE approval, the HDE holder is required to ensure that use of the use of the HUD has been approved
by the facility’ s IRB. Post- approval clinical studies may also be required. Our total talus spacer is subject to the requirement
for a post- approval study as a condition of approval of the HDE. Modifications to products that are approved through a PMA
application generally require FDA approval. Similarly, certain modifications made to products cleared through an HDE require
FDA approval, and products cleared through a 510 (k) or authorized for marketing pursuant to a de novo classification may
require a new 510 (k) clearance. The marketing authorization process can be expensive, lengthy and uncertain. The FDA’ s 510
(k) clearance process usually takes from three to +2-nine months, but can last longer. The process of obtaining a PMA is much
more costly and uncertain than the 510 (k) clearance process and generally takes from one to three years, or even longer, from
the time the application is submitted to the FDA. In addition, a PMA generally requires the performance of one or more clinical
trials. Despite the time, effort and cost, a device may not be approved or cleared by the FDA. Any delay or failure to obtain
necessary regulatory clearances or approvals could harm our business. Furthermore, even if we are granted regulatory
clearances or approvals, they may include significant limitations on the indicated uses for the device, which may limit the
market for the device. In the United States, except for the total talus spacer, we have obtained clearance of all of our non-
exempt products through the 510 (k) clearance process. Any modification to these 