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Investing in our common stock involves a high degree of risk. These risks include, but are not limited to, those described below,
each of which may be relevant to an investment decision. You should carefully consider the risks described below, together with
all of the other information in this Annual Report on Form 10- K, including our financial statements and related notes and Item
7. “ Management’ s Discussion and Analysis of Financial Condition and Results of Operations. ” before deciding to invest in our
common stock. The realization of any of these risks could have a significant adverse effect on our reputation, business, financial
condition, results of operations and growth, and our ability to accomplish our strategic objectives. In that event, the market price
of our common stock could decline, and you may lose part or all of your investment. Additional risks and uncertainties not
presently known to us or that we currently deem immaterial may also impair our business operations and the market value of
our common stock. Risks Related to Our Financial Position and Need for Additional Capital We have incurred significant
operating losses since inception, we expect to incur operating losses in the future and we may not be able to achieve or sustain
profitability. We have limited history operating as a commercial company. We have incurred net losses since our inception and
expect to continue to incur losses for the foreseeable future. For the years ended December 31, 26222023 and December 31,
2024-2022 , we had net losses of $ 14,247,124 and $ 11, 394, 170 and-$F-537-845-, respectively. As of December 31, 2022
2023 , we had an accumulated deficit of $ 94-108 , 434-381 , 5685-629 . Based on our current operating plan, our current cash and
cash equivalents and revenue are expected to be sufficient to fund our ongoing operations into the first-quarter-second half of
2624-2025 . Our estimate as to how long we expect our existing cash and cash equivalents and revenue to be able to continue to
fund our operations is based on assumptions that may prove to be wrong, and we could use our available capital resources
sooner than we currently expect. Changing circumstances, some of which may be beyond our control, could cause us to
consume capital significantly faster than we currently antlclpate and we may need —¥Ve—de—ﬂet—e*peet—hqﬂ1dﬁy—to seek
additional funds sooner than planned be-s W 5 ats- To date, we
have financed our operations primarily through our initial pubhc offerlng, private placements of our common and convertible
preferred stock, and-amennts-borrowed-sales of common stock under a-ereditfaetity-an at- the market- agreement and
convertible notes and warrants . We have devoted substantially all of our resources to development activities related to our
FemBloc system and FemaSeed product, including research and development and clinical and regulatory initiatives. We expect
that our operating expenses will continue to increase as we continue to build our infrastructure, develop, enhance and
commercialize new products and incur additional operational costs associated with being a public company. As a result, we
expect to continue to incur operating losses for the foreseeable future and may never achieve profitability. Furthermore, even if
we do achieve profitability, we may not be able to sustain or increase profitability on an ongoing basis. If we do not achieve or
sustain profitability, it will be more difficult for us to finance our business and accomplish our strategic objectives, either of
which would have a material adverse effect on our business, financial condition and results of operations and cause the market
price of our common stock to decline. In addition, failure of our FemBloc and-FemaSeed-setations—- solution to be approved to
market or-granted-de-novo-elassifieation;respeetively-, or to significantly penetrate existing or new markets with our products
would negatively affect our business, financial condition, and results of operations. We need substantial additional funding and
may be unable to raise capital when needed, which could force us to delay or reduce our commercialization efforts or product
development programs. Based on our current operating plan, our current cash, cash equivalents and revenue are expected to be
sufficient to fund our ongoing operations into the first-¢aarter-second half of 2624-2025 . However, we have based these
estimates on assumptions that may prove to be incorrect, and we could spend our available financial resources much faster than
we currently expect. Any future funding requirements will depend on many factors, including:  The initiation, scope, rate of
enrollment, progress, success, and cost of our current or future clinical trials; ® The cost of our research and development
activities; ¢ The acceptance of our clinical trial data by the FDA or foreign regulatory authorities; ¢ Patient, physician and market
acceptance of our intrauterine artificial insemination product and permanent birth control system sintrauterine-artifietat
women- specific medical product solutions; * The cost of filing and prosecuting patent applications
and defending and enforcing our patent or other intellectual property rights; * The cost of defending, in litigation or otherwise,
any claims that we infringe third- party patents or other intellectual property rights; * The cost and timing of additional
regulatory clearances, de novo grants or approvals; * The cost and timing of establishing additional sales and marketing
capabilities; » Costs associated with any product recall that may occur; * The effect of competing technological and market
developments; * The extent to which we acquire or invest in products, technologies and businesses, although we currently have
no commitments or agreements relating to any of these types of transactions; and ¢ The costs of operating as a public company.
Any additional equity or debt financing that we raise may contain terms that are not favorable to us or our stockholders. If we
raise additional funds by selling additional shares of our common stock or other securities convertible into or exercisable or
exchangeable for shares of our common stock, the issuance of such securities will result in dilution to our stockholders.
Furthermore, investors purchasing any securities we may issue in the future may have rights superior to the rights of our
common stockholders. In addition, any future debt financing into which we enter may impose upon us covenants that restrict our
operations, including limitations on our ability to incur liens or additional debt, pay dividends, repurchase our common stock,
make certain investments and engage in certain merger, consolidation or asset sale transactions. If we raise additional funds
through collaboration and licensing arrangements with third- parties, it may be necessary to relinquish some rights to our
technologies or our products, or grant licenses on terms that are not favorable to us. Furthermore, we cannot be certain that




additional funding will be available on acceptable terms, if at all. If we do not have, or are not able to obtain, sufficient funds,
we may have to delay development or commercialization of our products or license to third- parties the rights to commercialize
products or technologies that we would otherwise seek to commercialize. We also may have to reduce marketing
commerecialization efforts , customer support or other resources devoted to our products or cease operations. Any of these

factors could harm our business, financial condition, and results of operatlons —There-is-substantial-doubt-about-ourability-to

otherwise-exeeute-our-developmentstrategy-. Our financial results may fluctuate significantly and may not fully reflect the
underlying performance of our business. Our quarterly and annual results of operations may vary significantly in the future, and
period- to- period comparisons of our operating results may not be meaningful. Accordingly, the results of any one quarter or
period should not be relied upon as an indication of future performance. Our quarterly and annual financial results may fluctuate
as a result of a variety of factors, many of which are outside our control and, as a result, may not fully reflect the underlying
performance of our business. One such factor includes seasonal variations of sales. We may in the future experience higher sales
in the fourth quarter as a result of patients having paid their annual insurance deductibles in full, thereby reducing their out- of-
pocket costs. Other factors that may cause fluctuations in our quarterly and annual results include: * Patient and physician
adoption of our FemBloc system, if approved to market; * Patient and physician adoption of our FemaSeed product —rf'—gfa-&teé
de-novo-elasstfieation—; ° Changes in coverage policies by third- party payors that affect the reimbursement of procedures using
our products; « Unanticipated pricing pressure; ® The hiring, retention and continued productivity of sales representatives; « Our
ability to expand the geographic reach of our sales and marketing efforts; « Our ability to obtain regulatory clearance or approval
for any products in development or for our current products for additional indications or in additional countries outside the
United States; * Results of clinical research and trials on our existing products and products in development; ¢ Delays in receipt
of anticipated purchase orders; * Delays in, or failure of, component and raw material deliveries by our suppliers; and ¢ Positive
or negative coverage in the media or clinical publications of our products or products of our competitors or our industry. Because
our quarterly and annual results may fluctuate, period- to- period comparisons may not be the best indication of the underlying
results of our business and should only be relied upon as one factor in determining how our business is performing. These
fluctuations may also increase the likelihood that we will not meet our forecasted performance, which could negatively affect
the market price for our common stock. Our ability to use our net operating losses and research and development credit
carryforwards to offset future taxable income may be subject to certain limitations. In general, under Sections 382 and 383 of the
Internal Revenue Code of 1986, as amended, or the Code, a corporation that undergoes an “ ownership change, ” generally
defined as a more than 50 percentage points increase in ownership by value in its equity ownership by certain shareholders over
their lowest ownership percentage within a rolling three- year period, is subject to limitations on its ability to utilize its pre-
change net operating losses, or NOLs, and its research and development credit carryforwards to offset future taxable income.
Certain substantial changes in our ownership between February 2004 to date andJune-2624+-will more likely than not limit our
ability to utilize the amount of our existing NOLs and research and development credit carryforwards, and if we undergo any
further ownership change, our ability to utilize NOLs and research and development credit carryforwards could be further
limited by Sections 382 and 383 of the Code. In addition, our ability to deduct net interest expense may be limited if we have
insufficient taxable income for the year during which the interest is incurred, and any carryovers of such disallowed interest
would be subject to the limitation rules similar to those applicable to NOLs and other attributes. Future changes in our stock
ownership, some of which might be beyond our control, could result in an ownership change under Section 382 of the Code. For
these reasons, in the event we experience a change of control, we may not be able to utilize a material portion of the NOLs,
research and development credit carryforwards or disallowed interest expense carryovers, even if we attain profitability. Risks
Related to Discovery and Development Enrollment and retention of subjects in clinical trials is an expensive and time-
consuming process and could be made more difficult or rendered impossible by multiple factors outside our control. We may
encounter delays or difficulties in enrolling, or be unable to enroll, a sufficient number of subjects to complete any of our clinical
trials on our current timelines, or at all, and even once enrolled, we may be unable to retain a sufficient number of subjects to
complete any of our trials. For example, as a result of the COVID- 19 pandemic, we have had slower than expected site
initiation and subject enrollment for our clinical trials due to subject and staff rescheduling, lack of available site staff and
turnover and longer timelines to train staff at new sites. Slow site initiation and subject enrollment in our clinical trials has led to
delays in our development timelines and may cause further delays in the future. Subject enrollment in clinical trials and
completion of subject follow- up depend on many factors, including the size of the subject population, the nature of the trial
protocol, the proximity of subjects to clinical sites, the eligibility criteria for the clinical trial, subject compliance, competing
clinical trials and clinicians’ and’ subjects’ perceptions as to the potential advantages of the product being studied in relation to
other available therapies, including any new treatments that may be approved for the indications we are investigating. For
example, subjects may be discouraged from enrolling in our clinical trials if the trial protocol requires them to undergo extensive
post- treatment procedures or follow- up to assess the safety and effectiveness of a product candidate, or they may be persuaded
to participate in contemporaneous clinical trials of a competitor’ s product candidate. In addition, patients participating in our
clinical trials may drop out before completion of the trial or experience adverse medical events unrelated to our products. Delays
in subject enrollment or failure of subjects to continue to participate in a clinical trial may delay commencement or completion



of the clinical trial, cause an increase in the costs of the clinical trial and delays, or result in the failure of the clinical trial.
Delays or failures in planned site initiation and / or subject enrollment or retention may result in increased costs, program delays
or both, which could have a harmful effect on our ability to develop our product candidates or could render further development
impossible. In addition, we rely on clinical trial sites to ensure timely conduct of our clinical trials and, while we have entered
1nt0 dgeements ;Dovernmg the1r services, we are limited in our ability to compel their dctual peﬁormance E—}&eﬁu&ﬁﬁg

EDBA-willpermit-us-to-mitiate-a-newpivotal-elinteal-study—Our current product candlddtes are in various stages of development.

Our product candlddtes mdy f"ul in dev elopment or suffer delays that adv ersely affect their commercml viability. If we fall to

a—ppfeV&l-efde—neV@-ehsﬁ-ﬁe&ﬁeﬁ—ts—deﬁfed—our business will be materlally harmed. The process of seeking regulatory

approval, the grant of a de novo classification, or 510 (k) clearance to market a medical device is expensive and time consuming.
Thele can be no assurance that approval, de novo classification, or 5 10 (k) clearance will be granted. If we are not successful in

approval process requires an applicant to demonstmte the safety and effectiveness based, in part, on extensive dat"l including,
but not limited to, technical, preclinical, clinical trial, manufacturing and labeling data. The de novo classification process
requires an applicant to demonstrate that general controls, or general and special controls, are sufficient to provide reasonable
assurance of safety and effectiveness and that the probable benefits of the device outweigh the probable risks. The de novo
request is supported by performance data, which may include clinical data. The FDA can delay, limit or deny approval of a
device for many reasons, including: « We may not be able to demonstrate to the FDA’ s satisfaction that our product is safe and
effective for its intended use; * The FDA may disagree that our clinical data supports the label and use that we are seeking; ¢
The FDA may disagree that the data from our preclinical studies and clinical trials is sufficient to support marketing
authorization; and * The manufacturing process and facilities we use may not meet applicable requirements. Obtaining approval,
clearance or granted de novo classification from the FDA or any foreign regulatory authority could result in unexpected and
significant costs for us and consume management’ s time and other resources. The FDA could ask us to supplement our
submissions, collect additional non- clinical data, conduct additional clinical trials, prepare additional manufacturing data or
information or engage in other time- consuming actions, or it could simply deny our applications. In addition, if approved or
granted approval to market, we will be required to obtain additional FDA approvals or clearances prior to making certain
modification to our devices, and the FDA may revoke the approval or clearance or impose other restrictions if post- market data
demonstrates safety issues or lack of effectiveness. If we are unable to obtain and maintain the necessary regulatory approvals
and clearances to market our products, our financial condition may be adversely affected, and our ability to grow domestically
and internationally would likely be limited. Addmomlly, even if dppIO\ ed e%gf&nfed—de-ﬂeve—e{asstﬁe&&eﬁ— FemBloc et
FemaSeed-may not be approved era-d v ; for the indications that are necessary or
desirable for successful commercialization or prohtablhty As we evolve from a company that is primarily involved in
clinical development to a company that is also involved in commercialization, we may encounter difficulties in expanding
our operations successfully. With the FDA clearance of FemaSeed, we will need to expand our development, regulatory,
manufacturing, and marketing and sales capabilities and may need to further contract with third parties to provide
these capabilities, such as collaborators, distributors, marketers and additional suppliers. We currently have limited
experience as a company in or infrastructure for sales, marketing and distribution, and our operations have historically
been limited primarily to clinical development activities. We intend to establish a sales organization with technical
expertise and supporting distribution capabilities to commercialize FemaSeed. This will be expensive and time-
consuming. In addition, we may not be able to hire a sales force that is sufficient in size or has adequate expertise in the
medical markets that we target. Any failure or delay in the development of our internal sales, marketing and distribution




capabilities would adversely affect the commercialization of FemaSeed and other products and product candidates.
Maintaining third- party relationships for these purposes will impose significant added responsibilities on members of
our management and other personnel. We must be able to effectively manage our development efforts, recruit and train
sales and marketing personnel, effectively manage our participation in the clinical studies in which our product
candidate and any future product candidates are involved and improve our managerial, development, operational and
finance systems, all of which may impose a strain on our administrative and operational infrastructure. If we do not
establish sales and marketing capabilities successfully, either on our own or in collaboration with third parties, we will
not be successful in commercializing our products. We are substantialby-significantly dependent on the FDA” s permission to
market our FemBloc system and-FemaSeed-produet-, as well as market acceptance in the United States for themrit , and our
failure to receive FDA authorization to market ettherthe FemBloc system or FemaSeed-produet-or-the failure of them-it to gain
such market acceptance would negatively impact our business. Since our inception, we have devoted substantialy—at-a
significant amount of our efforts to the development of our intrauterine delivery technology that is the basis for our FemBloc
system and-FemaSeed-produet-. We have not yet received authorization from the FDA to market and sell etther-the FemBloc
system nerthe-FemaSeed-produet-in the United States. However, we will incur costs, including costs to build our sales force for
commercialization of our other products , in anticipation of FDA authorization to market these-this systems-- system. Since
the target service providers for our FDA- cleared FemaSeed product is different than what we anticipate for our
FemBloc system, the sales force we are currently building for our FemaSeed product will not be able to be used for the
FemBloc system, and we will need to maintain and support multiple commercialization efforts simultaneously if we are
able to market both products, if we obtain authorization for FemBloc . If we are unable to obtain authorization from the
FDA to market and sell these-this systems— system in the United States and then to achieve significant market acceptance in the
United States, our results of operations will be adversely affected as the United States is expected to be the principal market for
these-this preduets— product . Further, because we have incurred costs prospectively in advance of FDA authorization, we
would be unable to recoup these costs if the product eandidates— candidate are-is not authorized for marketing by the FDA. We
have other commercial products and-etherstadevetopment, but their revenue is currently minimal, thus, if we are unsuccessful
in commercializing the FemBloc system or FemaSeed-produetor-are unable to market the FemBloc system erFemaSeed
produet-as a result of a quality problem, failure to maintain or obtain regulatory marketing authorizations, unexpected or serious
complications or other unforeseen negative effects related to these-this systems— system or the other factors discussed in these
risk factors, we would lose an additional source of revenue, and our business will be materially adversely affected. The clinical
development process required to obtain regulatory approvals is lengthy and expensive with uncertain outcomes, and our data
developed in those clinical trials is subject to interpretation by FDA and foreign regulatory authorities. If clinical trials of our
enrrent-FemBloc system sFemaSeedpreduet-and future products do not produce results necessary to support regulatory
approval, a granted de novo classification or clearance in the United States or, with respect to our current or future preduets--
product candidates , elsewhere, we will be unable to commercialize these products and may incur additional costs or
experience delays in completlng, or ultimately be unable to complete the commercmhzatlon of thoqe productq We are Currently
seeking PMA approval for our permanent birth control ; 3 3 ;

#semination-solution. In order to obtain PMA approval for the F emBloc %yqtem we must Conduct well- controlled chnlcal

trials de§1gned to assess the %afety and effectlvene% of the product candldate A—de—ne’v‘e-e}assl-ﬁeaﬁen—fequest—mus{—a-}se—me{ude

clinical trlal% isa complex and expensive process, can take many years, and outcomes are inherently uncertain. We incur
substantial expense for, and devote significant time to, clinical trials but cannot be certain that the trials will ever result in
commercial revenue. We may experience significant setbacks in clinical trials, even after earlier clinical trials showed promising
results, and failure can occur at any time during the clinical development process. Any of our products may malfunction or may
produce undesirable adverse effects that could cause us, institutional review boards ;-or IRBs, or regulatory authorities to
interrupt, delay or halt clinical trials. We, IRBs, the FDA, or another regulatory authority may suspend or terminate clinical
trials at any time to avoid exposing trial participants to unacceptable health risks. Successful results of preclinical studies are not
necessarily indicative of future clinical trial results, and predecessor clinical trial results may not be replicated in subsequent
clinical trials. Moreover, interim results or topline results may be subject to change upon full review of the data from a clinical
trial. Additionally, the FDA’ s approval of an IDE application permits initiation of the clinical study described in the IDE
application but does not mean that FDA agrees that the study design is appropriate or that the results of the study will be
sufficient to obtain marketing authorization (i. e., PMA approval, 510 (k) clearance, or grant of a de novo request). The FDA
may disagree with our interpretation of the data from our preclinical studies and clinical trials, or may find the clinical trial
design, conduct or results inadequate to prove safety or effectiveness, and may require us to pursue additional preclinical studies
or clinical trials, which could further delay the clearance, de novo classification, or approval of our products. The data we
collect from our preclinical studies and clinical trials may not be sufficient to support FDA approval, a request for de novo
classification, or clearance, and if we are unable to demonstrate the safety and effectiveness of our future products in our clinical
trials, we will be unable to obtain regulatory approval, a granted de novo classification, or clearance to market our products. In
addition, we may estimate and publicly announce the anticipated timing of the accomplishment of various clinical, regulatory
and other product development goals, which are often referred to as milestones. These milestones could include the submission
to the FDA of an IDE application to commence a clinical trial for a new product candidate; the enrollment of patients in clinical
trials; the release of data from clinical trials; and other clinical and regulatory events; and the obtainment of the right to affix the
CE mark in the European Union. The actual timing of these milestones could vary dramatically compared to our estimates, in
some cases for reasons beyond our control. We cannot assure you that we will meet our projected milestones and if we do not
meet these milestones as publicly announced, the commercialization of our products may be delayed and, as a result, our stock



price may decline. Clinical trials are necessary to support PMA applications, certain de novo classification requests, and certain
510 (k) premarket notifications and may be necessary to support PMA supplements or subsequent 510 (k) submissions for
modified versions of our marketed devices. This would require the enrollment of large numbers of suitable subjects, which may
be difficult to identify, recruit and maintain as participants in the clinical trial. The earlier clinical studies supperting-involved
228 subjects and supported the IDE for the new pivotal trial, which will be the basis for the PMA application for our FemBloc
system invelved-228-subjeets-. Adverse outcomes in the IDE approved pivotal trial or post- approval studies could also result
in restrictions or withdrawal of approval of the PMA. We will likely need to conduct additional clinical trials in the future for
the approval of the use of our products in some foreign countries. Clinical testing is difficult to design and implement, can take
many years, can be expensive and carries uncertain outcomes. The initiation and completion of any of these studies may be
prevented, delayed, or halted for numerous reasons. We may experience a number of events during the conduct of our clinical
trials that could adversely affect the costs, timing or successful completion, including: « We are required to submit an IDE
application to the FDA, which must become effective prior to commencing human clinical trials, and the FDA may reject our
IDE application and notify us that we may not begin investigational trials; « Regulators and other comparable foreign regulatory
authorities may disagree as to the design or implementation of our clinical trials; * Regulators and / or IRBs or other reviewing
bodies may not authorize us or our investigators to commence a clinical trial, or to conduct or continue a clinical trial at a
prospective or specific trial site; « We may not reach agreement on acceptable terms with prospective contract research
organizations, or CROs, and clinical trial sites, the terms of which can be subject to extensive negotiation and may vary
significantly among different CROs and trial sites; * Clinical trials may produce negative or inconclusive results, or we may not
agree with regulatory authorities on the interpretation of our clinical trial results, and we may decide, or regulators may require
us, to conduct additional clinical trials or abandon product development programs; « The number of subjects or patients required
for clinical trials may be larger than we anticipate, enrollment in these clinical trials may be insufficient or slower than we
anticipate, and the number of clinical trials being conducted at any given time may be high and result in fewer available patients
for any given clinical trial, or patients may drop out of these clinical trials at a higher rate than we anticipate; * Our third- party
contractors, may fail to comply with regulatory requirements or meet their contractual obligations to us in a timely manner, or at
all; « We might have to suspend or terminate clinical trials for various reasons, including a finding that the subjects are being
exposed to unacceptable health risks; * We may have to amend clinical trial protocols or conduct additional studies to reflect
changes in regulatory requirements or guidance, which we may be required to submit to an IRB and / or regulatory authorities
for reexamination; * Regulators, IRBs, or other parties may require or recommend that we or our investigators suspend or
terminate clinical research for various reasons, including safety signals or noncompliance with regulatory requirements; * The
cost of clinical trials may be greater than we anticipate; * Clinical sites may not adhere to the clinical protocol or may drop out
of a clinical trial; * We may be unable to recruit a sufficient number of clinical trial sites or trial subjects; * Regulators, IRBs, or
other reviewing bodies may fail to approve or subsequently find fault with our + Manufacturing processes for clinical and
commercial supplies, the supply of devices or other materials necessary to conduct clinical trials may be insufficient, inadequate
or not available at an acceptable cost, or we may experience interruptions in supply; ¢ Approval policies or regulations of FDA
or applicable foreign regulatory authorities may change in a manner rendering our clinical data insufficient for approval; and «
Our current or future products may have undesirable side effects or other unexpected characteristics. Clinical trials must be
conducted in accordance with the laws and regulations of the FDA and other applicable regulatory authorities’ legal
requirements, regulations or guidelines, and are subject to oversight by these governmental agencies and IRBs at the medical
institutions where the clinical trials are conducted. We have in the past and may in the future have to terminate a clinical trial
site which is found through our clinical trial monitoring activities to be noncompliant with our clinical trial protocols or with
applicable laws, regulations, requirements and guidelines for the conduct of our clinical trials. In addition, clinical trials must be
conducted with supplies of our devices produced in conformance with design control requirements in 21 CFR § 820. 30 and
stored and used by clinical trial sites in accordance with our clinical trial protocols. Furthermore, we rely on clinical trial sites to
ensure the proper and timely conduct of our clinical trials and while we have agreements governing their committed activities,
we have limited influence over their actual performance. We depend on our CROs to support the conduct of our clinical trials in
compliance with good clinical practice, or GCP, requirements. To the extent our CROs fail to help oversee the conduct the study
in compliance with GCP standards or are delayed for a significant time in the execution of the trial, including achieving full
enrollment, we may be affected by increased costs, program delays or both. In addition, clinical trials that are conducted in
countries outside the United States may subject us to further delays and expenses as a result of increased shipment costs,
additional regulatory requirements and the engagement of non- U. S. CROs, as well as expose us to risks associated with clinical
investigators who are unknown to the FDA, and different standards of diagnosis, screening and medical care. Failure can occur
at any stage of clinical testing. Our clinical trials may produce negative or inconclusive results, and we may decide, or
regulators may require us, to conduct additional clinical and non- clinical testing in addition to those we have planned. Our
failure to adequately demonstrate the safety and effectiveness of our systems or any product we may develop in the future would
prevent receipt of regulatory approval, a granted de novo classification, or 510 (k) clearance and, ultimately, the
commercialization of that product or indication for use. Even if our future products are approved, de novo classified, or cleared
in the United States, commercialization of our products in foreign countries would require approval by regulatory authorities in
those countries. Approval procedures vary among jurisdictions and can involve requirements and administrative review periods
different from, and greater than, those in the United States, including additional preclinical studies or clinical trials. Any of these
occurrences could have an adverse effect on our business, financial condition and results of operations. Interim, * topline, ” and
preliminary data from our clinical trials that we announce or publish from time to time may change as more data become
available and are subject to confirmation, audit, and verification procedures that could result in material changes in the final
data. From time to time, we may publicly disclose preliminary or topline data from our preclinical studies and clinical trials,



which is based on a preliminary analysis of then- available data, and the results and related findings and conclusions are subject
to change following a more comprehensive review of the data related to the particular study or trial. We also make assumptions,
estimations, calculations, and conclusions as part of our analyses of data, and we may not have received or had the opportunity
to fully and carefully evaluate all data. As a result, the topline or preliminary results that we report may differ from future
results of the same studies, or different conclusions or considerations may qualify such results, once additional data have been
received and fully evaluated. Topline data also remain subject to audit and verification procedures that may result in the final
data being materially different from the preliminary data we previously published. As a result, topline data should be viewed
with caution until the final data are-is available. From time to time, we may also disclose interim data from our clinical trials.
Interim or preliminary data from clinical trials are subject to the risk that one or more of the clinical outcomes may materially
change as subject enrollment and treatment continues and more patient data become available or as subjects from our clinical
trials continue other treatments for their disease. Adverse differences between preliminary or interim data and final data could
significantly harm our business prospects. Further, disclosure of interim data by us or by our competitors could result in
volatility in the price of our common stock. Further, others, including regulatory agencies, may not accept or agree with our
assumptions, estimates, calculations, conclusions or analyses or may interpret or weigh the importance of data differently, which
could impact the potential of the particular program, the likelihood of marketing approval, grant, clearance or commercialization
of the particular product candidate, any marketed product, and our company in general. In addition, the information we choose
to publicly disclose regarding a particular study or clinical trial is derived from information that is typically extensive, and you
or others may not agree with what we determine is material or otherwise appropriate information to include in our disclosure. If
the interim, topline, or preliminary data that we report differ from actual results, or if others, including regulatory authorities,
disagree with the conclusions reached, our ability to obtain approval for, and commercialize, our product candidates may be
harmed, which could harm our business, operating results, prospects or financial condition. If patients or physicians are not
willing to change current practices to adopt our permanent birth control solution or artificial insemination solution and
yromen—s-healtheare-theraptes-, our products may fail to gain increased market acceptance, and our business will be adversely
affected. Our primary strategy to grow our revenue is to drive the adoption of our permanent birth control using the FemBloc
system with an ultrasound confirmatory test, our artificial insemination solution using the FemaSeed product and
companion diagnostics, and for physicians to employ our products to treat or diagnosis their patients with reproductlve

disorders or cancers. Physicians may choose not to adopt our permanentbirth-eontrot-selution-and-products for women’ s

healthcare for a number of reasons, including: * lack of availability of adequate third- party payor coverage or reimbursement; *

lack of experience with our products and more familiarity with peﬂﬁ&neﬂt—bxfﬂa—wﬁ&el-aﬂd-seﬁegf&ph-yother widely adopted
products, procedures or treatments as treatment-alternatives; * our inability to convince key opinion leaders to provide
recommendations regarding our products permanent-birth-eentrelselutton, or to convince physicians, patients and healthcare
payorq that our products are pefmaﬁeﬂt—btﬁ-h—eeﬂtfe-l-sehmen—ns—an attractive alternative to currently accepted alternatives

rtra ens-; * perceived inadequacy of evidence supporting clinical benefits, safety or
cost- effectlvene% of our products pefmaﬁeﬂt—btﬁ-h—eeﬂtfel—sehﬁ-ten—e’v‘efexmlng alternatives; * liability risks generally
associated with the use of new products and procedures; and ¢ the training required to use new products. ¥e-With respect to
FemBloc, we intend to focus our sales, marketing and training efforts primarily on obstetrical and gynecological physicians.
However, physicians from other disciplines, including primary care physicians, as well as other medical professionals, such as
nurse practitioners and physician assistants, are often the initial point of contact for patients with contraceptive needs. We
believe that educating physicians in these disciplines and other medical professionals about the clinical merits, patient benefits
and safety profile of our permanent birth control solution is an element of increasing the adoption of our FemBloc system. If
additional physicians or other medical professionals do not appreciate and recommend our permanent birth control solution for
any reason, including those listed above, our ability to execute our growth strategy will be impaired, and our business may be
adversely affected. In addition, patients may not be able to adopt or may choose not to adopt our permanent birth control
solution if, among other potential reasons, their anatomy would not allow for effective treatment with our FemBloc system, they
are reluctant to receive a permanent solution to their contraceptive needs, they are worried about potential adverse effects of our
permanent birth control solution, such as mfectlon or discomfort, or they are unable to obtain adequate thlrd palty coverage or
reimbursement. With respect I—Pwe—fai-l-to obtetaera : : A
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physicians with possible expansion to gynecologists who are often the initial point of contact for patients with infertility needs.
We believe that educating physicians in these disciplines and other medical professionals about the clinical merits and patient
benefits of our artificial insemination solution is an element of increasing the adoption of our FemaSeed product. If additional
physicians or other medical professionals do not appreciate and recommend our FemaSeed product for any reason, including
those listed above, our ability to execute our growth strategy will be impaired, and our business may be adversely affected. If we
are unable to achieve and maintain adequate levels of coverage or reimbursement for our artificial insemination solution,
permanent birth control solution, or any other products we seek to commercialize, our commercial success may be severely
hindered. The primary customers for our products are reproductive endocrinologists for our infertility products and
obqtetrlcs gynecologlcal phy%1c1an§ related healthcare professionals, and women’ s healthcare provider organizations yaned
elog . Our customers typically bill various third- party payors to cover all or
a portion of the cost% and fees associated with the procedure% in which our products are used and bill patients for any deductibles
or co- payments . Many third- party payors currently...... impair our ability to grow our business . Limited third- party payors
provide infertility coverage with patient cash pay often required for treatment and services. . Many third- party payors currently
cover contraceptive related procedures as part of the Patient Protection and Affordable Care Act,as amended by the Health Care
and Education and Reconciliation Act,or,collectively,the ACA.If there are changes to the ACA related to contraceptive
coverage,any decline in the amount payors will reimburse our customers could make it difficult for customers to elect choosing
or to adopt our FemBloc system and could create additional pricing pressure for us.If we are forced to lower the price we charge
for our product,our gross margins will decrease,which could have a material adverse effect on our business,financial condition
and results of operations and impair our ability to grow our business —=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 other products exists among third- party payors.
Therefore, coverage and reimbursement for procedures using our other products can differ significantly from payor to payor.
Payors continually review new and existing technologies for possible coverage and can, without notice, deny or reverse
coverage for new or existing products and procedures. There can be no assurance that third- party payor policies will provide
coverage for procedures in which our products are used. If we are not successful in reversing existing non- coverage policies, or
if third- party payors that currently cover or reimburse our products and related procedures reverse or limit their coverage in the
future, or if other third- party payors issue similar policies, this could have a material adverse effect on our business. Further, we
believe that future coverage and reimbursement may be subject to increased restrictions, such as additional prior authorization
requirements, both in the United States and in international markets. Third- party coverage and reimbursement for procedures
using our products or any of our products in development for which we may receive regulatory approval may not be available or
adequate in either the United States or international markets, which could have an adverse effect on our business, financial
condition and results of operations and impair our ability to grow our business. Third- party payors and physicians who do not
cover or use our artificial insemination solution, permanent birth control solution or other women’ s healthcare devices may
require additional clinical data prior to adopting or maintaining coverage of our products FemBloe-system- Our success
depends on physician and where applicable third- party payor acceptance of our artificial insemination and permanent birth
control setutterrsolutions as an-cffective treatment eptien-options and our other healthcare devices for women. If physicians or
payors do not find our body of published clinical evidence and data compelling or wish to wait for additional studies, they may
choose not to use or provide coverage and reimbursement for our products. Currently, patient cash pay is often required for
lnfertlllty treatment and serv1ces, but most large thlrd party payorq cover permanent blrth control as part of the ACA In

physicians, hospltal% and payors may prefer to see longer term %afety and efﬁcacy data for our permanent blrth control

solution than we have produced. We cannot provide assurance that any data that we or others may generate in the future will be
consistent with that observed in our existing clinical trials. The training required for physicians to use our artificial
insemination solution and permanent birth control selatten-and-artiftetalinsemination-solution could reduce the market
acceptance of our products. As with any new method or technique, physicians must undergo a thorough training program before
they perform the procedure. Even after successfully completing the training program, physicians could still experience
difficulty in successfully providing the solutions and, as a result, limit use of the products significantly in their practice or cease
utilizing it altogether. In addition, we may experience difficulty growing the number of physicians who complete our training
program if patient demand is low, if the length of time necessary to train each physician is longer than expected, if the capacity
of our sales representatives to train physicians is less than expected or if we are unable to sufficiently grow our sales



organization. All of these events would lead to fewer trained physicians to provide our solutions, which could negatively affect
our business, financial condition and results of operations and impair our ability to grow our business. We currently compete and
will in the future continue to compete against other companies, some of which have longer operating histories, more established
products or greater resources than we do, which may prevent us from achieving increased market penetration and improved
operating results. The biomedical industry is highly competitive, subject to change and significantly affected by new product
introductions and other activities of industry participants. Our competitors have historically dedicated, and will continue to
dedicate, significant resources to promoting their products or developing new products or methods to treat women’ s
reproductive issues and healthcare. We consider our primary potential competition to be other biomedical companies marketing
women- specific medical products . Having received FDA clearance for FemaSeed, we are the only localized directional
intratubal insemination approach within the intrauterine insemination category approved for commercialization in
North America, but compete with other fertility treatments such as traditional IUI and IVF. For our other FDA- cleared
devices, we currently compete with other medical device providers in the United States and Canada . Once we have
recelved FDA approval we W111 be the only non- surgrcal permanent b1rth control solutlon approved for commercrahzatron i

v ; . We also believe other emerging busmesses may be in the
early stages of developlng women- spe(:lﬁc medical products —If one or more manufacturers successfully develops a product for
providing localized directional intratubal-intrauterine insemination that is more effective or otherwise more attractive than our
artificial insemination solution,sales of our FemaSeed product could be significantly and adversely affected,which could have a
material adverse effect on our business,financial condition and results of operations.In addition,if other companies are successful
in developing products that are approved for a broader range of indications than our intrauterine artificial intratabat
insemination system,we will be at a further competitive disadvantage,which could also affect our business,financial condition
and results of operations . . If one or more manufacturers successfully develops a product for providing permanent birth control
that is more effective, better tolerated or otherwise results in better compliance by patients, or otherwise more attractive than our
permanent birth control solution, sales of our FemBloc system could be significantly and adversely affected, which could have a
material adverse effect on our business, financial condition and results of operations. In addition, if other companies are
successful in developing devices that are approved for a broader range of indications than our permanent birth control system,
we will be at a further competitive disadvantage, which could also affect our business, financial condition and results of
operations. If one or more manufacturers successfully develops...... financial condition and results of operations. Many of the
companies against which we may compete may have competitive advantages with respect to primary competitive factors in the
women’ s healthcare market, including: * greater company, product and brand recognition; ¢ superior product safety, reliability
and durability; ¢ better quality and larger volume of clinical data; * more effective marketing to and education of patients and
physicians; * more sales force experience and greater market access; * better product support and service; * more advanced
technological innovation, product enhancements and speed of innovation; * more effective pricing and revenue strategies; *
lower procedure costs to patients; « more effective reimbursement teams and strategies; ¢ dedicated practice development; and ©
more effective clinical training teams. We also compete with other biomedical companies to recruit and retain qualified sales,
training and other personnel. In addition, though there are currently no pharmacologic therapies approved to provide permanent
birth control, we may in the future face competition from pharmaceutical companies that develop such therapies. We also expect
to experience increased competition in the future as other companies develop and commercialize competing women specific
devices. Any of these companies may also have the competitive advantages described above. Our long- term growth depends on
our ability to enhance our artificial insemination solution, permanent birth control solution sartifteiat-inseminationrsohition;
and women- specific medical product solutions, expand our indications and develop and commercialize additional products. It is
important to our business that we continue to enhance our artificial insemination product, permanent birth control system 5
ntratterine-artifietal-inseminationproduaet-women- spemﬁc medical product solutions and develop and introduce new 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 will depend on several factors, including our ability to: ¢
properly identify and anticipate physician 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 effectiveness of new products with data from preclinical studies and clinical trials; ¢ obtain the necessary regulatory
clearances, grants or approvals for expanded indications, new products or product modifications; ¢ be fully FDA- compliant with
marketing of new products or modified products; ¢ 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 not successful in expanding our indications and developing and commercializing new
products and product enhancements, our ability to increase our revenue may be impaired, which could have a material adverse
effect on our business, financial condition and results of operations. Our results of operations could be materially harmed if we
are unable to accurately forecast customer demand for our artificial insemination solution, permanent birth control setutten;
artifteial-insemination-—solution, and women- specific medical products and manage our inventory. To ensure adequate inventory
supply, we must forecast inventory needs and place orders with our suppliers based on our estimates of future demand for our
products. 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 artificial insemination product, permanent birth control system, artiftetal-insemination-produet-and women-
specific medical 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. For example, tubal ligation procedures sustained an 18 % decline in
December 2020 compared to December 2019, according to a study published in the publication Contraception in 2021. We have
no assurance that demand for elective reproductive surgery will return to pre- pandemic levels in the future, or at all. 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
products, our third- party suppliers may not be able to deliver components 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 may not be able to allocate sufficient capacity in order to meet our increased requirements, which
could have an adverse effect on our ability to meet customer demand for our products and our results of operations. We seek to
maintain sufficient levels of inventory and components 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 impairment charges and costs required to
replace such inventory. We manufacture and assemble components for our products and product candidates, and a loss or
degradation in the performance of our manufacturing capabilities could have a material adverse effect on our business, financial
condition and results of operations. We manufacture and assemble components used in our artificial insemination product,
permanent birth control system, artiftetatinseminationrproduet-and women- specific medical products. Our ability to maintain
sufficient levels of inventory for our products could be negatively affected by many factors, including our failure to accurately
manage our staffing requirements or a decrease in production capabilities. Conversely, if we overestimate customer demand for
our artificial insemination product, permanent birth control system, artifietaHnsemination-produet-and women- specific
medical products, our production staff may be in excess of that needed, and this could result in excess cost, which could have a
material adverse effect on our business, financial condition and results of operations. We rely on a limited number of third- party
suppliers for components for our products, as well as the sterilization of certain of our products, and a loss or degradation in
performance of these suppliers could have a material adverse effect on our business, financial condition and results of
operations. We rely on third- party suppliers for the raw materials and components used in our artificial insemination product,
permanent birth control system, artiftetal-inseminationprodaet-and women- specific medical products. These suppliers may be
unwilling or unable to supply the necessary materials and components reliably and at the levels we anticipate or that are
required by the market. Our ability to supply our products commercially and to develop any future products depends, in part, on
our ability to obtain these materials, components and products in accordance with regulatory requirements and in sufficient
quantities for commercialization and clinical testing. While our suppliers have generally met our demand for their products and
services on a timely basis in the past, we cannot guarantee that they will in the future be able to meet our demand for their
products, either because of acts of nature, or our relative importance to them as a customer, and our suppliers may decide in the
future to discontinue or reduce the level of business they conduct with us. If we are required to change suppliers due to any
change in or termination of our relationships with these third parties, or if our suppliers are unable to obtain the materials they
need to produce our components at consistent prices or at all, we may have to make modifications or changes to our products
triggering the need for additional regulatory clearances or approvals, lose sales, experience manufacturing or other delays, incur
increased costs or otherwise experience impairment to our customer relationships. We cannot guarantee that we will be able to
establish alternative relationships on similar terms, without delay or at all. While we believe replacement suppliers exist for all
materials, components and services necessary to manufacture our products, establishing additional or replacement suppliers for
any of these materials, components or services, if required, could be time- consuming and expensive, may result in interruptions
in our operations and product delivery, may affect the performance specifications of our products or could require that we
modify its design. Even if we are able to find replacement suppliers, we will be required to verify that the new supplier
maintains facilities, procedures and operations that comply with our quality expectations and applicable regulatory requirements.
Furthermore, our suppliers could require us to use alternative materials or components. Any of these events could require that
we obtain a new regulatory authority approval before we implement the change, which could result in further delay and which
may not be obtained at all. While we seek to maintain sufficient levels of inventory as discussed above, those inventories may
not fully protect us from supply interruptions. We have only limited supply arrangements in place with respect to certain
components of our manufacturing process, and these arrangements do not extend to full commercial supply. We acquire certain
key materials on a purchase order basis. As a result, we do not have long- term committed arrangements with respect to certain
of the materials for our preducts and product candidates and other materials. If we obtain marketing approval, grant or
clearance for our product candidates, we will need to establish an agreement for commercial manufacture of certain key
materials with a third party. In addition, we are dependent on a sole supplier for certain components of our manufacturing
process. Our current dependence on a single supplier for these components and the challenges we may face in obtaining
adequate replacements involves several risks, including limited control over pricing, availability, quality and delivery schedules.
Even if we are able to replace any raw materials or other materials with an alternative, such alternatives may cost more, result in
lower yields or not be as suitable for our purposes. In addition, some of the materials that we use to manufacture our product
candidates are complex materials, which may be more difficult to substitute. Therefore, any disruptions arising from our sole
suppliers could result in delays and additional regulatory submissions. Our current and anticipated future dependence upon
others for the manufacture of certain components of our product candidates or products may adversely affect our business,
financial condition and results of operations. Moreover, we rely on third- party sterilizers to effectively sterilize our products
and product candidates and failure of any third- party sterilizer could result in safety risks associated with our products and
product candidates and could result in patient or study subject injuries which could expose our company to product liability
claims and actions. Contract sterilizers are inspected by the FDA and may be inspected by foreign regulatory authorities.



Additionally, the closures and potential closures of facilities that use ethylene oxide to sterilize medical devices prior to their use
may create delays or interruptions in the supply chain for our products and product candidates. Any compliance failures at any
contract sterilizers we may contract with for sterilization of our products and product candidates also could create supply chain
delays and interruptions and may require that we identify and contract with alternative contract sterilizers which we may not be
able to do timely or on terms favorable to us. Any failures in the performance of our contract sterilizers may adversely affect our
business, financial condition and results of operations. Performance issues, service interruptions or price increases by our
shipping carriers could adversely affect our business and harm our reputation and ability to provide our services on a timely
basis. Expedited, reliable shipping is essential to our operations. We rely heavily on providers of transport services for reliable
and secure point- to- point transport of our products to our customers and for tracking of these shipments. Should a carrier
encounter delivery performance issues such as loss, damage or destruction of any systems, it would be costly to replace such
systems in a timely manner 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.
Consolidation in the healthcare industry or group purchasing organizations could lead to demands for price concessions, which
may affect our ability to sell our products at prices necessary to support our current business strategies. Healthcare costs have
risen significantly over the past decade, which has resulted in or led to numerous cost reform initiatives by legislators, regulators
and third- party payors. Cost reform has triggered a consolidation trend in the healthcare industry to aggregate purchasing
power, which may create more requests for pricing concessions in the future. Additionally, group purchasing organizations,
independent delivery networks and large single accounts may continue to use their market power to consolidate purchasing
decisions for hospitals and physician practices. We expect that market demand, government regulation, third- party coverage
and reimbursement policies and societal pressures will continue to change the healthcare industry worldwide, resulting in further
business consolidations and alliances among our customers, which may exert further downward pressure on the prices of our
products. We have limited experience marketing and selling our women- specific medical product solutions, and if we are
unable to expand, manage and maintain our direct sales and marketing organization we may not be able to generate revenue
growth. We have limited experience marketing and selling our women- specific medical products. We currently sell our
FemaSeed device, FemVue device, FemCerv device, and FemCath device through a very limited direct effort, that targets
obstetrician- gynecologist physicians, reproductive endocrinologist physicians, and physrcran practices in North America the
Dnited-States-, including online training and new customer support, and also utilize various direct- to- patient marketing
initiatives, including social media, a physician locator on a patient website, and online videos. As of December 31, 2022-2023 ,
we have five-one employees— employee exclusively involved in our sales and marketing efforts. Our operating results are
directly dependent upon the efforts of these employees. In order to generate future revenue growth, we plan-te-are in the
process of develop-developing gcographic scope of a direct sales organization enee-now that the FemaSeed product is
available in the U. S. and Canadian market. This is expected to represent a significant expansion of our
commercialization efforts, costs and attention. Our success depends largely on our ability to hire, train, retain and
motivate skilled sales and marketing personnel with significant industry experience and technical knowledge of related
products. Because the competition for their services is high, we cannot assure you we will be able to hire and retain
additional personnel on favorable or commercially reasonable terms, if at all. Failure to hire or retain qualified sales and
marketing personnel would prevent us from expanding our business and generating revenue. If we are unable to expand
our sales and marketing capabilities, we may not be able to effectively commercialize our FemaSeed product and other
women- specific medical products, which could have and-- an subsegquently-adverse effect on our business, financial
condition and results of operations. In order to further expand revenue growth once the FemBloc system are-is available
in the U. S. market , we plan to enlarge the geographic scope of the direct sales organization . Our future success will
depend largely on our ability to hire, train, retain and motivate additional skilled sales and 1narket1ng personnel with significant
1ndustry experrence and technrcal knowledge of related products. ; : g

revente—|{ we are unable to expand our sales and marl(etlng Capabllmes we may not be able to effectrvely Cornmermalrze our
FemaSeed-produet-FemBloc system and-other-women—speetfie-medteal-produets-, which could have an adverse effect on our
business, financial condition and results of operations. To successfully market and sell our artificial insemination product,
permanent birth control system, artiftetaHnsemination-produet-and women specific medical product solutions in markets outside
of the United States, we must address many international business risks with which we have limited experience. Our strategy is
to increase our international presence in Europe, as well as, other international markets, such as Japan, which may further
increase our revenue from markets outside the United States. International sales are subject to a number of risks, including: ¢
difficulties in securing distribution partnerships and managing our international relationships; ¢ increased competition as a result
of more products and procedures receiving regulatory approval or otherwise free to market in international markets; * longer
accounts receivable payment cycles and difficulties in collecting accounts receivable; ¢ reduced or varied protection for
intellectual property rights in some countries; * export restrictions, trade regulations, and foreign tax laws; ¢ fluctuations in
currency exchange rates; * foreign certification and regulatory clearance or approval requirements; ¢ customs clearance and
shipping delays; ¢ political, social, and economic instability abroad, terrorist attacks, and security concerns in general; ®
preference for locally produced products; ¢ potentially adverse tax consequences, including the complexities of foreign value-
added tax systems; ¢ the burdens of complying with a wide variety of foreign laws and different legal standards; and ¢ increased
financial accounting and reporting burdens and complexities. If one or more of these risks are realized, our business, financial



condition and results of operations could be adversely affected. We plan to rely on our own direct sales force for our women-
speciﬁc medical products, which may result in higher fixed costs than our competitors and may slow our ability to reduce costs
in the face of a sudden decline in demand for our products ‘We plan to rely on our own direct sales force in North America the
Dnited-States-and third- party distribution partners in Europe and other international countries, to market and sell our products.
Some of our competitors rely predominantly on independent sales agents and third- party distributors. A direct sales force may
subject us to higher fixed costs than those of companies that market competing products through independent third parties, due
to the costs that we will bear associated with employee benefits, training and managing sales personnel. As a result, we could be
at a competitive disadvantage. Additionally, these fixed costs may slow our ability to reduce costs in the face of a sudden
decline in demand for our products, which could have a material adverse effect on our business, financial condition and results
of operations. 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 products, including
sterile medical products. This risk exists even if it is approved or cleared for commercial sale by the FDA and manufactured in
facilities licensed and regulated by the FDA or an applicable foreign regulatory authority. Our FemBloc system and FemaSeed
product are designed to affect, and any future products will be designed to affect, important bodily functions and processes, such
as the female reproductive system. Any side effects, manufacturing defects, misuse or abuse associated with our FemBloc
system, FemaSeed product and other women specific medical products, including sterilization failures, could result in patient
injury or death. The medical device industry has historically been subject to extensive litigation over product liability claims,
and we cannot offer any assurance that we will not face product liability suits. For example, Essure, a permanent birth control
system previously marketed by Bayer, involved the implant of coils into a woman’ s fallopian tubes by way of a hysteroscope,
where they were to permanently remain. In 2016, the FDA ordered Bayer to conduct a post- market surveillance study and
required a box warning to the product labeling, which included a warning of possible perforation of the uterus and / or fallopian
tubes, identification of inserts in the abdominal or pelvic cavity, persistent pain, and suspected allergic or hypersensitivity
reactions. In April 2018, the FDA restricted the sale and distribution of Essure. The product was removed by Bayer from all
markets, including the U. S. effective December 2018. There can be no assurance that serious adverse safety concerns may not
arise with the FemBloc system. 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, or any contract sterilizer, 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 current and
future products; * decreased demand for our current and future 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. 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 can provide no assurance that we will be successful in
initiating appropriate market recall or market withdrawal efforts that may be required in the future or that these efforts will 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 trial 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. If the quality of our artificial insemination product,
permanent birth control system, artiftetatinseminationrproduet-and women- specific medical product solutions does not meet the
expectations of physicians or patients, then our brand and reputation or our business could be adversely affected. In the course of
conducting our business, we must adequately address quality issues that may arise with our artificial insemination product,
permanent birth control system, artifietaHnsemination-produet-and women- specific medical product solutions, 1nc1ud1ng 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, there can be no assurance that we will 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 do not live up to the expectations of physicians or patients. If the quality of our products do
not meet the expectations of physicians or patients, then our brand and reputation with those physicians or patients, or our
business, financial condition and results of operations, could be adversely affected. If we choose to acquire new and
complementary businesses, products or technologies, we may be unable to complete these acquisitions or to successfully
integrate them in a cost- effective and non- disruptive manner. Our success depends, in part, on our ability to continually
enhance and broaden our product offerings in response to changing customer demands, competitive pressures and advances in
technologies. Accordingly, although we have no current commitments with respect to any acquisition or investment, we may in
the future pursue the acquisition of, or joint ventures relating to, complementary businesses, products or technologies instead of



developing them ourselves. We do not know if we will be able to successfully complete any future acquisitions or joint ventures,
or whether we will be able to successfully integrate any acquired business, product or technology or retain any key employees
related thereto. Integrating any business, product or technology we acquire could be expensive and time- consuming, disrupt our
ongoing business and distract our management. If we are unable to integrate any acquired businesses, products or technologies
effectively, our business will be adversely affected. In addition, any amortization or charges resulting from the costs of
acquisitions could increase our expenses. Risks Related to Managing Growth and Employee Matters We face risks related to
health epidemics and outbreaks, including the COVID- 19 pandemic, which could significantly disrupt our clinical trials, and
therefore our receipt of necessary regulatory approvals, clearances or grants could be delayed or prevented. We face risks related
to health epidemics or outbreaks of communicable diseases. For example, in December 2019, a novel strain of coronavirus,
SARS- CoV- 2, causing a disease referred to as COVID- 19, emerged in China. Since then, COVID- 19 has-spread to multiple
countries worldwide, including the United States and member states of the European Union. In March 2020, the World Health
Organization declared the outbreak of COVID- 19 as a pandemic. The outbreak of such communicable diseases could result in a
widespread health crisis that could adversely affect general commercial activity and the economies and financial markets of
many countries, which in the case of COVID- 19 has occurred. The COVID- 19 pandemic has-resulted in governments
implementing numerous containment measures, such as travel bans and restrictions, particularly quarantines, shelter- in- place or
total lock- down orders and business limitations and shutdowns. These containment measures are subject to change and the
respective government authorities may tighten the restrictions at any time. We are following, and plan to continue to follow,
recommendations from federal, state and local governments regarding workplace policies, practices and procedures. We are
complying with all applicable guidelines for our clinical trials, including remote clinical monitoring. We are-eentintingto
menitor-the-potential-impaet-of the-pandemie;but-we-cannot be certain what the overall impact will be on our business, financial
condition, results of operations and prospects. In addition, the COVID- 19 pandemic had +s-having-a severe effect on the clinical
trials of many deviee-devices and drug candidates. Some trials were have-beermerely delayed, while others were have-beer
cancelled. The extent to which the COVID19 pandemic may impact our clinical trial operations will depend on future
developments, which are highly uncertain and cannot be predicted with confidence, such as the duration and geographic reach of
the-an outbreak, the severity of COVID- 19 and future variants , and the effectiveness of actions to contain and treat COVID-
19. To date, we have-experienced delays i in site 1n1tlat10n and subject enrollment in our cllnlcal trlals Pos51ble aﬂd—we—may
een%mue—te—expeﬂeﬂee—seme—delays may A6 d d 3

had-a severe impact, and the-e P 0 i tdentt i i
SARS—CoV—2-virascould adversely 1mpact our cllnlcal trial operatlons -fu:r-t-her— 1nclud1ng our access to cllnlcal trial snes and
our ability to recruit and retain subjects and principal investigators and site staff who, as healthcare providers, may have
heightened exposure to-COVID-—9-if an outbreak occurs in their geography. Disruptions on our ability to travel for trial
support, monitor data from our clinical trials, or to conduct clinical trials, or the ability of subjects enrolled in our studies to
travel, or the ability of staff at study sites to travel, as well as temporary closures or delays of our facilities or the facilities of our
clinical trial partners and their contract manufacturers, would negatively impact our clinical trial activities. In addition, we rely
on independent clinical investigators, CROs and other third- party service providers to assist us in managing, monitoring and
otherwise carrying out our preclinical studies and clinical trials, including the collection of data from our clinical trials, and the
eontinted-possible spread of COVID- 19 or variants may affect their ability to be present, devote sufficient time and resources
to our programs, or to travel to sites to perform work for us. Similarly, our preclinical trials could be delayed and / or disrupted
by a the-€OVB-—5-pandemic. As a result, the expected timeline for data readouts of our preclinical studies and clinical trials
and certain regulatory filings may eentitte-to-be negatively impacted, which would adversely affect our ability to obtain
regulatory approval for and to commercialize our product candidates, increase our operating expenses and have a material
adverse effect on our business, financial condition, results of operations and prospects. Failure of a key information technology
system, process or site could have an adverse effect on our business. We rely extensively on information technology systems to
conduct our business. These systems affect, among other things, ordering and managing materials from suppliers, shipping
products to customers, processing transactions, summarizing and reporting results of operations, complying with regulatory,
legal or tax requirements, data security and other processes necessary to manage our business. If our systems are damaged or
cease to function properly due to any number of causes, ranging from catastrophic events to power outages to security breaches,
and our business continuity plans do not effectively compensate on a timely basis, we may experience interruptions in our
operations, which could have an adverse effect on our business. Furthermore, any breach in our IT systems could lead to the
unauthorized access, disclosure and use of non- public information, including information from our patient registry or other
patient information, which is protected by HIPAA and other laws. Any such access, disclosure, or other loss of information
could result in legal claims or proceedings, liability under laws that protect the privacy of personal information, and damage to
our reputation. In addition, we accept payments for some of our sales through credit and debit card transactions, which are
handled through a third- party payment processor. As a result, we are subject to a number of risks related to credit and debit card
payments. As a result of these transactions, we pay interchange and other fees, which may increase over time and could require
us to either increase the prices we charge for our products or experience an increase in our costs and expenses. In addition, as
part of the payment processing process, we transmit our customers = credit and debit card information to our third- party
payment processor. We may in the future become subject to lawsuits or other proceedings for purportedly fraudulent
transactions arising out of the actual or alleged theft of our customers & credit or debit card information if the security of our
third- party credit card payment processor is breached. We and our third- party credit card payment processor are also subject to
payment card association operating rules, certification requirements and rules governing electronic funds transfers, which could
change or be reinterpreted to make it difficult or impossible for us to comply. If we or our third- party credit card payment
processor fail to comply with these rules or requirements, we may be subject to fines and higher transaction fees and lose our




ability to accept credit and debit card payments from our customers, and there may be an adverse effect on our business. If our
facilities are damaged or become inoperable, we will be unable to continue to research, develop, manufacture and supply our
products and, as a result, there will be an adverse effect on our business until we are able to secure a new facility and rebuild our
inventory. We do not have redundant facilities. We perform substantially all of our research, development, manufacturing and
back - office activity and maintain all our finished goods inventory in a single location in Suwanee, Georgia. Our facility,
equipment and inventory would be costly to replace and could require substantial lead time to repair or replace. The facility may
be harmed or rendered inoperable by natural or man- made disasters, including, but not limited to, tornadoes, flooding, fire and
power outages, which may render it difficult or impossible for us to perform our research, development and commercialization
activities for some period of time. The inability to perform those activities, combined with the time it may take to rebuild our
inventory of finished product, may result in the loss of customers or harm to our reputation. Although we possess insurance for
damage to our property and the disruption of our business, this insurance may not be sufficient to cover all of our potential losses
and this insurance may not continue to be available to us on acceptable terms, or at all. Our ability to maintain our competitive
position depends on our ability to attract and retain senior management and other highly qualified personnel. Our success
depends in part on our continued ability to attract, retain and motivate highly qualified management, clinical and other
personnel. We are highly dependent upon our management team, particularly our Chief Executive Officer and President and the
rest of our senior management, and other key personnel. Although we have entered into employment letter agreements with all
of our executive officers, each of them may terminate their employment with us at any time. The replacement of any of our key
personnel likely would involve significant time and costs and may significantly delay or prevent the achievement of our business
objectives and could therefore have an adverse effect on our business. In addition, we do carry “ key person ” insurance policy
for our Chief Executive Officer and President that could offset potential loss of service under applicable circumstances. We will
need to grow the size of our organization, and we may experience difficulties in managing this growth. As of December 31,
2622-2023 , we had 34-32 full- time employees, 2 part- time employees and +8-21 consultants. As our development and
commercialization plans and strategies develop, we expect to need additional managerial, operational, sales, marketing,
financial and other personnel. Future growth would impose significant added responsibilities on members of management,
including: « identifying, recruiting, integrating, maintaining and motivating additional employees; * managing our internal
development efforts effectively, including the clinical and FDA application preparation for our product candidates, while
complying with our contractual obligations to contractors and other third parties; and ¢ improving our operational, financial and
management controls, reporting systems and procedures. Our future financial performance and our ability to commercialize our
products and any product candidates that are approved for marketing will depend, in part, on our ability to effectively manage
any future growth, and our management may also have to divert a disproportionate amount of its attention away from day- to-
day activities in order to devote a substantial amount of time to managing these growth activities. We currently rely, and for the
foreseeable future will continue to rely, in substantial part on certain independent organizations, advisors and consultants to
provide certain services, including substantially all aspects of legal and compliance, regulatory marketing authorization, clinical
trial management and manufacturing. There can be no assurance that the services of independent organizations, advisors and
consultants will continue to be available to us on a timely basis when needed, or that we can find qualified replacements. In
addition, if we are unable to effectively manage our outsourced activities or if the quality or accuracy of the services provided
by consultants is compromised for any reason, our clinical trials may be extended, delayed or terminated, and we may not be
able to obtain regulatory approval of our product candidates or otherwise advance our business. There can be no assurance that
we will be able to manage our existing consultants or find other competent outside contractors and consultants on economically
reasonable terms, or at all. If we are not able to effectively expand our organization by hiring new employees and expanding our
groups of consultants and contractors, we may not be able to successfully implement the tasks necessary to further develop and
commercialize our products and potentially commercialize our product candidates and, accordingly, may not achieve our
research, development and commercialization goals. The increasing use of social media platforms presents new risks and
challenges. Social media is increasingly being used to communicate about our clinical development programs and we intend to
utilize appropriate social media in connection with our commercialization efforts for our products and following approval of
our product candidates, if any. Social media practices in the biomedical industry continue to evolve and regulations and
regulatory guidance relating to such use are evolving and not always clear. This evolution creates uncertainty and risk of
noncompliance with regulations applicable to our business, resulting in potential regulatory actions against us, along with the
potential for litigation related to off- label marketing or other prohibited activities and heightened scrutiny by the FDA, the SEC
and other regulators. For example, patients may use social media channels to comment on their experience in an ongoing clinical
trial or to report an alleged adverse event. If such disclosures occur, there is a risk that trial enrollment may be adversely
impacted, that we may fail to monitor and comply with applicable adverse event reporting obligations or that we may not be
able to defend our business or the public’ s legitimate interests in the face of the political and market pressures generated by
social media due to restrictions on what we may say about our product candidates. There is also a risk of inappropriate
disclosure of sensitive information or negative or inaccurate posts or comments about us or the products we are marketing or
developing on any social networking website. In addition, we may encounter attacks on social media regarding our company,
management, product candidates or products. If any of these events were to occur or we otherwise fail to comply with applicable
regulations, we could incur liability, face regulatory actions or incur other harm to our business. Risks Related to Government
Regulation Our products and operations are subject to extensive government regulation and oversight both in the United States
and abroad, and our failure to comply with applicable requirements could harm our business. We and our products are subject to
extensive regulation in the United States and elsewhere, including by the FDA and its foreign counterparts. The FDA and
foreign regulatory authorities regulate, among other things, with respect to medical devices: design, development and
manufacturing; testing, labeling, clinical trials; product safety; establishment registration and device listing; marketing, sales



and distribution; pre- market clearance and approval; complaint handling; record keeping procedures; advertising and
promotion; recalls and field safety corrective actions; post- market surveillance, including reporting of deaths or serious injuries
and malfunctions that, if they were to recur, would be likely to cause or contribute to death or serious injury; post- market
approval studies; and product import and export. 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 enforces these regulatory requirements
through periodic unannounced inspections. We do not know whether the FDA will identify any areas of nen—eemplianiee
noncompliance in any future FDA inspections or those conducted by foreign regulatory authorities. Failure to comply with
applicable regulations could jeopardize our ability to sell our products and result in enforcement actions such as: warning letters;
fines; injunctions; civil penalties; termination of distribution; recalls or seizures of products; delays in the introduction of
products into the market; total or partial suspension of production; refusal to grant future approvals; withdrawals or suspensions
of approvals, and in the most serious cases, criminal penalties. We may not receive the necessary approvals, granted de novo
classifications, or clearances for our FemBloc system ;FemaSeed-produetor future devices and expanded indications, and
failure to timely obtain these marketing authorizations Would adversely affect our abrhty to grow our busrness Our strategy is
dependent on FDA approval of our FemBloc system an g ;

produet-. In the United States, before we can market a new medrcal device, or a new use of certain new claims for, or
significant modifications to an existing product, we must first receive either clearance under Section 510 (k) of the Federal
Food, Drug, and Cosmetic Act, or the FDCA, de novo classification under Section 513 (f) (2) of the FDCA, or approval of a
PMA from the FDA, unless an exemption applies. 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 prior to May 28, 1976
(pre- amendments device), a device that was originally on the U. S. market pursuant to an approved PMA and later down-
classified, a device that was de novo classified under section 513 (f) (2) of the FDCA, 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. Chnlcal data are sometrmes requrred to support substantral
equivalence demonstrations. The de novo classification process ywhieh-is-the-an p
FemaSeedpreduetprovides a pathway to classify novel medical devices for which general controls alone or general and
special controls, provide reasonable assurance of safety and effectiveness for the device with the proposed intended use, but for
which there is no legally marketed predicate device. A de novo classification is a risk- based classification process through
which devices are classified into class I or class II. Devices classified in response to a de novo classification request may be
marketed and used as predicates for future premarket notification 510 (k) submissions. In the process of obtaining PMA
approval, which is required for our FemBloc system, 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, preclinical, 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. Modifications to products that are approved through a PMA application
generally require FDA approval. Similarly, certain modifications made to products cleared through a 510 (k) or granted a de
novo classification may require a new 510 (k) clearance, or could require a new de novo classification request or even a PMA.
The PMA approval, de novo classification, and the 510 (k) clearance processes can be expensive, lengthy and uncertain. The
FDA +* s 510 (k) clearance process usually takes from three to seven months, but can last longer, while the de novo
classification process is usually longer and often requires a clinical trial. The process of obtaining a PMA is much more costly
and uncertain than the de novo or 510 (k) clearance processes and generally takes one year, or even longer, from the time the
application is filed with 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, granted a de novo classification, or cleared by the FDA. Any delay or
failure to obtain necessary regulatory authorizations could harm our business. Furthermore, even if we are granted 510 (k)
clearances, de novo classifications, or approvals, they may include significant limitations on the indications for uses for the
device, which may limit the market for the device. In the Umted States we are currently seekrng approval of our perrnanent
birth control system through the PMA pathway and-gra ; ¢ 0 e ;

Even if the PMA is approved, any future modification to our perrnanent brrth control system may require us to submit a new
PMA or PMA supplement and obtain FDA approval prior to implementing the change, although some modifications can be
reported in an annual report or through a 30- day Notice. The FDA may not agree with our decisions regarding whether a new
PMA or PMA supplement is necessary. If the FDA requires us to go through a lengthier, more rigorous process for future
products or modifications to existing products than we had expected, product introductions or modifications could be delayed or
canceled, which could adversely affect our ability to grow our business. The FDA or foreign regulatory bodies can delay, limit
or deny a marketing authorization of a device for many reasons, including:  our inability to demonstrate to the satisfaction of
the FDA or the applicable regulatory entity or notified body that our products are safe or effective for their intended uses or, for
a 510 (k) device, that they are substantially equivalent to the predicate; ¢ the disagreement of the FDA or the applicable foreign
regulatory body with the design or implementation of our clinical trials or the interpretation of data from preclinical studies or
clinical trials; * serious and unexpected adverse device effects experienced by participants in our clinical trials; * the data from
our preclinical studies and clinical trials may be insufficient to support approval, de novo classification or clearance where
required;  our inability to demonstrate that the clinical and other benefits of the device outweigh the risks; ¢ the manufacturing
process or facilities we use may not meet applicable requirements; and  the potential for approval policies or regulations of the
FDA or applicable foreign regulatory bodies to change significantly in a manner rendering our clinical data or regulatory filings




insufficient to support a marketing authorization. In addition, the FDA may change its policies, adopt additional regulations or
revise existing regulations, or take other actions, which may prevent or delay approval, de novo classification or clearance of our
future products under development or impact our ability to modify our currently cleared products on a timely basis. Such policy
or regulatory changes could impose additional requirements upon us that could delay our ability to obtain new approvals,
granted de novo classifications, or 510 (k) clearances, or increase the costs of compliance or restrict our ability to maintain our
current 510 (k) clearances. For example, as part of the FDA Reauthorization Act, or FDARA, in 2017, Congress reauthorized
the Medical Device User Fee Amendments with various FDA performance goal commitments and enacted several regulatory
improvements related to devices and miscellaneous reforms, which are further intended to clarify and improve medical device
regulation both pre- and post- clearance and approval. Some of these proposals and reforms could impose additional regulatory
requirements upon us that could delay our ability to obtain new approvals, granted de novo classifications, or 510 (k) clearances,
or increase the costs of compliance. The Medical Devices Regulation (Regulation (EU) 2017 / 745) became fully applicable on
26 May 2021, repealing and replacing the pre- existing EU Medical Devices Directive (Council Directive 93 /42 / EEC). In
order to sell our products in member countries of the EEA our products must comply with the essential requirements of the
Medical Devices Regulation, subject to certain transitional provisions that allow continued compliance of certain products to the
Medical Devices Directive until May 2024 at the latest. Compliance with these requirements is a prerequisite to be able to affix
the Conformité Européene, or CE, mark to our products, without which they cannot be sold or marketed in the EEA. To
demonstrate compliance with the essential requirements we must perform a conformity assessment procedure, which varies
according to the type of medical device and its classification. Except for low- risk medical devices (Class I non- sterile, non-
measuring devices), where the manufacturer can issue an EC Declaration of Conformity based on a self- assessment of the
conformity of its products with the essential requirements of the EU Medical Devices Regulation, a conformity assessment
procedure requires the intervention of an organization accredited by a member state of the EEA to conduct conformity
assessments, or a notified body. Depending on the relevant conformity assessment procedure, the notified body would typically
audit and examine the technical file and the quality system for the manufacture, design and final inspection of our devices. The
notified body issues a certificate of conformity following successful completion of a conformity assessment procedure
conducted in relation to the medical device and its manufacturer and their conformity with the essential requirements. This
certificate entitles the manufacturer to affix the CE mark to its medical devices after having prepared and signed a related EC
Declaration of Conformity. Since 26 May 2021, all manufacturers of medical devices sold in the EEA have to be compliant with
the rules set out in the Medical Devices Regulation. The Medical Devices Regulation has the same basic requirements as the
repealed EU Medical Devices Directive, but is generally more stringent, especially in terms of risk classes and the oversight
provided by notified bodies. There is also more emphasis on vigilance and post- market surveillance. As a general rule,
demonstration of conformity of medical devices and their manufacturers with the essential requirements must be based, among
other things, on the evaluation of clinical data supporting the safety and performance of the products during normal conditions
of use. Specifically, a manufacturer must demonstrate that the device achieves its intended performance during normal
conditions of use, that the known and foreseeable risks, and any adverse events, are minimized and acceptable when weighed
against the benefits of its intended performance, and that any claims made about the performance and safety of the device are
supported by suitable evidence. If we fail to remain in compliance with applicable European laws, we would be unable to
continue to affix the CE mark to our products, which would prevent us from selling them within the EEA. All medical devices
must be registered with the MHRA before being placed on the Great Britain, or GB, market. FemVue is a Class I device and we
expeet-FemaSeed is te-be-a Class [Ib device and we expect FemBloc to be a Class III device. European CE marks will continue
to be recognized in GB until June 30, 2023, following which a UKCA mark will be required for a medical device to be marketed
in GB. The EU regulatory framework on medical devices will, however, continue to apply in Northern Ireland under the
Northern Irish Protocol and medical devices in Northern Ireland may either carry a European CE mark or a CE UKNI mark
(although devices bearing the CE UKNI marking can only be placed on the market in Northern Ireland and will not be accepted
on the EU market). As a general rule, demonstration of conformity of medical devices and their manufacturers with the essential
requirements must be based, among other things, on the evaluation of clinical data supporting the safety and performance of the
products during normal conditions of use. Specifically, a manufacturer must demonstrate that the device achieves its intended
performance during normal conditions of use, that the known and foreseeable risks, and any adverse events, are minimized and
acceptable when weighed against the benefits of its intended performance, and that any claims made about the performance and
safety of the device are supported by suitable evidence. If we fail to remain in compliance with applicable European laws and
directives, we would be unable to continue to affix the CE mark to our products, which would prevent us from selling them
within the EEA. Modifications to our products may require us to obtain new PMA approvals or approvals of a PMA
supplement, and if we market modified products without obtaining necessary approvals, we may be required to cease marketing
or recall the modified products until required approvals are obtained. Certain modifications to a PMA- approved device may
require approval of a new PMA or a PMA supplement, while other modifications can be reported in an annual report or through
a 30- day Notice. The FDA may not agree with our decisions regarding whether a new PMA or PMA supplement is necessary.
We may make modifications to our approved devices in the future that we believe do not require approval of a new PMA or
PMA supplement. If the FDA disagrees with our determination and requires us to submit a new PMA or PMA supplement for
modifications to our previously approved products, we may be required to cease marketing or to recall the modified product
until we obtain approval, and we may be subject to significant regulatory fines or penalties. For de novo classified or 510 (k)
cleared devices we will need to submit a new 510 (k) premarket notification for any change or modification in the device that
could significantly affect the safety or effectiveness of the device, or for a major change or modification in the intended use of
the device. The FDA may not agree with our determination whether a new 510 (k) is required for a modification, in which case
we may be required to cease marketing or recall the modified product until we receive 510 (k) clearance. In addition, the FDA



may not approve, de novo classify, or clear our products for the indications that are necessary or desirable for successful
commercialization or could require clinical trials to support any modifications. Any delay or failure in obtaining required
authorizations would adversely affect our ability to introduce new or enhanced products in a timely manner, which in turn would
harm our future growth. Failure to comply with post- marketing regulatory requirements could subject us to enforcement actions,
including substantial penalties, and might require us to recall or withdraw a product from the market. After approval for our
permanent birth control system, we will be subject to ongoing and pervasive regulatory requirements governing, among other
things, the manufacture, marketing, labeling, packaging, advertising, medical device reporting, sale, promotion, registration,
storage, distribution and listing of devices. For example, we must submit periodic reports to the FDA as a condition of PMA
approval. These reports include safety and effectiveness information about the device after its approval. Failure to submit such
reports, or failure to submit the reports in a timely manner, could result in enforcement action by the FDA. Following its review
of the periodic reports, the FDA might ask for additional information or initiate further investigation. In addition, the PMA
approval for our FemBloc system may be subject to several conditions of approval, including a post- market extended follow- up
of the pre- market study cohort. Any failure to comply with the conditions of approval could result in the withdrawal of PMA
approval and the inability to continue to market the device. Adverse outcomes in these studies could also be grounds for
withdrawal of approval of the PMA. The regulations to which we are subject are complex and have become more stringent over
time. Regulatory changes could result in restrictions on our ability to continue or expand our operations, higher than anticipated
costs, or lower than anticipated sales. Even after we have obtained the proper regulatory authorization to market a device, we
have ongoing responsibilities under FDA regulations and applicable foreign laws and regulations. The FDA, state and foreign
regulatory authorities have broad enforcement powers. Our failure to comply with applicable regulatory requirements could
result in enforcement action by the FDA, state or foreign regulatory authorities, which may include any of the following
sanctions: * untitled letters or warning letters; ¢ fines, injunctions, consent decrees and civil penalties; * recalls, termination of
distribution, administrative detention, or seizure of our products;  customer notifications or repair, replacement or refunds; ©
operating restrictions or partial suspension or total shutdown of production; ¢ delays in or refusal to grant our requests for future
PMA approvals or foreign regulatory approvals of new products, new intended uses, or modifications to existing products; ®
withdrawals or suspensions of our current PMA or foreign regulatory approvals, resulting in prohibitions on sales of our
products; * FDA refusal to issue certificates to foreign governments needed to export products for sale in other countries; and ¢
criminal prosecution. Any of these sanctions could result in 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 products must be
manufactured in accordance with federal and state regulations, and we or any of our suppliers could be forced to recall our
products or terminate production if we fail to comply with these regulations. The methods used in, and the facilities used for, the
manufacture of our products must comply with the FDA +” s Quality System Regulation, or QSR, which is a complex regulatory
scheme that covers good manufacturing practices for the procedures and documentation of the design, testing, production,
process controls, quality assurance, labeling, packaging, handling, storage, distribution, installation, and servicing of medical
devices. Furthermore, we are required to verify that our suppliers and service providers maintain facilities, procedures and
operations that comply with our quality standards and applicable regulatory requirements. The FDA enforces the QSR through
periodic announced or unannounced inspections of medical device manufacturing facilities, which may include the facilities of
subcontractors. Our products are also subject to similar state regulations, including state wholesale distribution requirements,
and various laws and regulations of foreign countries governing manufacturing. We may not take the necessary steps to comply
with applicable regulations, which could cause delays in the delivery of our products. In addition, failure to comply with
applicable FDA requirements or later discovery of previously unknown problems with our products or manufacturing processes
could result in, among other things: * warning letters or untitled letters; * fines, injunctions or civil penalties; ¢ suspension or
withdrawal of approvals; ¢ seizures or recalls of our products; © total or partial suspension of production or distribution; ¢
administrative or judicially imposed sanctions; ¢ the FDA £ s refusal to grant pending or future approvals for our products; *
clinical holds; refusal to permit the import or export of our products; and ¢ criminal prosecution of us or our employees. Any of
these actions could significantly and negatively affect supply of our products. If any of these events occurs, our reputation could
be harmed, we could be exposed to product liability claims and we could lose customers and experience reduced sales and
increased costs. If treatment guidelines for permanent birth control or other women healthcare treatments change or the standard
of care evolves, we may need to redesign and seek new marketing authorization from the FDA for one or more of our products.
If treatment guidelines for permanent birth control or other women healthcare treatments changes or the standard of care for any
of these conditions evolve, we may need to redesign the applicable product and seek new clearances, grants or approvals from
the FDA. If treatment guidelines change so that different treatments become desirable, the clinical utility of one or more of our
products could be diminished and our business could be adversely affected. The misuse or off- label use of our products may
harm our reputation in the marketplace, result in injuries that lead to product liability suits or result in costly investigations, fines
or sanctions by regulatory bodies if we are deemed to have engaged in the promotion of these uses, any of which could be costly
to our business. Although our products are marketed for the specific treatments for which the devices were designed and our
personnel are trained not to promote our products for uses outside of the FDA- approved or cleared indications for use, known as
“ off- label uses ”, we cannot, however, prevent a physician from using our products, when in the physician &’ s independent
professional medical judgment, he or she deems it appropriate. There may be increased risk of injury to patients if physicians
attempt to use our products off- label. Furthermore, the use of our products for indications other than those approved, granted or
cleared by the FDA or authorized by any foreign regulatory body may not effectively treat such conditions, which could harm
our reputation in the marketplace among physicians and patients. If the FDA or any foreign regulatory body determines that our
promotional materials or training constitute promotion of an off- label use, it could request that we modify our training or
promotional materials or subject us to regulatory or enforcement actions, including the issuance or imposition of warning letter



or an untitled letter, injunction, seizure, civil fine or criminal penalties. It is also possible that other federal, state or foreign
enforcement authorities might take action under other regulatory authority, such as false claims laws, if they consider our
business activities to constitute promotion of an off- label use, which could result in significant penalties, including, but not
limited to, criminal, civil and administrative penalties, damages, fines, disgorgement, exclusion from participation in government
healthcare programs and the curtailment of our operations. In addition, physicians may misuse our products or use improper
techniques if they are not adequately trained, potentially leading to injury and an increased risk of product liability. If our
products are misused or used with improper technique, we may become subject to costly litigation by our customers or their
patients. Similarly, in an effort to decrease costs, physicians may also reuse our products despite it being intended for a single
use or may purchase reprocessed products from third- party reprocessors in lieu of purchasing a new product from us, which
could result in product failure and liability. As described above, product liability claims could divert management -’ s attention
from our core business, be expensive to defend and result in sizeable damage awards against us that may not be covered by
insurance. Our products may cause or contribute to adverse medical events or be subject to failures or malfunctions that we are
required to report to the FDA, and if we fail to do so, we would be subject to sanctions that could harm our reputation, business,
financial condition and results of operations. The discovery of serious safety issues with our products, or a recall of our products
either voluntarily or at the direction of the FDA or another governmental authority, could have a negative impact on us. We are
subject to the FDA +” s medical device reporting regulations and similar foreign regulations, which require us to report to the
FDA when we receive or become aware of information that reasonably suggests that one or more of our products may have
caused or contributed to a death or serious injury or malfunctioned in a way that, if the malfunction were to recur, would be
likely to cause or contribute to a death or serious injury. The timing of our obligation to report is triggered by the date we
become aware of the adverse event as well as the nature of the event. We may fail to report adverse events of which we become
aware within the prescribed timeframe. We may also fail to recognize that we have become aware of a reportable adverse event,
especially if it is not reported to us as an adverse event or if it is an adverse event that is unexpected or removed in time from the
use of the product. If we fail to comply with our reporting obligations, the FDA could take action, including warning letters,
untitled letters, administrative actions, criminal prosecution, imposition of civil monetary penalties, seizure of our products or
delay in clearance or approval of future products. The FDA and foreign regulatory bodies have the authority to require the recall
of commercialized products in the event of material deficiencies or defects in design or manufacture of a product or in the event
that a product poses an unacceptable risk to health. The FDA - s authority to require a recall must be based on a finding that
there is reasonable probability that the device could cause serious, adverse health consequences or death. We may also choose to
voluntarily recall a product if any material deficiency is found. A government- mandated or voluntary recall by us could occur
as a result of an unacceptable risk to health, component failures, malfunctions, manufacturing defects, labeling or design
deficiencies, packaging defects or other deficiencies or failures to comply with applicable regulations. Product defects or other
errors may occur in the future. Depending on the corrective action we take to redress a product +* s deficiencies or defects, the
FDA may require, or we may decide, that we will need to obtain new clearances, grants or approvals for the device before we
may market or distribute the corrected device. Seeking such clearances, grants or approvals may delay our ability to replace the
recalled devices in a timely manner. Moreover, if we do not adequately address problems associated with our devices, we may
face additional regulatory enforcement action, including FDA warning letters, product seizure, injunctions, administrative
penalties or civil or criminal fines. Certain voluntary field actions are required to be reported to the FDA and other regulatory
authorities. Companies are required to maintain certain records of recalls and corrections, even if they are not reportable to the
FDA. We may initiate voluntary withdrawals or corrections for our products in the future that we determine do not require
notification of the FDA. If the FDA disagrees with our determinations, it could require us to report those actions as recalls and
we may be subject to enforcement action. A future recall announcement could harm our reputation with customers, potentially
lead to product liability claims against us and negatively affect our sales. Any corrective action, whether voluntary or
involuntary, as well as defending ourselves in a lawsuit, will require the dedication of our time and capital, distract management
from operating our business and may harm our reputation and financial results. If we do not obtain and maintain international
regulatory registrations or approvals for our products, we will be unable to market and sell our products outside of North
America the-United-States-. Sales of our products outside of North America the-United-States-are subject to foreign regulatory
requirements that vary widely from country to country. In addition, the FDA regulates exports of medical devices from the
United States. While the regulations of some countries may not impose barriers to marketing and selling our products or only
require notification, others require that we obtain the approval of a specified regulatory body. Complying with foreign
regulatory requirements, including obtaining registrations or approvals, can be expensive and time- consuming, and we may not
receive regulatory approvals in each country in which we plan to market our products or we may be unable to do so on a timely
basis. The time required to obtain registrations or marketing authorizations, if required by other countries, may be longer than
that required for FDA clearance, grant or approval, and requirements for such registrations and marketing authorizations may
significantly differ from FDA requirements. If we modify our products, we may need to apply for additional regulatory
approvals before we are permitted to sell the modified product. In addition, we may not continue to meet the quality and safety
standards required to maintain the authorizations that we have received. If we are unable to maintain our authorizations in a
particular country, we will no longer be able to sell the applicable product in that country. Regulatory clearance, grant or
approval or clearance by the FDA does not ensure registration or marketing authorization by regulatory authorities in other
countries, and registration, clearance or approval by one or more foreign regulatory authorities does not ensure registration or
marketing authorization by regulatory authorities in other foreign countries or by the FDA. However, a failure or delay in
obtaining registration or marketing authorization in one country may have a negative effect on the regulatory process in others.
Legislative or regulatory reforms in the United States or the European Union may make it more difficult and costly for us to
obtain regulatory clearances or approvals for our products or to manufacture, market or distribute our products after clearance or



approval is obtained. From time to time, legislation is drafted and introduced in Congress that could significantly change the
statutory provisions governing the regulation of medical devices. In addition, FDA regulations and guidance are often revised or
reinterpreted by the FDA in ways that may significantly affect our business and our products. Any new statutes, regulations or
revisions or reinterpretations of existing regulations, requirements, and regulatory processes may impose additional costs or
lengthen review times of any future products or make it more difficult to obtain approval for, manufacture, market or distribute
our products. We cannot determine what effect changes in regulations, statutes, legal interpretation or policies, when and if
promulgated, enacted or adopted may have on our business in the future. Such changes could, among other things, require:
additional testing prior to obtaining clearance, grant or approval; changes to manufacturing methods; recall, replacement or
discontinuance of our products; or additional record keeping. On April 5, 2017, the European Parliament passed the Medical
Devices Regulation (Regulation 2017 / 745), which repeals and replaces the EU Medical Devices Directive and the EU Active
Implantable Medical Devices Directive (Directive 90 / 385 / EEC) with effect from May 26, 2021. Unlike directives, which must
be implemented into the national laws of the EEA member states, the Medical Devices Regulation is directly applicable, i. e.,
without the need for adoption of EEA member state laws implementing them, in all EEA member states and is intended to
eliminate current differences in the regulation of medical devices among EEA member States. Once applicable, the Medical
Devices Regulation will among other things: * strengthen the rules on placing devices on the market and reinforce surveillance
once they are available; * establish explicit provisions on manufacturers &’ responsibilities for the follow- up of the quality,
performance and safety of devices placed on the market; « improve the traceability of medical devices throughout the supply
chain to the end- user or patient through a unique identification number; * set up a central database to provide patients,
healthcare professionals and the public with comprehensive information on products available in the EU; « strengthen rules for
the assessment of certain high- risk devices, such as implants, which may have to undergo an additional check by experts before
they are placed on the market. Under transitional provisions, medical devices with notified body certificates issued under the
Medical Devices Directive prior to May 26, 2021 may continue to be placed on the market for the remaining validity of the
certificate, until May 27, 2024 at the latest. After the expiry of any applicable transitional period, only devices that have been
CE marked under the Medical Device Regulation may be placed on the market in the EEA. The new requirements introduced by
the Medical Devices Regulation may make it harder for us to CE mark our products and may have an effect on the way we
conduct our business in the EEA. We are subject to certain federal, state and foreign fraud and abuse laws, health information
privacy and security laws and transparency laws, which, if violated, could subject us to substantial penalties. Additionally, any
challenge to or investigation into our practices under these laws could cause adverse publicity and be costly to respond to, and
thus could harm our business. There are numerous U. S. federal and state, as well as foreign, laws pertaining to healthcare fraud
and abuse, including anti- kickback, false claims and physician transparency laws. Our business practices and relationships with
providers are subject to scrutiny under these laws. We may also be subject to privacy and security regulation related to patient,
customer, employee and other third- party information by both the federal government and the states and foreign jurisdictions in
which we conduct our business. The healthcare 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, persons and entities from knowingly and
willfully soliciting, offering, receiving or providing remuneration, directly or indirectly, in cash or in kind, to induce either the
referral of an individual or furnishing or arranging for a good or service, for which payment may be made, in whole or in part,
under federal healthcare programs, such as Medicare and Medicaid. A person or entity does not need to have actual knowledge
of the statute or specific intent to violate it to have committed a violation. The U. S. government has interpreted this law broadly
to apply to the marketing and sales activities of manufacturers. Moreover, 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. Violations of the federal Anti- Kickback Statute may result in civil monetary
penalties. Civil penalties for such conduct can further be assessed under the federal False Claims Act. Violations can also result
in criminal penalties. Similarly, violations can result in exclusion from participation in government healthcare programs,
including Medicare and Medicaid. On November 20, 2020, the Department of Health and Human Services’ Office of the
Inspector General, or OIG, finalized further modifications to the federal Anti- Kickback Statute. Under the final rules, the OIG
added safe harbor protections under the Anti- Kickback Statute for certain coordinated care and value- based arrangements
among clinicians, providers, and others. These rile-rules (with exceptions) became effective January 19, 2021. We continue to
evaluate what effect, if any, these rules will have on our business;  the federal civil and criminal false claims laws and civil
monetary penalties laws, including the federal civil False Claims Act, which prohibit, among other things, individuals or entities
from knowingly presenting, or causing to be presented, claims for payment from Medicare, Medicaid or other federal healthcare
programs that are false or fraudulent. These laws can apply to manufacturers who provide information on coverage, coding, and
reimbursement of their products to persons who bill third- party payers. Private individuals can bring False Claims Act “ qui tam
” actions, on behalf of the government and such individuals, commonly known as “ whistleblowers, ” may share in amounts paid
by the entity to the government in fines or settlement. When an entity is determined to have violated the federal civil False
Claims Act, the government may impose civil fines and penalties, and exclude the entity from participation in Medicare,
Medicaid and other federal healthcare programs; « the federal Civil Monetary Penalties Law, which prohibits, among other
things, offering or transferring remuneration to a federal healthcare beneficiary that a person knows or should know is likely to
influence the beneficiary -* s decision to order or receive items or services reimbursable by the government from a particular
provider or supplier; ¢ the Health Insurance Portability and Accountability Act of 1996, or HIPAA, which created additional
federal criminal statutes that prohibit, among other things, executing a scheme to defraud any healthcare benefit program and
making false statements relating to healthcare matters. 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 to have committed a violation; « the federal Physician
Sunshine Act under the ACA, which require certain applicable manufacturers of drugs, devices, biologics and medical supplies



for which payment is available under Medicare, Medicaid or the Children +” s Health Insurance Program, or CHIP, to report
annually to the DHHS Centers for Medicare and Medicaid Services, or CMS, information related to payments and other
transfers of value to physicians, which is defined broadly to include other healthcare providers and teaching hospitals, and
applicable manufacturers and group purchasing organizations, to report annually ownership and investment interests held by
physicians and their immediate family members. Applicable manufacturers are required to submit annual reports to CMS.
Failure to submit required information may result in civil monetary penalties for all payments, transfers of value or ownership or
investment interests that are not timely, accurately, and completely reported in an annual submission, and may result in liability
under other federal laws or regulations. We have not, to date, submitted reports under the Physician Sunshine Act under the
ACA; « HIPAA, as amended by the HITECH Act, and their respective implementing regulations, which impose requirements on
certain covered healthcare providers, health plans and healthcare clearinghouses as well as their business associates that perform
services for them that involve individually identifiable health information, relating to the privacy, security and transmission of
individually identifiable health information without appropriate authorization, including mandatory contractual terms as well as
directly applicable privacy and security standards and requirements. Failure to comply with the HIPAA privacy and security
standards can result in civil monetary penalties, and, in certain circumstances, criminal penalties. State attorneys general can also
bring a civil action to enjoin a HIPAA violation or to obtain statutory damages on behalf of residents of his or her state; ¢
analogous state and foreign law equivalents of each of the above federal laws, such as anti- kickback and false claims laws
which may apply to items or services reimbursed by any third- party payor, including commercial insurers or patients; state laws
that require device companies to comply with the industry &? s voluntary compliance guidelines and the applicable compliance
guidance promulgated by the federal government or otherwise restrict payments that may be made to healthcare providers and
other potential referral sources; state laws that require device manufacturers to report information related to payments and other
transfers of value to physicians and other healthcare providers or marketing expenditures; consumer protection and unfair
competition laws, which broadly regulate marketplace activities and activities that potentially harm customers, foreign and state
laws, including the EU General Data Protection Regulation, governing the privacy and security of health information in certain
circumstances, many of which differ from each other in significant ways and may not have the same effect, thus complicating
compliance efforts; federal government price reporting laws, which may require calculations and reporting of complex pricing
metrics in an accurate and timely manner to government programs; and state laws related to insurance fraud in the case of claims
involving private insurers; and ¢ California recently enacted the California Consumer Privacy Act (CCPA) which creates new
individual privacy rights for California consumers (as defined in the law) and places increased privacy and security obligations
on entities handling personal data of consumers or households. The CCPA will require covered companies to provide certain
disclosures to consumers about its data collection, use and sharing practices, and to provide affected California residents with
ways to opt- out of certain sales or transfers of personal information. The CCPA went into effect on January 1, 2020, and the
California State Attorney General submitted final regulations for review on June 2, 2020, which were finalized and are now
effective. The California State Attorney General has commenced enforcement actions against violators as of July 1, 2020.
Further, a new California privacy law, the California Privacy Rights Act (CPRA) was passed by California voters on November
3, 2020. The CPRA created obligations relating to consumer data beginning on January 1, 2022 and enforcement of the law
begins on July 1, 2023. We will continue to monitor developments related to the CPRA and anticipate additional costs and
expenses associated with CPRA compliance. Laws similar to the CCPA and CPRA have been enacted in Virginia (the Virginia
Consumer Data Protection Act, or VCDPA, which went into effect on January 1, 2023), Colorado (the Colorado Privacy Act, or
CPA, which goes into effect on July 1, 2023), Utah (the Utah Consumer Privacy Act, or UCPA, which goes into effect on
December 31, 2023) and Connecticut (the Connecticut Data Privacy Act, or CDPA, which goes into effect on July 1, 2023). The
California Age- Appropriate Design Code Act (CAADCA), which expands the CPRA for businesses with websites that are
likely to be accessed by children, was signed into law on September 15, 2022 and goes into effect on July 1, 2024. While the
CCPA and CPRA contain an exception for certain activities involving PHI under HIPAA, we cannot yet determine the impact
the CCPA, CPRA or other such future laws, regulations and standards may have on our business. These laws and regulations,
among other things, constrain our business, marketing and other promotional activities by limiting the kinds of financial
arrangements, including sales programs, we may have with hospitals, physicians or other potential purchasers of our products.
Due to the breadth of these laws, the narrowness of statutory exceptions and regulatory safe harbors available, and the range of
interpretations to which they are subject, it is possible that some of our current or future practices might be challenged under one
or more of these laws. To enforce compliance with the healthcare regulatory laws, certain enforcement bodies have recently
increased their scrutiny of interactions between healthcare companies and healthcare providers, which has led to a number of
investigations, prosecutions, convictions and settlements in the healthcare industry. Responding to investigations can be time-
and resource- consuming and can divert management -’ s attention from the business. Additionally, as a result of these
investigations, healthcare providers and entities may have to agree to additional compliance and reporting requirements as part
of a consent decree or corporate integrity agreement. Any such investigation or settlement could increase our costs or otherwise
have an adverse effect on our business. Even an unsuccessful challenge or investigation into our practices could cause adverse
publicity and be costly to respond to. If our operations are found to be in violation of any of the healthcare laws or regulations
described above or any other healthcare regulations that apply to us, we may be subject to penalties, including administrative,
civil and criminal penalties, damages, fines, exclusion from participation in government healthcare programs, such as Medicare
and Medicaid, imprisonment, contractual damages, reputational harm, disgorgement and the curtailment or restructuring of our
operations. Inadequate funding for the FDA, the SEC and other government agencies, including from government shut downs,
or other disruptions to these agencies’ operations, could hinder their ability to hire and retain key leadership and other personnel,
prevent new products and services from being developed or commercialized in a timely manner or otherwise prevent those
agencies from performing normal business functions on which the operation of our business may rely, which could negatively



impact our business. The ability of the FDA to review and approve new products can be affected by a variety of factors,
including government budget and funding levels, ability to hire and retain key personnel and accept the payment of user fees,
and statutory, regulatory and policy changes. Average review times at the agency have fluctuated in recent years as a result.
Disruptions at the FDA and other agencies may also slow the time necessary for new product candidates to be reviewed and / or
approved by necessary government agencies, which would adversely affect our business. In addition, government funding of the
SEC and other government agencies on which our operations may rely, including those that fund research and development
activities, is subject to the political process, which is inherently fluid and unpredictable. Disruptions at the FDA and other
agencies may also slow the time necessary for new product candidates to be reviewed and / or approved by necessary
government agencies, which would adversely affect our business. For example, over the last several years the U. S. government
has shut down several times and certain regulatory agencies, such as the FDA and the SEC, have had to furlough critical FDA,
SEC and other government employees and stop critical activities. If a prolonged government shutdown occurs, it could
significantly impact the ability of the FDA to timely review and process our regulatory submissions, which could have a
material adverse effect on our business. Further, future government shutdowns could impact our ability to access the public
markets and obtain necessary capital in order to properly capitalize and continue our operations. We may be subject to, or may
in the future become subject to, U. S., state, and foreign laws and regulations imposing obligations on how we collect, store and
process personal information. Our actual or perceived failure to comply with such obligations could harm our business. Ensuring
compliance with such laws could also impair our efforts to maintain and expand our customer base, and thereby decrease our
revenue. In the conduct of our business, we may at times process personal data, including health- related personal data. The U.
S. federal government and various states have adopted or proposed laws, regulations, guidelines and rules for the collection,
distribution, use and storage of personal information of individuals. We may also be subject to U. S. federal rules, regulations
and guidance concerning data security for medical devices, including guidance from the FDA. State privacy and security laws
vary from state to state and, in some cases, can impose more restrictive requirements than U. S. federal law. Where state laws
are more protective, we must comply with the stricter provisions. In addition to fines and penalties that may be imposed for
failure to comply with state law, some states also provide for private rights of action to individuals for misuse of personal
information. The EU also has laws and regulations dealing with the collection, use and processing of personal data obtained
from individuals in the EU, which are often more restrictive than those in the United States and which restrict transfers of
personal data to the United States unless certain requirements are met. These obligations may be interpreted and applied in a
manner that is inconsistent from one jurisdiction to another and may conflict with other requirements or our practices. In
addition, these rules are constantly under scrutiny. For example, following a decision of the Court of Justice of the European
Union in October 2015, transferring personal data to U. S. companies that had certified as members of the U. S. Safe Harbor
Scheme was declared invalid. In July 2016 the European Commission adopted the U. S.- EU Privacy Shield Framework which
replaces the Safe Harbor Scheme. However, this Framework is under review and there is currently litigation challenging other
EU mechanisms for adequate data transfers (i. e., the standard contractual clauses). It is uncertain whether the Privacy Shield
Framework and / or the standard contractual clauses will be similarly invalidated by the European courts. We rely on a mixture
of mechanisms to transfer personal data from our EU business to the U. S., and could be impacted by changes in law as a result
of a future review of these transfer mechanisms by European regulators under the EU General Data Protection Regulation
(GDPR) as well as current challenges to these mechanisms in the European courts. Any actual or perceived failure by us or the
third parties with whom we work to comply with privacy or security laws, policies, legal obligations or industry standards, or
any security incident that results in the unauthorized release or transfer of personally identifiable information, may result in
governmental enforcement actions and investigations including by European Data Protection Authorities and U. S. federal and
state regulatory authorities, fines and penalties, litigation and / or adverse publicity, including by consumer advocacy groups,
and could cause our customers, their patients and other healthcare professionals to lose trust in us, which could harm our
reputation and have a material adverse effect on our business, financial condition and results of operations. The laws in the EU
are under reform and from May 25, 2018 onwards, we will be subject to the requirements of the GDPR because we are
processing personal data in the EU and / or offering goods to, or monitor the behavior of, individuals in the EU. The GDPR
implements more stringent administrative requirements for controllers and processors of personal data, including, for example,
shortened timelines for data breach notifications, limitations on retention of information, increased requirements pertaining to
health data and pseudonymized (i. e., key- coded) data, additional obligations when we contract with service providers, more
robust rights for individuals over their personal data. The GDPR provides that EU member states may make their own further
laws and regulations limiting the processing of genetic, biometric or health data, which could limit our ability to use and share
personal data or could cause our costs to increase and harm our business and financial condition. If we do not comply with our
obligations under the GDPR, we could be exposed to significant fines of up to € 20, 000, 000 or up to 4 % of the total worldwide
annual turnover of the preceding financial year, whichever is higher. Healthcare policy changes, including recently enacted
legislation reforming the U. S. healthcare system, could harm our business, financial condition and results of operations. In the
United States, there have been and continue to be a number of legislative initiatives to contain healthcare costs. In March 2010,
the ACA was enacted in the United States, which made a number of substantial changes in the way healthcare is financed by
both governmental and private insurers. Among other ways in which it may affect our business, the ACA: * imposed an annual
excise tax of 2. 3 % on any entity that manufactures or imports medical devices offered for sale in the United States, with
limited exceptions (described in more detail below), although the effective rate paid may be lower. Through a series of
legislative amendments, the tax was suspended for 2016 through 2019. Absent further legislative action, the device excise tax
was to be reinstated on medical device sales starting January 1, 2020. The Further Consolidated Appropriations Act, 2020 H. R.
1865 (Pub. L. 116- 94), signed into law on December 20, 2019, has repealed the medical device excise tax previously imposed
by Internal Revenue Code section 4191. Prior to the repeal, the tax was on a 4- year moratorium. As a result of the repeal and



the prior moratorium, sales of taxable medical devices after December 31, 2015, are not subject to the tax. It is impossible to
determine whether similar taxes could be instated in the future;  established a new Patient- Centered Outcomes Research
Institute to oversee and identify priorities in comparative clinical efficacy research in an effort to coordinate and develop such
research; ¢ implemented payment system reforms including a national pilot program on payment bundling to encourage
hospitals, physicians and other providers to improve the coordination, quality and efficiency of certain healthcare services
through bundled payment models; and * expanded the eligibility criteria for Medicaid programs. We do not yet know the full
impact that the ACA will have on our business. The taxes imposed by the ACA and the expansion in the government* s role in
the U. S. healthcare industry may result in decreased profits to us, lower reimbursement by payors for our permanent birth
control system and women- specific medical devices, and / or reduced medical procedure volumes, all of which may have a
material adverse effect on our business, financial condition and results of operations. Some of the provisions of the ACA have
yet to be fully implemented, while certain provisions have been subject to judicial and Congressional challenges. Congress has
considered legislation that would repeal or repeal and replace all or part of the ACA. While Congress has not passed
comprehensive repeal legislation, two bills affecting the implementation of certain taxes under the ACA have been signed into
law. The Tax Cuts and Jobs Act of 2017, or Tax Act, includes a provision that decreased the tax- based shared responsibility
payment imposed by the ACA on certain individuals who fail to maintain qualifying health coverage for all or part of a year,
commonly referred to as the “ individual mandate, ” to $ 0, effective January 1, 2019. On December 14, 2018, a federal district
court in Texas ruled the individual mandate is a critical and inseverable feature of the ACA, and therefore, because it was
repealed as part of the Tax Act, the remaining provisions of the ACA are invalid as well. On December 18, 2019, the Fifth
Circuit U. S. Court of Appeals held that the individual mandate is unconstitutional, and remanded the case to the lower court to
reconsider its earlier invalidation of the full ACA. On March 2, 2020, the United States Supreme Court granted the petitions for
writs of certiorari to review this case and held oral arguments on November 10, 2020. Although the Biden Administration has
reconsidered the position of the government on the constitutionality of the individual mandate and the severability of the
provision from the remainder of the ACA and has officially notified the United States Supreme Court in this regard, pending a
decision, the ACA remains in effect, but it is unclear at this time what effect these developments will have on the status of the
ACA. Further, on January 20, 2017, former President Trump signed an Executive Order directing federal agencies with
authorities and responsibilities under the ACA to waive, defer, grant exemptions from, or delay the implementation of any
provision of the ACA that would impose a fiscal burden on states or a cost, fee, tax, penalty or regulatory burden on individuals,
healthcare providers, health insurers, or manufacturers of pharmaceuticals or medical devices. On October 13, 2017, former
President Trump signed an Executive Order terminating the cost- sharing subsidies that reimburse insurers under the ACA. The
Trump administration concluded that cost- sharing reduction, (CSR) payments to insurance companies required under the ACA
have not received necessary appropriations from Congress and announced that it will discontinue these payments immediately
until those appropriations are made. Several state Attorneys General filed suit to stop the administration from terminating the
subsidies, but their request for a restraining order was denied by a federal judge in California on October 25, 2017. On August
14, 2020, the U. S. Court of Appeals for the Federal Circuit ruled in two separate cases that the federal government is liable for
the full amount of unpaid CSRs for the years preceding and including 2017. For CSR claims made by health insurance
companies for years 2018 and later, further litigation will be required to determine the amounts due, if any. Further, on June 14,
2018, the U. S. Court of Appeals for the Federal Circuit ruled that the federal government was not required to pay more than $
12 billion in ACA risk corridor payments to third- party payors who argued the payments were owed to them. On April 27,
2020, the United States Supreme Court reversed the U. S. Court of Appeals for the Federal Circuit~’ s decision and remanded
the case to the U. S. Court of Federal Claims, concluding the government has an obligation to pay these risk corridor payments
under the relevant formula. It is unclear what impact these rulings will have on our business. In addition, CMS published a final
rule that would give states greater flexibility as of 2020 in setting benchmarks for insurers in the individual and small group
marketplaces, which may have the effect of relaxing the essential health benefits required under the ACA for plans sold through
such marketplaces. In addition, other legislative changes have been proposed and adopted since the Affordable Care Act was
enacted. On August 2, 2011, the Budget Control Act of 2011 was signed into law, which, among other things, reduced Medicare
payments to providers by 2 % per fiscal year, effective on April 1, 2013 and, due to subsequent legislative amendments to the
statute, will remain in effect through 2030 unless additional Congressional action is taken. On January 2, 2013, the American
Taxpayer Relief Act of 2012 was signed into law, which, among other things, reduced Medicare payments to several providers,
including hospitals, and increased the statute of limitations period for the government to recover overpayments to providers from
three to five years. The Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) enacted on April 16, 2015, repealed
the formula by which Medicare made annual payment adjustments to physicians and replaced the former formula with fixed
annual updates and a new system of incentive payments scheduled to begin in 2019 that are based on various performance
measures and phystetans— physician -’ s participation in alternative payment models such as accountable care organizations. It
is unclear what effect new quality and payment programs, such as MACRA, may have on our business, financial condition,
results of operations or cash flows. We expect additional state and federal healthcare policies and reform measures to be adopted
in the future, any of which could limit reimbursement for healthcare products and services or otherwise result in reduced
demand for our FemBloc system or additional pricing pressure and have a material adverse effect on our industry generally and
on our customers. Any changes of, or uncertainty with respect to, future coverage or reimbursement rates could affect demand
for our FemBloc system, which in turn could impact our ability to successfully commercialize our FemBloc system and could
have a material adverse effect on our business, financial condition and results of operations. Our business involves the use of
hazardous materials, and we must comply with environmental laws and regulations, which may be expensive and restrict how
we do business. Our manufacturer activities involve the controlled storage, use and disposal of hazardous materials and are
subject to federal, state, local and foreign laws and regulations governing the use, generation, manufacture, storage, handling and



disposal of these hazardous materials. We currently carry no insurance specifically covering environmental claims relating to
the use of hazardous materials. Although we believe the safety procedures for handling and disposing of these materials and
waste products comply with the standards prescribed by these laws and regulations, we cannot eliminate the risk of accidental
injury or contamination from the use, storage, handling or disposal of hazardous materials. In the event of an accident, state or
federal or other applicable authorities may curtail our use of these materials and interrupt our business operations which could
adversely affect our business. We are subject to anti- bribery, anti- corruption, and anti- money laundering laws, including the U.
S. Foreign Corrupt Practices Act, as well as export control laws, customs laws, sanctions laws and other laws governing our
operations. If we fail to comply with these laws, we could be subject to civil or criminal penalties, other remedial measures and
legal expenses, which could adversely affect our business, results of operations and financial condition. As we grow our
international presence and global operations, we will be increasingly exposed to trade and economic sanctions and other
restrictions imposed by the United States, the European Union and other governments and organizations. The U. S. Departments
of Justice, Commerce, State and Treasury and other federal agencies and authorities have a broad range of civil and criminal
penalties they may seek to impose against corporations and individuals for violations of economic sanctions laws, export control
laws, the U. S. Foreign Corrupt Practices Act, (FCPA) and other federal statutes and regulations, including those established by
the Office of Foreign Assets Control (OFAC). In addition, the U. K. Bribery Act of 2010, or the Bribery Act, prohibits both
domestic and international bribery, as well as bribery across both private and public sectors. An organization that * fails to
prevent bribery ” by anyone associated with the organization can be charged under the Bribery Act unless the organization can
establish the defense of having implemented “ adequate procedures ” to prevent bribery. Under these laws and regulations, as
well as other anti- corruption laws, anti- money laundering laws, export control laws, customs laws, sanctions laws and other
laws governing our operations, various government agencies may require export licenses, may seek to impose modifications to
business practices, including cessation of business activities in sanctioned countries or with sanctioned persons or entities and
modifications to compliance programs, which may increase compliance costs, and may subject us to fines, penalties and other
sanctions. A violation of these laws or regulations would negatively affect our business, financial condition and results of
operations. We have implemented policies and procedures that are designed to ensure compliance by us and our directors,
officers, employees, representatives, consultants and agents with the FCPA, OFAC restrictions, the Bribery Act and other export
control, anti- corruption, anti- money- laundering and anti- terrorism laws and regulations. We cannot assure you, however, that
our policies and procedures are sufficient or that directors, officers, employees, representatives, consultants and agents have not
engaged and will not engage in conduct for which we may be held responsible, nor can we assure you that our business partners
have not engaged and will not engage in conduct that could materially affect their ability to perform their contractual obligations
to us or even result in our being held liable for such conduct. Violations of the FCPA, OFAC restrictions, the Bribery Act or
other export control, anti- corruption, anti- money laundering and anti- terrorism laws or regulations may result in severe
criminal or civil sanctions, and we may be subject to other liabilities, which could have a material adverse effect on our business,
financial condition and results of operations. We bear the risk of warranty claims on our products. We bear the risk of warranty
claims on our products. We may not be successful in claiming recovery under any warranty or indemnity provided to us by our
suppliers or vendors in the event of a successful warranty claim against us by a customer or that any recovery from such vendor
or supplier would be adequate. In addition, warranty claims brought by our customers related to third- party components may
arise after our ability to bring corresponding warranty claims against such suppliers expires, which could result in costs to us.
Risks Related to Intellectual Property Matters If we are unable to adequately protect our intellectual property rights, or if we are
accused of infringing on the intellectual property rights of others, our competitive position could be harmed or we could be
required to incur significant expenses to enforce or defend our rights. Our commercial success will depend in part on our success
in obtaining and maintaining issued patents, trademarks and other intellectual property rights in the United States and elsewhere
and protecting our proprietary technology. If we do not adequately protect our intellectual property and proprietary technology,
competitors may be able to use our technologies or the goodwill we have acquired in the marketplace and erode or negate any
competitive advantage we may have, which could harm our business and ability to achieve profitability. We own numerous
issued patents and pending patent applications that relate to our intrauterine artificial insemination product, permanent birth
control system rintratterine-artifietaHnsemination-produet-and women- specific medical product solutions. As of December
31,2622-2023 , we owned 40-48 issued U. S. patents and +22-132 issued foreign patents, +3-14 pending U. S. patent
applications and +7-25 pending foreign patent applications. These issued patents, and any patents granted from such
applications, are expected to expire between 2623-2024 and 2046, without taking potential patent term extensions or adjustments
into account. We cannot provide any assurances that any of our patents have, or that any of our pending patent applications that
mature into issued patents will include, claims with a scope sufficient to protect our intrauterine artificial insemination
product, permanent birth control system, intrauterine-artifreiat-inseminationrproduet-and women- specific medical product
solutions, and any additional features we develop for our products. Other parties may have developed technologies that may be
related or competitive to our intrauterine artificial insemination product, permanent birth control system, intratterine
artifteta-inseminationproduet-and women- specific medical product solutions, may have filed or may file patent applications
and may have received or may receive patents that overlap or conflict with our patent applications, either by claiming the same
methods or devices or by claiming subject matter that could dominate our patent position. The patent positions of medical
device companies, including our patent position, may involve complex legal and factual questions, and, therefore, the scope,
validity and enforceability of any patent claims that we may obtain cannot be predicted with certainty. Patents, if issued, may be
challenged, deemed unenforceable, invalidated or circumvented. Proceedings challenging our patents could result in either loss
of the patent or denial of the patent application or loss or reduction in the scope of one or more of the claims of the patent or
patent application. In addition, such proceedings may be costly. Thus, any patents that we may own may not provide any
protection against competitors. Furthermore, an adverse decision in an interference proceeding can result in a third party



receiving the patent right sought by us, which in turn could affect our ability to commercialize our products. Though an issued
patent is presumed valid and enforceable, its issuance is not conclusive as to its validity or its enforceability and it may not
provide us with adequate proprietary protection or competitive advantages against competitors with similar products.
Competitors could purchase our intrauterine artificial insemination product, permanent birth control system ;intratterine
artiffetal-inseminationproduet-, and women- specific medical product solutions and attempt to replicate some or all of the
competitive advantages we derive from our development efforts, willfully infringe our intellectual property rights, design around
our patents, or develop and obtain patent protection for more effective technologies, designs or methods. We may be unable to
prevent the unauthorized disclosure or use of our technical knowledge or trade secrets by consultants, suppliers, vendors, former
employees and current employees. The laws of some foreign countries do not protect our proprietary rights to the same extent as
the laws of the United States, and we may encounter significant problems in protecting our proprietary rights in these countries.
Our ability to enforce our patent rights depends on our ability to detect infringement. It may be difficult to detect infringers who
do not advertise the components that are used in their products. Moreover, it may be difficult or impossible to obtain evidence of
infringement in a competitor -’ s or potential competitor -’ s product. We may not prevail in any lawsuits that we initiate and the
damages or other remedies awarded if we were to prevail may not be commercially meaningful. In addition, proceedings to
enforce or defend our patents could put our patents at risk of being invalidated, held unenforceable or interpreted narrowly. Such
proceedings could also provoke third parties to assert claims against us, including that some or all of the claims in one or more
of our patents are invalid or otherwise unenforceable. If any of our patents covering our FemBloc system or FemaSeed product
are invalidated or found unenforceable, or if a court found that valid, enforceable patents held by third parties covered one or
more of our products, our competitive position could be harmed or we could be required to incur significant expenses to enforce
or defend our rights. The degree of future protection for our proprietary rights is uncertain, and we cannot ensure that: * any of
our patents, or any of our pending patent applications, if issued, will include claims having a scope sufficient to protect our
FemBloc system and FemaSeed product; * any of our pending patent applications will issue as patents; * we will be able to
successfully commercialize our products on a substantial scale, if approved, before our relevant patents we may have expire; *
we were the first to make the inventions covered by each of our patents and pending patent applications; * we were the first to
file patent applications for these inventions; ¢ others will not develop similar or alternative technologies that do not infringe our
patents; any of our patents will be found to ultimately be valid and enforceable; * any patents issued to us will provide a basis for
an exclusive market for our commercially viable products, will provide us with any competitive advantages or will not be
challenged by third parties; « we will develop additional proprietary technologies or products that are separately patentable; or »
our commercial activities or products will not infringe upon the patents of others. We rely, in part, upon unpatented trade secrets,
unpatented know- how and continuing technological innovation to develop and maintain our competitive position, which we
seek to protect, in part, by confidentiality agreements with our employees and consultants. We also have agreements with our
employees and consultants that obligate them to assign their inventions to us and have non- compete agreements with some, but
not all, of our consultants. It is possible that technology relevant to our business will be independently developed by a person
that is not a party to such an agreement. Furthermore, if the employees and consultants who are parties to these agreements
breach or violate the terms of these agreements, we may not have adequate remedies for any such breach or violation, and we
could lose our trade secrets through such breaches or violations. Further, our trade secrets could otherwise become known or be
independently discovered by our competitors. Obtaining and maintaining patent protection depends on compliance with various
procedural, document submission, fee payment and other requirements imposed by governmental patent agencies, and our patent
protection could be reduced or eliminated for nen—eempliatee-noncompliance with these requirements. Periodic maintenance
fees, renewal fees, annuity fees and various other governmental fees on patents and applications are required to be paid to the
United States Patent and Trademark Office, or USPTO, and various governmental patent agencies outside of the United States
in several stages over the lifetimes of the patents and applications. The USPTO and various non- U. S. governmental patent
agencies require compliance with a number of procedural, documentary, fee payment and other similar provisions during the
patent application process and after a patent has issued. There are situations in which nen—eemptanee-noncompliance can
result in abandonment or lapse of the patent or patent application, resulting in partial or complete loss of patent rights in the
relevant jurisdiction. Under the terms of some of our licenses, we do not have the ability to maintain or prosecute patents in the
portfolio and must therefore rely on third parties to comply with these requirements. Litigation or other proceedings or third-
party claims of intellectual property infringement could require us to spend significant time and money and could prevent us
from developing or selling our products or affect our stock price. Our commercial success will depend in part on not infringing
the patents or violating the other proprietary rights of others. Significant litigation regarding patent rights occurs in our industry.
Our competitors in both the United States and abroad, many of which have substantially greater resources and have made
substantial investments in patent portfolios and competing technologies, may have applied for or obtained or may in the future
apply for and obtain, patents that will prevent, limit or otherwise interfere with our ability to make, use and sell our products. We
do not always conduct independent reviews of patents issued to third parties. In addition, patent applications in the United States
and elsewhere can be pending for many years before issuance, or unintentionally abandoned patents or applications can be
revived, so there may be applications of others now pending or recently revived patents of which we are unaware. These
applications may later result in issued patents, or the revival of previously abandoned patents, that will prevent, limit or
otherwise interfere with our ability to make, use or sell our products. Third parties may, in the future, assert claims that we are
employing their proprietary technology without authorization, including claims from competitors or from non- practicing entities
that have no relevant product revenue and against whom our own patent portfolio may have no deterrent effect. As we continue
to commercialize our products in their current or updated forms, launch new products and enter new markets, we expect
competitors may claim that one or more of our products infringe their intellectual property rights as part of business strategies
designed to impede our successful commercialization and entry into new markets. The large number of patents, the rapid rate of



new patent applications and issuances, the complexities of the technology involved, and the uncertainty of litigation may
increase the risk of business resources and management -’ s attention being diverted to patent litigation. We have, and we may
in the future, receive letters or other threats or claims from third parties inviting us to take licenses under, or alleging that we
infringe, their patents. Moreover, we may become party to future adversarial proceedings regarding our patent portfolio or the
patents of third parties. Such proceedings could include supplemental examination or contested post- grant proceedings such as
review, reexamination, inter parties review, interference or derivation proceedings before the U. S. Patent and Trademark Office
and challenges in U. S. District Court. Patents may be subjected to opposition, post- grant review or comparable proceedings
lodged in various foreign, both national and regional, patent offices. The legal threshold for initiating litigation or contested
proceedings may be low, so that even lawsuits or proceedings with a low probability of success might be initiated. Litigation and
contested proceedings can also be expensive and time- consuming, and our adversaries in these proceedings may have the ability
to dedicate substantially greater resources to prosecuting these legal actions than we can. We may also occasionally use these
proceedings to challenge the patent rights of others. We cannot be certain that any particular challenge will be successful in
limiting or eliminating the challenged patent rights of the third party. Any lawsuits resulting from such allegations could subject
us to significant liability for damages and invalidate our proprietary rights. Any potential intellectual property litigation also
could force us to do one or more of the following: * stop making, selling or using products or technologies that allegedly
infringe the asserted intellectual property; ¢ lose the opportunity to license our technology to others or to collect royalty
payments based upon successful protection and assertion of our intellectual property rights against others; incur significant legal
expenses;  pay substantial damages or royalties to the party whose intellectual property rights we may be found to be infringing;
* pay the attorney -’ s fees and costs of litigation 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
and infeasible; and ¢ 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 who may attempt to license rights that they do not have. Any
litigation or claim against us, even those without merit, may cause us to incur substantial costs, and could place a significant
strain on our financial resources, divert the attention of management from our core business and harm our reputation. If we are
found to infringe the intellectual property rights of third parties, we could be required to pay substantial damages (which may be
increased up to three times of awarded damages) and / or substantial royalties and could be prevented from selling our products
unless we obtain a license or are able to redesign our products to avoid infringement. Any such license may not be available on
reasonable terms, if at all, and there can be no assurance that we would be able to redesign our products in a way that would not
infringe the intellectual property rights of others. We could encounter delays in product introductions while we attempt to
develop alternative methods or products. If we fail to obtain any required licenses or make any necessary changes to our
products or technologies, we may have to withdraw existing products from the market or may be unable to commercialize one or
more of our products. In addition, we generally indemnify our customers with respect to infringement by our products of the
proprietary rights of third parties. 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, 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. Third parties may assert ownership or commercial rights to
inventions we develop. Third parties may in the future make claims challenging the inventorship or ownership of our
intellectual property. We may face claims by third parties that our agreements with employees, contractors or consultants
obligating them to assign intellectual property to us are ineffective or in conflict with prior or competing contractual obligations
of assignment, which could result in ownership disputes regarding intellectual property we have developed or will develop and
interfere with our ability to capture the commercial value of such intellectual property. Litigation may be necessary to resolve an
ownership dispute, and if we are not successful, we may be precluded from using certain intellectual property or may lose our
exclusive rights in that intellectual property. Either outcome could harm our business and competitive position. If we are unable
to protect the confidentiality of our trade secrets, our business and competitive position could be harmed. In addition to patent
protection, we also rely upon copyright and trade secret protection, as well as non- disclosure agreements and invention
assignment agreements with our employees, consultants and third parties, to protect our confidential and proprietary
information. 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. If any of our 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, our business and competitive position could be harmed.
We may be unable to enforce our intellectual property rights throughout the world. 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. Third parties may assert that our employees or consultants have wrongfully used or disclosed confidential information
or misappropriated trade secrets. We employ individuals who previously worked with other companies, including our
competitors or potential competitors. Although we try to ensure that our employees and consultants do not use the proprietary
information or know- how of others in their work for us, we may be subject to claims that we or our employees, consultants or
independent contractors have inadvertently or otherwise used or disclosed intellectual property or personal data, including trade
secrets or other proprietary information, of a former employer or other third party. Litigation may be necessary to defend against
these claims. If we fail in defending any such claims or settling those claims, in addition to paying monetary damages or a
settlement payment, we may lose valuable intellectual property rights or personnel. Even if we are successful in defending
against such claims, litigation could result in substantial costs and be a distraction to management and other employees. Recent
changes in U. S. patent laws could diminish the value of patents in general and may limit our ability to obtain, defend and / or
enforce our patents. Recent 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, or the
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 U. S. Patent and Trademark Office recently developed
new 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, or 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. Patent terms may be inadequate to protect our competitive position on our products
for an adequate amount of time. Given the amount of time required for the development, testing and regulatory review of new
product candidates, patents protecting such candidates might expire shortly after such candidates are commercialized. We expect
to seek extensions of patent terms in the United States and, if available, in other countries where we are prosecuting patents. In
the United States, the Drug Price Competition and Patent Term Restoration Act of 1984 permits a patent term extension of up to
five years beyond the normal expiration of the patent, which is limited to the approved indication (or any additional indications
approved during the period of extension). However, the applicable authorities, including the FDA and the USPTO in the United
States, and any equivalent regulatory authority in other countries, may not agree with our assessment of whether such extensions
are available, and may refuse to grant extensions to our patents, or may grant more limited extensions than we request. If our
trademarks and trade names are denied by regulatory authorities or are not adequately protected, we may not be able to build
name recognition in our markets of interest and our business may be adversely affected. We rely on our trademarks and trade
names to distinguish our products from the products of our competitors and have registered or applied to register many of these
trademarks. We cannot assure you that our trademark applications will be approved in a timely manner or at all. During the
trademark registration process, we may receive office actions from the USPTO objecting to the registration of our trademark.
Although we would be given an opportunity to respond to those objections, we may be unable to overcome them. Our registered
or unregistered trademarks or trade names may be denied by other regulatory authorities or challenged, infringed, circumvented
or declared generic or determined to be infringing on other marks. We may be unable to use these trademarks and trade names or
protect our rights to these trademarks and trade names, which we need to build name recognition by potential partners or
customers in our markets of interest. Over the long term, if we are unable to establish name recognition based on our trademarks
and trade names, then we may not be able to compete effectively and our business may be adversely affected. If other entities
use trademarks similar to ours in different jurisdictions, or have senior rights to ours, it could interfere with our use of our current
trademarks throughout the world. If we are required to use an alternative trademark, any goodwill and recognition that we have
built for these trademarks would be lost. If any party infringes on any of the trademarks on which we rely, enforcing those
trademarks may be difficult, costly, time- consuming and ultimately unsuccessful. Risks Related to Our Common Stock We are
a “ smaller reporting company ” and an “ emerging growth company ” and the reduced disclosure requirements applicable to
smaller reporting companies ” may make our common stock less attractive to investors. We are an ““ emerging growth company,
” as defined in the JOBS Act. We will remain an emerging growth company until the earlier of (i) the last day of the fiscal year
(a) following the fifth anniversary of the completion of our IPO, (b) in which we have total annual gross revenue of at least $ 1.



07 billion or (c) in which we are deemed to be a large accelerated filer, which means the market value of our common stock that
is held by non- affiliates exceeded $ 700. 0 million as of our most recently completed second fiscal quarter and (ii) the date on
which we have issued more than $ 1. 0 billion in non- convertible debt during the prior three- year period. An emerging growth
company may take advantage of specified reduced reporting requirements and other burdens that are otherwise applicable
generally to public companies. These provisions include: ¢ being permitted to present only two years of audited financial
statements and only two years of related management’ s discussion and analysis of financial condition and results of operations;
* not being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes- Oxley Act; * an
exemption from compliance with any new requirements adopted by the Public Company Accounting Oversight Board regarding
mandatory audit firm rotations; ¢ reduced disclosure obligations regarding executive compensation in our periodic reports, proxy
statements and registration statements; and ¢ exemptions from the requirement to hold a nonbinding advisory vote on executive
compensation and to obtain stockholder approval of any golden parachute payments not previously approved. We have elected
to take advantage of certain of the reduced disclosure obligations in and may elect to take advantage of other reduced reporting
requirements in the future. As a result, the information that we provide to our investors may be different from the information
you might receive from other public reporting companies that are not emerging growth companies in which you hold equity
interests. The JOBS Act provides that an emerging growth company can take advantage of an extended transition period for
complying with new or revised accounting standards applicable to public companies until those standards would otherwise apply
to private companies. We have elected not to take advantage of such extended transition period, which means that we will adopt
a new standard when it is issued or revised. We are also a ““ smaller reporting company, ~” meaning that the market value of our
shares held by non- affiliates is less than $ 700. 0 million and our annual revenue was less than $ 100. 0 million during the most
recently completed fiscal year, or if the market value of our shares held by non- affiliates is less than $ 250. 0 million. If we are
a smaller reporting company at the time we cease to be an emerging growth company, we may continue to rely on exemptions
from certain disclosure requirements that are available to smaller reporting companies. Specifically, as a smaller reporting
company, we may choose to present only the two most recent fiscal years of audited financial statements in our Annual Report
on Form 10- K and have reduced disclosure obligations regarding executive compensation, and, similar to emerging growth
companies, if we are a smaller reporting company with less than $ 100 million in annual revenue, we would not be required to
obtain an attestation report . Anti- takeover provisions in our charter documents and under Delaware law could make an
acquisition of us, which may be beneficial to our stockholders, more difficult and may prevent attempts by our stockholders to
replace or remove our current management. Provisions in the amended and restated certificate of incorporation and our amended
and restated bylaws may delay or prevent an acquisition of us or a change in our management. In addition, these provisions may
frustrate or prevent any attempts by our stockholders to replace or remove our current management by making it more difficult
for stockholders to replace members of our board of directors. Because our board of directors is responsible for appointing the
members of our management team, these provisions could in turn affect any attempt by our stockholders to replace current
members of our management team. These provisions include: ¢ a prohibition on actions by our stockholders by written consent;
* advance notice requirements for election to our board of directors and for proposing matters that can be acted upon at
stockholder meetings; * a requirement that directors may only be removed “ for cause ”; ¢ a requirement that only the board of
directors may change the number of directors and fill vacancies on the board; ¢ division of our board of directors into three
classes, serving staggered terms of three years each; and ¢ the authority of the board of directors to issue preferred stock with
such terms as the board of directors may determine. Moreover, because we are incorporated in Delaware, we are governed by
the provisions of Section 203 of the Delaware General Corporation Law, as amended, which prohibits a person who owns in
excess of 15 % of our outstanding voting stock from merging or combining with us for a period of three years after the date of
the transaction in which the person acquired in excess of 15 % of our outstanding voting stock, unless the merger or
combination is approved in a prescribed manner. These provrslons Would apply even 1f the proposed merger or acqursrtron
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ation rership-may-notbein her-stockholders. We incur srgmﬁcant costs as a result of
berng a public company, Wthh may adversely affect our busrness financial condition and results of operations. We incur costs
associated with corporate governance requirements that will are applicable to us as a public company, including rules and
regulations of the SEC, under the Sarbanes- Oxley Act, the Dodd- Frank Wall Street Reform and Consumer Protection Act of
2010, and the Exchange Act, as well as the rules of Nasdaq. These rules and regulations have significantly increased our
accounting, legal and financial compliance costs and have made some activities more time- consuming. These rules and
regulations have made it more expensive for us to maintain directors' and officers' liability insurance. As a result, it may be
more difficult for us to attract and retain qualified persons to serve on our board of directors or as executive officers.
Accordingly, the increases in costs incurred as a result of being a publicly traded company may adversely affect our business,
financial condition and results of operations. We are obligated to develop and maintain proper and effective internal controls
over financial reporting and any failure to maintain the adequacy of these internal controls may adversely affect investor
confidence in our Company and, as a result, the value of our common stock. To comply with the requirements of being a public



company, we have undertaken various actions, including implementing new internal controls and procedures and hiring new
accounting or internal audit staff. The Sarbanes- Oxley Act requires that we maintain effective disclosure controls and
procedures and internal control over financial reporting. We are continuing to develop and refine our disclosure controls and
other procedures that are designed to ensure that information required to be disclosed by us in the reports that we file with the
SEC is recorded, processed, summarized and reported within the time periods specified in SEC rules and forms, and that
information required to be disclosed in reports under the Exchange Act is accumulated and communicated to our principal
executive and financial officers. Our current controls and any new controls that we develop may become inadequate and
weaknesses in our internal control over financial reporting may be discovered in the future. Any failure to develop or maintain
effective controls when we become subject to this requirement could negatively affect the results of periodic management
evaluations and annual independent registered public accounting firm attestation reports regarding the effectiveness of our
internal control over financial reporting that we may be required to include in our periodic reports we will file with the SEC
under Section 404 of the Sarbanes- Oxley Act, harm our operating results, cause us to fail to meet our reporting obligations or
result in a restatement of our prior period financial statements. In the event that we are not able to demonstrate compliance with
the Sarbanes- Oxley Act, that our internal control over financial reporting is perceived as inadequate or that we are unable to
produce timely or accurate financial statements, investors may lose confidence in our operating results and the price of our
common stock could decline. In addition, if we are unable to continue to meet these requirements, we may be unable to remain
listed on Nasdaq. Our disclosure controls and procedures may not prevent or detect all errors or acts of fraud. We are subject to
the periodic reporting requirements of the Exchange Act. We designed our disclosure controls and procedures to provide
reasonable assurance that information we must disclose in reports we file or submit under the Exchange Act is accumulated and
communicated to management, and recorded, processed, summarized and reported within the time periods specified in the rules
and forms of the SEC. We believe that any disclosure controls and procedures, no matter how well- conceived and operated, can
provide only reasonable, not absolute, assurance that the objectives of the control system are met. These inherent limitations
include the realities that judgments in decision- making can be faulty, and that breakdowns can occur because of simple error or
mistake. Additionally, controls can be circumvented by the individual acts of some persons, by collusion of two or more people
or by an unauthorized override of the controls. Accordingly, because of the inherent limitations in our control system,
misstatements due to error or fraud may occur and not be detected. Our amended and restated certificate of incorporation
provides that the Court of Chancery of the State of Delaware will be the exclusive forum for substantially all disputes between
us and our stockholders, which could limit our stockholders' ability to obtain a favorable judicial forum for disputes with us or
our directors, officers or employees. Our amended and restated certificate of incorporation provides that the Court of Chancery
of the State of Delaware is the exclusive forum for state law claims for (i) any derivative action or proceeding brought on our
behalf, (ii) any action asserting a claim of breach of a fiduciary duty or other wrongdoing by any of our directors, officers,
employees or agents to us or our stockholders, (iii) any action asserting a claim arising pursuant to any provision of the DGCL
or our amended and restated certificate of incorporation or amended and restated bylaws or (iv) any action asserting a claim
governed by the internal affairs doctrine, or the Delaware Forum Provision. The Delaware Forum Provision does not apply to
any causes of action arising under the Securities Act or the Exchange Act. Our amended and restated bylaws further provides
that unless we consent in writing to the selection of an alternative forum, the United States District Court for the District of
Delaware will be the sole and exclusive forum for resolving any complaint asserting a cause of action arising under the
Securities Act, or the Federal Forum Provision, as the Company is incorporated in the State of Delaware. In addition, our
amended and restated bylaws provides that any person or entity purchasing or otherwise acquiring any interest in shares of our
capital stock will be deemed to have notice of and consented to the Delaware Forum Provision and the Federal Forum
Provision; provided, however, that stockholders cannot and will not be deemed to have waived our compliance with the U. S.
federal securities laws and the rules and regulations thereunder. We believe the Delaware Forum Provision and the Federal
Forum Provision benefits us by providing increased consistency in the application of Delaware law by chancellors particularly
experienced in resolving corporate disputes, efficient administration of cases on a more expedited schedule relative to other
forums and protection against the burdens of multi- forum litigation. However, this provision may limit a stockholder - s ability
to bring a claim in a judicial forum that it finds favorable for disputes with us or our directors, officers or other employees,
which may discourage such lawsuits against us and our directors, officers and other employees and also may impose additional
litigation costs on stockholders in pursuing any such claims. In addition, while the Delaware Supreme Court ruled in March
2020 that federal forum selection provisions purporting to require claims under the Securities Act be brought in federal court are
“ facially valid ” under Delaware law, there is uncertainty as to whether other courts will enforce our Federal Forum Provision.
If the Federal Forum Provision is found to be unenforceable, we may incur additional costs associated with resolving such
matters. The Federal Forum Provision may also impose additional litigation costs on stockholders who assert that the provision
is not enforceable or invalid. The Court of Chancery of the State of Delaware and the United States District Court for the
District of Delaware may also reach different judgments or results than would other courts, including courts where a stockholder
considering an action may be located or would otherwise choose to bring the action, and such judgments may be more or less
favorable to us than our stockholders. Because we do not anticipate paying any cash dividends on our capital stock in the
foreseeable future, capital appreciation, if any, will be your sole source of gain. We have never declared or paid cash dividends
on our capital stock. We currently intend to retain all of our future earnings, if any, to finance the growth and development of
our business. As a result, capital appreciation, if any, of our common stock will be your sole source of gain for the foreseeable
future. General Risk Factors Adverse developments affecting the financial services industry could adversely affect our current
and projected business operations and our financial condition and results of operations. Adverse developments that affect
financial institutions, such as events involving liquidity that are rumored or actual, have in the past and may in the future lead to
bank failures and market- wide liquidity problems. For example, on March 10, 2023, Silicon Valley Bank (“ SVB ), where we



held substantially all of our cash and cash equivalents, was closed by the California Department of Financial Protection and
Innovation, which appointed the Federal Deposit Insurance Corporation (“ FDIC ) as receiver. Similarly, on March 12, 2023,
Signature Bank and Silvergate Capital Corp. were each sent into receivership. The Department of the Treasury, the Federal
Reserve and the FDIC released a statement that indicated that all depositors of SVB would have access to all of their funds,
including funds held in uninsured deposit accounts, after only one business day of closure. As of March 13, 2023, we had access
to all of our funds held at SVB. The U. S. Department of Treasury, FDIC and Federal Reserve Board have announced a program
to provide up to $ 25 billion of loans to financial institutions secured by certain of such government securities held by financial
institutions to mitigate the risk of potential losses on the sale of such instruments, widespread demands for customer
withdrawals or other liquidity needs of financial institutions for immediately liquidity may exceed the capacity of such program.
There is no guarantee, however, that the U. S. Department of Treasury, FDIC and Federal Reserve Board will provide access to
uninsured funds in the future in the event of the closure of other banks or financial institutions, or that they would do so in a
timely fashion. Uncertainty remains over liquidity concerns in the broader financial services industry, and our business, our
business partners, or industry as a whole may be adversely impacted in ways that we cannot predict at this time. Although we
assess our banking relationships as we believe necessary or appropriate, our access to cash in amounts adequate to finance or
capitalize our current and projected future business operations could be significantly impaired by factors that affect the financial
institutions with which we have banking relationships, and in turn, us. These factors could include, among others, events such as
liquidity constraints or failures, the ability to perform obligations under various types of financial, credit or liquidity agreements
or arrangements, disruptions or instability in the financial services industry or financial markets, or concerns or negative
expectations about the prospects for companies in the financial services industry. These factors could also include factors
involving financial markets or the financial services industry generally. The results of events or concerns that involve one or
more of these factors could include a variety of material and adverse impacts on our current and projected business operations
and our financial condition and results of operations. These could include, but may not be limited to, delayed access to deposits
or other financial assets or the uninsured loss of deposits or other financial assets; or termination of cash management
arrangements and / or delays in accessing or actual loss of funds subject to cash management arrangements. In addition,
widespread investor concerns regarding the U. S. or international financial systems could result in less favorable commercial
financing terms, including higher interest rates or costs and tighter financial and operating covenants, or systemic limitations on
access to credit and liquidity sources, thereby making it more difficult for us to acquire financing on acceptable terms or at all.
Any decline in available funding or access to our cash and liquidity resources could, among other risks, adversely impact our
ability to meet our operating expenses, financial obligations or fulfill our other obligations, result in breaches of our financial
and / or contractual obligations or result in violations of federal or state wage and hour laws. Any of these impacts, or any other
impacts resulting from the factors described above or other related or similar factors not described above, could have material
adverse impacts on our liquidity and our current and / or projected business operations and financial condition and results of
operations. In addition, a critical vendor or business partner could be adversely affected by any of the liquidity or other risks that
are described above as factors, which in turn, could have a material adverse effect on our current and / or projected business
operations and results of operations and financial condition. Any business partner or supplier bankruptcy or insolvency, or any
breach or default by a business partner or supplier, or the loss of any significant business partner or supplier relationships, could
result in material adverse impacts on our current and / or projected business operations and financial condition. Unfavorable
global economic conditions could adversely affect our business, financial condition or results of operations. Our results of
operations could be adversely affected by general conditions in the global economy and in the global financial markets. Fhe
Global economic and business activities continue to face widespread uncertainties, and global credit and financial ertsts
eaused-markets have experienced cxtreme volatility and disruptions in the eapital-past several years, including severely
diminished liquidity and credit markets-availability, rising inflation and monetary supply shifts, rising interest rates, labor
shortages, declines in consumer confidence, declines in economic growth, increases in unemployment rates, recession
risks, and uncertainty about economic and geopolitical stability . A severe or prolonged economic downturn, such as the
global financial crisis, could result in a variety of risks to our business, including weakened demand for our products, and our
ability to raise additional capital when needed on acceptable terms, if at all. Supply chain disruptions kas-have lengthened our
suppliers’ timelines and increased costs. The occurrence of, or acceleration or exasperation of, any of the foregoing could harm
our business and we cannot anticipate all of the ways in which the economic climate and financial market conditions could
adversely affect our business. Our internal computer systems, or those of any of our CROs, manufacturers, other contractors,
consultants, existing or future collaborators, may fail or suffer security or data privacy breaches or other unauthorized or
improper access to, use of or destruction of our proprietary and confidential data, employee data or personal data, which could
result in additional costs, significant liabilities, harm to our reputation and material disruption of our operations. Despite the
implementation of security measures, our internal computer systems and those of our current and any future CROs, other
contractors, consultants, potential future collaborators and other third- party service providers are vulnerable to damage from
various methods, including cybersecurity attacks, breaches, intentional or accidental mistakes or errors , attacks using artificial
intelligence , or other technological failures, which can include, among other things, computer viruses, unauthorized access
attempts, including third parties gaining access to systems using stolen or inferred credentials, denial- of- service attacks,
phishing attempts, service disruptions, natural disasters, fire, terrorism, war and telecommunication and electrical failures. As
the cyber- threat landscape evolves, these attacks are growing in frequency, sophistication and intensity, and are becoming
increasingly difficult to detect. If such an event were to occur and cause interruptions in our operations or result in the
unauthorized acquisition of or access to personally identifiable information or individually identifiable health information
(violating certain privacy laws such as HIPAA,, or HITECH Act, the CCPA and GDPR), it could result in a material disruption
of our product candidate development programs and our business operations, and we could incur significant liabilities. Some of



the federal, state and foreign government requirements include obligations of companies to notify individuals of security
breaches involving particular personally identifiable information, which could result from breaches experienced by us or by our
vendors or contractors. Notifications and follow- up actions related to a security breach could impact our reputation and cause us
to incur significant costs, including legal expenses and remediation costs. For example, the loss of clinical trial data from
completed, ongoing or future clinical trials involving our product candidates could result in delays in our regulatory approval
efforts and significantly increase our costs to recover or reproduce the lost data. To the extent that any disruption or security
breach were to result in a loss of, or damage to, our data, or inappropriate disclosure of confidential or proprietary information,
we could be exposed to litigation and governmental investigations, the further development and commercialization of our
product candidates could be delayed, and we could be subject to significant fines or penalties for any noncompliance with
certain state, federal or international privacy and security laws. Our insurance policies may not be adequate to compensate us for
the potential losses arising from any such disruption, failure or security breach. In addition, such insurance may not be available
to us in the future on economically reasonable terms, or at all. Further, our insurance may not cover all claims made against us
and could have high deductibles in any event, and defending a suit, regardless of its merit, could be costly and divert
management attention. The estimates of market opportunity and forecasts of market growth that we provide may prove to be
inaccurate, and even if the markets in which we compete achieve the forecasted growth, our business may not grow at similar
rates, or at all. The market opportunity estimates and growth forecasts we provide are subject to significant uncertainty and are
based on assumptions and estimates which may not prove to be accurate. The estimates and forecasts relating to size and
expected growth of our target market may prove to be inaccurate. Even if the markets in which we compete meet the size
estimates and growth forecasts, our business may not grow at similar rates, or at all. Our growth is subject to many factors,
including our success in implementing our business strategy, which is subject to many risks and uncertainties. Our employees,
independent contractors, consultants, commercial partners, collaborators and vendors may engage in misconduct or other
improper activities, including noncompliance with regulatory standards and requirements. We are exposed to the risk of
employee fraud or other illegal activity by our employees, independent contractors, consultants, commercial partners,
collaborators, service providers and vendors. Misconduct by these parties could include intentional, reckless and / or negligent
conduct that fails to comply with the laws of the FDA and other similar foreign regulatory bodies, provide true, complete and
accurate information to the FDA and other similar foreign regulatory bodies, comply with manufacturing standards we have
established, comply with healthcare fraud and abuse laws in the United States and similar foreign fraudulent misconduct laws, or
report financial information or data accurately or to disclose unauthorized activities to us. H-As we begin commercializing our
products and if we obtain FDA approval of any-efour product eandidates— candidate and-begineommeretalizing-these
produets-in the United States, our potential exposure under such laws will increase significantly, and our costs associated with
compliance with such laws will also increase. These laws may impact, among other things, our current activities with principal
investigators and research patients, as well as proposed and future sales, marketing and education programs. We have a code of
business conduct and ethics and maintain a training program, but it is not always possible to identify and deter misconduct by
our employees, independent contractors, consultants, commercial partners and vendors, 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 these laws or regulations. If any
actions are instituted against us and we are not successful in defending ourselves or asserting our rights, those actions could
result in the imposition of civil, criminal and administrative penalties, damages, monetary fines, imprisonment, disgorgement,
possible exclusion from participation in government healthcare programs, additional reporting obligations and oversight if we
become subject to a corporate integrity agreement or other agreement to resolve allegations of nen—eempliatee-noncompliance
with these laws, contractual damages, reputational harm, diminished profits and future earnings and the curtailment of our
operations. An active trading market for our common stock may not be sustained. We cannot assure you that an active trading
market for our common stock will be sustained. The lack of an active trading market may impair the value of your shares and
your ability to sell your shares at the time you wish to sell them. An inactive trading market may also impair our ability to raise
capital by selling shares of our common stock and enter into strategic partnerships or acquire other complementary products,
technologies or businesses by using shares of our common stock as consideration. Furthermore, there can be no guarantee that
we will continue to satisfy the continued listing standards of Nasdaq. If we fail to satisfy the continued listing standards, we
could be de- listed, which would have a negative effect on the price of our common stock. We expect that the price of our
common stock will fluctuate substantially. The market price of our common stock has been highly volatile and may fluctuate
substantially due to many factors, some of which are beyond our control, including: « announcements of regulatory approval or
disapproval of our FemBloc system or the FDA” s decision to grant or decline the-de-nevo-request-for-ourFemaSeed-produet
and-any future approvals or clearances for enhancements to our products;  adverse results from or delays in clinical +rtals— trial
of our FemBloc system and-+erFemaSeed-produet-; « unanticipated safety concerns related to the use of our FemBloc system
and-orFemaSeed-produet; « FDA or other U. S. or foreign regulatory or legal actions or changes affecting us or our industry; ¢
our ability to develop, obtain regulatory clearance or approval for, and market new and enhanced medical products on a timely
basis; ¢ any voluntary or mandated product recalls; ¢ adverse developments concerning our suppliers or any future strategic
partnerships; ¢ the volume and timing of sales of our products; ¢ the introduction of new products or product enhancements by
us or others in our industry; * disputes or other developments with respect to our or others & intellectual property rights; ¢
product liability claims or other litigation; * quarterly variations in our results of operations or those of others in our industry; ¢
media exposure of our products or of those of others in our industry; ¢ changes in governmental regulations or in reimbursement;
« changes in earnings estimates or recommendations by securities analysts; ¢ changes in financial estimates or guidance,
including our ability to meet our future revenue and operating profit or loss estimates or guidance; * the public’ s reaction to our
earnings releases, other public announcements and filings with the SEC; e sales of substantial amounts of our stock by directors,



officers or significant stockholders, or the expectation that such sales might occur; ¢ operating and stock performance of other
companies that investors deem comparable to us and overall performance of the equity markets; ¢ additions or departures of key
personnel; ¢ changes in our capital structure, such as future issuances of securities and the incurrence of debt; * general market
conditions and other factors, including factors unrelated to our operating performance or the operating performance of our
competitors; and ¢ other factors described in this “ Risk Factors ” section. In recent years, the stock markets generally have
experienced extreme price and volume fluctuations that have often been unrelated or disproportionate to the operating
performance of those companies. Broad market and industry factors may significantly affect the market price of our common
stock, regardless of our actual operating performance. In addition, in the past, class action litigation has often been instituted
against companies whose securities have experienced periods of volatility in market price. Securities litigation brought against
us following volatility in our stock price, regardless of the merit or ultimate results of such litigation, could result in substantial
costs, which would hurt our financial condition and operating results and divert management - s attention and resources from
our business. Securities analysts may not continue to publish favorable research or reports about our business or may publish no
information at all, which could cause our stock price or trading volume to decline. The trading market will be influenced to
some extent by the research and reports that 1ndustry or ﬁnancral analysts publrsh about us and our business. We do not control
these analysts. Our As-arela v v aet-research coverage may be inconsistent and
the-not as robust as larger and more establlshed publlc companles and as we begm to establlsh a commerc1allzatlon
operation, analysts may be unable whe v ;
Wtﬁh—us-efeiﬁmd-ustw—whteh—emﬁd-a-ffeeﬁheﬁabrhty—to accurately forecast our results and could make it more lrkely that we
fail to meet their estimates. If v age-tfany of the analysts who cover us
provide inaccurate or unfavorable research or issue an adverse opinion regardrng our stock prrce our stock price could decline.
If one or more of these analysts cease coverage of us or fail to publish reports covering us regularly, we could lose visibility in
the market, which in turn could cause our stock price or trading volume to decline and result in the loss of all or a part of your
investment in us. Item 1B. Unresolved Staff Comments.




