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Nasdaq Global Select Market under the symbol “AXNX.”

We are an “emerging growth company” under the federal securities laws and are subject to reduced public company disclosure standards. See
“Prospectus Summary—Implications of Being an Emerging Growth Company.”

Investing in our common stock involves risks that are described in the “Risk Factors” section beginning on page 17 of
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Per Share Total
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Underwriting discount(1) $1.05 $8,400,000
Proceeds, before expenses, to us $13.95 $111,600,000

(1)  We refer you to “Underwriting” beginning on page 207 for additional information regarding underwriting compensation.
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discount, for 30 days after the date of this prospectus.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or determined if this
prospectus is truthful or complete. Any representation to the contrary is a criminal offense.
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The shares will be ready for delivery on or about November 2, 2018.
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We have not, and the underwriters have not, authorized anyone to provide any information or to make any representations other than those
contained in this prospectus or in any free writing prospectus prepared by or on behalf of us. We and the underwriters take no responsibility for, and can
provide no assurance as to the reliability of, any other information that others may give you. This prospectus is an offer to sell only the shares offered
hereby, but only under the circumstances and in the jurisdictions where it is lawful to do so. The information contained in this prospectus or in any
applicable free writing prospectus is current only as of its date, regardless of its time of delivery or any sale of shares of our common stock. Our
business, financial condition, results of operations and prospects may have changed since that date.

For investors outside the United States: We have not, and the underwriters have not, done anything that would permit this offering or
possession or distribution of this prospectus in any jurisdiction where action for that purpose is required, other than in the United States. Persons outside
the United States who come into possession of this prospectus must inform themselves, and observe any restrictions relating to, the offering of the shares
of common stock and the distribution of this prospectus outside the United States.

This prospectus includes our trademarks and trade names, including, without limitation, -SNM® and Axonics SNM System®, which are our
property and are protected under applicable intellectual property laws. This prospectus also includes trademarks and trade names that are the property of
other organizations. Solely for convenience, trademarks and trade names referred to in this prospectus appear without the ® and ™ symbols, but those
references are not intended to indicate that we will not assert, to the fullest extent under applicable law, our rights, or that the applicable owner will not
assert its rights, to these trademarks and trade names. We do not intend our use or display of other companies’ trade names or trademarks to imply a
relationship with, or endorsement or sponsorship of us by, any other companies.
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PROSPECTUS SUMMARY

This summary highlights information contained elsewhere in this prospectus and does not contain all of the information you should
consider in making your investment decision. Before deciding to invest in shares of our common stock, you should read the entire prospectus
carefully, including “Risk Factors,” “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” and the
consolidated financial statements and the related notes appearing at the end of this prospectus. Unless the context requires otherwise, references in

this prospectus to “Axonics,” “our company,” “we,” “us” and “our” refer to Axonics Modulation Technologies, Inc. and our consolidated
subsidiaries.

Overview

We are a medical technology company focused on the design, development, and commercialization of innovative and minimally invasive
sacral neuromodulation, or SNM, solutions. SNM therapy is primarily used to treat patients with overactive bladder, or OAB, fecal incontinence, or
FI, and urinary retention, or UR. Our proprietary rechargeable SNM system, or our r-SNM System, delivers mild electrical pulses to the targeted
sacral nerve in order to restore normal communication to and from the brain to reduce the symptoms of OAB, FI, and UR. We believe our
proprietary r-SNM System offers significant advantages, including being the first and only rechargeable SNM system that is designed to be 60%
smaller than existing technology and to last approximately 15 years. We currently have marketing approvals in Europe, Canada, and Australia for
OAB, FI, and UR, and expect to submit a pre-market approval, or PMA, application to the U.S. Food and Drug Administration, or FDA, for urinary
urgency incontinence, or UUI, a predominant OAB subtype, during the first quarter of 2019. We believe our --SNM System has the potential to
disrupt and grow the approximately $605 million global SNM market in 2017, which is currently controlled by a single participant.

We are continuing to develop a growing body of compelling clinical evidence that demonstrates the safety, effectiveness, and sustained
benefits of our -SNM System. We have two clinical studies relating to our r-SNM System, a European study, RELAX-OAB, and a U.S. pivotal
study, ARTISAN-SNM. In our clinical work to date, we have implanted 180 patients, with an additional 41 patients being treated in our
investigator-initiated case series and commercially. In June 2018, we completed the enrollment and implantation of 129 patients with UUI for our
ARTISAN-SNM pivotal study. These patients are being evaluated at 14 centers in the United States and five in Europe. Out of 129 patients, 119
were directly implanted without an external trial period. We have determined the study’s primary endpoint to be the percentage of test responders
that have a therapeutic response, defined as at least a 50% reduction in the number of urgency leaks per day on a three-day bladder diary at six
months post-implant. All patients were evaluated as being “test responders” or “test failures” based on their therapy response at the one-month
follow-up. “Test responders” were defined as showing at least a 50% reduction in urgency leaks on a three-day bladder diary at the one-month
follow-up. 113 of the 129 patients, or approximately 88%, were determined to be test responders at the one-month follow-up. The remaining 16 of
129 patients, or approximately 12%, were determined to be test failures at the one-month follow-up. We have obtained partial three-month data for
this study for 110 patients and 95 test responders. In these partial three-month results, therapy response rate was 96% for test responders and 87%
for all patients, and 95% of test responders and 89% of all patients were “very” or “moderately” satisfied with the therapy. We expect that
six-month results will be available in the first quarter of 2019. Further, we expect to submit our PMA application to the FDA during the first
quarter of 2019. Typically, the PMA review process can take from six to 18 months, with the duration depending on a variety of factors. We plan to
continue to collect long-term data out to two years, with the 12-month results anticipated to be available in the third quarter of 2019.

As part of the investigational device exemption, or IDE, approval process for our ARTISAN-SNM pivotal study, the FDA recommended
that we should make several modifications to the study design in order for the study to serve as the primary clinical support for a future marketing
approval. Although we have not modified
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the ARTISAN-SNM pivotal study design to address all of the considerations that the FDA has reiterated, based on the preliminary study results to
date, and assuming sufficiently strong results at six months and beyond, we believe we will be able to provide the FDA with reasonable assurance
of the safety and effectiveness of our r-SNM System to support its marketing approval.

Our European RELAX-OAB study that began in June 2016 evaluated 51 patients at seven sites in Europe that suffered from OAB
subtypes UUI and/or urinary urgency frequency, or UUF. The three-month results were published in the peer-reviewed Journal of Neurourology
and Urodynamics in February 2018 and 12-month results have been submitted for publication. All patients were directly implanted and evaluated
to determine if they were test responders, which was defined as showing at least a 50% reduction in the number of average leaks or voids per day
or a reduction to less than eight voids per day, in each case on a three-day bladder diary, within one month. At three months, results for 48 patients
who continued with study follow-up showed a therapeutic response rate of 91% for test responders and 71% for all implanted patients. The
therapeutic response rate was sustained at 12 months for the 43 patients who continued with study follow-up, at 94% for test responders and 72%
for all implanted patients. During the study, patients experienced clinically meaningful improvements in quality of life, and at 12 months, 84% of
test responders and 77% of all patients were “very” or “moderately” satisfied with the therapy provided by our -SNM System. We are following
patients out to two years in this study and may follow patients out to five years at selected study sites.

OAB and FI are dysfunctions, rather than diseases, with a complex group of symptoms that frequently overlap and may be caused by a
diverse set of conditions. These dysfunctions affect individuals of both sexes and all ages. OAB causes a sudden urge to urinate that may be
difficult to stop, and could lead to the involuntary leakage of urine. In the United States and Europe, based on phone-based surveys, an estimated
87 million adults suffer from OAB. The primary OAB subtypes are UUI and UUF. UUI is the sudden need to urinate accompanied by involuntary
leakage of urine, regardless of frequency. UUF is the sudden need to urinate an abnormal number of times, typically more than eight times per day,
a measure we believe to be generally accepted among the relevant physician community. FI is the inability to control bowel function that could lead
to involuntary leakage from the rectum. In the United States and Europe, an estimated 40 million adults suffer from FI. Symptoms of OAB and FI
can have debilitating impacts on social, occupational, and daily activities, which can lead to loss of self-confidence, depression, anxiety, and
decreased sexual function and marital satisfaction. Comorbidities, which are generally more prevalent in patients with OAB and FI, may include
falls and fractures, urinary tract infections, skin infections, vulvovaginitis, and cardiovascular and central nervous system pathologies. Left
untreated, the effects of these dysfunctions impose a significant cost to society and place a high burden on healthcare systems.

First-line therapies for OAB include behavioral changes such as diet, exercise, timed voiding, pelvic floor exercises, and biofeedback, all
of which often have limited effectiveness. Second-line therapies for OAB consist of drug therapy and medical management, and may be effective;
however, the use of medication can cause undesirable side effects and the effectiveness may decrease over time with prolonged use. First- and
second-line therapies comprise the largest segment of the treatment market for OAB, and medication and other non-implantable treatments are
better known to physicians and hospitals than SNM therapy. Patients who fail, or are contraindicated or refractory for, both first- and second-line
therapies may be eligible for SNM as a third-line therapy. SNM therapy has been commercially available in the United States for over 20 years and
has been clinically proven to provide a safe, effective, reversible, and long-lasting solution. According to a study published in Neurourology and
Urodynamics, by Siegel et al. in 2014, SNM therapy is the only third-line therapy for OAB that has objectively demonstrated superior efficacy to
standard OAB medical therapy. Relative to the other third-line therapies such as onabotulinumtoxinA, or BOTOX, injections and percutaneous
tibial nerve stimulation, or PTNS, we believe SNM therapy has therapeutic advantages that include better efficacy and patient compliance.
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We believe that our innovative and proprietary r-SNM System offers similar therapeutic benefits and competitive advantages to the only
currently available SNM technology, InterStim II System, or InterStim II, offered by Medtronic plc, or Medtronic. We believe that our --SNM
System is the first and only system for SNM therapy with a rechargeable implantable pulse generator, or IPG, battery that is designed to last
approximately 15 years. As a result, patients implanted with our -SNM System do not need to undergo replacement surgery on average every 4.4
years, as is the case for patients implanted with InterStim II, which we believe will significantly improve patient experience and reduce the risks of
surgery and associated infections. In addition, we believe patients who have historically resisted SNM therapy because of the required multiple
surgeries may be more inclined to be treated by our -SNM System. Further, by reducing the number of replacement surgeries, physicians and
facilities can utilize their resources more efficiently. Finally, our technology has the potential to significantly reduce overall costs to the healthcare
system. In 2016, we commissioned a study that concluded that a rechargeable SNM system with a 15-year battery life could potentially reduce
overall U.S. healthcare costs by up to $12 billion over a 15-year horizon.

We have designed and developed a proprietary method protected by patents, know-how, and trade secrets that enables us to combine
ceramic and titanium for the IPG enclosure of our r-SNM System. This method enables us to incorporate a significantly smaller recharging coil into
our IPG, which offers benefits such as 60% smaller size and half the weight of InterStim IT and enhanced communication range. In addition, we
also engineered our IPG to deliver constant current stimulation, which adapts to the body’s physiological changes, which we expect will provide a
more consistent and reliable therapy over time and reduce patient and physician management of the therapy. Further, our -SNM System offers
significant wireless charging benefits and an easy-to-use patient remote control. Finally, we designed and custom built a touchscreen clinician
programmer that guides the implanting physician through electrode placement and stimulation programming. We also intend to continue to invest
in research and development activities focused on improvements and enhancements to our -SNM System. Our goals include introducing market
differentiating 1.5T/3.0T magnetic resonance imaging, or MRI, full body conditional labelling for our r-SNM System, reducing by half the number
of IPG battery recharging sessions required for the IPG to remain charged for one full month, introducing features that would enable us to connect
our IPG to an already implanted InterStim II lead, and expanding the suite of product solutions available for SNM therapy over time.

Our r-SNM System consists of several components and accessories that provide a smoothly integrated, long-lasting, intuitive, and
easy-to-use system. The miniaturized IPG is a five cubic centimeter, rechargeable implantable stimulator designed to provide stimulation through a
tined four-electrode lead. SNM therapy generally consists of two phases, an evaluation period, also called the external trial period, which typically
lasts a few days to a few weeks, and a permanent implant for those patients who experience a successful external trial period. The permanent
implant procedure typically occurs in a hospital or an outpatient setting and includes implantation of the IPG and, if a temporary lead was used for
the external trial period, implantation of the permanent lead. The IPG is inserted through a small incision into a pocket in the subcutaneous fat of
the upper buttocks, and the lead body is tunneled to the IPG pocket and connected to the IPG. The IPG is programmed by, and wirelessly
communicates with, the clinician programmer, at a range of up to approximately three feet. The patient has the ability to adjust stimulation intensity
up or down or switch on or off, using a discrete, small and easy-to-use wireless remote control that communicates with the device at a range of up
to approximately three feet. The IPG is wirelessly charged with an interval of approximately one hour once every two weeks under normal use
conditions.

We intend to focus the significant majority of our sales and marketing efforts in the United States where reimbursement for SNM therapy
is well-established and covered by most major U.S. insurers. We plan to build a specialized and dedicated direct sales organization, which will
initially target the estimated 850 physician specialists that represent a majority of the implant volume in the United States. We estimate that
approximately 75% of U.S. implant volume is generated by less than 1,000 physicians. In addition, we plan to strategically
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expand into international markets. We will initially endeavor to hire a specialty sales force of approximately 60 sales representatives in anticipation
of our potentially receiving FDA approval to support the commercial launch of our r-SNM System in the United States. Further, we expect to grow
our sales force over time and the number of our sales representatives at commercial launch will vary and may be higher depending on the duration
of the PMA review process.

On October 1, 2013, we entered into a license agreement, or the License Agreement, with the Alfred E. Mann Foundation for Scientific
Research, or AMF, pursuant to which AMF agreed to license to us certain patents and know-how, which we refer to collectively as the AMF IP,
relating to, in relevant part, an implantable pulse generator and related system components in development by AMF as of that date, in addition to
any peripheral or auxiliary devices, including all components, that when assembled, comprise such device, excluding certain implantable pulse
generators, altogether which we refer to as, the AMF Licensed Products.

Our Success Factors

We believe that continued growth of our company will be driven by the following success factors:

Large and growing SNM market with established coverage and reimbursement. SNM treatment for OAB, FI, and UR is a well-
established therapy. Since the first FDA-approved SNM device, InterStim I System, was introduced in 1997, over 300,000 patients
have been implanted worldwide with such system and its successor InterStim II. In 2017, we believe that approximately

41,000 patients were implanted with SNM therapy, including 11,000 patients undergoing replacement implants, corresponding to
an approximately $605 million global SNM market and approximately 8% year-over-year growth. With the global annual
addressable SNM market currently estimated to be approximately one percent penetrated, we believe that the introduction of a new
and highly differentiated SNM solution has the potential to grow the market in excess of historical rates. In addition, because SNM
therapy has been widely used in patients for over 20 years in the United States, which we believe makes up nearly 90% of the sales
in the global SNM market, reimbursement codes and payments are well-established and the procedure is covered by most major
U.S. insurers.

Long-term solution offering material benefits to patients, physicians, and payors. We believe that our r-SNM System is the first
and only system for SNM therapy with a rechargeable IPG battery that is designed to last approximately 15 years. As a result,
patients implanted with our -SNM System do not need to undergo replacement surgery on average every 4.4 years, as is the case
for patients implanted with InterStim II, which is not a rechargeable system. We believe a rechargeable system will significantly
improve a patient’s experience and reduce the risks of surgery and associated infections. In addition, by reducing the number of
replacement surgeries, physicians and facilities can utilize their resources more efficiently. Finally, we believe that our technology
has the potential to significantly reduce overall costs to the healthcare system. In 2016, we commissioned a study that concluded
that a rechargeable SNM system with a 15-year battery life could potentially reduce overall U.S. healthcare costs by up to

$12 billion over a 15-year horizon.

Significant competitive and functional advantages over the only approved SNM device. We believe that our -SNM System’s
innovative and proprietary design offers significant competitive and functional advantages over InterStim II. Our proprietary
method of combining ceramic and titanium for the IPG enclosure enables us to incorporate a significantly smaller recharging coil
into our IPG, which offers benefits such as 60% smaller size and half the weight of InterStim IT and enhanced communication
range. In addition, our r-SNM System employs constant current, which adapts to the body’s physiological changes, which we
expect will provide a more consistent and
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reliable therapy over time and reduce patient and physician management of the therapy. Further, our r-SNM System is
differentiated by significant wireless charging benefits and an easy-to-use patient remote control. Finally, we designed and custom
built a touchscreen clinician programmer that guides the implanting physician through electrode placement and stimulation
programming. Our clinician programmer allows physicians to connect to a patient’s IPG, while the patient is in the physician’s
care, to access key therapy data that is stored and maintained on the IPG.

Strong clinical data. We are continuing to develop a growing body of compelling clinical evidence that demonstrates the safety
and effectiveness of our -SNM System. In our clinical work to date, we have implanted 180 patients in the United States and
Europe. Our ARTISAN-SNM pivotal study is evaluating 129 patients with UUI. In the partial three-month results, therapy
response rate was 96% for test responders and 87% for all patients. We expect that six- and 12-month results will be available in
the first quarter of 2019 and the third quarter of 2019, respectively. Our European study, RELAX-OAB, evaluated 51 patients that
suffered from UUF and UUI. At three months, results for 48 patients who continued with study follow-up showed a therapeutic
response rate of 91% for test responders and 71% for all implanted patients. The therapeutic response rate was sustained at 12
months for the 43 patients who continued with study follow-up, at 94% for test responders and 72% for all implanted patients. We
intend to follow patients for at least out to two years for both of our clinical studies. We believe clinical data is important and will
be key to driving broad-based adoption of our r-SNM System.

A deep understanding of our target market with a sole focus on SNM. We formed our company by assembling an experienced
team with significant in-depth knowledge of our target market. From the outset, we spent significant time understanding the unmet
needs of patients and physicians through patient field studies and early engagement of physicians and key opinion leaders. By
utilizing this market knowledge and focusing solely on SNM, we have been able to navigate the development and regulatory
requirements for our -SNM System in an efficient manner. Since we commenced operations in late 2013, we have received
marketing approval in Europe, Canada, and Australia for OAB, FI, and UR, and completed the enrollment and implantation of
patients in our ARTISAN-SNM pivotal study. This pure-play SNM focus also allows us to efficiently manage our research and
development activities to further innovate and enhance our r-SNM System.

Comprehensive and broad intellectual property portfolio. Our r--SNM System is supported by a nucleus of issued patents and
patent applications that we license from AMF pursuant to the License Agreement. In addition to that nucleus, we have created a
substantial portfolio of wholly owned intellectual property, which includes patents, know-how and trade secrets that are embodied
by our r-SNM System. As of September 30, 2018, we owned 17 issued U.S. patents and 20 issued foreign patents, and 17 pending
U.S. patent applications and 59 pending foreign patent applications, and we licensed from AMF 30 issued U.S. patents and

38 issued foreign patents, and four pending U.S. patent applications and 28 pending foreign patent applications.

Experienced management team. Our senior management team has over 140 years of combined experience in the medical
technology industry. They have a track record of successfully bringing products to market, with significant expertise in
development, regulatory approval and commercialization activities.
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Our Strategy

Our goal is to become a global leader in providing an effective and long-term solution to patients with OAB and FI. To achieve this
goal, we are pursuing the following strategies:

»  Obtain FDA approval of our -SNM System;

+ Continue to promote awareness of our -SNM System among healthcare providers;

*  Build a commercialization infrastructure with a specialized direct sales and marketing team;

»  Continuously innovate to introduce enhanced SNM product offerings and pursue expanded indications; and

»  Further penetrate the addressable market by promoting patient and practice awareness.
Our Market

We believe our addressable market consists of approximately four million adults in the United States and Europe who suffer from
symptoms of either OAB or FI and who are readily treatable with, and eligible candidates for, SNM therapy. Specifically, we believe this four
million adult market consists of approximately three million adults with symptoms of OAB and approximately one million adults with FI within
these regions. While we anticipate expanding into other geographic regions over time, such as Canada and Australia, we will initially focus on the
United States and Europe due to larger overall market size and greater prevalence of OAB and FI.

The market for SNM therapy is large and growing. We believe that the global SNM market was approximately $605 million in 2017,
which we believe is comprised of sales of SNM systems for the treatment of UUI, UUF, F1, and UR, and is growing at an approximate rate of 8%
year-over-year. We believe this represents approximately 41,000 patient implants, including 11,000 patients undergoing replacement implants, with
nearly 90% of sales in this market being generated in the United States and approximately 85% of sales revenue coming from new implant volume.
Further, we estimate that the global annual addressable SNM market is presently approximately one percent penetrated. We estimate the global
addressable SNM market will continue to increase for the foreseeable future driven by increased awareness and education of SNM as a therapy
alternative, greater expectations for quality of life, and improved patient attitudes toward receiving medical attention. In addition, market growth
could accelerate due to more than one medical device company being focused on this market, new innovation for SNM therapy, and other potential
products being introduced to physicians and patients. We believe that this represents a compelling opportunity for our r-SNM System to capture
market share and further penetrate and grow the existing U.S. market. We have regulatory approvals in Europe, Canada, and Australia for OAB, FI,
and UR. We initially intend to pursue regulatory approval in the United States for UUI, a predominant OAB subtype, and we intend to seek
regulatory approval for other indications in the United States in the future.

Risks Associated with Our Business

Our business is subject to numerous risks and uncertainties, including those highlighted in the section entitled “Risk Factors”
immediately following this prospectus summary. These risks include, among others, the following:

*  We currently depend entirely on the successful and timely regulatory approval from the FDA and commercialization of our r-SNM
System, our only product. Our r-SNM System may not receive
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FDA regulatory approval or we may be significantly delayed in receiving regulatory approval. Even if we receive regulatory
approval, we may not be able to successfully commercialize our r-SNM System.

The clinical study process required to obtain regulatory approvals is lengthy and expensive with uncertain outcomes. If clinical
studies of our r-SNM System do not produce results necessary to support regulatory clearance or approval in the United States or
elsewhere, we will be unable to gain regulatory approval for, expand the indications for or commercialize our --SNM System and
may incur additional costs or experience delays in completing, or ultimately be unable to complete, the commercialization of our
r-SNM System.

We have derived minimal revenue from our operations and 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.

Our r-SNM System is currently our sole product and we are completely dependent on the success of our r-SNM System. We have
limited experience marketing and selling our r-SNM System, and if we are unable to establish, manage, and maintain sales and
marketing capabilities, we will be unable to successfully commercialize our r-SNM System or generate product revenue.

We are reliant on a single product and if we are not successful in commercializing our --SNM System our business will not
succeed.

We will require substantial additional capital to finance our planned operations, which may not be available to us on acceptable
terms or at all. As a result, we may not be able to implement our planned sales and marketing program to increase the adoption of
our r-SNM System.

We rely on the License Agreement to provide us with rights to use the AMF IP to develop and commercialize the AMF Licensed
Products, which are used in our r-SNM System. Any termination or loss of significant rights under the License Agreement would
materially and adversely affect our development and commercialization of our r-SNM System.

We will need to increase the size of our organization and we may be unable to manage our growth effectively.

We intend to compete against InterStim II and any future commercially available implantable SNM devices by offering material
advantages over existing technology. Such advantages may not be readily adopted by the market and we may need to compete
based on price or other factors, at which we may be unsuccessful.

We rely on third parties for the manufacture of our -SNM System. This reliance on third parties increases the risk that we will not
have sufficient quantities of our -SNM System or such quantities at an acceptable cost, and reduces our control over the
manufacturing process, which could delay, prevent or impair our development or commercialization efforts.

Our r-SNM System and operations are subject to extensive government regulation and oversight both in the United States and
internationally, and our failure to comply with applicable requirements could harm our business.

If we are unable to achieve and maintain adequate levels of coverage or reimbursement for our --SNM System, our commercial
success may be severely hindered, and in the event insurers require
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a prior authorization process, such process may not result in positive coverage determination for these patients.
Any side effects, manufacturing defects, misuse or abuse associated with our r-SNM System could result in patient injury or death.

The size and future growth in the market for SNM therapy has not been established with precision and may be smaller than we
estimate, possibly materially. If our estimates and projections overestimate the size of this market, our sales growth may be
adversely affected.

If we or any of our current or future licensors, including AMF, are unable to maintain, obtain or adequately protect our intellectual
property rights, we may not be able to compete effectively in our market or we could be required to incur significant expenses to
enforce or defend our rights or attempt to do the same.

Preliminary Financial Results for the Three Months Ended September 30, 2018

We are currently finalizing our financial results for the three months ended September 30, 2018. While complete financial information
and operating data are not yet available, set forth below are certain preliminary estimates of the results of operations that we expect to report for our
third quarter of 2018. Our actual results may differ materially from these estimates due to the completion of our financial closing procedures, final
adjustments and other developments that may arise between the date of this prospectus and the time the financial results for our third quarter of
2018 are finalized. All percentage comparisons to the prior year are measured to the midpoint of the range provided below for 2018.

For the three months ended September 30, 2018:

Net revenue is expected to be approximately $0.2 million, an increase from approximately $0.1 million in the corresponding prior
year period. The estimated increase in net revenue is related to the sale of our r-SNM systems to two new customers in Canada and
one new customer in Europe.

Loss from operations is expected to be between $7.5 million and $8.5 million, as compared to $4.5 million in the corresponding
prior year period. The estimated increase in loss from operations is due primarily to the increase in general and administrative costs
related to this offering and increased compensation, travel and other employee-related expenses related to increased headcount.

Net loss is expected to be between $7.5 million and $8.5 million, as compared to $4.5 million in the corresponding prior year
period. The estimated increase in net loss is due primarily to the factors described above.

As of September 30, 2018, our cash, cash equivalents and short-term investments is expected to be approximately $31.2 million and the
principal and interest outstanding under our Loan Agreement, which is defined below, is expected to be approximately $10.1 million.

The estimates above represent the most current information available to management and do not present all necessary information for an
understanding of our financial condition as of, and our results of operations for the three months ended, September 30, 2018. We have provided a
range for certain of the preliminary results described above primarily because our financial closing procedures for the three months ended
September 30, 2018 are not yet complete. As a result, our final results may vary from these preliminary estimates. We currently expect that our
final results will be within the ranges or near the approximate amounts described above. It is
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possible, however, that our final results will not be within these ranges or near the approximate amounts. These estimates are not necessarily
indicative of any future period and should be read together with “Risk Factors,” “Special Note Regarding Forward-Looking Statements,”
“Management’s Discussion and Analysis of Financial Condition and Results of Operations,” “Selected Historical Financial Data” and our
consolidated financial statements and related notes included elsewhere in this prospectus.

The preliminary financial data included in this prospectus has been prepared by, and is the responsibility of, our management and has not
been reviewed or audited by our independent registered public accounting firm. Accordingly, our independent registered public accounting firm
does not express an opinion or any other form of assurance with respect to this preliminary data.

Our consolidated financial statements as of and for the three months ended September 30, 2018 will not be available until after this
offering is completed.

Recent Developments

In October 2018, we and Silicon Valley Bank entered into an amendment to the Loan Agreement, which is defined below, or the Loan
Amendment, in connection with which we requested the full $5.0 million from Tranche B, which is defined below, and the full $5.0 million from
Tranche C, which is defined below. We have received the $10.0 million from both tranches. Pursuant to the Loan Amendment, Silicon Valley Bank
has agreed to (i) extend the interest only period from June 30, 2019 to December 31, 2019, without requiring our receipt of a PMA in the United
States for our -SNM System, and (ii) make Tranche C available now instead of January 1, 2019. In addition, pursuant to the Loan Amendment, we
are obligated to pay Silicon Valley Bank a fee of $100,000 in the event that we do not (i) consummate this offering with proceeds of no less than
$75.0 million, (ii) receive PMA approval in the United States for our -SNM System, or (iii) receive gross proceeds of at least $40.0 million from
the sale of our equity securities, in each case on or prior to June 30, 2019. In addition, as a result of our request of the full $5.0 million from
Tranche B and the full $5.0 million from Tranche C, the maturity of the Term Loan has been automatically extended to December 1, 2021. In
connection with our borrowing of the full $5.0 million from Tranche B and the full $5.0 million from Tranche C in October 2018, as of the date of
this prospectus, each of the two warrants issued pursuant to the Loan Agreement have become exercisable for 33,333 shares of our Series C
preferred stock. The two warrants to purchase shares of our Series C preferred stock will convert into warrants to purchase 80,000 shares of our
common stock in connection with the completion of this offering. See “Management’s Discussion and Analysis of Financial Condition and Results
of Operations—Indebtedness.”

Implications of Being an Emerging Growth Company
We qualify as an “emerging growth company,” as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS Act. For as
long as we remain an emerging growth company, we may take advantage of certain exemptions from various reporting requirements that are

applicable to other public companies. These provisions include, but are not limited to:

* being permitted to have only two years of audited financial statements and only two years of related selected financial data and
management’s discussion and analysis of financial condition and results of operations disclosure;

+ an exemption from compliance with the auditor attestation requirement in the assessment of our internal control over financial
reporting pursuant to the Sarbanes-Oxley Act of 2002, as amended, or the Sarbanes-Oxley Act;
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» reduced disclosure about executive compensation arrangements in our periodic reports, registration statements and proxy
statements; and

» exemptions from the requirements to seek non-binding advisory votes on executive compensation or golden parachute
arrangements.

In addition, the JOBS Act permits emerging growth companies to take advantage of an extended transition period to comply with new or
revised accounting standards applicable to public companies. We have elected to take advantage of this transition period. We will remain an
emerging growth company until the earliest of (i) the end of the fiscal year following the fifth anniversary of the completion of this offering, (ii) the
first fiscal year after our annual gross revenues exceed $1.07 billion, (iii) the date on which we have, during the immediately preceding three-year
period, issued more than $1.0 billion in non-convertible debt securities, or (iv) the end of any fiscal year in which the market value of our common
stock held by non-affiliates exceeds $700 million as of the end of the second quarter of that fiscal year.

Corporate Information

We were incorporated in the State of Delaware in March 2012 under the name “American Restorative Medicine, Inc.” In August 2013,
we changed our name to Axonics Modulation Technologies, Inc. and commenced our operations in late 2013 when we entered into the License
Agreement. Our principal executive offices are located at 26 Technology Drive, Irvine, California 92618 and our telephone number is (949)
396-6322. Our website is www.axonicsmodulation.com. The information contained on or that can be accessed through our website is not
incorporated by reference into this prospectus, and you should not consider any information contained on, or that can be accessed through, our
website as part of this prospectus or in deciding whether to purchase our common stock.
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Common stock offered by us

Common stock to be outstanding after this offering

Option to purchase additional shares

Use of proceeds

Risk factors

Reserved share program

Nasdaq Global Select Market symbol

THE OFFERING
8,000,000 shares.

26,638,600 shares (or 27,838,600 shares if the underwriters exercise their option to
purchase additional shares in full).

We have granted the underwriters a 30-day option to purchase up to 1,200,000 additional
shares of our common stock at the public offering price less the underwriting discounts and
commissions.

We estimate that the net proceeds to us from this offering will be approximately

$109.3 million (or approximately $126.0 million if the underwriters exercise their option to
purchase additional shares in full), based on the initial public offering price of $15.00 per
share, after deducting the underwriting discounts and commissions and estimated offering
expenses payable by us.

We intend to use the net proceeds from this offering to (i) hire sales and clinical support
personnel, including a specialty sales force of approximately 60 sales representatives,
which we will initially endeavor to hire in anticipation of our potentially receiving FDA
approval, to support the commercial launch of our r-SNM System in the United States, and
to fund marketing initiatives in United States, Europe and Canada, (ii) to conduct SNM-
related research and development activities and to fund the technological enhancement of
our r-SNM System, and (iii) the remainder for working capital and general corporate
purposes.

See “Use of Proceeds” for more information.

Investing in our common stock involves a high degree of risk. See “Risk Factors”
beginning on page 17 and the other information included in this prospectus for a discussion
of factors you should consider carefully before deciding to invest in our common stock.

At our request, the underwriters have reserved for sale, at the initial public offering price,
up to 5.0% of the shares offered by this prospectus for sale to certain of our directors,
officers, employees, business associates and related persons through a reserved share
program. If these persons purchase reserved shares, this will reduce the number of shares
available for sale to the general public. Any reserved shares that are not so purchased will
be offered by the underwriters to the general public on the same terms as the other shares
offered by this prospectus.

“AXNX.”

11
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date:

The number of shares of our common stock to be outstanding after this offering is based on 18,638,600 shares of common stock
outstanding as of June 30, 2018, after giving effect to the conversion of all of our outstanding shares of preferred stock, and excludes as of that

1,425,316 shares of our common stock issuable upon the exercise of outstanding stock options under our 2014 Stock Incentive
Plan, as amended, or the 2014 Plan, at a weighted-average exercise price of $1.35 per share;

37,971 shares of our common stock reserved for future issuance under the 2014 Plan;

4,540,019 shares of our common stock reserved for future issuance under our 2018 Omnibus Incentive Plan, or the 2018 Plan,
which became effective in October 2018; and

40,001 shares of our common stock issuable upon the exercise of outstanding warrants to purchase shares of our Series C preferred
stock, which will convert into warrants to purchase 40,001 shares of our common stock in connection with the completion of this
offering, at an exercise price of $7.50 per share.

In addition, the number of shares of our common stock after this offering does not give effect to 39,999 shares of our common stock
issuable upon exercise of warrants to purchase shares of our Series C preferred stock, which will convert into warrants to purchase 39,999 shares of
our common stock in connection with the completion of this offering, at an exercise price of $7.50 per share, that have become exercisable upon
borrowing the additional $10.0 million under the Loan Agreement with Silicon Valley Bank. As of the date of this prospectus, we have received the
additional $10.0 million.

Unless otherwise indicated, all information contained in this prospectus assumes:

no exercise by the underwriters of their option to purchase up to an additional 1,200,000 shares of our common stock;
no exercise of the outstanding stock options and warrants described above;
a 1.2-for-1.0 forward stock split of our common stock effected on October 18, 2018;

the automatic exchange of an aggregate of 27,229,768 ordinary shares of Axonics Europe, S.A.S., or Axonics Europe, into 310,500
shares of our Series A preferred stock, 604,560 shares of our Series B-1 preferred stock, 323,437 shares of our Series B-2 preferred
stock, and 1,990,676 shares of our Series C preferred stock, which we refer to collectively as, the exchanged preferred stock,
immediately prior to the completion of this offering as more specifically detailed under “Certain Relationships and Related Party
Transactions—Share Exchange Agreement”;

the automatic conversion of the warrants described above into warrants to purchase shares of our common stock upon the
completion of this offering, the result of which will have no impact on our consolidated financial statements;

the automatic conversion of all outstanding shares of our preferred stock, including all of the shares of the exchanged preferred
stock, into 15,813,297 shares of our common stock upon the completion of this offering; and

12
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+ the filing of our amended and restated certificate of incorporation, or our certificate of incorporation, and the adoption of our
amended and restated bylaws, or our bylaws, immediately prior to the completion of this offering.

Certain of our existing stockholders that are affiliated with certain of our directors have agreed to purchase an aggregate of
approximately $34.0 million in shares of our common stock in this offering at the initial public offering price. The underwriters will receive the
same underwriting discount on any shares purchased by these stockholders as they will on any other shares sold to the public in this offering.

13
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SUMMARY FINANCIAL DATA

The following tables set forth, for the periods and as of the dates indicated, our summary financial data. Our consolidated statements of
comprehensive loss for the years ended December 31, 2016 and 2017 are derived from our audited consolidated financial statements and related
notes included elsewhere in this prospectus. We derived the summary consolidated statements of comprehensive loss for the six months ended
June 30, 2017 and 2018, and the summary consolidated balance sheets data as of June 30, 2018, from our unaudited interim consolidated financial
statements and related notes that are included elsewhere in this prospectus. We have prepared the unaudited information on the same basis as the
audited consolidated financial statements and have included all adjustments, consisting only of normal recurring adjustments, that we consider
necessary for a fair statement of our financial position and operating results for such period. Our historical results are not necessarily indicative of
the results that may be expected or may actually occur in the future, and our interim results are not necessarily indicative of the expected results for
future interim periods or the full year. You should read the following information together with the more detailed information contained in
“Selected Financial Data,” “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” and our consolidated
financial statements and the related notes included elsewhere in this prospectus.

The following table is presented in thousands, except for share and per share data:

Year Ended December 31, Six Months Ended June 30,
2016 2017 2017 2018
(unaudited)

Statements of Comprehensive Loss:

Net revenue $ — $ 128 $ — $ 12
Cost of goods sold — 118 — 5
Gross profit — 10 — 7
Operating expenses
Research and development $ 12,510 $ 12,332 $ 5,827 $ 10,721
General and administrative 4,457 4,823 2,417 3,071
Sales and marketing 517 1,029 399 1,359
Total operating expenses 17,484 18,184 8,643 15,151
Loss from operations (17,484) (18,174) (8,643) (15,144)
Other income (expense), net 83 113 36 (108)
Net loss $ (17,401) $ (18,061) $ (8,607) $  (15,252)
Foreign currency translation adjustment — 588 69 3)
Comprehensive loss $ (17,401) $ (17,473) $ (8,5538) $ (15,255)
Net loss per share, basic and diluted(1) $ (7.52) $ (7.04) $ (3.60) $ (5.43)
Weighted-average shares used to compute basic and diluted net
loss per share(1) 2,313,526 2,564,964 2,389,066 2,811,183
Pro forma net loss per share, basic and diluted(1)(2)(3) (unaudited) $ (0.98) $ (0.82)
Pro forma weighted-average shares used to compute basic and
diluted net loss per share(1)(2)(3) (unaudited) 18,378,261 18,624,480
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See Note 1 to our consolidated financial statements included elsewhere in this prospectus for an explanation of the method used to calculate
the net loss per share and the number of shares used in the computation of the per share amounts.

The pro forma net loss per share of common stock, basic and diluted, for the year ended December 31, 2017 and the six months ended

June 30, 2018 reflects: (i) the automatic exchange of the exchanged preferred stock immediately prior to the completion of this offering,

(ii) the automatic conversion of all outstanding shares of our preferred stock, including the exchanged preferred stock, into 15,813,297 shares
of our common stock upon completion of this offering, (iii) the automatic conversion of outstanding warrants to purchase shares of our
Series C preferred stock into warrants to purchase 40,001 shares of our common stock in connection with the completion of this offering, and
the resulting reclassification of such warrants from a current liability to stockholders’ equity (deficit), and (iv) the filing and effectiveness of
our certificate of incorporation, which will occur immediately prior to the completion of this offering. Does not reflect (i) $10.0 million in
additional borrowings we borrowed under the Loan Agreement in October 2018, and (ii) the related concurrent issuance of warrants to
purchase shares of our Series C preferred stock, which will become exercisable for 39,999 shares of our common stock immediately prior to
the closing of this offering at an exercise price of $7.50 per share.

The pro forma net loss per share of common stock, basic and diluted, does not give effect to the issuance of shares of our common stock in
this offering nor do they give effect to potential dilutive securities where the impact would be anti-dilutive.

The following table is presented in thousands:

As of June 30, 2018

Pro Forma
Pro as
Actual Forma(2) Adjusted(3)
(unaudited,
restated) (unaudited) (unaudited)
Balance Sheets Data(1):
Cash, cash equivalents and short-term investments $ 39,881 $ 39,881 $ 149,143
Property and equipment, net 1,459 1,459 1,459
Intangible asset, net 483 483 483
Total assets 45,800 45,800 155,061
Total liabilities 14,024 13,784 13,784
Convertible preferred stock 82,126 — —
Noncontrolling interest in Axonics Europe S.A.S. 31,066 — —
Stock subscription receivable(4) (1,824) (1,824) (1,824)
Accumulated deficit (82,418) (82,418) (82,418)
Total stockholders’ equity (deficit) (81,418) 32,015 141,277
(1) See Note 10 to our consolidated financial statements appearing elsewhere in this prospectus for more information on the restatements of
certain of our consolidated financial statements, including our consolidated balance sheets.
(2) Gives effect to: (i) the automatic exchange of the exchanged preferred stock immediately prior to the completion of this offering, (ii) the

automatic conversion of all outstanding shares of our preferred stock, including the exchanged preferred stock, into 15,813,297 shares of our
common stock upon completion of this offering, (iii) the automatic conversion of outstanding warrants to purchase shares of our Series C
preferred stock into warrants to purchase 40,001 shares of our common stock in connection with the
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“4)

completion of this offering, and the resulting reclassification of such warrants from a current liability to stockholders’ equity (deficit), and
(iv) the filing and effectiveness of our certificate of incorporation, which will occur immediately prior to the completion of this offering.
Does not reflect (i) $10.0 million in additional borrowings we borrowed under the Loan Agreement in October 2018, and (ii) the related
concurrent issuance of warrants to purchase shares of our Series C preferred stock, which will become exercisable for 39,999 shares of our
common stock immediately prior to the closing of this offering at an exercise price of $7.50 per share.

Reflects, in addition to the pro forma adjustment set forth in footnote 2, the sale of 8,000,000 shares of our common stock in this offering at
the initial public offering price of $15.00 per share, and after deducting the underwriting discounts and commissions and estimated offering
expenses payable by us.

Includes outstanding secured full recourse promissory notes, or promissory notes, as of June 30, 2018, with an aggregate principal balance of
$1,782,268.70, that were issued to us by certain of our executive officers and directors in exchange for the exercise of an aggregate of
1,653,196 shares of common stock pursuant to stock option awards. We have entered into debt forgiveness and cancellation of note
agreements with certain of our executive officers and directors, including each of our named executive officers, to terminate each of their
respective promissory notes and to forgive all respective obligations for payment thereof in connection with this offering. See “Certain
Relationships and Related Party Transactions—Loans to Officers and Directors.”
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RISK FACTORS

Investing in our common stock involves a high degree of risk. You should carefully consider the following information about these risks,
together with the other information appearing elsewhere in this prospectus, including our consolidated financial statements, the notes thereto and the
section entitled “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” before deciding to invest in our common
stock. The occurrence of any of the following risks could have a material and adverse effect on our business, reputation, financial condition, results of
operations and future growth prospects, as well as our ability to accomplish our strategic objectives. As a result, the trading price of our common stock
could decline and you could lose all or part 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 stock price.

Risks Related to Our Business and Strategy

We currently depend entirely on the successful and timely requlatory approval from the FDA and commercialization of our r-SNM
System, our only product. Our r-SNM System may not receive FDA regulatory approval or we may be significantly delayed in receiving regulatory
approval. Even if we receive regulatory approval, we may not be able to successfully commercialize our r-SNM System.

We currently have only one product, our r-SNM System, and our business presently depends entirely on our ability to obtain regulatory
approval from the FDA for our r-SNM System and to successfully commercialize it in a timely manner. We have no other products currently approved
for sale and we may never be able to develop marketable products or enhancements to our --SNM System. We are not permitted to market our r-SNM
System in the United States until we receive approval from the FDA. We do not know if or when we will receive such approval or whether we will need
to make modifications to our -SNM System, generate additional data to submit to the FDA, or incur significant additional expenditures to obtain any
such approval.

Our near-term prospects, including our ability to finance our company and generate revenue, as well as our future growth, depend entirely on

the successful and timely regulatory approval from the FDA and commercialization of our r-SNM System. The regulatory and commercial success of
our r-SNM System will depend on a number of factors, including the following:

*  whether we are required by the FDA or other similar regulatory authorities to conduct additional clinical studies or to modify the design
of our current studies to support the approval of our r-SNM System;

»  our success in educating physicians and patients about the benefits, administration and use of our --SNM System;

»  the timely receipt of necessary marketing approvals from the FDA and other similar regulatory authorities;

*  achieving and maintaining compliance with all regulatory requirements applicable to our r-SNM System;

» the ability to raise additional capital on acceptable terms, or at all, if needed, to support the commercial launch of our -SNM System;
»  the acceptance by physicians and patients of the safety and effectiveness of our r-SNM System;

*  our ability to successfully commercialize our r-SNM System;

*  our ability to hire a sufficient number of talented sales representatives to sell our r-SNM System;
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» the ability of our current manufacturers and any third parties with whom we may contract to manufacture our r-SNM System to remain
in good standing with regulatory agencies and develop, validate and maintain commercially viable manufacturing processes that are
compliant with applicable requirements; and

» the availability, perceived advantages, relative cost, relative safety and relative efficacy of competing products, such as InterStim II, or
competing third-line therapies, such as BOTOX injections and PTNS.

For example, as part of the IDE approval process for our ARTISAN-SNM pivotal study, the FDA recommended that we should make several
modifications to the study design in order for the study to serve as the primary clinical support for a future marketing approval. Specifically, despite our
responses and supporting documentation that we submitted in support of our study design, the FDA reiterated its previously expressed recommendations
that we make the following modifications to our ARTISAN-SNM pivotal study:

*  exclude patients with mixed urinary incontinence, or MUI, which means a patient has both stress urinary incontinence and UUI;
» use either a seven-day bladder diary or two separate three-day bladder diaries;

* use a 12-month primary effectiveness endpoint in order to account for the placebo effect and enable assessment of durability of the
treatment effect;

» use all patients in whom an implant is attempted, not initial responders after one month, for primary efficacy analysis;
» use multiple imputation to account for missing primary endpoint data;

» revise the protocol to include details on statistical analysis methods for analyzing the primary and secondary endpoints, analysis
population, method for handling missing endpoint data and sensitivities and poolability analyses;

e use a two-sided 95% confidence interval; and
«  provide further justification for restarting with a new activation date after a lead issue.

In response, we have engaged with the FDA regarding its recommendation, including our latest IDE supplement, which we submitted to the
FDA in September 2018 to address certain of its recommendations. As a result, we incorporated a number of recommended study modifications.
However, to date we elected not to incorporate several of the recommended modifications based on what we believe are currently accepted urology
practice guidelines and the design of previous OAB clinical studies accepted by the FDA. We believe certain of these modifications would have resulted
in a study design that increased study site and patient burdens, decreased the feasibility of enrollment or were not clearly supported by available peer-
reviewed literature or currently accepted urology practice guidelines. At this point in the study, some of the FDA’s recommendations cannot be
implemented. For example, we cannot exclude patients with MUI and we cannot change the three-day bladder diaries taken at baseline to seven-day
bladder diaries. On October 19, 2018, the FDA approved our latest IDE supplement and removed certain of its prior study design recommendations.
However, the FDA also continues to reiterate several of its recommended study modifications, including exclusion of patients with MUI, use of a seven-
day bladder diary or two separate three-day bladder diaries, use of a 12-month primary effectiveness endpoint and use of all patients in whom an implant
is attempted, instead of initial responders after one month, for our primary efficacy analysis. See “Business—Our Clinical Results and
Studies—ARTISAN-SNM Pivotal Study” for more information.

Although we have not modified the ARTISAN-SNM pivotal study design to address all of the above considerations that the FDA has
reiterated, based on the preliminary study results to date, and assuming
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sufficiently strong results at six months and beyond, we believe we will be able to provide the FDA with reasonable assurance of the safety and
effectiveness of our r-SNM system to support its marketing approval. However, it is possible that the results will not be sufficiently strong or that, in part
due to its concerns with our study design, the FDA will not accept the data as reasonable assurance of safety and effectiveness, which would materially
and adversely affect our ability to obtain marketing approval of our -SNM System. If we intend to modify the study design to address any of the above
FDA considerations that we have not already addressed, we will be required to obtain FDA approval of an IDE supplement before implementing the
changes, which could result in significant delays. The approval requirements for an IDE supplement are generally the same as an original IDE, and they
are approved if the FDA does not object within 30 days. We would also be required to get institutional review board, or IRB, approval of the protocol
changes if the changes involve the rights, safety, or welfare of the patients, and some investigators may determine that local rules require additional
approvals from a local IRB.

The FDA stated its belief that additional modifications were needed for our study design to support marketing approval, and recommended,
but did not require, that we modify our study to address the issues described above. Incorporating such modifications may be costly or not possible at
this point in the ongoing clinical study or lead to delays in obtaining approval from the FDA, which may be significant and adversely and materially
affect our ability to successfully commercialize our r-SNM System. Further, even if we make changes to the study design to address these
considerations, the FDA may not approve our r-SNM System.

In addition to our anticipated submission of a PMA based on data from the IDE process, on January 9, 2018, we also submitted to the FDA a
premarket approval application, which we refer to as the “literature-based PMA,” in which equivalence to an already FDA approved product is claimed
based on the review of technical specifications, published clinical studies, and other information. In our filing, we are claiming equivalence to the only
FDA approved SNM device, InterStim II. On May 9, 2018, the FDA responded and requested that we submit additional information to demonstrate that
our r-SNM device is sufficiently similar to the InterStim II device referenced in the literature to be able to determine safety and effectiveness from the
literature. The FDA’s response also asked us to address a number of other matters, including those related to the electrical safety, electromagnetic
compatibility and wireless technology, biocompatibility, and our pre-clinical studies. On October 18, 2018, we responded to the FDA and voluntarily
withdrew the literature-based PMA. Subsequent to further consultation with the FDA, which is pending, we will evaluate the merits of submitting a new
literature-based PMA application, if at all.

If we do not successfully address the FDA’s suggested considerations or other questions that arise during the FDA review process (including
those that arose during the literature-based PMA process) and obtain FDA approval, and for some changes, obtain IRB approval, in a timely manner or
at all, we could experience significant delays in obtaining marketing approval from the FDA for our r-SNM System or not obtain approval at all. Even if
FDA regulatory approval is obtained, we may never be able to successfully commercialize our r-SNM System.

We have derived minimal revenue from our operations and 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 are a medical technology company with a limited operating history. To date, we have invested substantially all of our efforts in the
research and development of, seeking regulatory approval for, and commercial planning for our r-SNM System. We are not profitable and have incurred
losses each year since we began our operations in 2013. We have a limited operating history upon which to evaluate our business and prospects.
Consequently, any predictions about our future success, performance or viability may not be as accurate as they could be if we had a longer operating
history or an approved product on the market in the United States. To date, we have not obtained regulatory approval for our --SNM System in the
United States or generated meaningful revenue from sales of our r-SNM System outside the United States.
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We have not derived meaningful revenue from our operations, as our activities have consisted primarily of developing our technology and
conducting clinical studies. As a result, for the years ended December 31, 2016 and 2017, we recorded net losses of $17.4 million and $18.1 million,
respectively, and for the six months ended June 30, 2017 and 2018, we recorded net losses of $8.6 million and $15.3 million, respectively. As of
June 30, 2018, we had an accumulated deficit of $82.4 million. To date, we have financed our operations primarily through preferred stock financings
and amounts borrowed under the Loan Agreement. We have devoted substantially all of our financial resources to research and development activities as
well as general and administrative expenses associated with our operations, including clinical and regulatory initiatives to obtain marketing approval.

Following this offering, we expect that our operating expenses will continue to increase as we (i) build our commercial infrastructure,
(ii) develop, enhance, seek FDA regulatory approval for, and begin to commercialize, if approved, our -SNM System in the United States, (iii) increase
our commercialization efforts internationally, and (iv) incur additional operational costs associated with being a public company. For example, we intend
to hire approximately 60 sales representatives, which we will initially endeavor to hire in anticipation of our potentially receiving FDA approval to
support the commercial launch of our -SNM System in the United States and expect to grow our sales force over time and the number of our sales
representatives at commercial launch will vary and may be higher depending on the duration of the PMA review process. If we are delayed in obtaining
approval of our -SNM System by the FDA, we may be required to offer increased compensation to our U.S. sales team in order to retain them, which
would further increase our operational costs. As a result, we expect to continue to incur operating losses for the foreseeable future. Our expected future
operating losses, combined with our prior operating losses, may adversely affect the market price of our common stock and our ability to raise capital
and continue operations.

If approved by the FDA, we expect that sales of our --SNM System will account for the substantial majority of our future revenue. If our
r-SNM System does not achieve an adequate level of acceptance by physicians, health care payors, and patients and does not receive adequate
reimbursement from third party payors, we may not generate sufficient revenue and we may not be able to achieve profitability. Even if we do achieve
profitability, we may not be able to sustain or increase profitability in subsequent periods or 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 and
adverse effect on our business, financial condition and results of operations and cause the market price of our common stock to decline.

Our r-SNM System is currently our sole product, and we are completely dependent on the success of our r-SNM System. We have limited
experience marketing and selling our r-SNM System, and if we are unable to establish, manage, and maintain sales and marketing capabilities, we
will be unable to successfully commercialize our r-SNM System or generate product revenue.

Our r-SNM System is currently our sole product, and we are completely dependent on its success. Successfully commercializing medical
devices such as ours is a complex and uncertain process. Our commercialization efforts will depend on the efforts of our management and sales team,
our third-party manufacturers and suppliers, physicians and hospitals, and general economic conditions, among other factors, including the following:

*  our ability to successfully complete our ARTISAN-SNM pivotal study and to obtain regulatory approval in the United States for our
r-SNM System for the treatment of UUT;

» the effectiveness of our marketing and sales efforts in the United States and internationally;

»  our third-party manufacturers’ and suppliers’ ability to manufacture and supply the components of our r-SNM System in a timely
manner and in accordance with our specifications;
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» the availability, perceived advantages, relative cost, relative safety, and relative efficacy of alternative and competing therapies;
»  our ability to obtain, maintain, and enforce our intellectual property rights in and to our r-SNM System;

»  the emergence of competing technologies and other adverse market developments, and our need to enhance our r-SNM System and/or
develop new products to maintain market share in response to such competing technologies or market developments;

*  our ability to achieve and maintain compliance with all regulatory requirements applicable to our r-SNM System; and

»  our ability to successfully conduct additional clinical studies as may be required by the FDA or comparable non-U.S. regulatory
authorities to enable our r-SNM System to be approved for additional indications.

We currently have a limited sales and marketing organization outside the United States and we do not have a sales or marketing organization
in the United States. We began marketing and selling our r-SNM System in certain limited European markets in 2018. As a result, we have limited
experience marketing and selling our r-SNM System. We currently sell our r-SNM System through a limited direct sales force in Europe, that targets
physicians and hospitals. As of September 30, 2018, our limited direct sales organization in Europe consisted of four employees.

In order to generate future revenue growth, we plan to expand the size and geographic scope of our sales and marketing organization. Our
future success will depend largely on our ability to hire, train, retain and motivate skilled sales, marketing and reimbursement personnel with significant
industry experience and technical knowledge of implantable devices and related products. Because the competition for their services is high, we may not
be able to hire and retain additional personnel on favorable or commercially reasonable terms, if at all. If we are delayed in obtaining approval of our
-SNM System by the FDA, we may be required to offer increased compensation to our U.S. sales team in order to retain them. However, even if we do
that, we may lose members of our sales team who do want or are not able to wait until we obtain approval from the FDA without actively selling our
product or earning less than they would otherwise if our product were approved in the United States. Our failure to hire or retain qualified sales,
marketing and reimbursement personnel would prevent us from expanding our business and generating revenue.

Once hired, the training process for sales representatives can be lengthy because it requires significant education for new sales representatives
to achieve the level of clinical competency with our product expected by physicians. Upon completion of the training, we expect that the sales
representatives would require lead time in the field to grow their network of accounts and achieve the productivity levels we expect them to reach in any
individual territory. Furthermore, the use of our product will often require or benefit from direct support from us. If we are unable to attract, motivate,
develop and retain a sufficient number of qualified sales personnel, and if our sales representatives do not achieve the productivity levels we expect
them to reach, our revenue will not grow at the rate we expect and our financial performance will suffer. Also, to the extent we hire personnel from our
competitor, we may have to wait until applicable non-competition provisions have expired before deploying such personnel in restricted territories or
incur costs to relocate personnel outside of such territories. This may subject us to allegations that these new hires have been improperly solicited, or
that they have divulged to us proprietary or other confidential information of their former employers. Addressing such allegations would be costly both
in terms of time and resources. Any of these risks may adversely affect our business.

If we are not successful in recruiting sales, marketing and reimbursement personnel or building a sales and marketing infrastructure, we will
have difficulty successfully commercializing our r-SNM System, which
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would adversely affect our business, operating results and financial condition. If we are not successful in commercializing our r-SNM System, our future
product revenue will suffer and we would likely incur significant additional losses. Any factors that adversely impact the commercialization of our
r-SNM System will have a negative impact on our business, results of operations and financial condition.

We will require substantial additional capital to finance our planned operations, which may not be available to us on acceptable terms or
at all. As a result, we may not be able to implement our planned sales and marketing program to increase the adoption of our r-SNM System.

Our operations have consumed substantial amounts of cash since inception, primarily due to our research and development activities and
conducting clinical studies for our -SNM System. We expect these activities and the associated expenses to continue following this offering. We also
expect our expenses to increase substantially in connection with our plan to commercialize our r-SNM System in the United States and internationally.
Additional expenditures will also include costs associated with manufacturing and supply, sales and marketing costs, costs and expenses incidental to
being a public company, and general operations. In addition, other unanticipated costs may arise.

As of June 30, 2018, we had cash, cash equivalents and short-term investments of $39.9 million. We believe that the net proceeds from this
offering, together with our existing cash, cash equivalents and short-term investments, will fund our projected operating expenses and capital
expenditure requirements for at least the next 12 months.

Our present and future funding requirements will depend on many factors, including:

*  our ability to successfully complete our ARTISAN-SNM pivotal study and to obtain regulatory approval in the United States for our
r-SNM System for the treatment of UUI and the associated costs;

» the costs associated with manufacturing, selling, and marketing our r-SNM System for the treatment of UUI in the United States, if
approved by the FDA, and for other indications for which we receive regulatory clearance or approval, including the cost and timing of
implementing our sales and marketing plan and expanding our manufacturing capabilities;

» our ability to effectively market and sell, and achieve sufficient market acceptance and market share for, our r-SNM System;

» the costs to establish, maintain, expand, and defend the scope of our intellectual property portfolio, as well as any other action required
in connection with licensing, preparing, filing, prosecuting, defending, and enforcing any patents or other intellectual property rights;

»  the emergence of competing technologies and other adverse market developments, and our need to enhance our r-SNM System and/or
develop new products to maintain market share in response to such competing technologies or market developments;

*  our ability to establish and maintain strategic licensing or other arrangements and the financial terms of such agreements;

* the time and cost necessary to complete post-market studies that could be required by regulatory authorities or other studies required to
obtain clearance for additional indications;

»  the timing, receipt, and amount of license fees and sales of, or royalties on, or future improvements on our r-SNM System, if any; and
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* our need to implement additional internal systems and infrastructure, including financial and reporting systems, incidental to being a
public company.

We may need to raise additional capital or alternatively we may seek to raise only equity capital. If we raise additional capital through public
or private equity offerings, the ownership interest of our existing stockholders will be diluted, and the terms of these securities may include liquidation
or other preferences that adversely affect our stockholders’ rights. If we raise additional capital through debt financing, we may be subject to covenants
limiting or restricting our ability to take specific actions, such as incurring additional debt or liens, making capital expenditures or declaring dividends.
If we raise additional capital through marketing and distribution arrangements or other collaborations, strategic alliances or licensing arrangements with
third parties, we may have to relinquish certain valuable rights to our --SNM System, technologies, future revenue streams or research programs, or
grant licenses on terms that may not be favorable to us. If we are unable to obtain adequate financing when needed and on terms that are acceptable to
us, we may have to delay, reduce the scope of or suspend the implementation of our sales and marketing plan and our ongoing research and development
efforts, which would have a material adverse effect on our business, financial condition, and results of operations.

We rely on the License Agreement to provide us with rights to use the AMF IP to develop and commercialize the AMF Licensed Products,
which are used in our r-SNM System. Any termination or loss of significant rights under the License Agreement would materially and adversely
dffect our development and commercialization of our r-SNM System.

On October 1, 2013, we entered into the License Agreement pursuant to which AMF agreed to license to us the AMF IP to develop and
commercialize the AMF Licensed Products. Any and all improvements to the AMF IP made by us will be owned by AMF and licensed to us under the
License Agreement for purposes of making AMF Licensed Products.

Pursuant to the License Agreement, AMF granted us a royalty-bearing, sublicensable (by written, executed agreements only, subject to the
terms of the License Agreement) license, under the AMF IP to make, have made, lease, offer to lease, use, sell, offer for sale, market, promote,
advertise, import, research, develop and commercialize the AMF Licensed Products worldwide for the treatment of (i) chronic pain in humans through
the application of electrical energy to the nervous system, (ii) inflammatory conditions of the human body through the application of electrical energy to
the vagus nerve, a nerve that interfaces with parasympathetic control of the heart, lungs and digestive tract and (iii) urinary and fecal dysfunction in
humans through the application of electrical energy anywhere in or on the human body, excluding, in each case, any product or method that involves the
placement of electrodes or the administration of electrical stimulation inside the cranial cavity or to the ocular nervous system or the auditory nervous
system. We have the right to expand the field of use for the AMF IP to the (i) treatment of any condition (other than inflammatory conditions) in humans
through the application of electrical energy to the vagus nerve or anywhere else in the body other than the vagus nerve, and (ii) modulation of digestive
process and treatment of digestive conditions in humans through the application of electrical energy anywhere in or on the body, subject to the
exclusions described above.

Generally, the license is non-transferable without the prior written consent of AMF, except to an affiliate of our company or in connection
with the acquisition of our company (whether by merger, consolidation, sale or otherwise) or the part of our business to which the License Agreement
relates, provided that the assignee agrees in writing to be bound to the terms of the License Agreement to which we are bound.

The license is co-exclusive with AMF solely with respect to (i) AMF IP resulting from AMF’s performance of any engineering services
rendered under the License Agreement, and (ii) AMF’s right to use AMF IP for non-commercial research, educational and scholarly purposes.

We granted to AMF a royalty-free, worldwide, sublicensable, perpetual, exclusive license to any patent rights controlled by us that arise out
of our improvements to the inventions claimed in the AMF IP, or the
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Axonics Licensed IP. This license granted by us to AMF explicitly excludes uses of the Axonics Licensed IP that are within the scope of the exclusive
license of the AMF IP granted by AMF to us. Such license is irrevocable unless we terminate the License Agreement and AMF does not agree to pay us
compensation for such license mutually agreed between us and AMF or determined by arbitration in accordance with the terms of the License
Agreement.

In addition, the License Agreement provides AMF with the option, or the AMF Option, to license from us any intellectual property owned by
us or otherwise in our control that is related to electrical stimulation of human tissue, separate from the Axonics Licensed IP and AMF IP, on terms that
are materially consistent with the terms upon which we license the AMF IP pursuant to the License Agreement, and subject to field of use restrictions
that would be determined upon the exercise of the AMF Option. AMF has expressly declined in writing to exercise the AMF Option.

Pursuant to the License Agreement, we are obligated to pay a 4% royalty of all net revenue derived from the AMF Licensed Products if one
of the following conditions applies: (i) one or more valid claims within any of the patents licensed to us by AMF covers such AMF Licensed Products or
the manufacture of such AMF Licensed Products or (ii) for a period of 12 years from the first commercial sale anywhere in the world of such AMF
Licensed Product, in each case, subject to certain adjustments.

In 2017, we sold several of our r-SNM Systems as part of a one-time evaluation agreement with a hospital in Canada. As a result, we
generated net revenue of $128,118 and recorded related royalties of $4,972 during the fiscal year ended December 31, 2017. No revenue was generated
and no payments were made during the fiscal year ended December 31, 2016. In addition, beginning in 2018, we are required to pay AMF a minimum
annual royalty, or the Minimum Royalty, payable quarterly if the royalty due is in excess of the Minimum Royalty, which will automatically increase
each calendar year thereafter, subject to a maximum amount of $200,000 per year. We have accrued $37,500 as of June 30, 2018 toward AMF Minimum
Royalties.

Under the License Agreement, for each calendar year beginning in 2018, we are obligated to pay AMF the greater of (i) the amount of the 4%
royalty referred to above, and (ii) the Minimum Royalty for such calendar year beginning with 2018. We have 60 days to pay AMF this amount, and if
we fail to pay AMF within such 60-day period, AMF may, at its election, convert the exclusive license to a non-exclusive license or terminate the
License Agreement.

The License Agreement was amended twice in February 2014, once in connection with our Series A preferred stock financing, in order to,
among other things, include the field of the treatment of urinary and fecal dysfunction in humans through the application of electrical energy anywhere
in or on the human body, within the scope of the licenses granted therein, an option under the License Agreement that required us to pay $1.0 million. In
consideration for the inclusion of this field with the scope of the licenses granted in License Agreement, we issued AMF 50,000 shares of our Series A
preferred stock.

As of June 30, 2018, AMF holds 888,000 shares of our common stock, 125,000 shares of our Series A preferred stock, and 771,161 shares of
our Series B-1 preferred stock. John Petrovich, a member of our board of directors, is the President, Chief Executive Officer, Senior Vice President of
Business Development, and General Counsel of AMF. For additional information about the License Agreement, see “Business—AMF License
Agreement.”

The initial term of the License Agreement is from October 1, 2013 to October 1, 2033, and will automatically continue until all patents are no
longer in force. Upon completion of the initial term, the license granted pursuant to the License Agreement will be fully paid-up and perpetual except
that if we wish to continue to practice any of the patents licensed to us by AMF that remain in force after such initial term, then we will have to continue
to pay a reduced royalty for so long as such patent remains in force.
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Each party may terminate the License Agreement if the other party commits a material breach of any obligation under the License Agreement
and such breach is not cured within 90 days following receipt of notice of such breach from the other party. AMF may terminate the License Agreement
upon (i) notice to us in the event we challenge or assist any other person or entity in challenging the patentability, enforceability or validity of any of the
AMF patents licensed to us under the License Agreement, subject to certain exceptions including challenges that we are not infringing any such AMF
patent, and (ii) upon our filing of or the institution of bankruptcy, reorganization, liquidation or receivership proceedings, or upon an assignment of a
substantial portion of our assets for the benefit of creditors, and in the case of involuntary bankruptcy, in the event we consent to such bankruptcy and it
is not dismissed within 90 days. Lastly, we may terminate the License Agreement in full for any reason effective upon 60 days written notice to AMF.

In the event of certain termination by AMF, we may be required to pay damages to AMF and AMF may have the right to terminate the
license. In addition, if any of the royalties or other cash payments become due under the terms of the License Agreement, we may not have sufficient
funds available to meet our payment obligations, which would allow AMF to terminate the License Agreement. Any termination or loss of rights
(including exclusivity) under the License Agreement would materially and adversely affect our ability to develop and commercialize our -SNM System,
which in turn would have a material adverse effect on our business, operating results and prospects.

We are reliant on a single product and if we are not successful in commercializing our r-SNM System our business will not succeed.

Our success depends completely on our r-SNM System, which is our sole product. We currently have no other product available for sale. If
our r-SNM System is not successful at a level sufficient to generate a profit and we are unable to develop additional products or compelling
enhancements to our -SNM System to generate additional profit, our business will not succeed.

For over 20 years, physicians and patients have relied on the only approved SNM therapy offered by Medtronic plc, or Medtronic, InterStim
IT and its predecessor, InterStim I. As our r-SNM System will be a new product in the SNM market, our primary strategy to penetrate the market and
grow our revenue is to drive physician and patient awareness of the material benefits of our -SNM System. Physicians and patients may choose not to

adopt our r-SNM System for a number of reasons, including:

«  familiarity with InterStim II or preference for any new device for the treatment of SNM that Medtronic could develop and
commercialize in the future;

* inability to use our r-SNM System on-label for additional unapproved indications;
» lack of experience with our --SNM System and with SNM as a treatment alternative;

*  our inability to convince key opinion leaders to provide recommendations regarding our r-SNM System, or to convince physicians and
patients that it is an attractive alternative to InterStim IT and other third-line therapies such as BOTOX injections and PTNS;

+  perceived or actual benefits of InterStim II;
»  perceived inadequacy of evidence supporting the clinical benefits or cost-effectiveness of our r-SNM System over existing alternatives;

* inability to charge our -SNM System or preference for a non-rechargeable device, such as InterStim II;
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«  marketing and other efforts by Medtronic targeting physicians, including those with whom they have long-term relationships; and
» ineffectiveness of our sales and marketing efforts for our -SNM System.

In addition, patients may choose not to adopt SNM therapy as a potential therapy if, among other potential reasons, their anatomy would not
allow for effective treatment with our -SNM System, they are reluctant to receive an implantable device as opposed to an alternative, non-implantable
treatment, or they are worried about potential adverse effects of SNM therapy, such as infection, discomfort from the stimulation, or soreness or
weakness.

We intend to focus the majority of our sales and marketing efforts in the United States where reimbursement for SNM therapy is well
established and covered by most major U.S. insurers. We plan to build a specialized and dedicated direct sales organization, which will initially target
the estimated 850 physician specialists that represent a majority of the implant volume in the United States. We estimate that approximately 75% of U.S.
implant volume is generated by less than 1,000 physicians. In addition, we plan to strategically expand into international markets. We will initially
endeavor to hire a specialty sales force of approximately 60 sales representatives in anticipation of our potentially receiving FDA approval to support the
commercial launch of our r-SNM System in the United States. Further, we expect to grow our sales force over time and the number of our sales
representatives at commercial launch will vary and may be higher depending on the duration of the PMA review process.

We also expect to conduct direct-to-patient marketing efforts to drive patient awareness of SNM therapy in general and our -SNM System in
particular. We believe that approximately 40% of people in the United States and Europe with OAB seek treatment, as they may be embarrassed to talk
to their doctor about their symptoms and may even believe that their symptoms are untreatable. We intend to educate patients on the availability of SNM
therapy as a treatment for the symptoms of OAB and FI in an effort to promote dialogue between patients and physicians about the existence of these
symptoms in the first instance. Simultaneously we intend to educate physicians on the material benefits of our -SNM System over InterStim II, which
include, among others, longer battery life, smaller and lighter IPG, constant current technology, improved patient experience, and simplified physician
implantation and programming. We believe that educating healthcare providers and patients about the clinical merits and patient benefits of our -SNM
System as a treatment for OAB will be key elements driving adoption of our r-SNM System. However, some physicians may have prior history with or a
preference for other treatment options. Moreover, our efforts to educate the medical community and patients on the benefits of our r-SNM System will
require significant resources and we may never be successful. If healthcare providers and patients do not adopt our r-SNM System, and our r-SNM
System does not achieve broad market acceptance, our ability to execute our growth strategy will be impaired, and our business and future prospects
may be adversely affected.

We will compete against other companies offering first-, second- and third-line therapies for the treatment of OAB, 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 medical technology 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 and developing new products or methods to treat OAB and FI. We consider our primary competition to be implantable SNM devices designed
to treat OAB or FI. InterStim II is the only currently implantable SNM device approved for commercialization in the United States by the FDA, is
approved for the treatment of UUI and UUF, FI and UR, and, together with its predecessor InterStim I, has been available to and used by physicians for
over 20 years. Medtronic, the maker of InterStim II, is a major medical device company that has substantially greater financial,
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technical, sales and marketing resources than we do. The global SNM market was estimated to be approximately $605 million in 2017, which we
believe is comprised of sales of SNM systems for the treatment of UUI, UUF, FI, and UR, with the United States comprising nearly 90% of the market.
Given the size of the existing and potential market in the United States, we expect that as we prepare to initiate our commercial launch in the United
States, Medtronic will take aggressive action to protect its current market position, which could include pursuing full body MRI and developing a
rechargeable SNM device in the near future or significantly accelerating its existing plans to pursue any of these product initiatives. If Medtronic were to
develop a new device that is comparable to, or more competitive than, our -SNM System in terms of size, battery life, patient and physician ease of
operation, cost and other features, the physician and patient community may prefer Medtronic’s new device over ours due to a variety of factors,
including familiarity with, and loyalty to, Medtronic. Additionally, we expect that Medtronic will engage in significant marketing and other efforts with
physicians, many of whom they have long-term relationships with, to promote InterStim II and any other future SNM device Medtronic could develop
and prevent, delay or reduce adoption of our -SNM System. We believe other businesses, such as Nuvectra, may be in various stages of developing
SNM devices designed to treat OAB or FI. If we are successful in obtaining FDA approval for our --SNM System, we will face significant competition
in establishing our market share in the United States and may encounter unforeseen obstacles and competitive challenges in the United States.

We will also compete with other less invasive third-line treatments, such as BOTOX injections and PTNS. In addition, emerging businesses
may be in the early stages of developing additional SNM devices or therapies designed to treat OAB or FI. We will also compete with invasive surgical
treatment options, such as augmentation cystoplasty, which is a procedure that increases the size of the bladder.

Many of the companies against which we will compete, including Medtronic, may have competitive advantages with respect to primary
competitive factors in the market, including:

*  greater company, product, and brand recognition;

» more readily accessible sources of additional capital on attractive terms;

* longer history of InterStim II use and physician familiarity with existing products and treatments;
*  broader regulatory approvals and more approved indications;

»  superior product safety, reliability, and durability;

*  better quality and larger volume of clinical data;

* more effective marketing to, and education of, patients, physicians, and hospitals;

»  greater patient comfort;

»  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; and

*  dedicated practice development.
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Our 1-SNM System is a third-line therapy for the treatment of OAB in patients who have failed, been contraindicated or refractory for,
conservative first- and second-line therapies, such as lifestyle modifications, behavioral changes or medications. First- and second-line therapies
comprise the largest segment of the treatment market, and medication and other non-implantable treatments are better known to physicians and hospitals
than SNM therapy. We may also face competition from pharmaceutical companies that develop new pharmacological therapies to treat OAB. If one or
more device manufacturers successfully develops a device that is more effective, better tolerated or otherwise results in a better patient experience, or if
improvements in other third-line therapies make them more effective, easier to use or otherwise more attractive than our therapy, our ability to penetrate
the third-line segment of the treatment market or maintain market share could be significantly and adversely affected, which would have a material
adverse effect on our business, financial condition and results of operations.

We have not pursued regulatory approval in the United States of our r-SNM System for indications other than for the treatment of UUI,
which may limit adoption of our r-SNM System, and if we are unable to obtain approval for indications in addition to our potential approval for
UUI, our marketing efforts for our r-SNM System will be limited.

We have not pursued regulatory approval in the United States for our r-SNM System for indications other than for the treatment of UUL
InterStim II is currently approved in the United States for the treatment of UUI, UUF, FI, and UR. Physicians that are familiar with and use InterStim II
may not adopt our r-SNM System because they will not be able to use it on-label to treat UUF, FI, or UR. If we are unable to obtain regulatory approval
for indications in addition to our potential approval for UUI, our marketing efforts for our r-SNM System and ability to drive adoption among physicians
familiar with InterStim II may be severely limited. As a result, we may not generate physician and patient demand or approval of our r-SNM System.

We intend to compete against InterStim II and any future commercially available implantable SNM devices by offering material
advantages over existing technology. Such advantages may not be readily adopted by the market and we may need to compete based on price or other
factors, at which we may be unsuccessful.

We believe that our r-SNM System’s innovative and proprietary design offers significant competitive and functional advantages over
InterStim II. We believe that our r-SNM System is the first and only system for SNM therapy with a rechargeable IPG battery that is designed to last
approximately 15 years. As a result, patients implanted with our -SNM System do not need to undergo replacement surgery on average every 4.4 years,
as is the case for patients implanted with the non-rechargeable InterStim II. Our proprietary method of combining ceramic and titanium for the IPG
enclosure enables us to incorporate a significantly smaller recharging coil into our IPG, which offers benefits such as 60% smaller size and half the
weight of InterStim IT and enhanced communication range. In addition, our --SNM System employs constant current, which adapts to the body’s
physiological changes, which we expect will provide a more consistent and reliable therapy over time and reduce patient and physician management of
the therapy. Further, our -SNM System is differentiated by significant wireless charging benefits and an easy-to-use patient remote control. Finally, we
designed and custom built a touchscreen clinician programmer that guides the implanting physician through electrode placement and stimulation
programming. Our clinician programmer allows physicians to connect to a patient’s IPG, while the patient is in the physician’s care, to access key
therapy data that is stored and maintained on the IPG.

However, these advantages may not be perceived as well as we expect by patients and physicians. As a result, we may need to compete on the
basis of price or other factors, which may negatively impact market reaction to our r-SNM System. For example, the decreasing prices may cause
patients and physicians to perceive our r-SNM System to be of lower quality than InterStim II, which could limit widespread adoption and acceptance of
our r-SNM System. Moreover, price competition would also likely render sales of our -SNM System less profitable. Any of these consequences could
adversely affect our business, financial condition and results of operations.
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Our long-term growth depends, in part, on our ability to develop and enhance our r-SNM System, and if we fail to do so we may be unable
to compete effectively.

It is important to our business and our long-term growth that we continue to develop and enhance our r-SNM System. We intend to continue
to invest in research and development activities focused on improvements and enhancements to our r-SNM System. Our goals include introducing
market differentiating 1.5T/3.0T MRI full body conditional labelling for our r-SNM System, reducing by half the number of IPG battery recharging
sessions required for the IPG to remain charged for one full month, introducing features that would enable us to connect our IPG to an already implanted
InterStim II lead, and expanding the suite of product solutions available for SNM therapy over time. Additionally, we intend to pursue regulatory
approval for other indications in the United States in the future.

Developing enhancements to our -SNM System can be expensive and time-consuming and could divert management’s attention away from
the commercialization of our --SNM System and divert financial resources from other operations. The success of any new product enhancements,
including approval of our r-SNM System for additional indications, will depend on several factors, including our ability to:

»  properly identify and anticipate physician and patient needs, and develop new product enhancements to meet those needs;

* demonstrate, if required, the safety and effectiveness of new enhancements to our -SNM System, including additional indications, with
data from preclinical studies and clinical studies;

*  obtain, and obtain in a timely manner, the necessary regulatory clearances or approvals for new enhancements to our r-SNM System,
product modifications or expanded indications for our --SNM System;

» avoid infringing upon the intellectual property rights of third-parties;
*  be fully FDA-compliant with marketing of new devices or modified products;
*  competitive counter moves advanced by Medtronic to secure and maintain customers;

* develop an effective and dedicated sales and marketing team to provide adequate education and training to potential users of our --SNM
System; and

* receive adequate coverage and reimbursement for procedures performed with our r-SNM System.

If we are not successful in commercializing our r-SNM System, expanding the indications for which it may be approved and developing and
commercializing new product enhancements, our ability to achieve and maintain market share and increase our revenue may be impaired, which could
have a material adverse effect on our business, financial condition and results of operations.

We will need to increase the size of our organization and we may be unable to manage our growth effectively.

We have been growing rapidly in recent periods and have a relatively short history of operating as a commercial company. As of
September 30, 2018, we had 72 employees. We expect to hire and train new personnel as we continue to grow and expand our operations. Primarily, we
plan to build a specialized and dedicated direct sales organization. We will initially endeavor to hire a specialty sales force of approximately 60 sales
representatives in anticipation of our potentially receiving FDA approval to support the commercial launch of our r-SNM System in the United States.
However, we may not be able to hire a sufficient number of sales
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representatives to support our U.S. commercial operations in time for commercial launch or at all. Further, we expect to grow our sales force over time.
Any failure by us to manage our growth effectively or to hire a sufficient number of sales representatives and the number of our sales representatives at
commercial launch will vary and may be higher depending on the duration of the PMA review process, could have an adverse effect on our ability to
achieve our development and commercialization goals.

To achieve our revenue goals, we must successfully increase manufacturing output to meet expected customer demand. In the future, we may
experience difficulties with manufacturing yields, quality control, component supply and shortages of qualified personnel, among other problems. These
problems could result in delays in product availability and increases in expenses. Any such delay or increased expense could adversely affect our ability
to generate our revenue. Future growth will also impose significant added responsibilities on management, including the need to identify, recruit, train
and integrate additional employees. In addition, rapid and significant growth will place a strain on our administrative and operational infrastructure. In
order to manage our operations and growth we will need to continue to improve our operational and management controls, reporting and information
technology systems and financial internal control procedures. If we are unable to manage our growth effectively, it may be difficult for us to execute our
business strategy and our operating results and business could suffer.

In addition, as a public company, we will need to support managerial, operational, financial and other resources to manage our operations,
commercialize our -SNM System and continue our research and development activities. Our management and personnel, systems and facilities
currently in place may not be adequate to support this future growth, and this growth may place significant strain on us. Successful growth will also be
dependent upon our ability to implement appropriate financial and management controls. Due to our limited financial resources and our limited
experience in managing a company with anticipated growth, we may not be able to effectively manage the expansion of our operations or recruit and
train additional qualified personnel. The expansion of our operations may lead to significant costs and may divert the attention of our management and
business development resources. If we fail to manage these challenges effectively, there may be an adverse effect on our business, financial condition
and results of operations.

If the quality of our r-SNM System 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 r-SNM System, including defects
in third-party components included in our r-SNM System. Although we have established internal procedures designed to minimize risks that may arise
from quality issues, we may not be able to eliminate or mitigate occurrences of these issues and associated liabilities. In addition, even in the absence of
quality issues, we may be subject to claims and liability if the performance of our r-SNM System does not meet the expectations of physicians or
patients. For example, the anticipated battery life of our r-SNM System will vary based on usage and therapy settings. The battery is designed to last for
approximately 15 years, but it may be shorter if a patient’s required therapy results in the device being used in excess of normal use conditions or if
other physical battery failures occur. If the quality of our -SNM System does not meet the expectations of physicians or patients, then our brand and
reputation with those physicians or patients, and our business, financial condition and results of operations, could be adversely affected.

The size and future growth in the market for SNM therapy has not been established with precision and may be smaller than we estimate,
possibly materially. If our estimates and projections overestimate the size of this market, our sales growth may be adversely affected.

Our estimates of the size and future growth in the market for SNM therapy, including the number of people in the United States and Europe
who suffer from symptoms of either OAB or FI and who are readily treatable with and eligible candidates for SNM therapy, is based on a number of
internal and third-party studies, reports and estimates. In addition, our internal estimates are based in large part on current treatment patterns by
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healthcare providers using SNM therapy and our belief that the incidence of OAB and FI in the United States, Europe and worldwide is increasing.
While we believe these factors have historically provided and may continue to provide us with effective tools in estimating the total market for SNM
therapy and our r-SNM System, these estimates may not be correct and the conditions supporting our estimates may change at any time, thereby
reducing the predictive accuracy of these underlying factors. The actual numbers of people with OAB and FI who are readily treatable with and eligible
candidates for SNM therapy, and the actual demand for our -SNM System or competitive products, could differ materially from our projections if our
assumptions are incorrect. As a result, our estimates of the size and future growth in the market for our -SNM System may prove to be incorrect. If the
actual number of people with OAB and FI who would benefit from our -SNM System and the size and future growth in the market for our r-SNM
System is smaller than we have estimated, it may impair our projected sales growth and have an adverse impact on our business. Additionally, while we
have regulatory approvals in Europe, Canada, and Australia for OAB, FI, and UR, we initially intend to pursue regulatory approval in the United States
for UUI, a predominant OAB subtype, and we intend to seek regulatory approval for other indications in the United States in the future.

We may enter into collaborations, in-licensing arrangements, joint ventures, strategic alliances or partnerships with third-parties that may
not result in the development of commercially viable products or product improvements or the generation of significant future revenues.

In the ordinary course of our business, we may enter into collaborations, in-licensing arrangements, joint ventures, strategic alliances,
partnerships or other arrangements to develop new products or product improvements and to pursue new markets. Proposing, negotiating and
implementing collaborations, in-licensing arrangements, joint ventures, strategic alliances or partnerships may be a lengthy and complex process. Other
companies, including those with substantially greater financial, marketing, sales, technology or other business resources, may compete with us for these
opportunities or arrangements. We may not identify, secure, or complete any such transactions or arrangements in a timely manner, on a cost-effective
basis, on acceptable terms or at all. We have limited institutional knowledge and experience with respect to these business development activities, and
we may also not realize the anticipated benefits of any such transaction or arrangement. In particular, these collaborations may not result in the
development of products that achieve commercial success or viable product improvements or result in significant revenues and could be terminated prior
to developing any products.

Additionally, we may not be in a position to exercise sole decision making authority regarding the transaction or arrangement, which could
create the potential risk of creating impasses on decisions, and our future collaborators may have economic or business interests or goals that are, or that
may become, inconsistent with our business interests or goals. It is possible that conflicts may arise with our collaborators, such as conflicts concerning
the achievement of performance milestones, or the interpretation of significant terms under any agreement, such as those related to financial obligations
or the ownership or control of intellectual property developed during the collaboration. If any conflicts arise with any future collaborators, they may act
in their self-interest, which may be adverse to our best interest, and they may breach their obligations to us. In addition, we may have limited control
over the amount and timing of resources that any future collaborators devote to our or their future products. Disputes between us and our collaborators
may result in litigation or arbitration which would increase our expenses and divert the attention of our management. Further, these transactions and
arrangements will be contractual in nature and will generally be terminable under the terms of the applicable agreements and, in such event, we may not
continue to have rights to the products relating to such transaction or arrangement or may need to purchase such rights at a premium.

If we enter into in-bound intellectual property license agreements, we may not be able to fully protect the licensed intellectual property rights
or maintain those licenses. Future licensors could retain the right to prosecute and defend the intellectual property rights licensed to us, in which case we
would depend on the ability of our licensors to obtain, maintain and enforce intellectual property protection for the licensed intellectual property. These
licensors may determine not to pursue litigation against other companies or may pursue such
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litigation less aggressively than we would. Further, entering into such license agreements could impose various diligence, commercialization, royalty or
other obligations on us. Future licensors may allege that we have breached our license agreement with them, and accordingly seek to terminate our
license, which could adversely affect our competitive business position and harm our business prospects.

We may seek to grow our business through acquisitions of complementary products or technologies, and the failure to manage
acquisitions, or the failure to integrate them with our existing business, could harm our business, financial condition and operating results.

From time to time, we may consider opportunities to acquire other companies, products or technologies that may enhance our product
platform or technology, expand the breadth of our markets or customer base, or advance our business strategies. Potential acquisitions involve numerous
risks, including:

»  problems assimilating the acquired products or technologies;

*  issues maintaining uniform standards, procedures, controls and policies;

»  unanticipated costs associated with acquisitions;

* diversion of management’s attention from our existing business;

»  risks associated with entering new markets in which we have limited or no experience;

» increased legal and accounting costs relating to the acquisitions or compliance with regulatory matters; and
* unanticipated or undisclosed liabilities of any target.

We have no current commitments with respect to any acquisition. We do not know if we will be able to identify acquisitions we deem
suitable, whether we will be able to successfully complete any such acquisitions on favorable terms or at all, or whether we will be able to successfully
integrate any acquired products or technologies. Our potential inability to integrate any acquired products or technologies effectively may adversely
affect our business, operating results and financial condition.

The implementation of a new enterprise resource planning system could cause disruption to our business and operations.

We are in the process of implementing a new enterprise resource planning system, or ERP system. This system will integrate our operations,
including supply-chain, order entry, manufacturing, inventory and financial reporting, among others. ERP system implementations are complex projects
that require significant investment of capital and human resources, the reengineering of many business processes and the attention of many employees
who would otherwise be focused on other aspects of our business. Any disruptions, delays or deficiencies in the design and implementation of the
improvements to our ERP system may result in potentially much higher costs than anticipated and may adversely affect our ability to develop and
launch solutions, fulfill contractual obligations, file reports with the Securities and Exchange Commission, or SEC, in a timely manner or otherwise
operate our business and our controls environment. Moreover, despite our security measures, our information technology systems, including the ERP
system, are vulnerable to damage or interruption from fires, floods and other natural disasters, terrorist attacks, computer viruses or hackers, power
losses and computer system or data network failures, which could result in significant data losses or theft of sensitive or proprietary information. Any of
these consequences may harm our business.
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Potential complications from our r-SNM System or future enhancements to our r-SNM System may not be revealed by our clinical
experience.

Based on our experience, complications from use of our r-SNM System may include infection, pain at site, lead migration or fracture, and the
body’s rejection of the implant. However, if unanticipated side-effects result from the use of our r-SNM System, we could be subject to liability and our
device would not be widely adopted. Long-term use may result in unanticipated complications, even after the device is removed. Additionally, while the
IPG battery for our -SNM System is designed to last approximately 15 years, we have not tested the battery in an actual implant in the body for that
period and the battery may not last that long under normal or atypical use conditions. If implants in people reveal that our battery fails before its
designed 15-year life, physicians and patients may lose confidence in our r-SNM System, which may materially harm our reputation and our business.

Our ability to achieve profitability will depend, in part, on our ability to reduce the per unit manufacturing cost of our r-SNM therapy.

Currently, the gross profit generated from the sale of our r-SNM System is not sufficient to cover our operating expenses. To achieve our
operating and strategic goals, we need to, among other things, reduce the per unit manufacturing cost of our -SNM System. This cannot be achieved
without increasing the volume of components that we purchase in order to take advantage of volume-based pricing discounts, improve manufacturing
efficiency or increase our volume to leverage manufacturing overhead costs. If we are unable to improve manufacturing efficiency and reduce
manufacturing overhead costs per unit, our ability to achieve profitability will be severely constrained. Any increase in manufacturing volumes is
dependent upon a corresponding increase in sales. The occurrence of one or more factors that negatively impact the manufacturing or sales of our
r-SNM System or reduce our manufacturing efficiency may prevent us from achieving our desired reduction in manufacturing costs, which would
negatively affect our operating results and may prevent us from attaining profitability.

If we fail to receive access to hospital facilities, our sales may decrease.

In the United States, in order for physicians to use our r-SNM System, we expect that the hospital facilities where these physicians treat
patients will typically require us to enter into purchasing contracts. This process can be lengthy and time-consuming and require extensive negotiations
and management time. In the European Union, or EU, certain institutions may require us to engage in a contract bidding process in the event that such
institutions are considering making purchase commitments that exceed specified cost thresholds, which vary by jurisdiction. These processes are only
open at certain periods of time, and we may not be successful in the bidding process. If we do not receive access to hospital facilities via these
contracting processes or otherwise, or if we are unable to secure contracts or tender successful bids, our sales may decrease and our operating results
may be harmed. Furthermore, we may expend significant effort in these time-consuming processes and still may not obtain a purchase contract from
such hospitals.

Our indebtedness to Silicon Valley Bank may limit our flexibility in operating our business and adversely affect our financial health and
competitive position, and all of our obligations to Silicon Valley Bank are secured by substantially all of our assets, excluding our intellectual
property assets. If we default on these obligations, Silicon Valley Bank could foreclose on our assets.

In February 2018, we entered into the Loan and Security Agreement, or the Loan Agreement, with Silicon Valley Bank providing for a term
loan, or the Term Loan. Pursuant to the Loan Agreement, we may request up to $20.0 million in three tranches of term loans, with such drawn
obligations maturing on June 1, 2021. We requested $10.0 million from the first tranche, or Tranche A, simultaneously with the entry into the Loan
Agreement, which is currently outstanding. The Loan Agreement provided the option to request an additional $5.0 million, or Tranche B, after the date
commencing on the later of (i) the date that we achieve positive three-month results in our ARTISAN-SNM pivotal study, as confirmed to Silicon Valley
Bank by a member of our management team and a member of our board of directors, and (ii) July 1, 2018, and ending on
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December 31, 2018, and another $5.0 million, or Tranche C, and together with Tranche A and Tranche B, the Tranches, after the date commencing on
the later of (i) the date that Silicon Valley Bank receives evidence, in form and substance reasonably satisfactory to Silicon Valley Bank, that we have
received our PMA in the United States for our r-SNM System or gross proceeds from the sale of our equity securities of not less than $20.0 million
(which condition was satisfied when we issued and sold 2,233,333 shares of our Series C preferred stock in March 2018 for aggregate gross proceeds of
$20,099,997), and (ii) January 1, 2019, and ending on March 31, 2019, subject to certain terms and conditions. If either Tranche B or Tranche C is
drawn, then the maturity of the Term Loan is automatically extended to December 1, 2021.

The Loan Agreement provides for monthly interest payments through December 31, 2018; provided that, (i) if we request and Silicon Valley
Bank funds Tranche B or Tranche C, this interest-only period automatically extends through June 30, 2019, and (ii) if we have received a PMA in the
United States for our r-SNM System and we request and Silicon Valley Bank funds Tranche C, the interest-only period automatically extends through
December 31, 2019. On the first day of the end of the interest only period, we will be required to repay the Term Loan in equal monthly installments of
principal plus interest through maturity. Outstanding principal balances under the Term Loan bear interest at the prime rate plus 1.75%.

In October 2018, we and Silicon Valley Bank entered into an amendment to the Loan Agreement, or the Loan Amendment, in connection
with which we requested the full $5.0 million from Tranche B and the full $5.0 million from Tranche C. Pursuant to the Loan Amendment, Silicon
Valley Bank has agreed to (i) extend the interest only period from June 30, 2019 to December 31, 2019, without requiring our receipt of a PMA in the
United States for our r-SNM System, and (ii) make Tranche C available now instead of January 1, 2019. In addition, pursuant to the Loan Amendment,
we are obligated to pay Silicon Valley Bank a fee of $100,000 in the event that we do not (i) consummate this offering, with proceeds of no less than
$75.0 million, (ii) receive PMA approval in the United States for our r-SNM System, or (iii) receive gross proceeds of at least $40.0 million from the
sale of our equity securities, in each case on or prior to June 30, 2019. In addition, as a result of our request of the full $5.0 million from Tranche B and
the full $5.0 million from Tranche C, the maturity of the Term Loan has been automatically extended to December 1, 2021. As of the date of this
prospectus, we received the additional $10.0 million from both tranches.

We may prepay amounts outstanding under the Term Loan in increments of $5.0 million at any time with 30 days prior written notice to
Silicon Valley Bank. However, all prepayments of the Term Loan prior to maturity, whether voluntary or mandatory (acceleration or otherwise), are also
subject to the payment of a prepayment fee equal to (i) for a prepayment made on or after the closing date through and including the first anniversary of
the closing date, 3.00% of the principal amount of the Term Loan being prepaid, (ii) for a prepayment made after the date which is the first anniversary
of the closing date through and including the second anniversary of the closing date, 2.00% of the principal amount of the Term Loan being prepaid, and
(iii) for a prepayment made after the date which is the second anniversary of the closing date and before the maturity date, 1.00% of the principal
amount of the Term Loan being prepaid. Additionally, on the earliest to occur of (i) the maturity date of the Term Loan, (ii) the acceleration of the Term
Loan, or (iii) the prepayment of the Term Loan, we will be required to make a final payment equal to the original principal amount of such Tranche
multiplied by 7.50%. We are currently accruing the portion of the final payment calculated based on the amount outstanding under the Term Loan.

All obligations under the Term Loan are secured by a first priority lien on substantially all of our assets, excluding intellectual property assets
and more than 65% of the shares of voting capital stock of any of our foreign subsidiaries. We have agreed with Silicon Valley Bank not to encumber
our intellectual property assets without its prior written consent unless a security interest in the underlying intellectual property is necessary to have a
security interest in the accounts and proceeds that are part of the assets securing the Term Loan, in which case our intellectual property shall
automatically be included within the assets securing the Term Loan. As a result, if we default on any of our obligations under the Loan Agreement,
Silicon Valley Bank could foreclose on its security interest and liquidate some or all of the collateral, which would harm our business, financial
condition and results of operations and could require us to reduce or cease operations.
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In order to service this indebtedness and any additional indebtedness we may incur in the future, we need to generate cash from our operating
activities. Our ability to generate cash is subject, in part, to our ability to successfully execute our business strategy, as well as general economic,
financial, competitive, regulatory and other factors beyond our control. Our business may not be able to generate sufficient cash flow from operations,
and future borrowings or other financings may not be available to us in an amount sufficient to enable us to service our indebtedness and fund our other
liquidity needs. To the extent we are required to use cash from operations or the proceeds of any future financing to service our indebtedness instead of
funding working capital, capital expenditures or other general corporate purposes, we will be less able to plan for, or react to, changes in our business,
industry and in the economy generally. This could place us at a competitive disadvantage compared to our competitors that have less indebtedness.

The Loan Agreement contains certain covenants that limit our ability to engage in certain transactions that may be in our long-term best
interest. Subject to certain limited exceptions, these covenants limit our ability to or prohibit us to permit any of our subsidiaries to, as applicable, among
other things:

*  pay cash dividends on, make any other distributions in respect of, or redeem, retire or repurchase, any shares of our capital stock;
»  convey, sell, lease, transfer, assign, or otherwise dispose of all or any part of our business or property;

» effect certain changes in our business, management, ownership or business locations;

* merge or consolidate with, or acquire all or substantially all of the capital stock or property of any other company;

*  create, incur, assume, or be liable for any additional indebtedness, or create, incur, allow, or permit to exist any additional liens;

*  make certain investments; and

* enter into transactions with our affiliates.

While we have not previously breached and are currently in compliance with the covenants contained in the Loan Agreement, we may breach
these covenants in the future. Our ability to comply with these covenants may be affected by events and factors beyond our control. In the event that we
breach one or more covenants, Silicon Valley Bank may choose to declare an event of default and require that we immediately repay all amounts
outstanding under the Loan Agreement, terminate any commitment to extend further credit and foreclose on the collateral. The occurrence of any of
these events 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 r-SNM System and
manage our inventory.

If our r-SNM System is approved in the United States, to ensure adequate inventory supply, we must forecast inventory needs and place
orders with suppliers based on our estimates of future demand for our -SNM System. If approved in the United States, we anticipate there will be an
increased demand for our -SNM System, and our limited historical experience in foreign markets may not provide us with enough data to accurately
predict future demand. Our ability to accurately forecast demand for our --SNM System could be negatively affected by many factors, including our
failure to adequately manage our expansion efforts, product introductions by competitors, an increase or decrease in customer demand for our r-SNM
System or for products of our competitors, our failure to accurately forecast customer acceptance of new product enhancements, unanticipated changes
in general market conditions or regulatory matters, and weakening of economic conditions or consumer confidence in future economic conditions.
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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. Similarly, a portion of our inventory could become obsolete or expire, which could have a
material and adverse effect on our earnings and cash flows due to the resulting costs associated with inventory impairment charges and costs required to
replace obsolete inventory. Any of these occurrences could negatively impact our financial performance.

Conversely, if we underestimate customer demand for our -SNM System, we may not be able to deliver sufficient products to meet our
customers’ requirements, which could result in damage to our reputation and customer relationships. In addition, if we experience a significant increase
in demand, additional supplies of raw materials or additional manufacturing capacity may not be available when required on terms that are acceptable to
us, or at all, or suppliers or our third-party manufacturers may not be able to allocate sufficient resources to meet our increased requirements, which
could have an adverse effect on our ability to meet customer demand for our r-SNM System and our results of operations.

We rely on third parties for the manufacture of our r-SNM System. This reliance on third parties increases the risk that we will not have
sufficient quantities of our r-SNM System or such quantities at an acceptable cost, and reduces our control over the manufacturing process, which
could delay, prevent, or impair our development or commercialization efforts.

We currently rely, and expect to continue to rely, on third-party manufacturers for the manufacture of certain components of our r-SNM
System. For our off-the-shelf components, we do not have long-term supply agreements with many of our third-party manufacturers, and we purchase
certain components of our -SNM System on a purchase order basis. We may be unable to establish any agreements with third-party manufacturers or to
do so on acceptable terms. Even if we are able to establish agreements with third-party manufacturers, reliance on third-party manufacturers entails
additional risks, including:

* the possible failure of the third party to manufacture any such component of our r-SNM System according to our schedule, or at all,

including if our third-party contractors give greater priority to the supply of other products over our r-SNM System or otherwise do not
satisfactorily perform according to the terms of the agreements and/or purchase orders between us and them;

»  the possible termination or nonrenewal of agreements by our third-party contractors at a time that is costly or inconvenient for us;
» the possible breach by the third-party manufacturers of our agreements with them;

* the failure of third-party manufacture to comply with applicable regulatory requirements;

»  the possible failure of the third-party to manufacture such component of our -SNM System according to our specifications; and

»  the possible misappropriation of our proprietary information, including our trade secrets and know-how.

We do not have complete control over all aspects of the manufacturing process of, and are dependent on, our contract manufacturing partners
for compliance with current Good Manufacturing Practice, or cGMP, regulations applicable to our r-SNM System. Third-party manufacturers may not
be able, or fail, to comply with cGMP regulations or similar regulatory requirements outside of the United States. If our third-party manufacturers
cannot successfully manufacture material that conforms to our specifications and the strict regulatory requirements of the FDA or others, they will not
be able to secure and/or maintain marketing approval for their manufacturing facilities.

In addition, we do not have complete control over the ability of our third-party manufacturers to maintain adequate quality control, quality
assurance and qualified personnel. If the FDA or a comparable foreign regulatory
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authority withdraws any such approval they have already procured, we may need to find alternative manufacturing facilities, which would significantly
impact our ability to develop, obtain marketing approval for or market our -SNM System. Our failure, or the failure of our third-party manufacturers, to
comply with applicable regulations could result in sanctions being imposed on us, including fines, injunctions, civil penalties, delays, suspension or
withdrawal of approvals, license revocation, seizures or recalls, operating restrictions and criminal prosecutions, any of which could significantly and
adversely harm our business and results of operations.

Any performance failure on the part of our existing or future manufacturers could delay marketing approval. We do not currently have
arrangements in place for redundant supply of certain components of our r-SNM System. If our current third-party manufacturers cannot perform as
agreed, we may be required to replace those manufacturers. Although we believe that there are several potential alternative manufacturers who could
manufacture these components, we may incur added costs and delays in identifying and qualifying any such replacement.

Our current and anticipated future dependence upon others for the manufacture of our -SNM System may adversely affect our future profit
margins and our ability to commercialize our r-SNM System on a timely and competitive basis.

We have a limited history of manufacturing and assembling our r-SNM System in commercial quantities and may encounter related
problems or delays that could result in lost revenue.

The manufacturing process of our -SNM System includes sourcing components from various third-party suppliers, assembly and testing. We
must manufacture and assemble these systems in compliance with regulatory requirements and at an acceptable cost in order to achieve and maintain
profitability. We have only a limited history of manufacturing and assembling our r--SNM System and, as a result, we may have difficulty manufacturing
and assembling this system in sufficient quantities in a timely manner. To manage our manufacturing and operations with our suppliers, we will need to
forecast anticipated product orders and material requirements to predict our inventory needs from six months to a year in advance and enter into
purchase orders on the basis of these requirements. Our limited manufacturing history may not provide us with enough data to accurately predict future
component demand, fluctuations in availability and pricing of commodity materials of supply, and, to anticipate our costs and supply needs effectively.
We may in the future experience delays in obtaining components from suppliers, which could impede our ability to manufacture and assemble our
r-SNM System on our expected timeline. As a result of this or any other delays, we may encounter difficulties in production of our r-SNM System,
including problems with quality control and assurance, component supply shortages or surpluses (including with respect to the ceramic and titanium we
use in our -SNM System), increased costs, shortages of qualified personnel and difficulties associated with compliance with local, state, federal and
foreign regulatory requirements.

Performance issues, service interruptions or price increases by shipping carriers could adversely affect our business and harm our
reputation and ability to provide our r-SNM System on a timely basis.

Expedited, reliable shipping will be essential to our operations. We intend to rely heavily on providers of transport services for reliable and
secure point-to-point transport of our -SNM System to our customers and for tracking of these shipments. Should a carrier encounter delivery
performance issues such as loss, damage or destruction of our r-SNM System, it would be costly to replace our r-SNM System in a timely manner and
such occurrences may damage our reputation and lead to decreased demand for our r-SNM System 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
r-SNM System on a timely basis.
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Our employees, consultants, and other commercial partners may engage in misconduct or other improper activities, including
non-compliance with regulatory standards and requirements.

We are exposed to the risk that our employees, consultants, and other commercial partners and business associates may engage in fraudulent
or illegal activity. Misconduct by these parties could include intentional, reckless or negligent conduct or other unauthorized activities that violate the
regulations of the FDA and non-U.S. regulators, including those laws requiring the reporting of true, complete and accurate information to such
regulators, manufacturing standards, healthcare fraud and abuse laws and regulations in the United States and internationally or laws that require the
true, complete and accurate reporting of financial information or data. In particular, sales, marketing and business arrangements in the healthcare
industry, including the sale of medical devices, are subject to extensive laws and regulations intended to prevent fraud, misconduct, kickbacks, self-
dealing and other abusive practices. These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and promotion,
sales commission, customer incentive programs and other business arrangements. It is not always possible to identify and deter misconduct by our
employees, consultants and other third parties, and the precautions we take to detect and prevent this activity may not be effective in controlling
unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming from a failure to
comply with these laws or regulations. If any such 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 significant fines or other sanctions, including the imposition of civil, criminal and administrative
penalties, damages, monetary fines, possible exclusion from participation in Medicare, Medicaid and other federal healthcare programs, contractual
damages, reputational harm, diminished profits and future earnings, and curtailment of operations, any of which could adversely affect our ability to
operate our business and our results of operations. Whether or not we are successful in defending against such actions or investigations, we could incur
substantial costs, including legal fees and reputational harm, and divert the attention of management in defending ourselves against any of these claims
or investigations.

Consolidation in the healthcare industry or group purchasing organizations could lead to demands for price concessions, which may
dffect our ability to sell our r-SNM System 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 price 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 ambulatory surgery centers, or ASCs. 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 future customers, which may exert further
downward pressure on the prices of our -SNM System.

To successfully market and sell our r-SNM System in markets outside of the United States, we must address many international business
risks with which we have limited experience, and failure to manage these risks may adversely affect our operating results and financial condition.

We currently have a limited sales and marketing organization outside the United States. We expect to have sales and operations both inside
and outside the United States. Our strategy is to increase our international presence in Europe, Canada, and Australia that have established and favorable
reimbursement. International sales and operations are subject to a number of risks, including:

» difficulties in staffing and managing our international sales, marketing, and other operations;

* increased competition as a result of more products and procedures receiving regulatory approval or otherwise being free to market in
internationally;
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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 foreign currency exchange rates;

foreign certification and regulatory clearance or approval requirements;

difficulties in developing effective marketing campaigns in unfamiliar foreign countries;

customs clearance and shipping delays;

political, social, and economic instability internationally, terrorist attacks, and security concerns in general;
preference for locally manufactured products;

potentially adverse tax consequences, including the complexities of foreign value-added tax, tax inefficiencies related to our corporate
structure, and restrictions on the repatriation of earnings;

the burdens of complying with a wide variety of foreign laws and different legal standards;
increased financial accounting and reporting burdens and complexities; and

FCPA, OFAC, the Bribery Act, each of which is defined below, and other export control, anti-corruption, anti-money laundering and
anti-terrorism laws and regulations.

If one or more of these risks are realized, our ability to expand our operations into international markets could be limited, which could
adversely affect our business, financial condition and results of operations.

Our ability to maintain our competitive position will depend on our ability to retain senior management and other highly qualified

personnel.

Our success will depend in part on our continued ability to retain and motivate our highly qualified management, clinical, and other
personnel. We are highly dependent upon our management team, particularly our Chief Executive Officer and member of our board of directors,
Raymond W. Cohen, and the other members of our senior management, and other key personnel. Although we have entered into employment
agreements with our executive officers, each of them may terminate their employment with us at any time. The replacement of any of our key personnel
would likely involve significant time and costs and may significantly delay or prevent the achievement of our business objectives, which could have an
adverse effect on our business. In addition, we do not carry any “key person” insurance policies that could offset potential loss of service under
applicable circumstances.

Many of our employees have become or will soon become vested in a meaningful amount of our common stock or common stock options.
Our employees may be more likely to leave us if the shares they own or have the option to purchase have significantly appreciated in value relative to
the original purchase price for the shares, or if the exercise prices of the options that they hold are significantly below the market price of our common
stock, particularly after the expiration of the lock-up agreements entered into in connection with this offering, as described herein. Replacement of any
employees who leave our company could involve significant time and costs and may significantly delay or prevent the achievement of our business
objectives, which could have an adverse effect on our business.
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If we are unable to achieve and maintain adequate levels of coverage or reimbursement for our r-SNM System, our commercial success
may be severely hindered, and in the event insurers require a prior authorization process, such process may not result in positive coverage
determination for these patients.

In the United States, we expect to derive nearly all of our revenue from the sale of our --SNM System to hospitals and ASCs, which typically
bill various third-party payors, including Medicare, Medicaid, private insurance companies, health maintenance organizations and other healthcare-
related organizations. In addition, we expect that any portion of the costs and fees associated with our r-SNM System that are not covered by these third-
party payors, such as deductibles or co-payments, will be billed directly to the patient by the provider. Further, certain third-party payors may not cover
our -SNM System and the related procedures because they may determine that our -SNM System and the related procedures are experimental or
investigational. Customers that perform the procedure may be subject to r