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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549

AMENDMENT NO. 1
TO

FORM S-1

REGISTRATION STATEMENT UNDER THE SECURITIES ACT OF 1933

InspireMD, Inc.

(Exact name of registrant as specified in its charter)

Delaware 3841 26-2123838
(State or other jurisdiction of (Primary Standard Industrial (IR.S. Employer
incorporation or organization) Classification Code Number) Identification Number)
4 Menorat Hamaor St.

Tel Aviv, Israel 6744832
(888) 776-6804
(Address, including zip code, and telephone number, including area code, of registrant’s principal executive offices)

Marvin Slosman
Chief Executive Officer
InspireMD, Inc.
4 Menorat Hamaor St.
Tel Aviv, Israel 6744832
(888) 776-6804
(Name, address, including zip code, and telephone number, including area code, of agent for service)

Copies of all communications, including communications sent to agent for service, should be sent to:

David S. Glatt, Adv. Dov T. Schwell, Esq. Spencer G. Feldman, Esq.
Jonathan M. Nathan, Adv. Ely Kronenberg, Esq. Olshan Frome Wolosky LLP
Meitar | Law Offices Schwell Wimpfheimer & 1325 Avenue of the Americas, 15th Floor
16 Abba Hillel Road Associates LLP New York, New York 10019
Ramat Gan 5250608, Israel 37 West 39th Street, Suite 505 Tel: (212) 451-2300
Tel: +972 (3) 610-3100 New York, New York 10018 Fax: (212) 451-2222
Fax: +972 (3) 610-3111 Tel: (646) 328-0850

Fax: (646) 360-5000
Approximate date of commencement of proposed sale to the public: As soon as practicable after the effective date of this Registration Statement.

If any of the securities being registered on this Form are to be offered on a delayed or continuous basis pursuant to Rule 415 under the Securities Act of 1933 check
the following box. [X]

If this Form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act, please check the following box and list the
Securities Act registration statement number of the earlier effective registration statement for the same offering. [ ]

If this Form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, check the following box and list the Securities Act registration
statement number of the earlier effective registration statement for the same offering. [ ]

If this Form is a post-effective amendment filed pursuant to Rule 462(d) under the Securities Act, check the following box and list the Securities Act registration
statement number of the earlier effective registration statement for the same offering. [ ]

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, smaller reporting company, or an emerging
growth company. See the definitions of “large accelerated filer,” “accelerated filer,” “smaller reporting company,” and “emerging growth company” in Rule 12b-2
of the Exchange Act:
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Large accelerated filer [ ] Accelerated filer [ ]



Non-accelerated filer [X] Smaller reporting company [X]

Emerging Growth company [ ]

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or
revised financial accounting standards provided to Section 7(a)(2)(B) of the Securities Act. [ ]

CALCULATION OF REGISTRATION FEE

Proposed Maximum
Aggregate Offering Amount of
Title of Each Class of Securities to be Registered Price (1) Registration Fee

Common stock, par value $0.0001 per share (2) (3) $ 11,500,000
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1,493

Pre-funded warrants to purchase one share of common stock each (3) $ 10,000,000 $ 1,298
Shares of common stock underlying pre-funded warrants (3) (4) - -

Total:

)
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$ 21,500,000(5) $ 2,791(6)
In accordance with Rule 416(a) under the Securities Act of 1933, as amended, the Registrant is also registering hereunder an indeterminate number of
additional shares of common stock that shall be issuable pursuant to Rule 416 to prevent dilution resulting from stock splits, stock dividends or similar

transactions.

Includes the aggregate offering price of additional shares of common stock that the underwriter has the option to purchase, if any. See “Underwriting” for
additional information.

The proposed maximum aggregate offering price of the shares of common stock proposed to be sold in the offering will be reduced on a dollar-for-dollar
basis based on the aggregate offering price of any pre-funded warrants offered and sold in the offering. Accordingly, the proposed maximum aggregate
offering price of the shares of common stock and pre-funded warrants (including the shares of common stock issuable upon exercise of the pre-funded
warrants), if any, is $10,000,000, or $11,500,000 if the underwriter’s option to purchase additional shares of common stock is exercised in full.

No additional registration fee is payable pursuant to Rule 457(i) under the Securities Act of 1933, as amended.

Estimated solely for the purpose of calculating the registration fee in accordance with Rule 457(0) under the Securities Act of 1933, as amended.

$1,493 of which has been previously paid.

The registrant hereby amends this registration statement on such date or dates as may be necessary to delay its effective date until the registrant shall file
a further amendment which specifically states that this registration statement shall thereafter become effective in accordance with Section 8(a) of the
Securities Act of 1933 or until the registration statement shall become effective on such date as the Commission acting pursuant to said Section 8(a), may
determine.




The information in this preliminary prospectus is not complete and may be changed. These securities may not be sold until the registration statement filed with the
Securities and Exchange Commission is effective. This preliminary prospectus is not an offer to sell nor does it seek an offer to buy these securities in any
jurisdiction where the offer or sale is not permitted.

PRELIMINARY PROSPECTUS SUBJECT TO COMPLETION DATED MAY 26, 2020

11,111,111 Shares of Common Stock
Pre-funded Warrants to Purchase up to 11,111,111 Shares of

Common Stock

fr;;plreMD

We are offering up to 11,111,111 shares of our common stock pursuant to this prospectus.

We are also offering to each purchaser whose purchase of shares of common stock in this offering would otherwise result in the purchaser,
together with its affiliates and certain related parties, beneficially owning more than 4.99% (or, at the election of the purchaser, 9.99%) of our
outstanding common stock immediately following the consummation of this offering, the opportunity to purchase, if the purchaser so
chooses, 11,111,111 pre-funded warrants, each to purchase one share of our common stock, in lieu of shares of common stock that would
otherwise result in the purchaser’s beneficial ownership exceeding 4.99% of our outstanding common stock (or at the election of the
purchaser, 9.99%). The purchase price of each pre-funded warrant will equal the price per share of common stock being sold to the public in
this offering, minus $0.001, and the exercise price of each pre-funded warrant will be $0.001 per underlying share. The pre-funded warrants
will be immediately exercisable and may be exercised at any time until all of the pre-funded warrants are exercised in full. This offering also
relates to the shares of common stock issuable upon exercise of any pre-funded warrants sold in this offering.

For each pre-funded warrant we sell, the number of shares of common stock we are offering will be decreased on a one-for-one basis. Shares
of common stock and the pre-funded warrants will not be issued or certificated. The final breakdown between shares of common stock and
pre-funded warrants will be determined upon the establishment of the final public offering price and immediately prior to the execution of the
underwriting agreement.

Our common stock is traded on the NYSE American under the symbol “NSPR.” On May 22, 2020, the last reported sale price of our
common stock was $0.90 per share. We have assumed a public offering price of $0.90 per share of common stock, the last reported sale price
for our common stock as reported on the NYSE American on May 22, 2020, and $0.90 per pre-funded warrant. The public offering price per
share of common stock and per pre-funded warrant will be determined between us and the underwriter based on market conditions at the time
of pricing, and may be at a discount to the current market price of our common stock. Therefore, the assumed public offering price used
throughout this prospectus may not be indicative of the final offering price. There is no established public trading market for the pre-funded
warrants, and we do not expect a market to develop. We do not intend to apply for listing of the pre-funded warrants on any securities
exchange or other nationally recognized trading system. Without an active trading market, the liquidity of the pre-funded warrants will be
limited.

Investing in our securities involves a high degree of risk. See “Risk Factors” beginning on page 9 of this prospectus and in
the documents incorporated by reference into this prospectus for a discussion of risks that should be considered in
connection with an investment in our securities.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these
securities or passed upon the accuracy or adequacy of this prospectus. Any representation to the contrary is a criminal
offense.

Per Pre-
Funded
Per Share Warrant Total

Public offering price $ $ $

Underwriting discounts and commissions'" $ $ $



Proceeds, before expenses, to us $ $ $

(€Y See “Underwriting” beginning on page 31 of this prospectus for a description of the compensation payable to the underwriters.

The offering is being underwritten on a firm commitment basis. We have granted a 45-day option to the representative of the several
underwriters to purchase up to 1,666,667 additional shares of common stock from us solely to cover over-allotments, if any. If the
representative of the several underwriters exercises this option in full, the total underwriting discounts and commissions payable by us will be

$ , and the total proceeds to us, before expenses, will be $

The underwriters expect to deliver our securities to purchasers in the offering on or about , 2020.

A.G.P.

Prospectus dated , 2020
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You should rely only on the information incorporated by reference or contained in this prospectus. We have not authorized any other person to provide you with
different information. If anyone provides you with different or inconsistent information, you should not rely on it. We are not making an offer to sell these
securities in any jurisdiction where offer or sale is not permitted. You should assume that the information appearing in this prospectus or any document
incorporated by reference in this prospectus is accurate only as of the date on the front cover of this prospectus. Our business, financial condition, results of
operations and prospects may have changed since that date.

Unless otherwise indicated, information contained in this prospectus or incorporated by reference into this prospectus concerning our industry and the markets in
which we operate, including our general expectations and market position, market opportunity and market share, is based on information from our own
management estimates and research, as well as from industry and general publications and research, surveys and studies conducted by third parties. Management
estimates are derived from publicly available information, our knowledge of our industry and assumptions based on such information and knowledge, which we
believe to be reasonable. Our management estimates have not been verified by any independent source, and we have not independently verified any third-party
information. In addition, assumptions and estimates of our and our industry’s future performance are necessarily subject to a high degree of uncertainty and risk
due to a variety of factors, including those described in “Risk Factors.” These and other factors could cause our future performance to differ materially from our
assumptions and estimates. See “Cautionary Note Regarding Forward-Looking Statements.”

This prospectus contains references to our trademarks and service marks and to those belonging to other entities. Solely for convenience, trademarks and trade
names referred to in this prospectus may appear without the ® or T™M symbols, but such references are not intended to indicate, in any way, that we will not assert,
to the fullest extent under applicable law, our rights or the rights of the applicable licensor to these trademarks and trade names. We do not intend our use or
display of other companies’ trade names, trademarks or service marks to imply a relationship with, or endorsement or sponsorship of us by, any other companies.




PROSPECTUS SUMMARY

This summary highlights selected information contained in greater detail elsewhere in this prospectus or incorporated by reference into this prospectus. This
summary may not contain all of the information that you should consider before investing in our securities. You should read this entire prospectus carefully,
including the information discussed under “Risk Factors” and the documents incorporated by reference and our financial statements and related notes that
are incorporated by reference in this prospectus, before making an investment decision. In this prospectus, unless the context requires otherwise, all references
to “we,” “our” and “us” refer to InspireMD, Inc., a publicly-traded Delaware corporation, and its direct and indirect subsidiaries, including InspireMD Ltd.

Overview

We are a medical device company focusing on the development and commercialization of our proprietary MicroNet™ stent platform technology for the
treatment of complex vascular and coronary disease. A stent is an expandable “scaffold-like” device, usually constructed of a metallic material, that is inserted
into an artery to expand the inside passage and improve blood flow. Our MicroNet, a micron mesh sleeve, is wrapped over a stent to provide embolic
protection in stenting procedures.

Our CGuard™ carotid embolic prevention system (“CGuard EPS”) combines MicroNet and a self-expandable nitinol stent in a single device for use in carotid
artery applications. Our CGuard EPS received CE mark approval in the European Union in March 2013, and we launched its release on a limited basis in
October 2014. In January 2015, a new version of CGuard, with a rapid exchange delivery system, received CE mark approval in Europe and in September
2015, we announced the full market launch of CGuard EPS in Europe. Subsequently, we launched CGuard EPS in Russia and certain countries in Latin
America and Asia, including India. We expect to receive approval to launch CGuard EPS in Brazil, and we are seeking strategic partners for the potential
launch of CGuard EPS in Japan and China.

In April 2017, we had a pre-investigational device exemption (“IDE”) submission meeting with the U.S. Food and Drug Administration (“FDA”) regarding
CGuard EPS where we presented materials, including our draft synopsis for a clinical trial design, which we believed supported a formal IDE submission for
the approval of a human clinical trial in the United States. The FDA agreed to our pre-clinical test plan and clinical trial design. On July 26, 2019, we
submitted an IDE application for CGuard EPS. In connection with such application, on August 23, 2019, we received a request for additional information from
the FDA in support of our application. We continue to work closely with the FDA to address the FDA’s information and testing requests in support of our
pending IDE application, as the initiation of clinical testing in the U.S. is our current highest priority. We believe that we have resolved all comments from the
FDA on the IDE, and we re-submitted the IDE application in May 2020, as IDE approval by the FDA would be a critical step toward the commencement of a
human clinical trial using CGuard EPS in the United States.

Additionally, we intend to continue to evaluate potential product and manufacturing enhancements for CGuard EPS that are expected to reduce cost of goods
and/or provide the best-in-class performing delivery system. In furtherance of our strategy that focuses on establishing CGuard EPS as a viable alternative to
vascular surgery, we are exploring adding a procedural protection device to our portfolio incorporating the principle of reverse flow of the carotid artery as an
adjunctive alternative to femoral access. We cannot give any assurance that we will receive sufficient (or any) proceeds from future financings or the timing of
such financings, if ever, for potential product enhancements and manufacturing enhancements. In addition, such additional financings may be costly or
difficult to complete. Even if we receive sufficient proceeds from future financings, there is no assurance that we will be able to timely apply for CE mark
approval following our receipt of such proceeds. We believe these improvements may allow us to reduce our cost of goods and increase penetration in our
existing geographies and better position us for entry into new markets.




Our Products and Market

We consider the addressable market for our CGuard EPS to be individuals with diagnosed, symptomatic high-grade carotid artery stenosis (HGCS, >70%
occlusion) for whom an intervention is preferable to medical (drug) therapy. This group includes not only carotid artery stenting patients but also individuals
undergoing carotid endarterectomy, as the two approaches compete for the same patient population. Assuming full penetration of the intervention caseload by
CGuard EPS, we estimate that the addressable market for CGuard EPS was approximately $1.0 billion in 2017 (source: Health Research International 2017
Results of Update Report on Global Carotid Stenting Procedures and Markets by Major Geography and Addressable Markets).

Our MGuard™ Prime™ embolic protection system (“MGuard Prime EPS”) is marketed for use in patients with acute coronary syndromes, notably acute
myocardial infarction (heart attack) and saphenous vein graft coronary interventions (bypass surgery). MGuard Prime EPS combines MicroNet with a bare-
metal cobalt-chromium based stent. MGuard Prime EPS received CE mark approval in the European Union in October 2010 for improving luminal diameter
and providing embolic protection. However, as a result of a shift in industry preferences away from bare-metal stents in favor of drug-eluting (drug-coated)
stents, in 2014 we decided to curtail further development of this product in order to focus on the development of a drug-eluting stent product, MGuard DES™.
Due to limited resources, however, our efforts have been limited to testing drug-eluting stents manufactured by potential partners for compatibility with
MicroNet and seeking to incorporate MicroNet onto a drug-eluting stent manufactured by a potential partner. The FDA has clarified that the primary mode of
action for drug-eluting cardiovascular stents, which are regulated as combination products, is that of the device component and has assigned the FDA Center
for Devices and Radiological Health (CDRH) primary responsibility for premarket review and regulation, providing some clarity about what to expect
regarding the regulatory framework related to the development of MGuard DES™.

We also intend to develop a pipeline of other products and additional applications by leveraging our MicroNet technology to new applications to improve
peripheral vascular and neurovascular procedures, such as the treatment of the superficial femoral artery disease, vascular disease below the knee and

neurovascular stenting to seal aneurysms in the brain.

Presently, none of our products may be sold or marketed in the United States.




Our Growth Strategy

Our primary business objective is to utilize our proprietary MicroNet technology and products to become the industry standard for treatment of stroke,
complex vascular and coronary disease and to provide a superior solution to the common acute problems caused by current stenting procedures, such as
restenosis, embolic showers and late thrombosis. We are pursuing the following business strategies to achieve this objective.

e  Widen the adoption of CGuard EPS. We are secking to expand the population of CGuard EPS patients in those countries in which CGuard EPS is
commercially available. In particular, our focus is on establishing CGuard EPS as a viable alternative (in appropriate cases) to conventional carotid
artery stents and vascular surgery within the applicable medical communities. We intend to accomplish this goal by continuing to publish and present
our clinical data and support investigator-initiated clinical registries. We have partnered and will continue to seek out partnerships with organizations
focused on the treatment of stroke. We will also continue to engage advisory boards and to develop a network of key opinion leaders to assist us in
our efforts to widen the adoption of CGuard EPS.

e  Grow our presence in existing and new markets for CGuard EPS. We have launched CGuard EPS in most European and Latin American
countries through a comprehensive distributor sales organizations network. We are continuing to focus on larger growing markets through this
network by supporting our distributors with comprehensive marketing and clinical education programs. In November 2018, we obtained approval for
reimbursement and commercial sale for CGuard EPS in Australia and immediately launched the product. We are also pursuing additional product
registrations and distribution contracts with local distributors in other countries in Europe, Asia and Latin America.

e Continue to leverage our MicroNet technology to develop additional applications for interventional cardiologists and vascular surgeons. In
addition to the applications described above, we believe that we will eventually be able to utilize our proprietary MicroNet technology to address
imminent market needs for new product innovations to significantly improve patients’ care. We continue to broadly develop and protect intellectual
property related to our mesh technology. Examples of some areas include peripheral vascular disease, neurovascular disease, renal artery disease and
bifurcation disease.

e [Establish relationships with collaborative and development partners to fully develop and market our existing and future products. We are
seeking strategic partners for collaborative research, development, marketing, distribution, or other agreements, which could assist with our
development and commercialization efforts for CGuard EPS and MGuard DES, and other potential products that are based on our MicroNet
technology.

e Continue to protect and expand our portfolio of patents. Our MicroNet technology and the use of patents to protect it are critical to our success.
We own numerous patents for our MicroNet technology. We have ten issued patents (and thirteen total patent applications and patents that are
pending or in force) in the United States that are directed to MicroNet technology, some of which have corresponding patent applications and/or
issued patents in Canada, China, Europe, Israel, India, and South Africa. We have four more issued U.S. patents directed to potential products. We
believe these patents and patent applications collectively cover all of our existing products and may be useful for protecting our future technological
developments. We intend to aggressively continue patenting new technology, and to actively pursue any infringement covered by any of our key
patents. We believe that our patents, and patent applications once allowed, are important for maintaining the competitive differentiation of our
products and maximizing our return on research and development investments.

e Resume development and successfully commercialize MGuard DES. While we have limited the focus of product development to our carotid
products, if we resume development of our coronary products, we plan to evaluate opportunities to further develop MGuard DES.




Recent Developments
COVID-19 Developments

In December 2019, a strain of coronavirus, COVID-19, was reported to have surfaced in Wuhan, China, and has reached multiple other countries, and, on
March 12, 2020, the World Health Organization (the “WHO”) declared COVID-19 to be a pandemic. In an effort to contain and mitigate the spread of
COVID-19, many countries have imposed unprecedented restrictions on travel, quarantines and other public health safety measures. We have not experienced
a significant COVID-19 related impact on our financial condition and results of operations in the first quarter of 2020. However, procedures with CGuard EPS,
which are generally scheduled or non-emergency procedures, have mostly been postponed as hospitals shift resources to patients affected by COVID-19. To
our knowledge, most European countries in which we operate are slowly reinstating elective procedures, but we do not know when the hospitals will resume to
normal pre-pandemic levels with such procedures. In addition, most of our sales have historically come from Europe, where the pandemic has had a
comparatively severe impact. We anticipate that the continuation of the pandemic and related restrictions and safety measures may result in a significant
decline in sales of our products for the upcoming periods. Moreover, prior to the consummation of the current offering, we only have sufficient cash resources
to fund operations through the end of August 2020. Consequently, we are pursuing the current offering, which, if consummated, is expected to provide us with
sufficient cash resources to fund our operations for approximately the next 12 months, despite the adverse effects on our business caused by the COVID-19
pandemic. Our cash resources could suffice only for a shorter period of time after the offering is completed due to incremental spending by us on research and
development, increased spending for commercial activities, or if the COVID-19 pandemic adversely affects our cash resources more than we currently
anticipate. For more discussion on our risks related to COVID-19, please see the risk factors included under the “Risk Factors™ section of this prospectus.

In response to significant market volatility and uncertainties relating to COVID-19, our board of directors (the “Board”) and management have taken the
following voluntary reductions of compensation as a measure of fiscal responsibility:

e Effective April 1, 2020, the Board approved a 50% decrease in the annual cash compensation for non-employee directors from an aggregate amount
of $154,000 to $77,000.

e On April 21, 2020, Marvin Slosman, our President, Chief Executive Officer and Director, signed a waiver reducing his monthly base salary from
$33,333 to $16,666 for the period beginning April 1, 2020 and ending on such date as Mr. Slosman shall determine, and Craig Shore, our Chief
Financial Officer, Chief Administrative Officer, Secretary and Treasurer, signed a waiver reducing his monthly base salary from NIS 80,125 to NIS
40,063 for the period beginning April 1, 2020 and ending on such date as Mr. Shore shall determine.

e Effective April 1, 2020, we reduced the annual salaries of most of our employees by 20% to 30% until further notice.

We expect that such reductions of the base salaries of our employees, including Mr. Slosman and Mr. Shore, will result in a decrease of approximately
$300,000 in operating expenses in the second quarter of 2020.

Release from Former Underwriter

The terms of our engagement of the underwriter for our September 2019 financing contained a purported 12 month right of first refusal in favor of such
underwriter with respect to future financings. Due to, among other things, difficulties in the relationship with that underwriter and our need to raise additional
funds to finance our ongoing operations, we engaged AGP in May 2020 as underwriter for this offering. We are currently negotiating the terms of a separation
with the prior underwriter. At this point we cannot indicate the amount of any payment and other terms that will be required under any such separation, nor
can we guarantee that the matter will be amicably settled and not escalate into litigation.

NYSE American Notifications

Stockholders Equity. On August 7, 2019, we received a notification from the NYSE American that we do not meet the continued listing standards of the NYSE
American as set forth in Part 10 of the NYSE American Company Guide (the “Company Guide”). Specifically, we are not in compliance with Section 1003(a)
(iii) of the Company Guide because we reported stockholders’ equity of less than $6 million as of June 30, 2019, and net losses in our five most recent fiscal
years ended December 31, 2018. As a result, we became subject to the procedures and requirements of Section 1009 of the Company Guide.

On October 11, 2019, the NYSE American accepted our plan to regain compliance with Section 1003(a)(iii) of the Company Guide by August 7, 2020. We are
subject to periodic review during the period covered by the compliance plan. Failure to make progress consistent with the plan or to regain compliance with the
continued listing standards by the end of the plan period could result in our common stock being delisted from the NYSE American.




Low Trading Price.

Effective March 29, 2019, we amended our amended and restated certificate of incorporation in order to effectuate a 1-for-50 reverse stock split of our
outstanding shares of common stock.

In January 2019, we had received notification from the NYSE American that we were not in compliance with the NYSE American continued listing standards
because our shares of common stock had been selling for a low price per share for a substantial period of time. While we were informed by the NYSE
American on July 8, 2019 that we resolved that deficiency, if we are again determined to be below any of the continued listing standards within 12 months of
July 8, 2019, then in accordance with Section 1009(h) of the Company Guide, the NYSE American will examine the relationship between the two incidents of
noncompliance and re-evaluate our method of financial recovery from the first incident. NYSE Regulation will then take the appropriate action, which,
depending on the circumstances, may include truncating the compliance procedures described in Section 1009 of the Company Guide or immediately initiating
delisting proceedings. If in the future we fall below the continued listing criterion of a minimum average share price of $0.20 over a 30-day trading period, our
common stock will be subject to immediate review by NYSE American. There can be no assurance that the market price of our common stock will remain
above the levels viewed as abnormally low for a substantial period of time.

Risks Associated with Our Business

Our ability to operate our business and achieve our goals and strategies is subject to numerous risks, as discussed more fully in the section titled “Risk
Factors,” including, without limitation:

e our history of recurring losses and negative cash flows from operating activities, significant future commitments and the uncertainty regarding the
adequacy of our liquidity to pursue our complete business objectives, and substantial doubt regarding our ability to continue as a going concern;

e our need to raise additional capital to meet our business requirements in the future and such capital raising may be costly or difficult to obtain and
could dilute our stockholders’ ownership interests;

e  our ability to generate revenues from our products and obtain and maintain regulatory approvals for our products;
e the impact of the recent COVID-19 outbreak on our manufacturing, sales, business plan and the global economy;
e  delisting of our common stock from the NYSE American;
e  our ability to adequately protect our intellectual property;

e our dependence on a single manufacturing facility and our ability to comply with stringent manufacturing quality standards and to increase production
as necessary;

e the risk that the data collected from our current and planned clinical trials may not be sufficient to demonstrate that our technology is an attractive
alternative to other procedures and products;

e market acceptance and adoption of our products;

e intense competition in our industry, with competitors having substantially greater financial, technological, research and development, regulatory and
clinical, manufacturing, marketing and sales, distribution and personnel resources than we do;




e entry of new competitors and products and potential technological obsolescence of our products;
e loss of a key customer or supplier;
e technical problems with our research and products and potential product liability claims;
e adverse economic conditions;
e insufficient or inadequate reimbursement by governmental and other third party payers for our products;
e adverse federal, state and local government regulation in the United States, Europe, Israel and other foreign jurisdictions;
e price increases for supplies and components;
e inability to carry out research, development and commercialization plans; and
e loss or retirement of key executives and research scientists.
Corporate Information
We were organized in the State of Delaware on February 29, 2008. Our principal executive offices are located at 4 Menorat Hamaor St., Tel Aviv, Israel

6744832. Our telephone number is (888) 776-6804. Our website address is www.inspire-md.com. Information accessed through our website is not
incorporated into this prospectus and is not a part of this prospectus.




Common stock offered by us

Pre-funded warrants offered by us

Common stock outstanding prior to this
offering:

Common stock outstanding after this offering:

Use of Proceeds

Dividend Policy

Risk Factors

NYSE American symbol for common stock:

THE OFFERING
11,111,111 shares of our common stock.

We are also offering to each purchaser whose purchase of securities in this offering would otherwise result
in the purchaser, together with its affiliates and certain related parties, beneficially owning more than 4.99%
(or, at the election of the purchaser, 9.99%) of our outstanding shares of common stock immediately
following the consummation of this offering, the opportunity to purchase, if the purchaser so chooses, pre-
funded warrants, each to purchase one share of common stock in lieu of shares of common stock that would
otherwise result in the purchaser’s beneficial ownership exceeding 4.99% (or, at the election of the
purchaser, 9.99%) of our outstanding shares of common stock. The purchase price of each pre-funded
warrant will equal the public offering price at which the shares of common stock are being sold to the public
in this offering, minus $0.001, and the exercise price of each pre-funded warrant will be $0.001 per share.
The pre-funded warrants are exercisable immediately and may be exercised at any time until all of the pre-
funded warrants are exercised in full. This offering also relates to the shares of common stock issuable upon
exercise of any pre-funded warrants sold in this offering. For each pre-funded warrant we sell, the number
of shares of common stock we are offering will be decreased on a one-for-one basis.

4,338,910 shares of common stock.

15,450,021 shares of common stock, assuming sale of the maximum number of shares of common stock
offered and no sale of pre-funded warrants (or 17,116,688 shares of common stock if the underwriter
exercises in full its option to purchase additional shares of common stock, assuming no sale of pre-funded
warrants).

We plan to use the net proceeds of this offering for research and development, sales and marketing, and
working capital and other general corporate purposes. See “Use of Proceeds.”

We have not declared or paid any cash or other dividends on our common stock, and we do not expect to
declare or pay any cash or other dividends in the foreseeable future. See “Dividend Policy.”

Investing in our securities involves a high degree of risk. See “Risk Factors” beginning on page 9 of this
prospectus and the other information included or incorporated by reference in this prospectus.

“NSPR.” We do not plan to list the pre-funded warrants on the NYSE American or any other securities
exchange or trading market. There is no established trading market for the pre-funded warrants, and we do
not expect a trading market to develop. Without a trading market, the liquidity of the pre-funded warrants
will be extremely limited.

The number of shares of common stock to be outstanding immediately after this offering is based on 4,338,910 shares of our common stock outstanding as of

May 22, 2020, and excludes, as of such date:

e 4,016,597 shares of common stock issuable upon exercise of outstanding warrants, with an exercise price ranging from $1.80 to $32,266 per
share and having a weighted average exercise price of $9.77 per share;




e 555,138 shares of common stock issuable upon conversion of the outstanding Series B Convertible Preferred Stock (the “Series B Preferred
Stock™) (including the payment of the cumulative dividends accrued on the Series B Preferred Stock in an aggregate of 237,916 shares of
common stock but excluding additional shares of common stock that we will be required to issue to the holders of our Series B Preferred
Stock upon conversion of shares of our Series B Preferred Stock as a result of the full ratchet anti-dilution price protection in the certificate of
designation for the Series B Preferred Stock because the effective assumed public offering price of common stock in this offering is lower
than $1.80 per share), at the conversion price of $1.80 per share and the stated value per share of $33.00;

e 94,428 shares of common stock issuable upon conversion of the outstanding Series C Convertible Preferred Stock (the “Series C Preferred
Stock™) (excluding additional shares of common stock that we will be required to issue to the holders of our Series C Preferred Stock as a
result of the full ratchet anti-dilution price protection in the certificate of designation for the Series C Preferred Stock because the effective
assumed public offering price of common stock in this offering is lower than $1.80 per share) at the conversion price of $1.80 per share and
the stated value per share of $6.40;

e 555,138 additional shares of common stock that we will be required to issue to the holders of our Series B Preferred Stock upon conversion
of shares of our Series B Preferred Stock (including the payment of the cumulative dividends thereunder in common stock) as a result of the
full ratchet anti-dilution price protection in the certificate of designation for the Series B Preferred Stock and 94,428 additional shares of
common stock that we will be required to issue to the holders of our Series C Preferred Stock upon conversion of shares of our Series C
Preferred Stock as a result of the full ratchet anti-dilution price protection in the certificate of designation for the Series C Preferred Stock, in
each case, based on 17,303 shares of Series B Preferred Stock outstanding and 26,558 shares of Series C Preferred Stock outstanding, and an
assumed public offering price of $0.90 per share, which is the last reported sale price for our common stock as reported on the NYSE
American on May 22, 2020 (see “Risk Factors — Risks Related to Our Common Stock, Preferred Stock, Warrants and this Offering—If the
effective price per share of common stock being offered...”),

e 63,402 shares of common stock issuable upon conversion of the Series B Preferred Stock (including an aggregate of 27,170 shares of
common stock for the payment of the cumulative dividends accrued on the Series B Preferred Stock issuable upon conversion of the Series B
Preferred Stock) and exercise of the Series A Warrants included in the units issuable upon exercise of the unexercised portion of the unit
purchase option that we issued to Dawson James Securities, Inc. (“Dawson James”), the placement agent in the public offering that closed on
July 7, 2016;

® 63,397 additional shares of common stock that we will be required to issue to Dawson James upon conversion of shares of Series B Preferred
Stock (including the payment of the cumulative dividends thereunder in common stock) included in the units issuable upon exercise of the
unexercised portion of the unit purchase option that we issued to Dawson James, the placement agent in the public offering that closed on
July 7, 2016, as a result of the full ratchet anti-dilution price protection in the certificate of designation for the Series B Preferred Stock, based
on the adjusted Series B Preferred Stock conversion price equal to the effective assumed public offering price per share of common stock,
based on an assumed public offering price of $0.90 per share, which is the last reported sale price for our common stock as reported on the
NYSE American on May 22, 2020 (see “Risk Factors — Risks Related to Our Common Stock, Preferred Stock, Warrants and this Offering—
If the effective price per share of common stock being offered...”);

e 60,929 shares of common stock issuable upon the exercise of outstanding options, with exercise prices ranging from $0.001 to $3,675,000
and having a weighted average exercise price of $67,720 per share;

e 182,381 shares of common stock issuable upon the exercise of Restricted Stock Units outside our 2013 Long-Term Incentive Plan; and
e 483,491 shares of common stock available for future issuance under our 2013 Long-Term Incentive Plan.

Except as otherwise indicated, all information in this prospectus assumes no exercise of the underwriters’ option to purchase additional shares and no sale of
pre-funded warrants in this offering, which, if sold, would reduce the number of shares of common stock that we are offering on a one-for-one basis.




RISK FACTORS

An investment in our securities involves a high degree of risk. Before deciding whether to invest in our securities, you should consider carefully the risks described
below, together with other information in this prospectus and the information and documents incorporated by reference. You should also consider the risks,
uncertainties and assumptions discussed under the heading “Risk Factors” included in our most recent annual report on Form 10-K and other reports that we file
with the SEC which are on file with the SEC and are incorporated herein by reference, and which may be amended, supplemented or superseded from time to time
by subsequent quarterly reports on Form 10-Q or other reports we file with the SEC in the future. If any of these risks actually occurs, our business, financial
condition, results of operations or cash flow could be seriously harmed. This could cause the trading price of our common stock to decline, resulting in a loss of all
or part of your investment. The risks and uncertainties described below are not the only ones facing us. Additional risks and uncertainties not presently known to
us, or that we currently see as immaterial, may also harm our business. Please also read carefully the section below titled “Cautionary Note Regarding Forward-
Looking Statements.”

Risks Related to Our Business
The recent COVID-19 outbreak has caused interruptions or delays of our business plan and may have a significant adverse effect on our business.

In December 2019, a strain of coronavirus, COVID-19, was reported to have surfaced in Wuhan, China, and has reached multiple other countries, and, on March
12, 2020, the WHO declared COVID-19 to be a pandemic. In an effort to contain and mitigate the spread of COVID-19, many countries have imposed
unprecedented restrictions on travel, quarantines and other public health safety measures. Procedures with CGuard EPS, which are generally scheduled or non-
emergency procedures, have mostly been postponed as hospitals shift resources to patients affected by COVID-19, and we do not know when the hospitals will
resume to normal pre-pandemic levels with such procedures. In addition, most of our sales have historically come from Europe, where the pandemic has had a
comparatively severe impact. At this point, the extent to which COVID-19 may impact our business cannot be estimated; however, we anticipate that the
continuation of the pandemic and related restrictions and safety measures may result in a significant decline in sales of our products for the upcoming periods.

Certain component parts of our delivery system are sourced from countries that have been impacted by COVID-19, and the continued outbreak and spreading of
COVID-19 may adversely impact our suppliers and in turn our manufacture of CGuard EPS. Although the manufacturing of our products in Israel has not been
impacted by COVID-19 as of May 2020, we cannot guarantee that we will continue to manufacture at full capacity in the event that the pandemic continues to
spread and further restrictions are imposed.

Moreover, prior to the consummation of this offering, we only have sufficient resources to fund operations through the end of August 2020. Consequently,
management is pursuing the current offering and will consider various future financing alternatives to fund our operations so we can continue as a going concern.
However, the COVID-19 pandemic has created significant economic uncertainty and volatility in the credit and capital markets. Management may secure
additional new financings through the issue of new equity and/or the entering into of strategic partnership arrangements; however, there is no assurance that our
management will be able to obtain such additional financings on reasonable terms or at all. A continuation or worsening of the levels of market disruption and
volatility seen in the recent past could have an adverse effect on our ability to access capital and on the market price of our common stock, and we may not be able
to successfully raise capital through the sale of our securities. If we are unsuccessful in commercializing our products or raising capital, we may need to reduce
activities, curtail or cease operations.

The extent to which COVID-19 impacts our results will depend on future developments, which are highly uncertain and cannot be predicted as of the current date,
including new information which may emerge concerning the severity of COVID-19 and the actions deemed necessary by various countries in order to contain
COVID-19 or treat its impact, among others. The COVID-19 outbreak has had, and will continue to have for the foreseeable future, indeterminable adverse effects
on general commercial activity and the world economy at large, and, accordingly, our business and results of operations could be adversely affected to the extent
that COVID-19 or any other epidemic harms the global economy generally.




Risks Related to Our Securities and this Offering

The market prices of our common stock and our publicly traded warrants are subject to fluctuation and have been and may continue to be volatile, which
could result in substantial losses for investors.

The market prices of our common stock and our Series A Warrants and Series B Warrants have been and are likely to continue to be highly volatile and could
fluctuate widely in response to various factors, many of which are beyond our control, including the following:

e technological innovations or new products and services by us or our competitors;
e additions or departures of key personnel;

e our ability to execute our business plan;

e  operating results that fall below expectations;

e loss of any strategic relationship;

e industry developments;

e cconomic, political and other external factors; and

e period-to-period fluctuations in our financial results.

In addition, the securities markets have from time to time experienced significant price and volume fluctuations that are unrelated to the operating performance of
particular companies. Moreover, on March 12, 2020, the WHO declared COVID-19 to be a pandemic, and the COVID-19 pandemic has resulted in significant
financial market volatility and uncertainty, which has persisted up through the current date. A continuation or worsening of the levels of market disruption and
volatility seen in the recent past could have an adverse effect on our ability to access capital, on our business, results of operations and financial condition, and on
the market price of our common stock.

We are currently negotiating the terms of a separation with our previous underwriter, which if consummated may reduce the cash available for our operations.

The terms of our engagement of the underwriter for our September 2019 financing contained a purported 12 month right of first refusal in favor of such
underwriter with respect to future financings. Due to, among other things, difficulties in the relationship with that underwriter and our need to raise additional
funds to finance our ongoing operations, we engaged AGP in May 2020 as underwriter for this offering. We are currently negotiating the terms of a separation
with the prior underwriter. At this point we cannot indicate the amount of any payment and other terms that will be required under any such separation, nor can we
guarantee that the matter will be amicably settled and not escalate into litigation. The terms of any such separation and payments required thereunder would mean
that we would have less cash available for our operations, which could adversely affect our ability to conduct our business.

Our common stock could be delisted from the NYSE American if we fail to regain compliance with the NYSE American’s stockholders’ equity continued
listing standards. Our ability to publicly or privately sell equity securities and the liquidity of our common stock could be adversely affected if we are delisted
from the NYSE American.

On August 7, 2019, we received a notice indicating that we do not meet certain of the NYSE American’s continued listing standards as set forth in Part 10 of the
Company Guide. Specifically, we were not in compliance with Section 1003(a)(iii) of the Company Guide because we reported stockholders’ equity of less than $6
million as of June 30, 2019, and had net losses in our five most recent fiscal years ended December 31, 2018. As a result, we had become subject to the procedures
and requirements of Section 1009 of the Company Guide. On August 25, 2019, we submitted a plan of compliance to NYSE Regulation, addressing how we intend
to regain compliance with Section 1003(a)(iii) of the Company Guide by August 7, 2020, and on October 11, 2019, NYSE American accepted our plan. We are
subject to periodic review during the period covered by the compliance plan.

If we do not regain compliance by August 7, 2020, or fail to maintain our compliance with Section 1003(a)(iii) of the Company Guide following August 7, 2020,
or if we do not maintain our progress consistent with the plan during the applicable plan period, the NYSE American will initiate delisting proceedings. There is no
assurance that we will be able to regain compliance with Section 1003(a)(iii) of the Company Guide as of August 7, 2020. Even if the net proceeds from our capital
raises provide us with sufficient stockholders’ equity to regain compliance with Section 1003(a)(iii) of the Company Guide by August 7, 2020, we will be subject
to ongoing review for compliance with NYSE American requirements, and there can be no assurance that we will continue to remain in compliance with this
standard.
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Delisting from NYSE American would adversely affect our ability to raise additional financing through the public or private sale of equity securities, would
significantly affect the ability of investors to trade our securities and would negatively affect the value and liquidity of our common stock. Delisting could also
have additional negative ramifications, including the potential loss of confidence by employees, the loss of institutional investor interest and fewer business
development opportunities.

A low trading price could lead the NYSE American to take actions toward delisting our common stock, including immediately suspending trading in our
common stock.

On January 7, 2019, we received notification from the NYSE American that our shares of common stock have been selling for a low price per share for a
substantial period of time. Pursuant to Section 1003(f)(v) of the Company Guide, the NYSE American could take action to delist our common stock in the event
that our common stock trades at levels viewed as abnormally low for a substantial period of time. NYSE American advised us that if our common stock trades
below $0.20 on a 30 trading day average, then it will be considered non-compliant with NYSE American’s low selling price requirement. On March 29, 2019, we
effected a 1-for-50 reverse stock split of our common stock.

Although on July 8, 2019, we received notice from NYSE American that we have resolved the continued listing deficiency with respect to low selling price
pursuant to Section 1003(f)(v) of the Company Guide, in accordance with Section 1009(h) of the Company Guide, if we are again determined to be below any of
the continued listing standards within 12 months of July 8, 2019, NYSE American will examine the relationship between the two incidents of noncompliance and
re-evaluate our method of financial recovery from the first incident. NYSE Regulation will then take the appropriate action, which depending on the circumstances,
may include truncating the compliance procedures described in section 1009 of the Company Guide or immediately initiating delisting proceedings. If in the future
we fall below the continued listing criterion of a minimum average share price of $0.20 over a 30-day trading period, our common stock will be subject to
immediate review by NYSE American. There can be no assurance that the market price of our common stock will remain above the levels viewed as abnormally
low for a substantial period of time. In any event, other factors unrelated to the number of shares of our common stock outstanding, such as negative financial or
operational results, could adversely affect the market price of our common stock, causing it to fall below the level viewed as a low selling price for a substantial
period of time, and lead the NYSE American to immediately suspend trading in our common stock.

In addition, the NYSE American has advised us that its policy is to immediately suspend trading in shares of, and commence delisting procedures with respect to, a
listed company if the market price of its shares falls below $0.06 per share at any time during the trading day.

If you purchase our securities sold in this offering you may experience immediate dilution in your investment as a result of this offering.

Because the effective price per share of common stock being offered or issuable upon exercise of the pre-funded warrants being offered in this offering may be
substantially higher than the net tangible book value per share of our common stock, you may experience substantial dilution to the extent of the difference
between the effective offering price per share of common stock you pay in this offering and the net tangible book value per share of our common stock
immediately after this offering. Our net tangible book value as of March 31, 2020, was approximately $3.5 million, or $0.81 per share of common stock. Net
tangible book value per share is equal to our total tangible assets minus total liabilities, all divided by the number of shares of common stock outstanding. See
“Dilution” on page 20 below for a more detailed discussion of the dilution you may incur if you participate in this offering.

Furthermore, the anti-dilution provisions of our Series B and C Preferred Stock may result in further dilution of your investment (see “Risk Factors — Risks
Related Our Common Stock, Preferred Stock and Warrants and this Offering —If the effective price per share of common stock being offered...”).
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If the effective price per share of common stock being offered or issuable upon exercise of the pre-funded warrants being offered in this offering is less than
the respective current conversion price of our Series B or Series C Preferred Stock, we will be required to issue additional shares of common stock, as
applicable, to the holders of the preferred stock, which will be dilutive to all of our other stockholders, including new investors in this offering.

The respective certificate of designation for our Series B Preferred Stock and Series C Preferred Stock contains anti-dilution provisions, which provisions require
the lowering of the applicable conversion price, as then in effect, to the purchase price of equity or equity-linked securities issued in subsequent offerings. In
accordance with this anti-dilution price protection, because the effective common stock purchase price in each of the March 2018 public offering, the April 2018
public offering, the July 2018 public offering, the April 2019 public offering and the September 2019 public offering, was below the then current Series B
Preferred Stock and the Series C Preferred Stock conversion price, we reduced the Series B Preferred Stock and the Series C Preferred Stock conversion price upon
pricing of each such public offering. As a result of these obligations, if the effective price per share of common stock being offered or issuable upon exercise of the
pre-funded warrants being offered in this offering is less than the respective current conversion price of our Series B or Series C Preferred Stock, each of these
conversion prices shall be reduced to the effective price per share of common stock being offered or issuable upon exercise of the pre-funded warrants being
offered in this offering. This reduction in the conversion prices will result in a greater number of shares of common stock being issuable upon conversion of the
Series B Preferred Stock or Series C Preferred Stock for no additional consideration, causing greater dilution to our stockholders and investors in this offering. In
addition, should we issue any securities following this offering at an effective common stock purchase price that is less than the then effective conversion price of
our Series B Preferred Stock or Series C Preferred Stock, we will be required to further reduce the conversion prices of our Series B Preferred Stock and Series C
Preferred Stock, which will result in a greater dilutive effect on our stockholders. Furthermore, as there is no floor price on the conversion price, we cannot
determine the total number of shares issuable upon conversion. As such, it is possible that we may not have a sufficient number of authorized and available shares
to satisfy the conversion of the Series B Preferred Stock or the Series C Preferred Stock if we enter into a future transaction that reduces the applicable conversion
price. The foregoing features will increase the number of shares of common stock issuable upon conversion, assuming that the effective offering price of our
common stock in a subsequent financing is lower than the conversion price of these securities then in effect, of the Series B Preferred Stock or Series C Preferred
Stock for no additional consideration, and will result in a greater dilutive effect on our stockholders.

Purchasers in this offering may experience additional dilution of their investment in the future.

Subject to lock-up provisions described under “Underwriting,” we are generally not restricted from issuing additional securities, including shares of common stock,
securities that are convertible into or exchangeable for, or that represent the right to receive, common stock or substantially similar securities. In particular, we may
conduct one or more additional offerings following this offering and may seek waiver of the lock-up provisions described under “Underwriting” to conduct such
offerings. The issuance of securities in these or any other offerings may cause further dilution to our stockholders, including investors in this offering. In order to
raise additional capital, such securities may be at prices that are not the same as the price per share in this offering. We cannot assure you that we will be able to
sell shares or other securities in any other offering at a price per share that is equal to or greater than the price per share paid by investors in this offering, and
investors purchasing shares or other securities in the future could have rights superior to existing stockholders, including investors who purchase securities in this
offering. The price per share at which we sell additional shares of our common stock or securities convertible into common stock in future transactions may be
higher or lower than the price per share in this offering. The exercise of outstanding stock options and the vesting of outstanding restricted stock units may also
result in further dilution of your investment.

Offers or availability for sale of a substantial number of shares of our common stock may cause the price of our publicly traded securities to decline.

Sales of a significant number of shares of our common stock or our warrants in the public market could harm the market prices of our common stock or warrants
and make it more difficult for us to raise funds through future offerings of common stock or warrants. Our stockholders and the holders of our options and warrants
may sell substantial amounts of our common stock or our publicly traded warrants in the public market. In addition, we will be required to issue additional shares
of common stock to the holders of our Series B Preferred Stock upon conversion of shares of our Series B Preferred Stock and the payment of the dividends
thereunder in common stock and to the holders of our Series C Preferred Stock upon conversion of such shares of our Series C Preferred Stock, as a result of the
full ratchet anti-dilution price protection in the respective certificate of designation for the Series B Preferred Stock and the Series C Preferred Stock, if the
effective common stock purchase price in a subsequent offering is less than the respective then current conversion price of the Series B Preferred Stock or the
Series C Preferred Stock, which in turn will increase the number of shares of common stock available for sale. See “Risk Factors — Risks Related to Our Common
Stock, Preferred Stock and Warrants and this Offering — If the effective price per share of common stock being offered...”
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In addition, the fact that our stockholders, option holders and warrant holders can sell substantial amounts of our common stock or our publicly traded warrants in
the public market, whether or not sales have occurred or are occurring, could make it more difficult for us to raise additional financing through the sale of equity or
equity-related securities in the future at a time and price that we deem reasonable or appropriate, or at all.

We do not expect to pay dividends in the future. As a result, any return on investment may be limited to the value of our common stock.

We do not anticipate paying cash dividends on our common stock in the foreseeable future. The payment of dividends on our common stock will depend on our
earnings, financial condition and other business and economic factors as our board of directors may consider relevant. If we do not pay dividends, our common
stock may be less valuable because a return on an investment in our common stock will only occur if our stock price appreciates.

The Series B Preferred Stock provides for the payment of dividends in cash or in shares of our common stock, and we may not be permitted to pay such
dividends in cash, which will require us to have shares of common stock available to pay the dividends.

Each share of the Series B Preferred Stock is entitled to receive cumulative dividends at the rate per share of 15% per annum of the stated value per share, until the
fifth anniversary of the date of issuance of the Series B Preferred Stock, which is July 7, 2021. The dividends are payable, at our discretion, in cash, out of any
funds legally available for such purpose, or in pay-in-kind shares of common stock calculated based on the conversion price, subject to adjustment as provided in
the certificate of designation for the Series B Preferred Stock. The conversion price is subject to reduction if in the future we issue securities for less than the
conversion price of our Series B Preferred Stock, as then in effect. As there is no floor price on the conversion price, we cannot determine the total number of
shares issuable upon conversion or in connection with the dividend. It is possible that we will not have a sufficient number of available shares to pay the dividend
in common stock, which would require the payment of the dividend in cash. We will not be permitted to pay the dividend in cash unless we are legally permitted to
do so under Delaware law, which requires cash to be available from surplus or net profits, which may not be available at the time payment is due. In light of our
recurring losses and negative cash flows from operating activities, we do not expect to have cash available to pay the dividends on our Series B Preferred Stock or
to be permitted to make such payments under Delaware law, and will be relying on having available shares of common stock to pay such dividends, which will
result in dilution to our stockholders. If we do not have such available shares, we may not be able to satisfy our dividend obligations.

Our management team may invest or spend the proceeds of this offering in ways with which you may not agree or in ways which may not yield a significant
return.

Our management will have broad discretion over the use of proceeds from this offering. We intend to use the net proceeds of this offering for research and
development, sales and marketing, and working capital and other general corporate purposes. However, our management will have broad discretion in the
application of the net proceeds from this offering and could spend the proceeds in ways that do not improve our results of operations or enhance the value of our
common stock. The failure by management to apply these funds effectively could result in financial losses that could have a material adverse effect on our business
and cause the price of our common stock to decline.

There is no public market for the pre-funded warrants being offered by us in this offering.
There is no established public trading market for the pre-funded warrants and we do not expect a market to develop. In addition, we do not intend to apply to list
the pre-funded warrants on any national securities exchange or other nationally recognized trading system, including the NYSE American. Without an active

market, the liquidity of the pre-funded warrants will be limited, which may adversely affect their value.
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Holders of pre-funded warrants purchased in this offering will have no rights as common stockholders until such holders exercise their pre-funded warrants
and acquire our common stock.

Until holders of pre-funded warrants acquire shares of our common stock upon exercise thereof, such holders will have no rights with respect to the shares of our
common stock underlying the pre-funded warrants. Upon exercise of the pre-funded warrants, the holders will be entitled to exercise the rights of a common
stockholder only as to matters for which the record date occurs after the exercise date.

We are subject to financial reporting and other requirements that place significant demands on our resources.

We are subject to reporting and other obligations under the Securities Exchange Act of 1934, as amended, including the requirements of Section 404 of the
Sarbanes-Oxley Act of 2002. Section 404 requires us to conduct an annual management assessment of the effectiveness of our internal controls over financial
reporting. These reporting and other obligations place significant demands on our management, administrative, operational, internal audit and accounting
resources. Any failure to maintain effective internal controls could have a material adverse effect on our business, operating results and stock price. Moreover,
effective internal control is necessary for us to provide reliable financial reports and prevent fraud. If we cannot provide reliable financial reports or prevent fraud,
we may not be able to manage our business as effectively as we would if an effective control environment existed, and our business and reputation with investors
may be harmed.

There are inherent limitations in all control systems, and misstatements due to error or fraud may occur and not be detected.

The ongoing internal control provisions of Section 404 of the Sarbanes-Oxley Act of 2002 require us to identify material weaknesses in internal control over
financial reporting, which is a process to provide reasonable assurance regarding the reliability of financial reporting for external purposes in accordance with
accounting principles generally accepted in the United States. Our management, including our chief executive officer and chief financial officer, does not expect
that our internal controls and disclosure controls will prevent all errors and all fraud. A control system, no matter how well conceived and operated, can provide
only reasonable, not absolute, assurance that the objectives of the control system are met. In addition, the design of a control system must reflect the fact that there
are resource constraints and the benefit of controls must be relative to their costs. Because of the inherent limitations in all control systems, no evaluation of
controls can provide absolute assurance that all control issues and instances of fraud, if any, in our company have been detected. These inherent limitations include
the realities that judgments in decision-making can be faulty and that breakdowns can occur because of simple errors or mistakes. Further, controls can be
circumvented by individual acts of some persons, by collusion of two or more persons, or by management override of the controls. The design of any system of
controls is also based in part upon certain assumptions about the likelihood of future events, and there can be no assurance that any design will succeed in
achieving its stated goals under all potential future conditions. Over time, a control may be inadequate because of changes in conditions, such as growth of the
company or increased transaction volume, or the degree of compliance with the policies or procedures may deteriorate. Because of inherent limitations in a cost-
effective control system, misstatements due to error or fraud may occur and not be detected.

In addition, discovery and disclosure of a material weakness, by definition, could have a material adverse impact on our financial statements. Such an occurrence
could discourage certain customers or suppliers from doing business with us and adversely affect how our stock trades. This could in turn negatively affect our

ability to access equity markets for capital.
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Delaware law and our corporate charter and bylaws contain anti-takeover provisions that could delay or discourage takeover attempts that stockholders may
consider favorable.

Our board of directors is authorized to issue shares of preferred stock in one or more series and to fix the voting powers, preferences and other rights and
limitations of the preferred stock. Accordingly, we may issue shares of preferred stock with a preference over our common stock with respect to dividends or
distributions on liquidation or dissolution, or that may otherwise adversely affect the voting or other rights of the holders of common stock. Issuances of preferred
stock, depending upon the rights, preferences and designations of the preferred stock, may have the effect of delaying, deterring or preventing a change of control,
even if that change of control might benefit our stockholders. In addition, we are subject to Section 203 of the Delaware General Corporation Law. Section 203
generally prohibits a public Delaware corporation from engaging in a “business combination” with an “interested stockholder” for a period of three years after the
date of the transaction in which the person became an interested stockholder, unless (i) prior to the date of the transaction, the board of directors of the corporation
approved either the business combination or the transaction which resulted in the stockholder becoming an interested stockholder; (ii) the interested stockholder
owned at least 85% of the voting stock of the corporation outstanding at the time the transaction commenced, excluding for purposes of determining the number of
shares outstanding (a) shares owned by persons who are directors and also officers and (b) shares owned by employee stock plans in which employee participants
do not have the right to determine confidentially whether shares held subject to the plan will be tendered in a tender or exchange offer; or (iii) on or subsequent to
the date of the transaction, the business combination is approved by the board and authorized at an annual or special meeting of stockholders, and not by written
consent, by the affirmative vote of at least 66 2/3% of the outstanding voting stock which is not owned by the interested stockholder.

Section 203 could delay or prohibit mergers or other takeover or change in control attempts with respect to us and, accordingly, may discourage attempts to acquire
us even though such a transaction may offer our stockholders the opportunity to sell their stock at a price above the prevailing market price.

We have a staggered board of directors, which could impede an attempt to acquire us or remove our management.

Our board of directors is divided into three classes, each of which serves for a staggered term of three years. This division of our board of directors could have the
effect of impeding an attempt to take over our company or change or remove management, since only one class will be elected annually. Thus, only approximately
one-third of the existing board of directors could be replaced at any election of directors.

As a former shell company, resales of shares of our restricted common stock in reliance on Rule 144 of the Securities Act are subject to the requirements of
Rule 144(i).

We previously were a “shell company” and, as such, sales of our securities pursuant to Rule 144 under the Securities Act of 1933, as amended, cannot be made
unless, among other things, at the time of a proposed sale, we are subject to the reporting requirements of Section 13 or 15(d) of the Securities Exchange Act of
1934, as amended, and have filed all reports and other materials required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934 as amended, as
applicable, during the preceding 12 months, other than Form 8-K reports. Because, as a former shell company, the reporting requirements of Rule 144(i) will apply
regardless of holding period, restrictive legends on certificates for shares of our common stock cannot be removed except in connection with an actual sale that is
subject to an effective registration statement under, or an applicable exemption from the registration requirements of, the Securities Act of 1933, as amended.
Because our unregistered securities cannot be sold pursuant to Rule 144 unless we continue to meet such requirements, any unregistered securities we issue will
have limited liquidity unless we continue to comply with such requirements.
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If securities and/or industry analysts fail to continue publishing research about our business, if they change their recommendations adversely or if our results
of operations do not meet their expectations, our stock price and trading volume could decline.

The trading market for our common stock will be influenced by the research and reports that industry or securities analysts publish about us or our business. If one
or more of these analysts cease coverage of our company or fail to publish reports on us regularly, we could lose visibility in the financial markets, which in turn
could cause our stock price or trading volume to decline. In addition, it is likely that in some future period our operating results will be below the expectations of
securities analysts or investors. If one or more of the analysts who cover us downgrade our stock, or if our results of operations do not meet their expectations, our
stock price could decline.

CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

This prospectus and the information incorporated by reference herein and therein contain “forward-looking statements,” which include information relating to
future events, future financial performance, strategies, expectations, competitive environment and regulation. Words such as “may,” “will,” “should,” “could,”
“would,” “predicts,” “potential,” “continue,” “expects,” “anticipates,” “future,” “intends,” “plans,” “believes,” “estimates,” and similar expressions, as well as
statements in future tense, identify forward-looking statements. Forward-looking statements should not be read as a guarantee of future performance or results and
will probably not be accurate indications of when such performance or results will be achieved. Forward-looking statements are based on information we have
when those statements are made or our management’s good faith belief as of that time with respect to future events, and are subject to risks and uncertainties that
could cause actual performance or results to differ materially from those expressed in or suggested by the forward-looking statements. Important factors that could
cause such differences include, but are not limited to:
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e our history of recurring losses and negative cash flows from operating activities, significant future commitments and the uncertainty regarding the
adequacy of our liquidity to pursue our complete business objectives, and substantial doubt regarding our ability to continue as a going concern;

e our need to raise additional capital to meet our business requirements in the future and such capital raising may be costly or difficult to obtain and could
dilute out stockholders’ ownership interests;

e the impact of the recent COVID-19 outbreak on our manufacturing, sales, business plan and the global economy;

e  our ability to regain or maintain compliance with the NYSE American listing standards;

e  our ability to generate revenues from our products and obtain and maintain regulatory approvals for our products;

e  our ability to adequately protect our intellectual property;

e our dependence on a single manufacturing facility and our ability to comply with stringent manufacturing quality standards and to increase production as
necessary;

e the risk that the data collected from our current and planned clinical trials may not be sufficient to demonstrate that our technology is an attractive
alternative to other procedures and products;

e market acceptance of our products;

e negative clinical trial results or lengthy product delays in key markets;

e an inability to secure and maintain regulatory approvals for the sale of our products;

e intense competition in our industry, with competitors having substantially greater financial, technological, research and development, regulatory and
clinical, manufacturing, marketing and sales, distribution and personnel resources than we do;

e entry of new competitors and products and potential technological obsolescence of our products;

e inability to carry out research, development and commercialization plans;

e loss of a key customer or supplier;

e technical problems with our research and products and potential product liability claims;

e  product malfunctions;

e price increases for supplies and components;

e adverse economic conditions;

e insufficient or inadequate reimbursement by governmental and other third-party payers for our products;

e our efforts to successfully obtain and maintain intellectual property protection covering our products, which may not be successful;

e adverse federal, state and local government regulation, in the United States, Europe or Israel and other foreign jurisdictions;

e the fact that we conduct business in multiple foreign jurisdictions, exposing us to foreign currency exchange rate fluctuations, logistical and
communications challenges, burdens and costs of compliance with foreign laws and political and economic instability in each jurisdiction;

e the escalation of hostilities in Israel, which could impair our ability to manufacture our products; and

e loss or retirement of key executives and research scientists.

The foregoing does not represent an exhaustive list of matters that may be covered by the forward-looking statements contained herein or risk factors that we are
faced with that may cause our actual results to differ from those anticipated in our forward-looking statements. You should review carefully the section entitled
“Risk Factors” beginning on page 9 of this prospectus for a discussion of these and other risks that relate to our business and investing in our securities. The
forward-looking statements contained or incorporated by reference in this prospectus are expressly qualified in their entirety by this cautionary statement. We do
not undertake any obligation to publicly update any forward-looking statement to reflect events or circumstances after the date on which any such statement is
made or to reflect the occurrence of unanticipated events.
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USE OF PROCEEDS

Assuming we sell all securities offered pursuant to this prospectus, we estimate that we will receive net proceeds from this offering of approximately $9.3 million
from the sale of our securities in this offering, based upon an assumed public offering price of $0.90 per share of common stock (the last reported sale price of our
common stock on the NYSE American on May 22, 2020), assuming the sale of all 11,111,111 shares of common stock and no sale of any pre-funded warrants
offered in this offering and after deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us as described in
“Underwriting.” If the underwriter’s option to purchase additional shares in this offering is exercised in full, we estimate that our net proceeds from this offering
will be approximately $10.7 million, after deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us.

We intend to use the net proceeds of this offering for research and development, sales and marketing, and working capital and other general corporate purposes.
We do not currently have more specific plans or commitments with respect to the net proceeds from this offering and, accordingly, are unable to quantify the
allocation of such proceeds among the various potential uses.

The expected use of net proceeds of this offering represents our current intentions based upon our present plan and business conditions. Investors are cautioned,
however, that expenditures may vary substantially from these uses. Investors will be relying on the judgment of our management, who will have broad discretion
regarding the application of the proceeds of this offering. The amounts and timing of our actual expenditures will depend upon numerous factors, including the
amount of cash generated by our operations, the amount of competition we face and other operational factors. We may find it necessary or advisable to use portions

of the proceeds from this offering for other purposes.

From time to time, we evaluate these and other factors and we anticipate continuing to make such evaluations to determine if the existing allocation of resources,
including the proceeds of this offering, is being optimized. Circumstances that may give rise to a change in the use of proceeds include:

e achange in development plan or strategy;

e the addition of new products or applications;

e technical delays;

e delays or difficulties with our clinical trials;

e negative results from our clinical trials;

e difficulty obtaining regulatory approval;

e failure to achieve sales as anticipated; and

e the availability of other sources of cash including cash flow from operations and new bank debt financing arrangements, if any.
Until we use the net proceeds of this offering, we intend to hold such funds in cash or invest the funds in short-term, investment grade, interest-bearing securities.
A $0.10 increase or decrease in the assumed public offering price of $0.90 per share of