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SPECIAL NOTE REGARDING FORWARD -LOOKING STATEMENTS

This Annual Report on Form i containsi f or-wao ki ng st at ement s, 06 which in
future events, future financial performance, strategies, expectations, competitive environment and regulation, including,
revenue growth and anticipated impacts on our business of thengrgOVID-19 pandemic and related public health
measur es. Words such as fimay, o6 dAwill, o #fAshould, 6 Acou
fanticipates, 0 Afuture, o Aintends, 0 0 awalasstaementbiefutire ves
tense, identify forwardooking statements. Forwatdoking 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 ltdsilshueved.
Forwardl ooki ng statements are based on information we have
faith belief as of that time with respect to future events, and are subject to risks and uncertainties that couldalause actu
performance or results to differ materially from those expressed in or suggested by the-liookiagl statements.
Important factors that could cause such differences include, but are not limited to:

0 our need to raise additional capital to meet business requirements in the future and such capital raisir
be costly or difficult to obtain and could dil

0 the impact of the COVIEL9 pandemic on our manufacturing, sales, business plan aglbltiad economy;

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

0 our ability to maintain compliance with the Nasdagq listing standards;

0 our ability to generate revenues from our productsodrain and maintain regulatory approvals for our prod
0 our ability to adequately protect our intellectual property;

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

0 the risk that the data collected from our current and planned clinical trials may not be sufficient to detr
that our technology is an attractive alternative to other procedurgs @ohatts;

0 market acceptance of our products;

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

0 intense competition in our industry, with competitors having substantially griadercial, technologice
research and development, regulatory and clinical, manufacturing, marketing and sales, distribution anc
resources than we do;

0 entry of new competitors and products and potential technological obsolescencg@afducts;

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

0 loss of a key customer or supplier;

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

0 product malfunctions;

0 price increases for supplies and components;

0 adverse economic conditions;

0 insufficient or inadequate reimbursement by governmental and othep#hrisdpayers for our products;

0 our efforts to successfully obtain and maintain intellectual property protection covering our products, w
not be successful;

0 adverse federal, state and local government regulation, in the United States, Europe or Israel and at
jurisdictions;



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

0 the escalation of hostilities in Israel, which could impair our ability to manufacture our products; and
0 loss or retirement of key executives and research scientists.

The foregoing does not represent an exhaustive list of matters that may be covered by theldokirzgd
statements contained herein or risk factors that we are faced with that may cause our actual results to differ from those
anticipated in our forwartboking statements. You should review carefully the risks and uncertainties described under the
heading Altem 1A. Ri sk Fact eKrfs @discussion dfthese aAdother esks thtaghate r t
to our business and investing in shareswfammmon stock. Moreover, new risks regularly emerge, and it is not possible
for our management to predict or articulate all the risks we face, nor can we assess the impact of all risks on our business
or the extent to which any risk, or combination aks, may cause actual results to differ from those contained in any
forward-looking statements. All forwartboking statements included in this Annual Report are based on information
available to us on the date of this Annual Report. Except to the egtpritad by applicable laws or rules, we undertake
no obligation to publicly update or revise any forwadking statement, whether as a result of new information, future
events or otherwise. All subsequent written and oral ford@king statements atlutable to us or persons acting on our
behalf are expressly qualified in their entirety by the cautionary statements contained above and throughout this Annual
Report.

The forwardlooking statements contained in this Annual Report on Forid 402 expredy qualified in their
entirety by this cautionary statement. We do not undertake any obligation to publicly update anylfwlwagistatement
to reflect events or circumstances after the date on which any such statement is made or to reflect theeoaturre
unanticipated events.



PART |

In this Annual Reporton Form 4, unl ess the context requires other.\
Companyo refer to InspireMD, l nc. , a Del awar,¢aken@srapor at
whole.

Item 1. Business.
Overview

We are a medical device company focusing on the development and commercialization of our proprietary
Mi croNetE stent platform technology for t hesahexgaadabieent
Ascaffhked device, usually constructed of a metallic mat
and improve blood flow. MicroNet, a micron mesh sleeve, is wrapped over a stent to provide embolic protstetitimg
procedures.

Our CGuardE carotid embolic prevention s3dndabe ( ACG
nitinol stent in a single device for use in carotid artery applications. Our CGuard EPS received CE mark approval in the
European Wion in March 2013 and was fully launched in Europe in September 2015. Subsequently, we launched CGuard
EPS in Russia and certain countries in Latin America and Asia, including India. In September 2020, we launched CGuard
EPS in Brazil after receiving retaiory approval in July 2020 and as discussed below, on February 3, 2021, we executed
a distribution agreement with Chinese partners for the purpose of expanding our presence in China. Currently, we are
seeking strategic partners for a potential laundi®b@iard EPS in Japan and other Asian countries.

On September 8, 2020, we received approval from t}
I nvestigation Device Exemption (Al DEO), therebCarotidl | owi
Stent System, Guardians, for prevention of stroke in patients in the United Stat€&uatdians is a prospective,
multicenter, singla r m, pi votal study to evaluate the safety and e
to treat synptomatic and asymptomatic carotid artery stenosis in patients undergoing carotid artery stenting. The trial was
designed to enroll approximately 315 subjects in a maximum of 40 study sites located in the United States and Europe.
Study sites in Europe mapntribute a maximum of approximately 50% of the total enrollees. The primary endpoint of the
study will be the composite of incidence of death-¢alise mortality), all stroke, and myocardial infarction (DSMI)
through 36days posindex procedure, basexh the clinical events committee (CEC) adjudication and ipsilateral stroke
from 31-365 day followup, based on Clinical Events Committee (CEC) adjudication.

On July 23, 2021, we announced the initiation of enroliment and successful completiofirst tteses of our
C-Guardian trial of CGuard EPS. The first patients, who were under the care of principal investigator, Chris Metzger, M.D.,
system chair of clinical research at Ballard Health System in Eastern Tennessee, were successfully implahéad with
CGuard EPS stent device. These are the first of 315 patients who are expected to be enrolled in the trial and receive CGuarc
EPS in the treatment of carotid artery stenosis in symptomatic and asymptomatic patients undergoing carotid artery
stenting. V& are currently continuing with the enrollment phase.

Additionally, we intend to continue to invest in current and future potential product and manufacturing
enhancements for CGuard EPS that are expected to reduce cost of goods and/or providéntoasegterforming
delivery system. In furtherance of our strategy that focuses on establishing CGuard EPS as a viable alternative to vascular
surgery, we are exploring adding new delivery systems and accessory solutions for procedural protection fiiour port

We consider the current addressable market for our CGuard EPS to be individuals with diagnosed, symptomatic
highgr ade carotid artery stenosis (HGCS, O70% occlusion)
This group includenot 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 aglssable market for CGuard EPS will be approximately $666 million in 2022 (source: Health
Research International Personal Medical Systems, Inc. September 13, 2021 Results of Update Report on Global Carotid
Stenting Procedures and Markets by Major GeograplyAddressable Markets). According to this same report, assuming
full penetration of the caseload for all individuals diagnosed with-gigke carotid artery stenosis, we estimate that the
total available market for CGuard EPS in 2022 will be approxin&s billion.

Our MGuardE PrimeE embolic protection system (fiMGuzé
acute coronary syndromes, notably acute myocardial infarction (heart attack) and saphenous vein graft coronary
interventions, or bypassirgery. MGuard Prime EPS combines MicroNet with a-baetal cobakchromium based stent.

MGuard Prime EPS received CE mark approval in the European Union in October 2010 for improving luminal diameter
and providing embolic protection. Over the past y#ase has been a shift in industry preferences away frormioested

stents, such as MGuard Prime EPS inEBSTevati on Myocardi al Infarction (ASTE
sales of the MGuard Prime EPS, which we believe this is largely drivére predominant industry preferences favoring
drug-eluting, or drugcoated, stents, we intend to phase out future sales of our MGuard Prime EPS in 2022.
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We also intend to develop a pipeline of other products and indications by leveraging our MieobiNetagy to
improve peripheral procedures such as the treatment of the superficial femoral artery disease and vascular disease below
the knee as well as neurovascular procedures, such as the treatment of acute stroke.

Presently, none of our products ni@ysold or marketed in the United States, but we do derive revenues from the
use of our products in the currently ongoing trials.

We were organized in the State of Delaware on February 29, 2008.
Recent Developments
Public Offerings

On February 8, 2021ye closed an underwritten public offering of 1,935,484 units, with each such unit being
comprised of one share of our common stock, par value $0.0001 per share, and one Series G Warrant to pinalhase one
of one share of commo®f céoichgd)t heThieEeebfruaryn@O0Rgdi ce to
Series G Warrants were immediately exercisable at a price of $10.23 per share, subject to adjustment in certain
circumstances, and expire five years from the date of issuance. Weaaltsdghe underwriter of the offering an option
to purchase an additional 290,322 shares of common stock and Series G Warrants to purchase 145,161 shares of commo
stock, which the underwriter exercised in full. In connection with the offering we granteslunderwriter a compensation
warrant to purchase up to 111,290 shares of common stock with an exercise price of $10.23 per share and which are
exercisable for five years from February 3, 2021. Our net proceeds from the offering, after giving #iteeixercise of
t he under walioimene aptios, warevapproximately $18.9 million, after deducting underwriting discounts and
commissions and payment of other expenses associated with the offering, but excluding the proceeds, if any, from the
exerdse of Series G Warrants sold in the offering.

Distribution and Purchase Agreement with Chinese Partners

On February 3, 2021, we entered into a Distribution Agreement with three-Gdsed partners, pursuant to
which the Chinese partners will besponsible for conducting the necessary registration trials for commercial approval of
our products in China, followed by an eiglgar exclusive distribution right to sell our products in China with the term of
the agreement continuing on a y@aiyearbasis unless terminated. Under the Distribution Agreement, the -Bhgeal
partners will be subject to minimum purchase obligations. The Distribution Agreement may be terminated for cause upon
failure to meet minimum purchase obligations, failure to obvguilatory approvals or for other material breaches.

In addition, and on the same day, we entered into an investment transaction with QIDI, which included (i) an SPA,
pursuant to which QIDI agreed to invest $900,000 in exchange for shares of our corockoat & purchase price of
$10.062 per share, and (i) an IRA, whereby QIDI was provided certain customary registration rights, including a
commitment by us to file a registration statement with the SEC on FetnorS~orm S3 and have such registration
statement become effective not later than 150 days following the closing of the transactions under the SPA.

The transactions closed on February 5, 2021.
2021 Equity Incentive Plan

On September 30, 2021, at our 2021 annual meeting of stockholders, our stockholders app&Had Bquity
Incentive Plan.

ATM Offering

On July 28, 2020, we entered into a Sales Agreement
we my offer and sell, from time to time, at our option, through or to A.G.P., up to an aggregate of approximately
$9,300,000 of shares of common stock (the AATM Facil it

willbeissuedandsoldpsiru ant t o t he Company6s R3(gleNot 333223130)iledSaitta t e me |
the SEC on February 21, 2018 and the prospectus supplement thereto filed with the SEC on July 28, 2020, by methods
deemed to be an fAat eéedhireRulendls(&)(é)tpronoufgdtes] under the Seeustiesdet bfil983, as
amended, or if specified by us, by any other method permitted by law. On January 11, 2021, we increased the aggregate
amount of our shares of common stock that may be sold under tkeA§adement from $9,300,000 to $10,382,954, and,

as a result, utilized and sold the maximum amount allowable under the ATM Facility, which resulted in an aggregate
amount of $10,381,958.



Reverse Stock Split

On April 14, 2021, our stockholders approvereeerse stock split of our common stock, following which, and
on the same date, our board of directors approved a ratiooflb for the reverse stock split, or the Reverse Stock Split.
On April 14, 2021, the Delaware Secretary of State approved atifica¢ée of Amendment to our Amended and Restated
Certificate of Incorporation, which set an effective date of April 26, 2021, for the Reverse Stock Split. TReveose
Stock Split CUSIP number for our common stock is 45779A 846.

On the April 26,2021, the total number of shares of our common stock held by each stockholder was converted
automatically into the number of whole shares of common stock equal to (i) the number of issued and outstanding shares
of common stock held by such stockholder irdiately prior to the Reverse Stock Split, divided by (ii) 15.

No fractional shares were issued in connection with the Reverse Stock Split, and no cash or other consideration
was be paid. Instead, we issued one whole share of th&kpestse Stock Splitoonmon stock to any shareholder who
otherwise would have received a fractional share as a result of the Reverse Stock Split.

Appointment of Kathryn Arnold to our Board of Directors

On May 10, 2021, the board of directors appointed Ms. Kathryn ArnoldGlasa 1ll member of the Board,

effective as of that date, with a term expiring at the
her appointment, on May 10, 2021, Ms. Arnold was granted (a) options to purchase 3,512 shares of & ooknftire
AOptionso), and (b) 10,536 shares of restricted stock (

The Options have an exercise price equal to the closing fair market value of the Common Stock on the date gégtant, sub
to the terms and condit-Tenm bhcehei CemphanpndéétBelBPLang)
Stock will vest and become exercisable in three equal annual installments beginning onytbar @mniversary of the

date ofthdr nol d Grant, provided that in the event that Ms.
2023 annual meeting of stockhol der s, or (ii) not nomi:
meeting of stockholdersny unvested Options or Restricted Stock will vest in full and become exercisable on the date of
the decision not to reelect or nominate her (as applicable). The Options have a term of 10 years from the date of grant.

Nasdagq Listing

On May 10, 2021, wannounced that our shares that previously traded on the NYSE American were approved
for listing on the Nasdaqg Capital Mar ket (ANasdaqgo) an:
symbol , ANSPR. 0 On May 2rivarrarisGhatipreviowsty tradled mmotihierNY REAAméribaa wereo u
approved for listing on Nasdaq, and such warrants began trading on June 8, 2021. On July 7, 2021, our Series A warrants
that previously traded under symbol ANSPRWO expired.

National Commission fahe Evaluation of Medical Devices and Health Technologies

On October 13, 2021, we announced that our CGuard EPS stent system received a positive opinion from the
National Commission for the Evaluation of Medical Devices and Health Technologies (CNEDPBfiTSe French
National Authority for Health (HAS) regarding reimbursement in France, and the CGuard EPS was being added to the list
of reimbursed medical products (LPPR) effective October 25, 2021. This was the final step to full commercial launch of
CGmrd EPS foll owing CNEDIMTS®é positive opinion for rei
the treatment of symptomatic and reymptomatic lesions when surgery is not indicated.

COVID-19 Developments

The COVID19 global pandemic has legovernments and authorities around the globe to take various
precautionary measures in order to limit the spread of C&@8[0ncluding governmesimposed quarantines, lockdowns,
and other public health safety measures. We experienced a significant d9¥élated impact on our financial condition
and results of operations, primarily during the year ended December 31, 2020, which we primarily attribute to the
postponement of CGuard EPS procedures -@raargency procedures), as hospitals have shifted cesoty patients
affected by COVIDR19. To the best of our knowledge, there are European countries in which we operate reinstated non
emergency procedures. However, new COMMDvariants, and potentially increasing infection rates make the current
COVID-relaed environment highly volatile and uncertain and we anticipate that the continuation of the pandemic and
related restrictions and safety measures will likely result in continued fluctuations in sales of our products, potentially
enrollments in our studiess well as potential disruptions to our supply chain for the upcoming periods.



Our Industry
Carotid

Carotid arteries are located on each side of the neck and provide the primary blood supply to the brain. Carotid
artery disease, also called carotiteay stenosis, is a type of atherosclerosis (hardening of the arteries) that is one of the
major risk factors for ischemic stroke. In carotid artery disease, plague accumulates in the artery walls, narrowityg the arte
and disrupting the blood supply teetbrain. This disruption in blood supply, together with plaque debris breaking off the
artery walls and traveling to the brain, are the primary causes of stroke. According to the World Health Organization
(https:/imww.who.int/cardiovascular_diseases/resesfiatlas/en/) every year, 15 million people worldwide suffer a stroke,
and nearly six million die and another five million are left permanently disabled. According to the same source, stroke is
the second leading cause of disability, after dementia.

In 2021, 2.8 million people between the age of 50 and 89 years old were estimated to be diagnosed with high
grade carotid artery disease, of which, approximately 380,000 of those diagnosed required intervention for carotid artery
disease (according to the H#mResearch International Personal Medical Systems, Inc. September 13, 2021 Results of
Update Report on Global Carotid Stenting Procedures and Markets by Major Geography and Addressable Markets). There
are two current intervention treatments used for chestery disease. The first is a carotid endarterectomy where a surgeon
accesses the blocked carotid artery though an incision in the neck, and then surgically removes the plague. The second is
carotid artery stenting, which is a minimally invasive endoutar treatment for carotid artery disease and an alternative
to carotid endarterectomy. Endovascular techniques using stents and carotid embolic prevention system protect against
plague and debris traveling downstream, blocking off the vessel and wotigrbfatod flow. We believe that the use of a
stent with an embolic protection system should increase the number of patients being treated since it would avoid the need
for complex surgery.

Peripheral

Peripher al vascul ar di s feramatiensof athérdsdleibtic)plagaas ¢ artedes, svieoth b y
carry blood to organs, limbs and head. It is also known as peripheral artery occlusive disease or peripheral artery disease.
It comprises diseases pertaining to both peripheral veins and peripherasa affecting the peripheral and cardiac
circulation in the body. PVD includes diseases outside of the heart and brain, but most times refers to the leg and foot.

Peripheral stents are more often used in combination with balloon angioplasty thepeims, so that blood can
flow through the blocked veins in the body.

The growing prevalence of PVD is expected to cause increased demand for treatment options. PVD is age related
and its prevalence increases markedly with advancing age. In additibris More prevalent in lower and medium income
countries than in higher income countries (https://www.thelancet.com/journals/langlo/article/P{IS2X(49)3025%4)

Our Products
Below is a summary of our current products and products under developnektieir intended applications.
MicroNet

MicroNet is our proprietary circular knitted mesh which wraps around a stent to protect patients from plaque
debris flowing downstream upon deployment. MicroNet is made of a single fiber from a biocompatibierpolgely
used in medical i mplantations. The si z e-180 micronsipaderttau r e ,
maximize protection against the potentially dangerous plaque and thrombus.

CGuardi Carotid Applications

Our CGuard EPS eobines our MicroNet mesh and a seXpandable nitinol stent (a stent that expands without
balloon dilation pressure or need of an inflation balloon) in a single device for use in carotid artery applicationst MicroNe
is placed over and attached to an opelhnitinol metal stent platform which is designed to trap debris and emboli that can
dislodge from the diseased carotid artery and potentially travel to the brain and cause a stroke. This danger is one of the
greatest limitations of carotid artery stegt with conventional carotid stents and stenting methods. The CGuard EPS
technology is a highly flexible stent system that conforms to the carotid anatomy.



We believe that our CGuard EPS design provides advantages over existing therapies in treétingriesy
stenosis, such as conventional carotid stenting and surgical endarterectomy, given the superior embolic protection
characteristics provided by the MicroNet. We believe the MicroNet will provide acute embolic protection at the time of
the procedre, but more importantly, we believe that CGuard EPS will providegrosedure protection against embolic
dislodgement, which can occur up to 48 hours-postedure. It is in this pogirocedure time frame that embolization is
the source of pogirocedi r al strokes in the brain. Schof emtecteddarotam!| . (
artery stenting assessed by sequential diffugieni ght ed magnet i clourna ef dmesicarc @ollegernfr g i n
Cardiology Cardiovascular Interveions Volume 1, 2008) have shown that the majority of the incidents of embolic
showers associated with carotid stenting occur-pastedure.
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Our CGuardE carotid embolic prevention sdndabe ( ACG
nitinol stert 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 was fully launched in Europe in September 2015. Subsequently, we launched CGuard
EPS in Russia and certain couesrin Latin America and Asia, including India. In September 2020, we launched CGuard
EPS in Brazil after receiving regulatory approval in July 2020 and on February 3, 2021, we executed a distribution
agreement with Chinese partners for the purpose of dkggour presence in China. On October 13, 2021, we announced
that our CGuard EPS stent system received a positive opinion regarding reimbursement in France. Currently, we are seeking
strategic partners for a potential launch of CGuard EPS in Japan.

On September 8, 2020, we received approval from the FDA of our IDE, thereby allowing us to proceed with a
pivotal study of our C GuadadsHor @eventon of strok in patients iSthesUniedState
C-Guardians is a prospective, licenter, singlea r m, pivot al study to evaluate the
Carotid Stent System when used to treat symptomatic and asymptomatic carotid artery stenosis in patients undergoing
carotid artery stenting. The trial was designechtmkapproximately 315 subjects in a maximum of 40 study sites located
in the United States and Europe. Study sites in Europe may contribute a maximum of approximately 50% of the total
enrollees. The primary endpoint of the study will be the compositeciofence of death (afause mortality), all stroke,
and myocardial infarction (DSMI) through @dys posindex procedure, based on the clinical events committee (CEC)
adjudication and ipsilateral stroke from-3&5 day followup, based on Clinical Even€ommittee (CEC) adjudication.

On July 23, 2021, we announced the initiation of enrollment and successful completion of the first cases of our
C-Guardian trial of CGuard EPS. The first patients, who were under the care of principal investigator, 2ges, MieD.,
system chair of clinical research at Ballard Health System in Eastern Tennessee, were successfully implanted with the
CGuard EPS stent device. These are the first of 315 patients who are expected to be enrolled in the trial and receive CGuarc
EPS in the treatment of carotid artery stenosis in symptomatic and asymptomatic patients undergoing carotid artery
stenting. We are currently continuing with the enrollment phase. Additionally, we intend to continue to invest in current
and future potentlgroduct and manufacturing enhancements for CGuard EPS that are expected to reduce cost of goods
and/or provide the best-class performing delivery system. In furtherance of our strategy that focuses on establishing
CGuard EPS as a viable alternativevéscular surgery, we are exploring adding new delivery systems and accessory
solutions for procedural protection to our portfolio.

MGuard Product$ Coronary Applications

Bare-Metal Stent MGuard Product. Our MGuard Prime EPS coronary product is comprisedlicroNet
wrapped around a cobalhromium based bammetal stent. In comparison to a conventional {rae¢al stent, we believe
our MGuard Prime EPS coronary product with MicroNet mesh provides protection from dangerous embolic showers in
patients expéencing STsegment elevation myocardial infarction, the most severe form of a heart attack, referred to as
STEMI. Standard stents were not engineered for heart attack patients. Rather, they were designed for treating stable angine
patients whose occlusias different from that of an occlusion in a heart attack patient. In acute heart attack patients, the
plague or thrombus is unstable and often breaks up as the stent is implanted causing downstream blockages in a significan
portion of heart attack patientOur MGuard Prime EPS is integrated with a precisely engineered micro net mesh that is
designed to prevent the unstable arterial plague and thrombus that caused the heart attack blockage from breaking off. Ovel
the past years there has been a shiftdustry preferences away from banetal stents, such as MGuard Prime EPS in
ST-Elevation Myocardial Infarction STEMI patients. As a result of declining sales of the MGuard Prime EPS, which we
believe this is largely driven by the predominant industry peefees favoring drugluting, or drugcoated, stents, we
intend to phase out future sales of our MGuard Prime EPS in 2022.

PVGuardd Peripheral Vascular Applications

We intend to develop our MicroNet mesh sleeve and aegpkindable stent for use peripheral vascular
applications, to which we refer to as PVGuard. PVDs are usually characterized by the accumulation of plaque in arteries
in the legs. This accumulation can lead to the need for amputation or even death, when untreated. PVD ih&ehyed eit
trying to clear the artery of the blockage, or by implanting a stent in the affected area to push the blockage out of the way
of normal blood flow.
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As in carotid procedures, peripheral procedures are characterized by the necessity of conttmliogkawers
both during and pogirocedure. Controlling embolic showers is so important in these indications that physicians often use
fully covered stents, at the risk of blocking branching vessels, to ensure that emboli do not fall into the bloadstream
move to the brain. We believe that our MicroNet design will provide substantial advantages over existing therapies in
treating peripheral artery stenosis.

However, as we plan to focus our resources on the further expansion of our sales and nzatketiag for
CGuard EPS and potential product enhancements and manufacturing enhancements for CGuard EPS expected to reduc
cost of goods and/or provide the bistlass performing delivery system and its submission for CE mark approval, we do
not interd to pursue the development of PVGuard in the near future.

Completed Clinical Trials for CGuard EPS
CARENET

The CARENET trial was the first multenter study of CGuard EPS following the receipt of CE mark of this
device in March 2013. The CARENET trishs designed to evaluate feasibility and safety of CGuard EPS in treatment of
carotid | esions in consecutive pati ent spesitorjréalifebseting.f or ¢
The acute, 30 day, magngticaltesaspnandeantagi mg mopinMRI cl i
at the LINC conference in Leipzig, Germany in February, 2015. In the third quarter of 2015, the results of the CGuard
CARENET trial were published in the Journal of the American Colle@addiology. In November 2015, positive twelve
month followup data from the CGuard CARENET trial was presented at the 42nd Annual Symposium on Vascular and
Endovascular Issues, documenting the benefits of the CGuard MicroNet technology as well as tyebpatsits
(maintaining the artery open) of the internal and external carotid arteries at twelve months.

MACCE (myocardi al infarction (AMIO), stroke or deat
death, which was not device amocedurerelated but did result in a MACCE rate of 3.6% at six months. At twelve months
there were two additional deaths, which were not device or proceslated resulting in a MACCE rate of 10.7% at one
year.

30 days 6 months 12 months
(n=30) (n=28) (n=28)
MACCE (Ml, stroke, death) (0) 0.(% (1) 3.6% (3) 10.%
MI (0) 0.(% (0) 0.(% (0) 0.(%
stroke (0) 0.(% (0) 0.(% (0) 0.(%
death (0) 0.0% (1) 3.6% (3) 10.°%

CAS carries the risk of cerebral embolization during and following the procedure, leadingthwelening
complications, mainly cerebral ischemic events. Diffusi@ighted magnetic resonance imaging (IDARI) is a sensitive
toolusedtoidentific er ebr al embol i during CAS by measuring Al esio
and do not receive oxygenated blood due to cerebral emboli. In the CARENET trial, 37.0% of patients treated with CGuard
EPS had new ischemic lesions athtfurs after the procedure, with an average volume of 0.039 cm3. Of these lesions,
there was only one that remained at 30 days following the procedure and all others had resolved. Complete details appear
in the following table. Where there is a second nurshewn below after a £ symbol, it indicates the potential error in the
measurement.

48 hours 30 days
n=27 n=26
Subjects with new Acute | schemi: 10 1
Incidence of new lesions 37.(% 4.(%
Total number nevAlL 83 1
Avg. number new AlL per patient 3.19+£10.3 0.04 £ 0.2
Average lesion volume (cin 0.039 £ 0.0 0.08 £ 0.0
Maximum lesion volume (c 0.44¢ 0.11¢
Permanent AIL at 30 days o} 1

The healing process of the tissue andtent restenosis can be measured by aimasive form of ultrasound
called duplex ultrasound. This type of ultrasound measures the velocity of the blood that flows within the carotid arteries,
which increases expentially as the lumen of the internal carotid artery narrows and the percent stenosis increases. One
of the measurements is called PSV (peak systolic volume) and is known to be highly correlated to the degirest of in
restenosis; PSV values higher tt800 cm/sec are indicative of >70% stenosis, while PSV values lower than 104 cm/sec
are indicative of <30% restenosis and healthy healing. In the CARENET trial, duplex ultrasound measurements done at 30
days, 6 months and 12 months following the stentirmgedure all attest to healthy normal healing without restenosis
concerns, as the PSV values were 60.96 cm/sec + 22.31, 85.24 cm/sec + 39.56, and 90.22 cm/sec + 37.72 respectively. Th
internal carotid artery was patent in all patients (100%).
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The conclumns of the CARENET trial were:

The CARENET trial demonstrated safety of the CGuard EPS stent, with a 30 day MACCE rate of 0%.
Incidence of new ipsilateral lesions (percent of patients with new lesions on the ipsilateral side (sarnere
the stent was employed)) at 48 hours was reduced by almost half compared to published data, and \
reduced almost tenfold.

All but one lesion had resolved completely by 30 days.

Twelve month data showed no strokestiokerelated deaths, and no cardiac adverse events.

CGuard EPS offers enhanced benefits for patients undergoing CAS with unprecedented safety.

PhysicianSponsored Clinical Trials for CGuard PARADIGM-101 Study

PARADIGM-101 Prospective evaluation &ll-comer p&cutaneousArotiD revascularizatiohn symptomatic

and increasedsk asymptomatic carotid artery stenosis, usi@uGa r M &shcovered embolic prevention stent system
101) was an investigatded, single center studyitl the objective of evaluating feasibility and outcome of routine use of
CGuard EPS in 101 consecutive unselectedather patients referred for carotid revascularization, initiated in 2015. In
May 2016, the 3@lay results were presented at the EuroPG@E52 ateBreaking Clinical Trial Session in Paris, and in
the Journal of Eurolntervention.

Key findings from the PARADIGMLO1 study and the followip data are as follows:

0o

comerpopulation of patients with carotid artery stenosis and indicated that routine use of CGuard EPS may prevent cerebral
events, such as strokes, by holding plague against the vessel wall, preventing emboli from being released into the blood

CGuard EPS delivery success was 99.1%. The clinical evaluation also founevine tbreshortening
elongation;

Angiographic diameter stenosis or vessel narrowing was reduced from 83+9% to only 6.7£5% (p<0.00
Periprocedur al deat h/ major stroke/ myocardial

Oneevent was adjudicated by the Clinical Events Committee as a minor stroke (0.9%), with no chanc
Stroke Scale or modified Ranking scale;

The results of the PARADIGMO1 study demonstrated that CGuard EPS can safely be used in a high-risk, all

stream. The PARBIGM-101 study found that CGuard EPS is applicable in up to 90%-obuder patients with carotid
stenosis.

Clinical Results and Mechanical Properties of the Carotid CGUARD Doubleyered Embolic Prevention

Stent Study

AClinical Res ulropestiesoithe Caviatic CGHARD OaublayBred Embolic Prevention Stent

Study o was -ed prospectigessinglegntet study which evaluated CGuard EPS in 30 consecutive patients
with internal carotid artery stenosis disease with the objectiveporting early clinical outcomes with a novel MicroNet

covered stent for the internal carotid artery and the

2016, the 3a@lay positive results were published onladgeadof-printin the Journal of Endovascular Therapy.

Key findings from the study are as follows:

o« O¢ O

o«

Ox¢

o«

100% success in implanting CGuard EPS without residual stenosis;
No pert or postprocedural complications;

No deaths, major adverse evemtsnor or major strokes, or new neurologic symptoms during the six n
following the procedure;

Modified Rankin Scale improved for the symptomatic patients from 1.56 prior to the procedure to O afte
All vessels treated wit@Guard EPS remained patent (open) at six months; and

DW-MRI performed in 19 of 30 patients found no new ipsilateral lesions after 30 days and after six
compared with the baseline DWRI studies.
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Additionally, based on engineerirgyaluations, the study concluded that CGuard EPS provides a high radial force and
strong support in stenotic lesions. The stent is easy to use and safe to implant because it does not foreshorten and its
structure adapts well to changes in diameter andtareof tortuous vascular anatomies. The MicroNet mesh of CGuard

did not cause any changes to specific mechanical parameters of the underlying stent.

CGUARD MeshCovered Stent in Real World: The IRGSuard Registry

i CGUA RD -QawerecStent in ResVorld: The IRONGuar d Regi stry using CGuarc
initiated prospective muktenter registry that included 200 patients from 12 medical centers in Italy. The objective of the
study was to report 36ay outcomes (including MACCE) in a prosfiee series of patients who were treated with CGuard
EPS between April 2015 and June 2016. In January 201daB0esults were presented at the Leipzig Interventional
Course (LINC) 2017 and published in the Journal of Eurolntervention in May 2017. Tienif2followup was published
in the Journal of Eurolntevention in October 2018.

Key 30-day results presented were:

0 100% success in implanting CGuard EPS;

0 No MI, major stroke or death at 30 days;

0 There were two transiersichemic attacks and five periprocedural minor strokes, including one thrombosis
by surgery.

0 Total elimination of posprocedural neurologic complications by 30 days;

0 DW-MRI performed preprocedure and between 24 and 72 hpastprocedure in 61 patients, indicated the

patients had new micro emboli (19%).

0 At 12 months, there were no new major neurological adverse events, thrombosis or external carotid
recorded,;

0 One myocardial infarctionazurred at 12 months.

Peri-procedural brain lesions prevention in CAS (3PCAS): Randomized trial comparing CGuard stent vs.
Wal |l StentE Study

3PCAS study was an independent investighgdrsingle center randomized clinical trial, comparing CGuard EPS
vs.Wal | Stent E, i ntended t oproeadwd difudioaveightedmaghetiecesodamagnsaging o f pe
(DW-MRI) new brain lesions after carotid artery stenting. Sodig consecutive patients referred for carotid
revascularization (between Janp@015 and October 2016) were eligible for the study. The results of the 3PCAS study
was published in the International Journal of Cardiology in September 2018. The discussion distinguished between peri
procedural (from procedure to 48f2h) and posprocedural periods (72h to 30 days) where the CGuard EPS demonstrated
a reduction in the pogtrocedural embolic effect during the carotid plaque healing period. In contrast, there was no
difference between the two stent groups during thegrededural stageecause of, according to the published article, the
presence of bilateral/contralateral lesions (lesions resulting from the contralateral artery fromttbatedrcarotid) which
suggest that the peprocedural neurological damage may have originated &xtracarotid sources (outside of the artery
which was treated and outside the stent itself).

I nitial Clinical Study of the New CGuard EPS MicroN

Al nitial Clinical Study ofréedeCareavt iIClGuatrantE:PSO Oher
investigatorled, singlecenter study, which evaluated CGuard EPS in 30 consecutive patients with symptomatic stenosis
of the internal carotid artery with the objective of evaluating the CGuard EPS Microletdaostent for its ability to
adjust to different vessel diameters. The results of the study were published in the Journal of Endovascular Therapy in May
2019. The conclusion of the study as reported was that CGuard EPS has high conformability conttbiapdalmost
equivalent outward radial force at expansion diameters ranging from 5.5 to 9.0 mm. The first clinical results demonstrate
the fiOne Size Fits AlIl 0 stent can be implanted in inte

Key findings from the study were as follows:

0 100% technical success in implanting CGuard EPS;

0 No neurological events within 30 days;

0 The chronic outward force normalized by stent length demonstrated-aqéaalent radialorce outcome; an
0 The stent displayed only a minor difference between the minimal radial force at 9.0 mm (0.195 N/mm

maximal radial force at 5.5 mm (0.330 N/mm).
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Preliminary Results from a Prospective Redlorld Multicenter Clinicd Practice of Carotid Artery Stenting
Using the CGuard Embolic Prevention System: The IRONGUARD 2 Study

APreliminary Resul tWorldMulicenteaCliftcal ®ragice of CaroticeArtdRyeStehting Using
the CGuard Embolic Prevention Systehth e | RONGUARD 2 Studyo is a pdentesi ci ar
registry enrolling 733 patients from 20 medical centers in Italy, from January 2017 to June 2019. The objective of the study
is to evaluate periprocedural (24 hours), gosicedura(up to 30 days), and Idonth outcomes in a largest, prospective,
multicenter series of patients submitted for protected carotid artery stenting with the CGuard Embolic Prevention System.
The 24hour, 30day and 12nonth preliminary results (data availaloin 726 patients out of the 733 treated) were presented
at the Leipzig Interventional Course (LINC) in January
study suggested in a reabrld evaluation of carotid artery stenting, Cguard EPS lwa safely used for treatment of
extracranial carotid artery stenosis, allowing a low rate of post procedural adverse events by 12 months.

Key findings from the study are as follows:

0 100%% procedural success in implanting CGuard EPS;

0 1death from hemorrhagic stroke (patient was admitted for immediate treatment of CAS due to stroke!
strokes, 6 TIAs and one nonfatal AMI at 24 hours;

0 1 minor stroke, 2 TIAs, three AMIs, no deaths and no stent thrombosis/occlostoreen 24 hours and 30 d:¢
and

0 1 minor stroke, 4 TIAs, 2 AMIs and 8 deaths (the 2 mentioned AMIs, 4 malignancies, 1 suicide and 1 t
complication in GuillairBarré Syndrome) between 30 days and 1 year.

The SIBERIA Trial for Carotid Artery Stenosis: A Randomized Controlled Trial of Conventional Versus
Mi c r o4Ceverdd Stent Use in Percutaneous Neuroprotected Carotid Artery Revascularizationpfeedural and
30-day DiffusionrWeighted Magnetic Resonance Imaging and Clinical Outcame

AThe SIBERIA Trial for Carotid Artery Stenosi s: A
Mi ¢ r o-Gawerdd Stent Use in Percutaneous Neuroprotected Carotid Artery Revascularizatiprudeeiiral and 30
day DiffusionWeighted Magnetic Resbance | magi ng and CIl i ni cnltiate®randonozede s 0 w
clinical trial, singlecenter study, which evaluated one hundred patients who qualified for carotid revascularization with
high risk for surgery and were randomized 1:1 to ei@@®uard EPS or Acculifk. The primary endpoints were incidence
and volume of new cerebral embolic ppsbcedural lesions (248 hours) as determined by diffusion weighted magnetic
resonance imaging (DWIRI). The principal secondary endpoints includeddeace of periprocedural or postprocedural
stroke, myocardial infarction and death at 30 days. The results of the study were presentedmeakiatpsession at the
EuroPCR in June 2020 and published (Randomized Controlled Trial of Conventional Ménaset-Covered Stent in
Carotid Artery Revascularization, JACC Cardiovascular Interventions, Vol. 14, November 21, 2021). The conclusion of
the study was that -toheeed seBtuuse id Eonsatutiver unseledted patients subjected to
neuropotected carotid artery stenting was associated with a greater thaffioldresduction in the procedwgenerated
mean cerebral lesion volume, and with zero qpostedural cerebral embolisms observed. The MicroNet covered stent
significantly reduced pgsrocedural and abolished post procedural cerebral embolism in relation to a conventional carotid
stent . This is consistent with the MicroNet covered s
protection not only during but after carbartery stenting.

Key findings from the study are as follows:

& Peri Procedure, the CGuardE arm was observed
per patient (171 mfvs. 73 mm), a statistically significant improvement (p8Q7) and 222 méws. 84 mm
(p=0.038);

& PostProcedure(248 hours), the CGuardE arm was observe

new cerebral lesions (157 mins. 700 mrd), a statistically significant improvement (p=0.007);

0 At 30days, DWMR I showed zero new cerebral l essons i
(p=0.03);

0 At 30 days, there were zero strokes, myocardia infarctions or deaths in the CGuard arm and three
Ac c ul i m(kwh strakes and one myocardial infarction).
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Completed Clinical Trials for MGuard BaréMetal Coronary Products

We have completed eight clinical trials with respect to our first generation stainlessasie@IMGuard coronary
device and ourcobaltchromium based MGuard Prime EPS stent. Our first generation MGuard stent combining the
MicroNet with a stainless steel stent received CE mark approval for the treatment of coronary artery disease in the European
Union in October 2007. We subsequgntiplaced the stainless steel stent with a more advanced-cbimattium based
stent for MGuard Prime EPS.

The First in Men (FIM) study conducted in Germany from the fourth quarter of 2006 through the second quarter
of 2008 focused on patients with ocgli on i n their stent graft. This grou
complications during and shortly after the procedure due to the substantial risk of occurrence of a thromboembolic event.
The study demonstrated MouaThissiudy wasddloevedypy therGUARDIstady in Brgzih i
in 2007 with a similar patient population which reinforced the safety profile of MGuard in patients prone to procedural
complications. The MAGICAL study was a pilot study in STEMI patients coeduict Poland from 2008 through 2012
which demonstrated safety, measured by MACE rates at 30 days following the procedure, as well as efficacy results,
measured by the ability of MGuard to reestablish blood flow into the infarcted area of the musclemBuethee
conducted three registries (iMOS, IMR and iMOS Prime) that confirmed the feasibility of MGuard and MGuard Prime
EPS for the treatment of STEMI patients and the safety of MGuard and MGuard Prime EPS in the STEMI patient group.
Safety was repeatgdidemonstrated in these trials and registries by the low mortality rate in the first month after the
procedure.

In the second calendar quarter of 2011, we began the MGuard for Acute ST Elevation Reperfusion Trial (which
we refer to as )mprospattMe ranbddnizedl study,iwhich deinonstrated that among patients with acute
STEMI undergoing emergency PCI, patients treated with MGuard had superior rates of epicardial coronary flow (blood
flow within the vessels that run along the outer s@fafcthe heart) and complete-S&gment resolution, or restoration of
blood flow to the heart muscle after a heart attack, compared to those treated with comragnmiaihed bare metal or
drug-eluting stents. The results of this trial are summarizededatgr detail below.

Finally, the MASTER II trial, which we initially initiated as part of our efforts to seek approval of our MGuard
Prime EPS by the FDA, was discontinued at our election in its current form in light of market conditions moving toward
the use of drugeluting stents over bamaetal stents. Analysis of the patients already enrolled in the MASTER Il trial prior
to its suspension, however, reconfirmed the MASTER | safety results due to a continued low mortality rate.

MASTER | Trial

In the £cond calendar quarter of 2011, we began the MASTER | trial, a prospective, randomized study in Europe,

South America and Israel to compare the MGuard with commerapflyoved bare metal and dralyting stents in
achieving superior myocardial reperfusi@he restoration of blood flow) in primary angioplasty for the treatment of acute
STEMI, the most severe form of heart attack. The MASTER 1 trial enrolled 433 subjects, 50% of whom were treated with
MGuard and 50% of whom were treated with a commereaigroved bare metal or draduting stents. The detailed
acute and 30 days results from the trial were presented at the TCT conference on October 24, 2012 and published
(Prospective, Randomized, Multicenter Evaluation of a Polyethylene Terephthalatsmedliddesii Covered Stent
(MGuard) in STSegment Elevation Myocardial Infarction, Stone etJACC 60; 2012). The results were as follows:
0 The primary endpoint of pogtrocedure complete S3egment resolution (restoration of blood flow to the |

muscle after a heart attack) was statistically significantly improved in patients randomized to the

compared to patients receiving a commerciajiproved bare metal or draduting stent (57.8% vs. 44.7%).

0 Patients receiving MGuaekhibited superior rates of thrombolysis in myocardial infarction (TIMI) 3 flow, v
evidences normal coronary blood flow that fills the distal coronary bed completely, as compared tc
receiving a commerciallgpproved bare metal or dradutingstent (91.7% vs. 82.9%), with comparable rati
myocardial blush grade 2 or 3 (83.9% vs. 84.7%) and corrected TIMI frame count (cTFC) (17.0 vs. 18..

0 Angiographic success rates (attainment of <50% final residual stenosis of the targenigioal ZIMI 3 flow)
were higher in the MGuard group compared to commereggdfyroved bare metal or draduting stents (91.7
vs 82.4%).

0 Mortality (0% vs. 1.9%) and major adverse cardiac events (1.8% vs. 2.3%) at 30 days post procechoi
statistically significantly different between patients randomized to MGuard as opposed to patients rand
commerciallyapproved bare metal or draduting stents. All other major adverse cardiac event compone
well as stent thrombosis, wveecomparable between the MGuard and commeregifyroved bare metal or dr
eluting stents.
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The six month results from the MASTER | trial were presented at the 2013 EuroPCR Meeting, the official annual
meeting of the European Association for Percutaae@ardiovascular Interventions, on May 23, 2013 in Paris, France.
The results were as follows:

0 Mortality (0.5% vs. 2.8%) and major adverse cardiac events (5.2% vs. 3.4%) at 6 months post procedut
statistically significantly different betvem patients randomized to the MGuard as compared to p
randomized to commerciallgpproved bare metal or drgduting stents. All other major adverse cardiac €
components, as well as stent thrombosis, were comparable between patients trest€diaithand those treat
with commerciallyapproved bare metal or draduting stents.

The twelve month results from the MASTER | trial were presented at the TCT conference on October 29, 2013
and published (MesBovered Embolic Protection Stent Implantation in-S8gmeritElevation Myocardial Infarction
Final I-Year Clinical and AngiographiResults From the MGUARD for Acute ST Elevation Reperfusion Trial, Dudek et.
al, Coronary Interventions2014). The results were as follows:
0 Mortality (1.0% vs. 3.3%) and major adverse cardiac events (9.1% vs. 3.3%) at 12 months post proce
not statistically significantly different between patients randomized to the MGuard as opposed
randomized to commerciallgpproved bare metal or drgduting stents. All other major adverse cardiac ev
as well as stent thrombosis, were complardietween the MGuard and commerciajyproved bare metal
drugeluting stents.

In summary, the MASTER | trial demonstrated that among patients with acute STEMI undergoing emergency
PCI patients treated with MGuard had superior rates of epicard@tayrflow (blood flow within the vessels that run
along the outer surface of the heart) and completsegiiment resolution compared to those treated with commerscially
approved bare metal or drgduting stents. In addition, patients treated with MGuamved a slightly lower mortality
rate and a slightly higher major adverse cardiac event rate as compared to patients treated with coramerciedty
bare metal or drugluting stents six and twelve months post procedure.

A detailed table withtheresglt f r om t he MASTER | trvVvalued setefortd bl
obtaining a given test result. Any p value less than 0.05 is considered statistically significant.

Bare Metal
Stents/Drug
MGuard Eluting Stents p-Value

Number of Patients 217 21€ o]
TIMI 0-1 1.8 5.€ 0.01
TIMI 3 91.7 82.¢ 0.00¢
Myocardial blush grade-0 16.1 14.¢ 0.71
Myocardial blush grade 3 74.2 72.1 0.62
ST segment resolution >70 57.¢ 447 0.00¢
30 day major adverse cardiac event 1.8 283 0.7t
6 month major adverse cardiac event 5.2 3.4 0.3¢
12 month major adverse cardiac event 9.1 3.3 0.0z

Future Clinical Trials for CGuard EPS and MGuard Prime EPS

Postmarketing clinical trials (outside the United States) could be conducted to further evaluate the safety and
efficacy of CGuard EPS in specific indications. These trials woultEbigned to facilitate market acceptance and expand
the use of the product. We expect to be able to rely upon CE mark approval of the product and other supporting clinical
data to obtain local approvals.

We do not anticipate conducting additional pastiketing clinical trials for our barenetal MGuard coronary
products.
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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 vascuathcaronary disease and to provide a superior solution to the
common acute problems caused by current stenting procedures, such as restenosis, embolic showers and late thrombosi:
We are pursuing the following business strategies to achieve this objective.

0 Widen the adoption of CGuard EPS We are seeking to expand the population of CGuard EPS patients i
countries in which CGuard EPS is commercially available. In particular, our focus is on establishing CGua
a viable alternative (in apppdate cases) to conventional carotid stents and vascular surgery within the af
medical communities. We intend to accomplish this goal by continuing to publish and present our clinical dat
investigatorinitiated clinical registries and ploring addition of a procedural protection device to our port
incorporating the principal of reverse flow of the carotid artery as an adjuctive alternative to femoral access
partnered and will continue to seek out partnerships with orgamgdbcused on the treatment of stroke. We
also continue to engage advisory boards and to develop a network of key opinion leaders to assist us in ol
widen the adoption of CGuard EPS.

0 Portfolio expansion and pipeline developmentWe will continue to invest in advancing our portfolio with r
delivery system alternatives to facilitate the use of CGuard by all physicians. Our delivery systems will €
endovascular access points including accessory devices for Arterial Véngush(inting

0 Grow our presence in existing and new markets for CGuard EPSWNe have launched CGuard EPS in r
European and Latin American countries through a comprehensive distributor sales organizations netwol
continuing to focus on lger growing markets through this network by supporting our distributors v
comprehensive marketing and clinical education programs. In additional we have begun to sell direct to h
certain markets and continue to evaluate the transitiodliteet selling to hospitals model in certain currently se
distributor markets, increasing our control on the market and gross profit margins. We are pursuing additior
registrations and distribution contracts with local distributors in ottnentcies in Europe, Asia and Latin Americg
February 2021, we executed a distribution agreement with Chinese partners for the purpose of expanding o
in China. Currently, we are seeking strategic partners for a potential launch of CGuardJapani In addition, v
are conducting a pivotal st ud-@Guadlifns, doupreveGtiGruostraketin pata
in the United States.

0 Continue to leverage our MicroNet technology to develop additional applications for ietventional
cardiologists and vascular surgeonsln addition to the applications described above, we believe that w
eventually be able to utilize our proprietary MicroNet technology to address imminent market needs for ne
innovationstosignf i cantly i mprove patientsd care. We co]
using our mesh technology. Examples of some areas include peripheral vascular disease and neurovascul

0 Establish relationships with collaborative and development partners to fully develop and market our existil
and future products. We are seeking strategic partners for collaborative research, development, mi
distribution, or other agreements, whimbuld assist with our development and commercialization efforts for C
EPS and other potential products that are based on our MicroNet technology.

Competition

The markets in which we compete are highly competitive, subject to change and impacid pyoduct
introductions and other activities of industry participants.

Carotid

The carotid stent markets in the United States and Europe are dominated by Abbott Laboratories, Boston Scientific
Corporation, Covidien Ltd. (currently part of Medtronieg.), and Cordis Corporation (currently part of Cardinal Health,
Inc.). Gore Medical and Terumo Medical Corporation produce a polytetrafluoroethyleneovesbd stent and a double
layer metal stent, respectively. All of these larger companies havestidy greater capital resources, larger customer
bases, broader product lines, larger sales forces, greater marketing and management resources, larger research an
development staffs and larger facilities than ours and have established reputatioptatamuships with our target
customers, as well as worldwide distribution methods that are more effective than ours. However, we believe that the
European market is somewhat fragmented, and, in our opinion, smaller competitors may be able to gairaneanktt sh
greater flexibility.
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Neurovascular

Leading industry players in the global neurovascular devices market include Medtronic, Stryker, Terumo and
Johnson & Johnson. Acquisitions and mergers are increasingly used as a strategy for product portfolio expansion and to
grow footprint. (Global MarketlInsights, Inc. - Devices Market Share 204®24 Industry Size Report.
https://www.gminsights.com/industanalysis/neurovasculalevicesmarket)

Sales and Marketing
Sales and Marketing

Based on the positive CGuard EPS clinical data, we initiated thmeccial launch of CGuard EPS in CE marked
countries in early 2015. In September 2015, we announced full market launch of CGuard EPS in Europe. Since 2017 we
are focusing on sales of our products through local distribution partners and our own intesrialt&gtlves to gain greater
reach into all the relevant clinical specialties and to expand our geographic coverage. Our current strategy seeks to broaden
our sales efforts to increase CGuard EPS penetration within the community of interventiongtiatalléh, we aim at
transitioning vascular surgeons from carotid endarterectomy procedures to carotid stenting with CGuard EPS and accessory
devices, which we believe can greatly expand our customer base. We have focused and we plan to continuarto focus o
marketing efforts primarily on key growth markets and to evaluate opportunities in new territories if and when they become
available. In addition, we are using international trade shows and industry conferences to gain market exposure and brand
recogniton. We continue to work with leading physicians to enhance our marketing effort and are developing relationships
with new key opinion leaders to champion our technology and work with us in clinical studies. In additional we have begun
to sell direct to hspitals in certain markets, such as France and the United Kingdom, in order to increase our growth in the
market and gross profit margins.

As a result of declining sales of the MGuard Prime EPS, which we believe is largely driven by the predominant
industy preferences favoring druguting stents rather than bare metal stents such as MGuard Prime EPS in STEMI
patients, we intend to phase out future sales of our MGuard Prime EPS in 2022.

Product Positioning

When treating carotid artery disease, we belithat CGuard has potential to become the standard of care in
treading carotid artery disease. It is a seepaderation stent with positive patient outcomes demonstrating significant
reduction in posprocedural neurological events.

Additionally, we inted to continue to evaluate potential product enhancements and manufacturing enhancements
for CGuard EPS expected to reduce cost of goods or provide thimtotests performing delivery system and accessory
solutions. We believe these improvements mayalis to reduce cost of goods and increase penetration in our existing
geographies and better position us for entry into new markets. Finally, we do not expect that it would be crucial to use a
drug-eluting stent platform to compete in certain new markett @s the neurovascular market, and hence, we plan to
continue to explore this area of opportunity.

Insurance Reimbursement

I n most countries, a significant por t-patypayad Thisd pat i
party payors cainclude both governmetitinded insurance programs and private insurance programs. While each payor
develops and maintains its own coverage and reimbursement policies, payors, in many instances, have similarly established
policies, and in the U.S., for exgle, coverage policies and reimbursement rates of private payors are often influenced by
those established by the U.S. Department of Health and Human Services Centers for Medicare and Medicaid Services
(CMS). The CGuard products and MGuard coronary prisdseold tedate in applicable foreign countries have been
designed and labeled to facilitate the utilization of existing reimbursement codes for such countries, and we intend to
continue to design and label our present and future products in a mannstecwngih this goal.

While most countries have established reimbursement codes for stenting procedures, certain countries may require
additional clinical data before recognizing coverage and/or to obtain a certain level of reimbursement for onefor more
our products. In these situations, we intend to complete the required clinical studies to obtain reimbursement approval in
countries where it makes economic sense to do so.
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Intellectual Property
Patents

We have 53 issued patents, including 16 patesstied in the U.S., and 17 pending patent applications, 7 of which
are pending in the United States. Many of these patents and applications cover aspects of our CGuard and MGuard
technology. Patents outside the U.S. have been filed in Canada, Chinae,Hsrael, India, Japan, Australia, and South
Africa. The patents and applications fall into a number of patent families, as listed below:

Pending patent Issued patents
applications (Country and Patent
Base Title of Patent Family (Countries) No.) Issue Date
Bifurcated Stent Assemblies US 8,961,586 02/24/2015
China ZL200780046676 9/26/2012

Deformable Tip for Stent Delivery and US 10,258,491 4/16/2019
Methods of Use Israel 260,945 07/01/2020
Handle for TweStage Deployment ofa  US
Stent EP

CN

JP

IN
Visualization of blood flow in a US (Provisional)

venous/arterial shunting system

Device for shunting blood between the  US

arterial and venous systems of a patieni (provisional)
Removing air fronfluid in vascular and/o  US

arterial delivery lines or blood circuits (provisional)

In Vivo Filter Assembly US 9,132,261 09/15/2015
Knitted Stent Jackets Canada 2,666,7. 6/23/2015
Canada 2,887,1 5/1/2018

ChinaZL200780046697. 10/10/2012
China ZL20121032095C 12/2/2015

2/1/2014
EP 207621 3/29/2017
(Germany, France, & Uk
)US 10,137,015 11/27/2018
India 323792 10/28/2019

Optimized Stent Jacket EPO Canada 2,670,724
us CanadeB,013,758

China ZL201210454357
China ZL200780043259
India 297,257
Israel 230,922 12/11/2018
US 9,132,003 12/9/2015
US 9,526,644 1/2/2013
US 9,782,281 5/30/2018
US 10,070,976 10/01/2020
US 10,406,006 9/15/2015
US 10,406,008 12/27/2016
US 11,051,959 10/10/2017
EP 2088962 9/11/2018

(validated in 9 countries: 9/10/2019
BE, CH, DE, FR, UK, IT, 9/10/2019
IE, LX, NL) 10/11/2017
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Pending patent
applications

Issued patents
(Country and Patent

Base Title of Patent Family (Countries) No.) Issue Date

Stent Apparatuses for Treatment Via Bc  US South Africa 2007/107¢

Lumens and Methods of Use EPO Canada 2,609,6! 10/27/2010
Canada 2,843,0 4/22/2015
EP 188528 10/27/2015
(CH, DE, FR, GB, IE, IT 2/13/2019
us 10,932,92 3/1/2017
us 10,058,44 8/28/2018
US 10,070,977 9/11/2018

Stent Thermoforming Apparatus and JP 655317 7/12/2019

Methods us 9,5627,23 12/27/2016
us 10,376,39 8/13/2019
Australia 201532651 05/21/2020
Canada 2962713 02/19/2019

Methods or using a se#fdjusting stent us

assembly and kits including the same EP
IN
CN
JP

The patents andatent applications listed above cover various aspects of our products, specifically focusing on
the mesh sleeve covering our stents, as well as methods for production and delivery mechanisms of the stents. We believe
that our patents, in particular thosevering the use of a knitted micrtevel mesh sleeve over a stent for various
indications, as well as our pending patent applications (if issued as patents with claims substantially in their prgsent form
create a significant barrier against other conmgmseeking to use similar technology. We believe these patents and patent
applications collectively cover all our existing products and may be useful in protecting our future technological
developments. We intend to aggressively continue patenting sbnolegies and to actively pursue any infringement of
our key patents.

Trade Secrets

We also rely on trade secret protection to protect our interests in proprietarshkmoand/or for processes for
which patents are difficult to obtain or enforce. Astpaf our trade secret policy, we rely on rndisclosure and
confidentiality agreements with employees, consultants and other parties to protect trade secrets and other proprietary
technology.

Trademarks
We have registered or applied to registeftfiewing trademarks, which we use in connection with our products:

InspireMD® (US, European Union, and UK)
MGuard® (European Union, and UK)

CGuard® (US, European Union, and UK)

MGuard Prim& (US, European Union, and UK)
NGuar® (US, European Union)

PVGuard® (US, European Union, and UK)
Micronet® (US)

(MNP Micronet Protection logo) (European Union and UK)
Carenet®)European Union and UK)
SmartFitE (US), UK
SmartFit Logo (EP, UK, US); CN & JP preparation
CGuard Prime (EP, UK, US)

SwitchGuard (EP, UK)

O¢ O¢ O¢ O¢ O¢ O¢ O¢ O« O« O¢ O¢ O« O«

The trademarks are renewable indefinitely, so long as we continue using the marks and make the appropriate
filings when required. We also use and may have cordawrrights to varioudrademarks, trade names, and service
marks.
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Government Regulation

The manufacture and sale of our products are subject to regulation by numerous governmental authorities,
principally the European Union CE mark and other corresponding foreign agencies.

Sales of medical devices outside the United States are subject to foreign regulatory requirements that vary widely
from country to country. These laws and regulations range from simple product registration requirements in some countries
to complex approvabrocess, clinical trials and production controls in others. As a result, the processes and time periods
required to obtain foreign marketing approval may be longer or shorter than those necessary to obtain FDA market
authorization. These differences mdfeet the timeliness of international market introduction of our products. For the
European Union nations, medical devices must obtain a CE mark before they may be placed on the market. In order to
obtain and maintain the CE mark, we must comply with teedvi c a | Device Directive 93/ 42]
comprehensive technical files for our products demonstrating safety and efficacy of the product to be placed on the market
and passing initial and annual quality management system audit as per E8>st8#lard by a European Notified Body.

We have obtained ISO 13485 quality system certification and the products we currently distribute into the European Union
display the required CE mark. In order to maintain certification, we are required to passuah surveillance audit
conducted by Notified Body auditors. The European Union replaced the MDD with the new European Medical Devices
Regulation, or MDR (MDR 2017/745, Council Directive 93/42/EEC). The MDR will apply after a transitional period of
threeyears ending on May 26, 2021, which is expected to change several aspects of the existing regulatory framework in
Europe. Manufacturers have the duration of the transition period to update their technical documentation and processes to
meet the new requingents in order to obtain a CE Mark. After May 26, 2021, medical devices can still be placed on the
market under the provision of the MDD until May 26, 2024; provided the CE Mark was issued prior to this date and the
manufacturer continues to comply withstldirective. By May 26, 2024, all medical devices entering the EU will need to

have a CE Mark under the MDR, even if they have been on the market previously under the MDD. In our case, CGuard
and MGuard Prime can continue to be marketed under the MDINaw&mber 12, 2022. Specifically, the EU MDR will

require changes in the clinical evidence required for medical devicesnpdstt clinical followup evidence, annual
reporting of safety information for Class Il products, Unique Device Identificafiod DI 6) f or al | produ
of core data elements to a European UDI database prior to placement of a device on the market, and multiple other labeling
changes. Approvals for certain of our curremtigrketed products could be curtailed or withdraagna result of the
implementation and recertification process of the EU MDR and acquiring approvals for new products could be more
challenging, time consuming and costly.

As noted below, we have or had regulatory approval and made sales of CGuard ER&] Piéne EPS or both
products either through distributors pursuant to distribution agreements or directly, in the following countries: Argentina,
Australia, Austria, Belarus, Belgium, Brazil, Bulgaria, Chile, Colombia, Croatia, Cyprus, Czech Republicarke
Ecuador, Estonia, Finland, France, Germany, Hong Kong, Hungary, India Ireland, Israel, Italy, Latvia, Lithuania,
Luxembourg, Malaysia, Malta, Mexico, Netherlands, New Zealand, Norway, Peru, Poland, Portugal, Romania, Russia,
Saudi Arabia, Serbia, 8takia, Slovenia, South Africa, Spain, Sweden, Switzerland, Turkey, Vietnam, Taiwan and the
United Kingdom. While each of the European Union member countries accepts the CE mark as its sole requirement for
marketing approval, some of these countriesr&tijliire us to take additional steps in order to gain reimbursement rights
for our products. Furthermore, while we believe that certain of the disbe#@ countries that are not members of the
European Union accept the CE mark as a primary requirememhddeeting approval, each such country requires
additional regulatory requirements for final marketing approval of our products. Furthermore, we are currently targeting
additional countries in Europe, Asia, and Latin America, however, even if all goveaimegnilatory requirements are
satisfied in each such country, we anticipate that obtaining marketing approval in each country could take as few as three
months or as many as twelve months or more, due to the nature of the approval process in eaethdodividy including
typical wait times for application processing and review, as discussed in greater detail below.

In October 2007, our first generation MGuard stent combining the MicroNet with a staitdekstent received
CE mark approval for thigeatment of coronary artery disease in the European Union. We subsequently replaced the first
generation MGuard product with MGuard Prime EPS, which uses a more advancedluaaltim based stent. Our
MGuard Prime EPS received CE mark approval in theean Union in October 2010 and marketing approval in those
countries listed in the table below.

The CGuard EPS received CE mark approval in the European Union on March 14, 2013 and marketing approval
in the countries listed in the table below. We ameemily seeking marketing approval for CGuard EPS in, South Korea.

Please refer to the table below setting forth the approvals and sales made for CGuard EPS and the MGuard Prime
EPS on a countrpy-country basis
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Approvals and Sales of CGuard EPS on a Gmtry -by-Country Basis

CGuard EPS CGuard EPS

Countries Approval Sales
Argentina
Australia
Austria
Belarus
Belgium
Brazil
Bulgaria
Chile
Colombia
Croatia
Cyprus
Czech Republic
Denmark
Dominican Republic
Ecuador
Estonia
Finland
France
Germany
Greece
Netherlands
Hong Kong
Hungary
Iceland
India
Ireland
Israel
Italy
Kazakhstan
Latvia
Lithuania
Liechtenstein
Luxembourg
Malaysia
Malta
Mexico
Montenegro
New Zealand
Norway
Peru
Poland
Portugal
Romania
Russia
Saudi Arabia
Serbia
Slovakia
Slovenia
South Africa
Spain
Sweden
Switzerland
Turkey
Taiwan
Venezuela
Vietnam
Ukraine
United Kingdom
United States
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(1) Refers to temporary approval to import limited amount of units (400) to Kazakhstan.
(2) Refers to units used in our ongoing FDA trial.
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FDA Government Regulation of Medical Devices for Human Subjects

Many of our activities are subject to regulatory oversight by the FDA under provisions of the Federal Food, Drug,
and Cosmetic Act and regulations thereunder, including regulations gaydhgindevelopment, marketing, labeling,
promotion, manufacturing, and export of medical devices.

FDA Approval/Clearance Requirements

In the United States, most Class Il or 1l medical devices must be cleared or approved by the FDA prior to
commercialization. Unless an exemption applies, each medical device that we market or wish to market in the United States

must receive 510(k) clearance or premarket approval. M
FDA to marketdistribute, and sell in the United States. Medical devices that obtain a premarket approval by the FDA are
Afapprovedo to market, distribute, and sel] in the Unit

PMA, in the future for ouproduct and do not anticipate filing a 510(k) premarket notification, provided that the FDA will
not instruct us otherwise. We cannot guarantee that we will obtain premarket approval, which will likely include clinical
testing. Descriptions of the prerkat approval and 510(k) clearance processes are provided below.

Classldevi ces are those for which safety and effectiyv
regulatory controls for medical devices, or the General Controls, which incdoggiance with the applicable portions of
the FDAO6s quality system regulations, facility registr
appropriate, truthful and nemisleading labeling, advertising, and promotional materiaiseSClass | devices also require
premarket clearance by the FDA through the 510(k) process described below.

Classlldevi ces are subject to the FDAO6s Gener al Contro
by the FDA to ensure the safety agftectiveness of the device. Premarket review and clearance by the FDA for Class Il
devices is accomplished through the 510(k) process. Pursuant to the Medical Device User Fee and Modernization Act of
2002 (MDUFMA), as of October 2002, unless a specifiengption applies, 510(k) submissions are subject to user fees.
Certain Class Il devices are exempt from this premarket review process. The FDA has recently indicated that it intends to
modernize the 510(k) process and has issued new guidance documemisytickheinge the way that devices are cleared
by the FDA.

Class lllincludes devices with the greatest risk. Devices in this class must meet all of the requirements in Classes
I and II. In addition, Class lll devices cannot generally be marketed untir¢lceive a premarket approval. The safety
and effectiveness of Class Il devices cannot be assured solely by the General Controls and the other requirements describe
above. These devices require formal clinical studies to demonstrate safety and effetivader MDFUMA, PMAs
(and supplemental PMASs) are subject to significantly higher user fees than 510(k) applications, and they also require
considerably more time and resources.

The FDA decides whether a device line must undergo either the 510(k) ckeargremarket approval based on
statutory criteria that utilize a righased classification system. Premarket approval is the FDA process of scientific and
regulatory review to evaluate the safety and effectiveness of Class Il medical devices ang,éases, Class Il medical
devices. Class lll devices are those that support or sustain human life, are of substantial importance in preventing
impairment of human health, or which present a potential, unreasonable risk of illness or injury. The FB#saseidria
to decide whether a premarket approval or a 510(k) is appropriate, including the level of risk that the agency perceives is
associated with the device and a determination by the agency of whether the product is a type of device thatds simila
devices that are already legally marketed. Devices deemed to pose relatively less risk are placed in either Class | or Il. In
many cases, the FDA requires the manufacturer to submit a 510(k) requesting clearance (also referred to as a premarke!
notific at i on) , unl ess an exemption applies. The 510(Kk) mu
Asubstantially equivalento in intended wuse and in saf
Aipredi cat e -ekstingimedcal davise toavhighreauivalence can be drawn, that is either in Class |, Class Il, or
is a Class Il device that was in commercial distribution before May 28, 1976, for which the FDA has not yet called for
submission of a PMA. A product that keca predicate device will default to a Class Il device, although a company may
seek to submit a De Novo classification request, rather than a PMA. The De Novo request allows a regulatory pathway to
classify novel medical devices for which general costabne, or general and special controls, provide reasonable
occurrence of safety and effectiveness for the intended use, but for which there is no legally marketed predicate device.

We expect that unless an exemption applies, each medical device thatket or wish to market in the United
States must receive 510(k) clearance or premarket appr
by the FDA to market, distribute, and sell in the United States. Medical devices that obtimaskpt approval by the
FDA are Aapprovedod to market, di stribute, and sel/l i n
commercialize will be considered a Class Il device by the FDA and therefore we anticipate filing a PMAiaréharfd
do not anticipate filing a 510(k) premarket notification, provided that the FDA will not instruct us otherwise. We cannot
guaranty that we will obtain a premarket approval. Descriptions of the premarket approval and 510(k) clearance processes
areprovided below.
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Premarket Approval Pathway

We expect that current and future applications of our technology will result in medical devices that are considered
Class Il devices subject to premarket approval. A PMA must be submitted if a device @aadeairéd through the 510(k)
process, unless FDA permits a De Novo application. A PMA must be supported by extensive data including, but not limited
to, analytical, preclinical, clinical trials, manufacturing, statutory preapproval inspections, andjlabelemonstrate to
the FDAOGs satisfaction the safety and effectiveness o
application is submitted, a manufacturer must apply for an Investigational Device Exemption (IDE) to conduct clinical
tri al s. If the device presents a fAsignificant risk, 0 as
sponsor to file an IDE application with the FDA and obtain IDE approval prior to initiation of enrollment of human subjects
for clinical trials. The IDE provides the manufacturer with a legal pathway to perform clinical trials on human subjects
where without the IDE, only approved medical devices may be used on human subjects.

The IDE application must be supported by appropriate data,auamalytical, animal and laboratory testing
results, manufacturing information, and an Investigational Review Board (IRB) approved protocol showing that it is safe
to test the device in humans and that the testing protocol is scientifically sound,sssemslring patient informed consent
is obtained. | f the clinicsalgnirfiiad andte si igshk ,is tdheee meldi i
Afabbreviatedd | DE requirements.

A clinical trial may be suspended by either the FDA or tH& &Rany time for various reasons, including a belief
that the risks to the study participants outweigh the benefits of participation in the study. Even if a study is completed,
clinical testing results may not demonstrate the safety and efficacy ofuice,d&r they may be equivocal or otherwise
insufficient to obtain approval of the product being tested. After the clinical trials have been completed, if at adl, and th
clinical trial data and results are collected and organized, a manufacturer magtecargiemarket approval application.

After a PMA is sufficiently complete, the FDA will accept the application and begin-depih review of the
submitted information. By statute, the FDAgehenby rdvievd day
of the application can take between one and three years, but it may take significantly longer. During this review period, the
FDA may request additional information or clarification of information already provided. Also, during the paried,
an advisory panel of experts from outside the FDA may be convened to review and evaluate the application and provide
recommendations to the FDA as to the approvability of the device. The preapproval inspections conducted by the FDA
include an evaiation of the manufacturing facility to ensure compliance with the Quality Systems Regulations, as well as
inspections of the clinical trial sites by the Bioresearch Monitoring group to evaluate compliance with good clinical practic
and human subject peattions. New premarket approval applications or premarket approval supplements are required for
modifications that affect the safety or effectiveness of the device, including, for example, certain types of modifications t
the devi ceds nmanuthétuirg process, labeting and design. Significant changes to an approved premarket
approval require a 18@ay supplement, whereas less substantive changes may utilizelay 3tice, or a 138ay
supplement. Premarket approval supplements ofterireegubmission of the same type of information as a premarket
approval application, except that the supplement is limited to information needed to support any changes from the device
covered by the original premarket approval application, and it may quiteeas extensive clinical data or the convening
of an advisory panel.

510(k) Clearance Pathway

We do not currently market, distribute, or sell any products that have market clearance by the FDA under its
510(k) process. If, in the future, we developdurcts where 510(k) clearance is required, we would be required to submit
a 510(k) demonstrating that such proposed devices are substantially equivalent to a respective previously cleared 510(k)
device or a device that was in commercial distribution be¥tag 28, 1976, for which the FDA has not yet called for the
submi ssion of 510(k). The FDAOG6s 510(k) clearance pathyv
longer. In some cases, the FDA may require additional information, includingatloita, to make a determination
regarding substantial equivalence.

If a device receives 510(k) clearance, any modification that could significantly affect its safety or effectiveness,
or that would constitute a new or major change in its intended usegquire a new 510(k) clearance or, depending on
the modification, a premarket approval. The FDA requires each device manufacturer to determine whether the proposed
change requires submission of a new 510(k) or a premarket approval, but the FDA earargvsuch decision and can
di sagree with a manufacturerds determinati on. I f the F
require the manufacturer to cease marketing and/or recall the modified device until 510(k) clearance tppnavial
of the modified device is obtained.

-23



Pervasive and Continuing FDA Regulation

A host of regulatory requirements apply to our approved devices, including the quality system regulation (which
requires manufacturers to follow elaborate desigting, control, documentation and other quality assurance procedures),
the Medical Device Reporting regulations (which require that manufacturers report to the FDA specified types of adverse
events involving their products), labeling regulations, and & s gener al prohibition agai
unapprov-kedbelrofiofes. Class ||l devices al so can-markeve spe
surveillance, patient registries, and FDA guidelines that do not applyss Gi@vices.

A noncomprehensive list of the regulatory requirements that apply to our approved products classified as medical
devices include:

0 product listing and establishment registration, which helps facilitate FDA inspections and othermegotaio
0 Quality Systems Regulations, which requires manufacturers, includingptitgl manufacturers, to follc
stringent design, testing, control, documentation and other quality assurance procedures during all asy
developmenaind manufacturing process;

0 labeling regulations and FDA prohibitions against the promotion of products for uncleared, unapprov¢
label use or indication;

0 clearance of product modifications that could significantly aféadety or efficacy or that would constitut
major change in intended use of one of our cleared devices (if obtained);

0 approval of product modifications that affect the safety or effectiveness of one of our cleared devices (if (

0 medical device reporting regulations, which require that manufacturers comply with FDA requirements
if their device may have caused or contributed to a death or serious injury, or has malfunctioned in &
would likely cause ocontribute to a death or serious injury if the malfunction of the device or a similar
were to recur;

0 postapproval restrictions or conditions, including papproval study commitments;

0 postmarket surveillance regulationshigh apply when necessary to protect the public health or to p
additional safety and effectiveness data for the device;

0 the FDAOGs recall authority, whereby it can as
from the market a product that is in violation of governing laws and regulations;

0 regulations pertaining to voluntary recalls; and,
0 notices of corrections or removals.

We do not currently have a registered establishment withi#e If we are approved or cleared to manufacture,
prepare, or process a device in the United States, we and anpdhydnanufacturers that we may use will be required
to register our establishments with the FDA. As such, we and our manufacturiniie$awiill be subject to FDA
i nspections for compliance with the FDAO®s Quality Syste¢
be subject to FDA announced and unannounced insiprection
These regulations will require that we manufacture our products and maintain our documents in a prescribed manner with
respect to design, manufacturing, testing and quality control activities. As a medical device manufacturer, we will further
be requied to comply with FDA requirements regarding the reporting of adverse events associated with the use of our
medical devices, as well as product malfunctions that would likely cause or contribute to death or serious injury if the
malfunction were to recuEDA regulations also govern product labeling and prohibit a manufacturer from marketing a
medical device for unapproved applications.

Our CGuard EPS is classified as a Class Il medical device by the FDA. Class Il medical devices are generally
the highet risk devices and are therefore subject to the highest level of regulatory control by the FDA, since the FDA
process of premarket approval involves scientific and regulatory review to evaluate the safety and effectiveness of Class
IIl medical devices fothe purpose(s) intended. The FDA will either approve or deny a premarket approval application and
we cannot market a device unless or until the FDA approves a premarket approval application.
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We expect the approval process in the U.S. to take a signifisaount of time, require the expenditure of
significant resources, involve rigorous clinical investigations and testing, and potentially require changes to products. The
approval process may result in limitations on the indicated uses of the medicasdeviwhich we are able to obtain
approval (since the FDA can take action against a company that promel@sedfises) and will also require increased
postmarket surveillance.

U.S. Healthcare Laws and Regulations

In addition to the FDA regulationt)ere are a variety of other healthcare laws and regulations to which we may

be subject if any of our products are marketed, sold, distributed, and/or utilized in the United States. In the Unjted States
we may be subject to the oversight of FDA, Offi¢gh® Inspector General within the Department of Health and Human
Services (OIG), the Center for Medicare/Medicaid Services (CMS), the Department of Justice (DOJ), in addition to others.
We supply products that may be reimbursed by federally funded pregtarh as Medicare. As a result, our activities may
be subject to regulation by CMS and enforcement by OIG and DOJ. Of specific note are federal and state fraud and abuse
laws, which prohibit the payment or receipt of kickbacks, bribes or other remunenatioding the offer or solicitation
of such payment, intended to induce or reward the purchase, recommendation or generation of business involving
healthcare products any item or service payable by a hemkthprogram. Other provisions of federal atate laws
prohibit presenting, or causing to be presented, to third party payors (including, government programs, such as Medicare
and Medicaid) for reimbursement, claims that are false or fraudulent, or which are for items or services that were not
provided as claimed. In addition, other healthcare laws and regulations may apply, such as transparency and reporting
requirements, and privacy and security requirements. Violations of these laws can lead to civil and criminal penalties,
including exclusion fro participation in federal and state healthcare programs, any of which could have a material adverse
effect on our business. These laws are potentially applicable to manufacturers of products regulated by the FDA as medical
devices, such as us, and hodpjtphysicians and other institutional or individual providers that may refer or purchase such
products. The healthcare laws that may be applicable to our business or operations include, but are not limited to:
0 The federal AntiKickback Statute, whit prohibits a person from knowingly and willfully offering, soliciting

receiving any remuneration, directly or indirectly, overtly or covertly, in cash or in kind, in return for or tc

referring or recommending an individual to another persoac®ive items or services or to purchase, lease,

or arrange for any good, facility, item or service payable in whole or in part under a Federal health care

0 Federal false claims laws and civil monetary penalty laws, including the@®aises Act, prohibit, among otr
things, individuals or entities from knowingly presenting, or causing to be presented, claims for paymr
Medicare, Medicaid or other government healthcare programs that are false or fraudulent, or maki
staement to avoid, decrease or conceal an obligation to pay money to the federal government. The Fe
Act imposes liability on any person or entity that, among other things, knowingly presents, or caus
presented, a false or fraudulent claim f@ayment by a federal health care program, knowingly makes, t
causes to be made or used, a false record or statement material to a false or fraudulent claim, or knowi
a false statement to avoid, decrease or conceal an obligation to pay tadhe U.S. federal government.
federal Civil Monetary Penalties Law prohibits, among other things, the offering or transferring of remu
to a Medicare or Medicaid beneficiary that the person knows or should know is likely to influenae thé bie ¢
selection of a particular supplier of Medicare or Medicaid payable items or services;

0 The federal Heal th Insurance Portability and
that prohibit knowingly and willfullyexecuting, or attempting to execute, a scheme to defraud any hei
benefit program or obtain, by means of false or fraudulent pretenses, representations, or promises,
money or property owned by, or under the custody or control of, anthtaad benefit program, and
knowingly and willfully falsifying, concealing or covering up a material fact or making any materiall
statements in connection with the delivery of or payment for healthcare benefits, items or services;

0 HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act of 2C
its implementing regulations, also imposes obligations and requirements on healthcare providers, he
and healthcare clearinghouses as wethes respective business associates that perform certain services 1
that involve the use or disclosure of individually identifiable health information, with respect to safeguai
privacy and security of certain individually identifiable hbahformation;

0 The federal transparency requirements under the Affordable Care Act, including the provision commonl
to as the Open Payments Act or Physician Payments Sunshine Act, which requires certain manufacture
devices , bi ologics and medical supplies that are
Insurance Program to report annually to Centers for Medicare and Medicaid Services, or CMS, informati
to payments and other transfers of valoghysicians and teaching hospitals, and ownership and inve
interests held by physicians and their immediate family members; and
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0 Analogous state and foreign laws and regulations, such as stakékb¢ick and false claims laws, whiatay
be broader in scope and apply to referrals and items or services reimbursed by both governmenta
governmental thirgpbarty payors, including private insurers, many of which differ from each other in sigr
ways and often are not preemptgdféderal law, thus complicating compliance efforts.

Customers

Our customer base is varied. We began shipping our MGuard product to customers in Europe in January 2008
and CGuard product to customers in Europe in 2014 and have since expanded odisgitiestion network to Southeast
Asia, India, Latin America and Israel. We currently have distribution agreements for our Glappeasked CGuard EPS
with medical product distributors based in Europe, the Middle East, Asia Pacific and Latin America. tMeantly in
discussions with additional distribution companies in Europe, Asia, and Latin America.

Most of our current agreements with our distributors stipulate that, and we expect our future agreements with our
distributors to stipulate that, whileavghall assist in training by providing training materials, marketing guidance, marketing
materials, and technical guidance, each distributor will be responsible for carrying out local registration, sales and
marketing activities. In addition, in most casall sales costs, including sales representatives, incentive programs, and
marketing trials, will be borne by the distributor. Under current agreements, distributors purchase stents from us at a fixed
price. Our current agreements with distributors amegally for a term of two to three years.

On February 3, 2021, we entered into a Distribution Agreement with three-kdsed partners, pursuant to
which the Chinese partners will be responsible for conducting the necessary registration trials fociebmopeoval of
our products in China, followed by an exclusive distribution right to sell our products in China. Under the Distribution
Agreement, the Chinbased partners will be subject to minimum purchase obligations.

We have also recently engagediirect sales in certain geographic markets such as United Kingdom and France.
Manufacturing and Suppliers

The polymer fiber for MicroNet is supplied by Biogeneral, Inc., a San Diego, CalHioasied specialty polymer
manufacturer for medical amshgineering applications.

Natec Medical Ltd. supplies us with catheters that help create the base for our CGuard EPS stents. Our agreement
with Natec Medical Ltd., as amended, may be ter midhat ed
the agreement with Natec Medical Ltd., so that we are responsible for purchasing and handling inventory of CGuard EPS
delivery system, and Natec Medical Ltd.is responsible for the manufacturing process.

Natec Medical Ltd. supplies us with catheters tiedp create the base for our MGuard Prime EPS. Our agreement
with Natec Medical Ltd., which may be t er mbindiagmaichunby ei t
orders.

The cobakchromium stent for our MGuard Prime EPS was designye8vielte Medical Systems Inc. We have
an agreement with Svelte Medical Systems Inc., as amended, that grants uexalugine, worldwide license for
production and use of the MGuard Prime cebatir omi um st ent for the toithtearliemf t he
termination of the agreement upon the bankruptcy of either party or the uncured default by either party under any material
provision of the agreement. Our royalty payments to Svelte Medical Systems Inc. are determined by the sales volume of
MGuard Prime EPS. Currently, the royalty rate is 2.9% of all net sales.

We manufacture our CGuard EPS and MGuard Prime EPS at our own facility. Thediateobakchromium
stents for our MGuard Prime EPS and the-egffanding barenetal stents for outGuard EPS are being manufactured
and supplied by MeKo Laserstratlaterialbearbeitung. Our agreement with MeKo Laserstdtkrialbearbeitung for
the production of electro polished L605 banetal stents for MGuard Prime EPS and CGuard EPS is pricagenrstent
basis, subject to the quantity of stents ordered. The complete assembly process for MGuard Prime EPS and CGuard EPS
including knitting and securing the sleeve to the stent and the crimping of the sleeve stent on to a delivery catheter, is do
at our Israel manufacturing site. Once MGuard Prime EPS and CGuard EPS have been assembled, they are sent for
sterilization in a thireparty facility in Israel, and then back to our facility for final packaging and distribution.

Each MGuard stent is mafactured from two main components, the stent and the mesh polymer. The stent is
made out of cobalt chromium. This material is readily available, and we acquire it in the open market. The mesh is made
from polyethylene terephthalate (polyester). This maltéireadily available in the market as well, because it is used for
many medical applications.
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A CGuard EPS consists of a CGuard stent and the delivery system. Each CGuard stent is manufactured from two
main components, a sakpending nicketitaniumstent and the mesh polymer. This material is readily available and we
acquire it in the open market. The mesh is made from polyethylene terephthalate (polyester). We have patent rights that
cover the proposed CGuard stent with mesh. This material idyraadilable in the market as well, because it is used for
many medical applications. In the event that our supplier can no longer supply this material in fiber form, we would need
to qualify another supplier, which could take several months. The dediystigm for CGuard is made out of polymer tubes
we acquire from an original equipment manufacturer. In the event that our supplier can no longer supply this material, we
would need to qualify another supplier, which could take several months. In additiwder to retain the approval of the
CE mark, we are required to perform periodic audits of the quality control systems of our key suppliers in order to ensure
that their products meet our predetermined specifications.

Properties

Our headquarters areclated in Tel Aviv, Israel, where we lease a 1,000 square meter office and manufacturing
facility that has the capacity to manufacture and assemble 1,200 stents per month, based upon the production schedule o
one shift per day. We believe that our curtawtility is sufficient to meet anticipated future demand by adding additional
shifts to our current production schedule.

Human Capital Management

As of December 31, 2021, we had 52 employees 5&ifadl and 2 paftime, consisting of 2 in executive
mana@ement, 5 in research and development, 7 in quality assurance and compliance, 5 in finance and accounting, 20 in
operations/production, 10 in sales, marketing and clinical, and 3 in all other miscellaneous roles, Human resources,
information technology seices, and administration. Except for 5 of our employees in Europe, our employees are not party
to any collective bargaining agreements. We do not expect the collective bargaining agreements to which our employees
are party to have a material effect on business or results of operations. We also employ 3 independent contractors in
Poland and 1 in Brazil.

We believe that our future success will depend, in part, on our continued ability to attract, hire and retain qualified
personnel. In particular, weéepend on the skills, experience and performance of our senior management and research
personnel. We compete for qualified personnel with other medical device, biotechnology, pharmaceutical and healthcare
companies, as well as universities and-paofit research institutions.

We provide competitive compensation and benefits programs to help meet the needs of our employees. In addition
to salaries, these programs (which vary by country/region and employment classification) include incentive compensation
plan, pension, healthcare and insurance benefits, paid time off, family leave -sit&l sarvices, among others. We also
use targeted equiyased grants with vesting conditions to facilitate retention of personnel, particularly for our key
employees.

The success of our business is fundamentally connected to théeusdl of our people. Accordingly, we are
committed to the health and safety of our employees. In response to the @9\¥énhdemic, we follow government
regulations which may include at cert@ieriods having employees work from home, while implementing additional safety
measures for employees continuing criticalsite work.

We consider our relations with our employees to be good.
Item 1A. Risk Factors.

There are numerous and varied riskapwn and unknown, that may prevent us from achieving our goals. You
should carefully consider the risks described below and the other information included in this Annual Report orr Form 10
K, including the consolidated financial statements and relateesndt any of the following risks, or any other risks not
described below, actually occur, it is likely that our business, financial condition, and/or operating results could be
materially adversely affected. The risks and uncertainties described beloéarforwardlooking statements and our
actual results may differ from those discussed in these forlwaking statements.
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Summary Risk Factors

Our business is subject to numerous risks and uncertainties, including those highlighted in the sedtionfiitR i s k
Factorso i mmediately following this prospectus summary
0 the COVID-19 pandemic has caused interruptions or delays of our business plan and may have a:

adverse effect on otnusiness;

0 we have a history of net losses and may experience future losses;

0 we will need to raise additional capital to meet our business requirements in the future, and su
raising may be costly or difficult to obtainaado ul d di |l ut e our stockhol

0 we may become subject to claims by much larger and better capitalized competitors enforc
intellectual property rights against us or seeking to invalidate our intellectual propeuyraghts thereto

0 there are inherent limitations in all control systems, and misstatements due to error or fraud may
not be detected;

0 clinical trials necessary to support ajpmarket approval application will be lengthpd expensive and w
require the enroliment of a large number of patients, and suitable patients may be difficult to ide
recruit. Any such delay or failure of clinical trials could prevent us from commercializing our stent pi
which wouldmaterially and adversely affect our results of operations and the value of our business

0 our products may in the future be subject to product notifications, recalls, or voluntary market witt
that could harm our reputation, business famahcial results;

0 completing clinical trials for CGuard EPS in the United States require meeting a number of re
requirements and must be conducted in compl
compliance with IDEegulations could have a material adverse effect on our business;

0 though necessary to pursue FDA premarket approvaklipieal and clinical trials are inherently leng
and expensive and subject to any number of regulatory and/or cliffiiallties that can cause furtt
delays, additional costs, and/or rejection by the FDA, and any such delay, added cost, or failure in ¢
with any future clinical trials could prevent us from commercializing our products, including Mi
produds in the United States, which would materially and adversely affect our results of operation:
value of our business;

0 we may be subject, directly or indirectly, to applicable U.S. federal and stakéckbtick, false claims law
physcian payment transparency laws, fraud and abuse laws or similar healthcare and security
regulations, which could expose us to criminal sanctions, civil penalties, contractual damages, re
harm and diminished profits and future earnings;

0 we may be exposed to product liability claims and insurance may not be sufficient to cover these ¢

0 even if one or more of our products are approved by the FDA, we may fail to obtain an adequat
reimbursement for oyproducts by third party payors, such that there may be no commercially viable |
for our products or the markets may be much smaller than expected;

0 in the United States and European Union, our business could be significantly and adifézstdy b

healthcare reform initiatives and/or other legislation or judicial interpretations of existing or future he

laws and/or regulations;

0 if we are unable to obtain and maintain intellectual property protection covering ouctstaithers may |
able to make, use or sell our products, which would adversely affect our revenue;

0 we are an international business, and we are exposed to various global and local risks that col
material adverse effect on our finanaahdition and results of operations venue;

0 the market prices of our common stock and our publicly traded warrants are subject to fluctuation
been and may continue to be volatile, which could result in substantial losses for investors;
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0 our common stock could be delisted from the Nasdaq Stock Market if we fail to meet its continue
requirements, including requirements with respect to the market value of piididighares, market val
of listed shares, minimum bidr i ce per shar e, and mini mum
requirements relating to board and committee independence;

0 offers or availability for sale of a substantial number of shares of our common stock may cause th
our publicly traded securities to decline;

0 we anticipate being subject to fluctuations in currency exchange rates because we expect a substal
of our revenues will be generated in Euros and U.S. dollars, while a significant portioregpeuses wi
be incurred in New Israeli Shekels;

0 if there are significant shifts in the political, economic and military conditions in Israel and its neighl
could have a material adverse effect on our business relationships andbititgfita

0 it may be difficult for investors in the United States to enforce any judgments obtained against us o
our directors or officers;

Risks Related to Our Business

The COVID-19 pandemic has caused interruptions or delays of business plan and may have a significant adverse
effect on our business.

We have been impacted by the COVIB pandemic, and we cannot predict the future impacts the CQ¥ID
pandemic, including the emergence of new strains such as the Omicron or Dattg wzgay have on its business, results
of operations and financial condition. The COVID global pandemic has led governments and authorities around the
globe to take various precautionary measures in order to limit the spread of €OVilxluding goernmertimposed
guarantines, lockdowns, and other public health safety measures. We experienced a significant C@V4ted impact
on our financial condition and results of operations, primarily during the year ended December 31, 2020, which we
primarily attribute to the postponement of CGuard EPS procedurese(nergency procedures), as hospitals have shifted
resources to patients affected by COMIB. To the best of our knowledge, some European countries in which we operate
reinstated noemergency mcedures. In particular, in November 2021, the Government of Israel announced that non
Israeli residents or citizens, except for awationals whose lives are based in Israel, are not allowed to enter Israel, New
COVID-19 variants, and potentially increagiinfection rates make the current COMi&ated environment highly volatile
and uncertain, and we anticipate that the continuation of the pandemic and related restrictions and safety measures will
likely result in continued fluctuations in sales of otmducts, enrollments in our studies as well as potential disruptions to
our supply chain, for the upcoming periods.

During this uncertain time, we are committed to the health and safety of our employees. In response to the COVID
19 pandemic, we follow g@rnment regulations which may include at certain periods having employees work from home,
while implementing additional safety measures for employees continuing critisgkeomork.

Governmental mandates related to COMI® or other infectious diseasesay impact, our personnel and
personnel at thirgharty manufacturing facilities in Israel and other countries, and the availability or cost of materials, which
would disrupt our supply chain and/or reduce our margins. Although the manufacturing of auatpindsrael has not
been materially impacted by COVADO as of February 2022, we cannot guarantee that we will continue to manufacture at
full capacity in the event that pandemic persists, and further restrictions are imposed.

Finally, we anticipate @t the COVID19 pandemic may impact clinical and regulatory matters. COGMDs
delaying enrollment in clinical trials across the medical device industry and may affect any new trials we decide to pursue.
COVID-19 may cause disruptions that could haveatenal adverse impact on our FDA clinical trial plans and timelines,
including:
0 Delays in receiving authorizations from local regulatory authorities, ethics committees and institutione
boards to initiate planned clinical trials;

0 Delays or difficulties in enrolling patients in our clinical trials;

0 Delays or difficulties in clinical site initiation, including difficulties in recruiting clinical site investigator
clinical site staff;

0 Delays in clinical sites receiving the supplies and materials needed to conduct our clinicaihtifiadsnc
interruptions in global shipping that may affect the transport of clinical trial materials;
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0 Changes in local regulationsart of a response to the COVAU pandemic which may require us to chang
ways in which our clinical trials are conducted, which may result in unexpected costs, or to discontinue tt
trials altogether;

0 Diversion of healthcare resourcaway from the conduct of clinical trials, including the diversion of hos
serving as our clinical trial sites and hospital staff supporting the conduct of our clinical trials;

0 Diversion of healthcare resources away from the conduct of climiakd, including the diversion of hospit
serving as our clinical trial sites and hospital staff supporting the conduct of our clinical trials;

0 Interruption of key clinical trial activities, such as clinical trial site monitoring, due to lionigabn travel impose
or recommended by federal or state governments, employers and others, or interruption of clinical tri
visits and study procedures, the occurrence of which could affect the integrity of clinical trial data;

0 Risk thatparticipants enrolled in our clinical trials will acquire COVID while the clinical trial is ongoin
which could impact the results of the clinical trial, including by increasing the number of observed adver:

0 Delays in necessary interawts with local regulators, ethics committees and other third parties and con
due to limitations in employee resources or forced furlough of government employees;

0 Limitations in employee resources that would otherwise be focused on thettohdur clinical trials, includin
because of sickness of employees or their families or the desire of employees to avoid contact with la
of people; and

0 Refusal of the FDA to accept data from clinical trials in affected geographies.

Any of these occurrences may significantly harm our business, financial condition and prospects. In addition,
many of the factors that cause, or lead to, a delay in the commencement or completion of clinical trials may also ultimately
lead to the delay atenial of regulatory approvals or clearances of our product.

The extent to which COVIEL9 will impact our results will depend on future developments, which are highly
uncertain and cannot be predicted, including new information which may emerge condbmisgverity of the
coronavirus. The actions to contain COVID or treat its impact, the efficacy and scale of the various vaccines currently
deployed across the world, among others. Moreover, C@\has had indeterminable adverse effects on general
commercial activity and the world economy, and our business and results of operations could be adversely affected to the
extent that COVIBL9 or any other epidemic continues to harm the global economy generally.

Increasing inflation could adversely affectur business, financial condition, results of operations or cash flows.

Inflation and some of the measures taken by or that may be taken by the governments in countries where we
operate in an attempt to curb inflation may have negative effects on thareesrad those countries generally. If the
United States or other countries where we operate experience substantial inflation in the future, our business may be
adversely affected. This could have a material adverse impact on our business, financiahcoeslitits of operations or
cash flows.

We have a history of net losses and may experience future losses.

We have yet to establish any history of profitable operations. We reported a net loss of $14.9 million for the fiscal
year ended December 31, 202hd had a net loss of approximately $10.5 million during the fiscal year ended December
31, 2020. As of December 31, 2021, we had an accumulated deficit of $183 million. We expect to incur additional operating
losses for the foreseeable future. Therelmno assurance that we will be able to achieve sufficient revenues throughout
the year or be profitable in the future.



We will need to raise additional capital to meet our business requirements in the future, and such capital raising may
becostlyordif i cult to obtain and could dilute our stockhol de

In order for us to pursue our business objectives without materially curtailing our operations, we will need to raise
additional capital, which additional capital may not be avhdlaln reasonable terms or at all. For instance, we will need
to raise additional funds to accomplish the following:

0 furthering our efforts to ultimately seek the FDA approval for commercial sales of CGuard EPS in th
States;

0 development of our current and future products, including CGuard EPS enhancements;

0 pursuing growth opportunities, including more rapid expansion and funding regional distribution systen

0 making capital improvements to improve aufrastructure;

0 hiring and retaining qualified management and key employees;

0 responding to competitive pressures;

0 complying with regulatory requirements such as licensing and registration; and

0 maintainingcompliance with applicable laws.

Any additional capital raised through the sale of equity or eduigdyc k ed securi ti es may di
ownership percentages and could also result in a decrease in the market value of our equity securities.

The terms of any securities issued by us in future capital transactions may be more favorable to new investors,
and may include preferences, superior voting rights and the issuance of warrants or other derivative securities, which may
have a further dilutie effect on the holders of any of our securities then outstanding.

In addition, we may incur substantial costs in pursuing future capital financing, including investment banking
fees, legal fees, accounting fees, securities law compliance fees, paintirdjstribution expenses and other costs. We
may also be required to recognize faash expenses in connection with certain securities we issue, such as convertible
notes and warrants, which may adversely impact our financial condition.

We operate in anintensely competitive and rapidly changing business environment, and there is a substantial risk our
products could become obsolete or uncompetitive.

The medical device market is highly competitive. We compete with many medical device companiesiglobally
connection with our current products and products under development. We face intense competition from numerous
pharmaceutical and biotechnology companies in the therapeutics area, as well as competition from academic institutions,
government agencies é@mesearch institutions. Abbott Laboratories, Boston Scientific Corporation, Medtronic, Inc., and
Cardinal Health, Gore Medical and Terumo Medical Corporation produce a polytetrafluoroethylereouezeld stent
and a double layer metal stent, respectivipst of our current and potential competitors, including but not limited to
those listed above, have, and will continue to have, substantially greater financial, technological, research and development
regulatory and clinical, manufacturing, marketimgl @ales, distribution and personnel resources than we do. There can be
no assurance that we will have sufficient resources to successfully commercialize our products, if and when they are
approved for sale. The worldwide market for stent products is dkeairzed by intensive development efforts and rapidly
advancing technology. Our future success will depend largely upon our ability to anticipate and keep pace with those
developments and advances. Current or future competitors could develop alterchtieéotges, products or materials
that are more effective, easier to use or more economical than what we or any potential licensee develop. If our technologies
or products become obsolete or uncompetitive, our related product sales and licensing revehdiecnease. This would
have a material adverse effect on our business, financial condition and results of operations.

We may become subject to claims by much larger and better capitalized competitors enforcing their intellectual property
rights againstus or seeking to invalidate our intellectual property or our rights thereto.

Based on the prolific litigation that has occurred in the stent industry and the fact that we may pose a competitive
threat to some large and welkpitalized companies that owncontrol patents relating to stents and their use, manufacture
and delivery, we believe that it is possible that one or more third parties will assert a patent infringement clairheagainst t
manufacture, use or sale of our stents based on one or mbesefpatents. These companies also own patents relating to
the use of drugs to treat restenosis, stent architecture, catheters to deliver stents, and stent manufacturing and coating
processes and compositions, as well as general delivery mechanismljp&teapsd exchange, which might be alleged to
cover one or more of our products. In addition, it is possible that a lawsuit of which we are not aware asserting patent
infringement, misappropriation of intellectual property, or related claims may haaslwnlbeen filed against us. As the
number of competitors in the stent market grows and as the geographies in which we commercially market grow in number
and scope, the possibility of patent infringement by us, and/or a patent infringement or misapprageiati against us,
increases.
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Our competitors have maintained their positions in the market by, among other things, establishing intellectual
property rights relating to their products and enforcing these rights aggressively against their compktitsseantrants
into the market. All the major companies in the field of stents and related markets, including Boston Scientific Corporation,
C.R. Bard, Inc., W.L. Gore & Associates, Inc. and Medtronic, Inc., have been repeatedly involved in pateaon litigati
relating to stents since at least 1997. The field of stents and related markets have experienced rapid technological change
and obsolescence in the past, and our competitors have strong incentives to stop or delay the introduction of new products
and tehnologies. We may pose a competitive threat to many of the companies in these markets. Accordingly, these
companies will have a strong incentive to take steps, through patent litigation or otherwise, to prevent us from distributing
our products. Such Igation or claims would divert attention and resources away from the development and/or
commercialization of our products and could result in an adverse court judgment that would make it impossible or
impractical to sell our products in one or more terig®r

If we fail to maintain or establish satisfactory agreements or arrangements with suppliers or if we experience an
interruption of the supply of materials from suppliers, we may not be able to obtain materials that are necessary to
develop our product

We depend on outside suppliers for certain raw materials. These raw materials or components may not always be
available at our standards or on acceptable terms, if at all, and we may be unable to locate alternative suppliers or produce
necessary matelis or components on our own.

Some of the components of our products are currently provided by only one vendor, or-acinggesupplier.
For CGuard EPS and MGuard Prime EPS, we depend on MeKo Lasekéstahialbearbeitung for the laser cutting of
the stent, Natec Medical Ltd. for the supply of catheters, and Biogeneral Inc. for the fiber. We may have difficultgobtainin
similar components from other suppliers that are acceptable to the FDA or foreign regulatory authorities if it becomes
necessary.

If we have to switch to a replacement supplier, we will face additional regulatory delays and the interruption of
the manufacture and delivery of our stents for an extended period of time, which would delay completion of our clinical
trials or commerciaation of our products. In addition, we will be required to obtain prior regulatory approval from the
FDA or foreign regulatory authorities to use different suppliers or components that may not be as safe or as effective. As
a result, regulatory approvef our products may not be received on a timely basis or at all.

In addition, we rely on a thirgarty vendor to perform the sterilization process. Athirdr t y vendor 6s
properly sterilize a component may cause delays or disruptions in oufattming process.

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 requements of Section 404 of the Sarbafedey 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 demds 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 businesg, operatin
results and stock price. Moreover, effectiméernal 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 @amiment existed, and our business and reputation with investors may
be harmed.
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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 Sentd04 of the Sarban&xley 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 purposexaom@ance 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 erroedldralid. 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 treseusice constraints, and the
benefit of controls must be relative to their costs. Because of the inherent limitations in all control systems, nanevaluatio
of controls can provide absolute assurance that all control issues and instances of frauith, dusrggmpany have been
detected. These inherent limitations include the realities that judgments in decédiong can be faulty and that
breakdowns can occur because of simple errors or mistakes. Further, controls can be circumvented by indiwvflual act
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 beao assuran
thatany 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 degre
of compliane with the policies or procedures may deteriorate. Because of inherent limitations iretieatiste control
system, misstatements due to error or fraud may occur and not be detected.

In addition, discovery and disclosure of a material weakness, bytiefj 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 affectlibyt@biccess equity markets for
capital.

Risks Related to our Products, Clinical Trials and Regulatory Matters

Clinical trials necessary to support a praarket approval application will be lengthy and expensive and will require the
enroliment of a lage number of patients, and suitable patients may be difficult to identify and recruit. Any such delay
or failure of clinical trials could prevent us from commercializing our stent products, which would materially and
adversely affect our results of operatis and the value of our business.

Clinical trials necessary to support a-pnarket approval application to the FDA for our products, including
CGuard EPS stent will be expensive and will require the enrollment of a large number of patients, andgatié¢atse
may be difficult to identify and recruit, which may cause a delay in the development and commercialization of our product
candidates. Patient enroliment in clinical trials and the ability to successfully complete patiertifpli@ewends on many
factors, including the size of the patient population, the nature of the trial protocol, the proximity of patients to clinica
sites, the eligibility criteria for the clinical trial and patient compliance. For example, patients may be discouraged from
enmwlling in our clinical trials if the trial protocol requires them to undergo extensivegasment procedures or follew
up to assess the safety and efficacy of our products, or they may be persuaded to participate in contemporaneous clinical
trials of mmpetitive products. In addition, patients participating in our clinical trials may die before completion of the trial
or suffer adverse medical events unrelated to or related to our products. Delays in patient enrollment or failure of patients
to continueto participate in a clinical trial may cause an increase in costs and delays or result in the failure of the clinical
trial.

In addition, the length of time required to complete clinical trials for pharmaceutical and medical device products
variessubstantially according to the degree of regulation and the type, complexity, novelty and intended use of a product,
and can continue for several years and cost millions of dollars. The commencement and completion of clinical trials for
our products undaetevelopment may be delayed by many factors, including governmental or regulatory delays and changes
in regulatory requirements, policy and guidelines or our inability or the inability of any potential licensee to manufacture
or obtain from third parties nrials sufficient for use in preclinical studies and clinical trials.

The results of our clinical trials may be insufficient to obtain regulatory approval for our product candidates.

We will only receive regulatory approval to commercialize a produndlidate if we can demonstrate to the
satisfaction of the FDA or the applicable foreign regulatory agency, in well designed and conducted clinical trials, that the
product candidate is safe and effective. If we are unable to demonstrate that a proddate#@ndafe and effective in
advanced clinical trials involving large numbers of patients, we will be unable to submit the necessary applicatioa to receiv
regulatory approval to commercialize the product candidate. We face risks that:

0 the product andidate may not prove to be safe or effective;
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the product candidateb6s benefits may not out w:

0 the results from advanced clinical trials may not confirm the positive results fredfimpoal studies and eal
clinical trials;

0 the FDA or comparable foreign regulatory authorities may interpret data freatimioal and clinical testing
different ways than us; and

0 the FDA or other regulatory agencies may require additional or expandedmidadsta.

Patients may discontinue their participation in our clinical studies, which may negatively impact the results of these
studies and extend the timeline for completion of our development programs.

Clinical trials for our product candidates regusufficient patient enroliment. We may not be able to enroll a
sufficient number of patients in a timely or ce$tective manner. Patients enrolled in our clinical studies may discontinue
their participation at any time during the study as a resultnoiaber of factors, including withdrawing their consent or
experiencing adverse clinical events, which may or may not be judged to be related to our product candidates under
evaluation. If a large number of patients in a study discontinue their partapatihe study, the results from that study
may not be positive or may not support a filing for regulatory approval of the product candidate.

In addition, the time required to complete clinical trials is dependent upon, among other factors, thetiatat of p
enrollment. Patient enrollment is a function of many factors, including the following:

0 the size of the patient population;

0 the nature of the clinical protocol requirements;

0 the availability of other treatments imarketed therapies (whether approved or experimental);
0 our ability to recruit and manage clinical centers and associated trials;

0 the proximity of patients to clinical sites; and

0 the patient eligibility criteria for thetudy.

Our products may in the future be subject to product notifications, recalls, or voluntary market withdrawals that could
harm our reputation, business and financial results.

After regulatory approval has been obtained for medical device prothetgroduct and the manufacturer are
subject to continual review, including the review of adverse experiences and clinical results that are reported after our
products are made available to patients, and there can be no assurance that such approbal withdeawn or restricted.
Regulators may also subject approvals to restrictions or conditions or imposgpastal obligations on the holders of
these approvals, and the regulatory status of such products may be jeopardized if such obligatibhdféiexin|f post
approval studies are required, such studies may involve significant time and expense.

The manufacturing and marketing of medical devices involves an inherent risk that our products may prove to be
defective and cause a health riskmafter regulatory clearances have been obtained. Medical devices may also be modified
after regulatory clearance is obtained to such an extent that additional regulatory clearance is necessary before the device
can be further marketed. In these eventsyway voluntarily implement a recall or market withdrawal or may be required
to do so by a regulatory authority.

In the European Economic Area, we must comply with the EU Medical Device Vigilance System. Under this
system, manufacturers are requiredtoéga Fi el d Saf ety Corrective Actions (fAF
deterioration in the state of health associated with the use of a medical device that is already placed on the market. A FSCA
may include the recall, modification, exchandestruction or retrofitting of the device. FSCAs must be communicated by
the manufacturer or its legal representative to its customers and/or to the end users of the device through Field Safety
Notices.

Any adverse event involving our products could ressubther future voluntary corrective actions, such as recalls
or customer notifications, or agency action, such as inspection or enforcement action. Adverse events have been reported
to us in the past, and we cannot guarantee that they will not ocihwe flature. Any corrective action, whether voluntary
or involuntary, as well as defending ourselves in a lawsuit, would require the dedication of our time and capital, distract
management from operating our business and could harm our reputation andlfresntts.
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We expect to derive our revenue from sales of our CGuard EPS stent product and other products we may develop, such
as CGuard EPS with enhancements. If we fail to generate revenue from these sources, our results of operations and the
value ofour business would be materially and adversely affected.

We expect our revenue to be generated from sales of our CGuard EPS stent products and other products we may
develop. Future sales of CGuard EPS will be subject to the receipt of regulatory apanovetsnmercial and market
uncertainties that may be outside our control. In addition, there may be insufficient demand for other products we are
seeking to develop, such as CGuard EPS with enhancements. If we fail to generate expected revenuephatndtese
our results of operations and the value of our business and securities would be materially and adversely affected.

If our manufacturing facilities are unable to provide an adequate supply of products, our growth could be limited and
our businesscould be harmed.

We currently manufacture our CGuard EPS and MGuard Prime EPS products at our facility in Tel Aviv, Israel.
If there were a disruption to our existing manufacturing facility, we would have no other means of manufacturing our
CGuard EPS oMGuard Prime EPS stents until we were able to restore the manufacturing capability at our facility or
develop alternative manufacturing facilities. If we were unable to produce sufficient quantities of our CGuard EPS or
MGuard Prime EPS stents to meet kedrdemand or for use in our current and planned clinical trials, or if our
manufacturing process yields substandard stents, our development and commercialization efforts would be delayed.

Additionally, any damage to or destruction of our Tel Aviv fagitit its equipment, prolonged power outage or
contamination at our facility would significantly impair our ability to produce either CGuard EPS or MGuard Prime EPS
stents.

Finally, the production of our stents must occur in a highly controlled, el@anonment to minimize particles
and other yield and qualiymiting contaminants. In spite of stringent quality controls, weaknesses in process control or
minute impurities in materials may cause a substantial percentage of defective product$ wedoe unable to maintain
stringent quality controls, or if contamination problems arise, our clinical development and commercialization efforts could
be delayed, which would harm our business and results of operations.

Completing clinical trials for GGuard EPS in the United States require meeting a number of regulatory requirements
and must be conducted in compliance with the FDAOG6Gs I D
regulations could have a material adverse effect on our business.

Clinical trials involve use of a medical device candidate (or drug, biological, or other product candidate, as
applicable) on human subjects under the supervision of qualified investigators in accordance with current Good Clinical
Practices, including threquirement that all research subjects provide informed consent for their participation in the clinical
study. The FDA classifies medical degincd camdi dats&k®d idmre
risk devices present a attial for serious risk to the health, safety, or welfare of a subject. Examples may include implants,
devices that support or sustain human life, and devices that are substantially important in diagnosing, curing, mitigating,
or treating disease or in penting impairment to human health. If a medical device candidate presents a significant risk,
an IDE application must be submitted and approved prior to commencing any human clinical trials in the United States in
connection with such device. The FDA magprove, conditionally approve, or deny an IDE or it may require further
information and, t hus, del ay approval. On September 8,
System, CARENEHII.

In addition to our recent IDE approval for CGUard Car ot i d St ent -llISwesnust apply f@ ARE NE
and obtain IRB approval of the proposed CGuard EPS clinical study in connection with each clinical site before
commencing any study activities. A written protocol with predefined end points, an apmra@ample size, and pre
determined patient inclusion and exclusion criteria, is also required before we may initiate or conduct the CGuard EPS
trial. If we obtain IDE approval, IRB approval, and meet all of the other applicable requirements that mesbbore
beginning clinical trials in the United States, we will, then, be able to lawfully initiate the clinical investigatiosafitye
and effectiveness of CGuard EPS in the United States.

Importantly, the CGuard EPS clinical trial and any otlleas we may conduct in the future, must be conducted
in accordance with the FDAO6s | DE regulations, which, an
labeling, prohibit preapproval promotion of a device candidate, and spectgrdkeeping, reporting, and monitoring
responsibilities of study sponsors and study investigators.

We may not be able to obtain IRB approval to undertake clinical trials in the United States for CGuard EPS or
any new devices we intend to market in thetebhiStates in the future. If we do obtain such approvals, we may not be able
to conduct studies which comply with the IDE and other regulations governing clinical investigations or the data from any
such trials may not support clearance or approval ofnthestigational device. Failure to obtain such approvals or to
comply with such regulations could have a material adverse effect on our business, financial condition and results of
operations.
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Relatedly, certainty that clinical trials will meet desiredmuints, produce meaningful or useful data, and be free
of unexpected adverse effects, or that the FDA will accept the validity of foreign clinical study data, as applicable, cannot
be guaranteed, and such uncertainty could preclude or delay regulatooya®@nd commercialization, resulting in
significant financial costs and reduced revenue. Moreover, the timing of the commencement, continuation, and completion
of any future clinical trial may be subject to significant delays attributable to variosss;ancluding, but not limited to,
scheduling conflicts with participating clinicians and clinical institutions, difficulties in identifying and enrollingtsatie
who meet trial eligibility criteria, failure of patients to complete the clinical tridhydim or failure to meet regulatory
and/or IRB requirements to conduct a clinical trial at a one or more prospective sites, and shortages of supply in the
investigational device.

Though necessary to pur s ueclined and slinigalrtrielsnare ikheréntly depgthy and a |
expensive and subject to any number of regulatory and/or clinical difficulties that can cause further delays, additional
costs, and/or rejection by the FDA, and any such delay, added cost, or failure in connectioramyttiuture clinical

trials could prevent us from commercializing our MicroNet products in the United States, which would materially and
adversely affect our results of operations and the value of our business.

As part of the regulatory process, we musiduct clinical trials for each product candidate to demonstrate safety
and efficacy to the satisfaction of the regulatory authorities, including, if we seek in the future to sell our prodacts in t
United States, the FDA. Clinical trials are subject igpnous regulatory requirements and are expensive and time
consuming to design and implement. They require the enroliment of a large number of patients, and suitable patients may
be difficult to identify and recruit, which may cause a delay in the developand commercialization of our product
candidates. In some trials, a greater number of patients and a longeruplimeviod may be required. Patient enrollment
in clinical trials and the ability to successfully complete patient fellpadepends on mgrfactors, including the size of
the patient population, the nature of the trial protocol, the proximity of patients to clinical sites, the eligibiliy foiter
the clinical trial and patient compliance. For example, patients may be discouraged fotimgeinm our clinical trials if
the trial protocol requires them to undergo extensive-peatment procedures or follewp to assess the safety and
efficacy of our products, or they may be persuaded to participate in contemporaneous clinicattmafsetiftive products.
In addition, patients participating in our clinical trials may die before completion of the trial or suffer adverse medical
events unrelated to or related to our products. Delays in patient enrollment or failure of patients te tmpnticipate
in a clinical trial may cause an increase in costs and delays or result in the failure of the clinical trial.

In addition, the length of time required to complete clinical trials for pharmaceutical and medical device products
varies subsintially according to the degree of regulation and the type, complexity, novelty and intended use of a product,
and can continue for several years and cost millions of dollars. The commencement and completion of clinical trials for
our existing products anthose under development may be delayed by many factors, including governmental or regulatory
delays and changes in regulatory requirements, policy and guidelines or our inability or the inability of any potential
licensee to manufacture or obtain fronrdiparties materials sufficient for use in preclinical studies and clinical trials. In
addition, market demand may change for products being tested due to the length of time needed to complete requisite
clinical trials.

Physicians may not widely adopur products unless they determine, based on experience-teng clinical data and
published peer reviewed journal articles, among other standafdtare considerations, that the use of our stents
provides a safe and effective alternative to other erigtireatments for coronary artery disease and carotid artery
disease.

We believe that physicians will not widely adopt our products unless they determine, based on experience, long
term clinical data, published peer reviewed journal articles and payeragmypolicies, among other factors, that the use
of our products provide a safe and effective alternative to other existing treatments for the conditions we are seeking to
address.

If we fail to demonstrate safety and efficacy that is at least compdcadkésting and future therapies available
on the market, our ability to successfully market our products will be significantly limited. Even if the data collected from
clinical studies or clinical e X p e tual expetiance iwithaur pradtices wil 0 s i t
vary. Clinical trials conducted with our products may involve procedures performed by physicians who are technically
proficient and are highiolume stent users of such products. Consequently, bothtehoraind longerm results reported
in these clinical trials may be significantly more favorable than typical results of practicing physicians, which could
negatively affect rates of adoptions of our products. We also believe that publishedvimeed journal articke and
recommendations and support by influential physicians regarding our products will be important for market acceptance
and adoption, and we cannot assure you that we will receive these recommendations and support, or that supportive articles
will be published.



We have only limited experience in regulatory affairs, which may affect our ability or the time required to navigate
complex regulatory requirements and obtain necessary regulatory approvals, if such approvals are received at all.
Regulatory dedys or denials may increase our costs, cause us to lose revenue and materially and adversely affect our
results of operations and the value of our business.

Because longerm success measures have not been completely validated for our products, esp@aiity
EPS, regulatory agencies may take a significant amount of time in evaluating product approval applications. Treatments
may exhibit a favorable measure using one metric and an unfavorable measure using another metric. Any change in
accepted metriceay result in reconfiguration of, and delays in, our clinical trials. Additionally, we have only limited
experience in filing and prosecuting the applications necessary to gain regulatory approvals, and our clinical, regulatory
and quality assurance persehare currently composed of only five employees. As a result, we may experience delays in
connection with obtaining regulatory approvals for our products.

In addition, the products we and any potential licensees license, develop, manufacture anarensukgéct to
complex regulatory requirements, particularly in the United States, Europe and Asia, which can be costly-and time
consuming. There can be no assurance that such approvals will be granted on a timely basis, if at all. Furthermore, there
can ke no assurance of continued compliance with all regulatory requirements necessary for the manufacture, marketing
and sale of the products we will offer in each market where such products are expected to be sold, or that products we have
commercialized wilcontinue to comply with applicable regulatory requirements. If a government regulatory agency were
to conclude that we were not in compliance with applicable laws or regulations, the agency could institute proceedings to
detain or seize our products, issa recall, impose operating restrictions, enjoin future violations and assess civil and
criminal penalties against us, our officers or employees and could recommend criminal prosecution. Furthermore,
regulators may proceed to ban, or request the reepdijit replacement or refund of the cost of, any device manufactured
or sold by us. Furthermore, there can be no assurance that all necessary regulatory approvals will be obtained for the
manufacture, marketing and sale in any market of any new prodwelbged or that any potential licensee will develop
using our licensed technology.

Even if our products are approved by regulatory authorities, if we or our suppliers fail to comply with ongoing regulatory
requirements, or if we experience unanticipatedoptems with our products, these products could be subject to
restrictions or withdrawal from the market.

Any regulatory approvals that we receive for our products will require surveillance to monitor the safety and
efficacy of the product and may require to conduct posdpproval clinical studies. In addition, if a regulatory authority
approves our products, the manufacturing processes, labeling, packaging, distribution, adverse event reporting, storage,
advertising, promotion, import, export and recaefing for our products will be subject to extensive and ongoing
regulatory requirements.

Moreover, if we obtain regulatory approval for any of our products, we will only be permitted to market our
products for the indication approved by the regulatotlyaity, and such approval may involve limitations on the indicated
uses or promotional claims we may make for our products. In addition, later discovery of previously unknown problems
with our products, including adverse events of unanticipated sevefiggoency, or with our suppliers or manufacturing
processes, or failure to comply with regulatory requirements, may result in, among other things:

0 restrictions on the marketing or manufacturing of our product candidates, withdrawal of the fnaduitte
market, or voluntary or mandatory product recalls;

0 fines, warning letters, or untitled letters;

0 holds on clinical trials;

0 refusal by the regulatory authority to approve pending applications or supplemampsdeed applications fil¢
by us or suspension or revocation of license approvals;

0 product seizure or detention, or refusal to permit the import or export of our product candidates; and

0 injunctions, the imposition of civppenalties or criminal prosecution.

The FDA also requires that our sales and marketing efforts, as well as promotions, be consistent with various laws
and regulations. Approved medical device promotions must be consistent with and not contrary tq lzdilalicgd,
truthful and not false or misleading, adequately substantiated (when required), and include adequate directions for use. In
addition to the requirements applicable to approved products, we may also be subject to enforcement action in connection
with any promotion of an investigational new device. A sponsor or investigator, or any person acting on behalf of a sponsor
or investigator, may not represent in a promotional context that an investigational new device is safe or effective for the
purposs for which it is under investigation or otherwise promote the device.
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If the FDA investigates our marketing and promotional materials or other communications and finds that any of
our investigational devices, or future commercial products, if any, eing lmarketed or promoted in violation of the
applicable regulatory restrictions, we could be subject to the enforcement actions listed above, among others. Any
enforcement action (or related lawsuit, which could follow such action) brought againstamaction with alleged
violations of applicable device promotion requirements, or prohibitions, could harm our business and our reputation, as
well as the reputation of any devices that may be approved for marketing in the U.S. in the future.

Theapplicabe regul atory authorities6é policies may change
that could prevent, limit or delay regulatory approval of our products. We cannot predict the likelihood, nature or extent of
government regulation that marise from future legislation or administrative action, either in the United States or abroad.

If we are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if
we are not able to maintain regulegy compliance, we may lose any marketing approval that we may have obtained and
we may not achieve or sustain profitability.

Failure to obtain regulatory approval in foreign jurisdictions will prevent us from marketing our products in such
jurisdictions.

We market our products in international markets. In order to market our products in other foreign jurisdictions,
we must obtain separate regulatory approvals from the appropriate governing body in each applicable country. The
approval processes vaaynong countries and can involve additional testing, and the time required to obtain approval may
differ from that required to obtain CE mark or FDA approval. Foreign regulatory approval processes may include all of the
risks associated with obtaining CE mxar FDA approval in addition to other risks. We may not obtain foreign regulatory
approvals on a timely basis, if at all. CE mark approval or any future FDA approval does not ensure approval by regulatory
authorities in other countries. We may not bedblfile for regulatory approvals and may not receive necessary approvals
to commercialize our products in certain markets.

We are, or may be, subject to federal, state and foreign healthcare laws and regulations and implementation of or
changes to suclmealthcare laws and regulations could adversely affect our business and results of operations.

In both the United States and certain foreign jurisdictions, there are laws and regulations specific to the healthcare
industry which may affect all aspects @fir business, including development, testing, marketing, sales, pricing, and
reimbursement. Additionally, there have been a number of legislative and regulatory proposals in recent years to change
the healthcare system in ways that could impact our atnl#ggll our products. If we are found to be in violation of any of
these laws or any other federal or state regulations, we may be subject to administrative, civil and/or criminal penalties,
damages, fines, individual imprisonment, exclusion from fedeealthcare programs and the restructuring of our
operations. Any of these could have a material adverse effect on our business and financial results. Since many of these
laws have not been fully interpreted by the courts, there is an increased risk thayWwe found in violation of one or
more of their provisions. Any action against us for violation of these laws, even if we ultimately are successful in our
defense, wil!/l cause us to incur signifi evayrfromtieegemtion e x p e
of our business.

We may be subject, directly or indirectly, to applicable U.S. federal and statekankback, false claims laws, physician
payment transparency laws, fraud and abuse laws or similar healthcare and security lawseguathtions, which could
expose us to criminal sanctions, civil penalties, contractual damages, reputational harm and diminished profits and
future earnings.

Healthcare providers, physicians and others will play a primary role in the recommendatioimgoatel
utilization of any products for which we obtain regulatory approval. If we obtain U.S. Food & Drug Administration
approval for any of our products and begin commercializing those products in the United States, our operations may be
subject to vaous federal and state fraud and abuse laws, including, without limitation, the federidlokbtick Statute,
the federal False Claims Act, and physician payment sunshine laws and regulations. These laws may impact, among other
things, our potential salesiarketing and education programs. In addition, we may be subject to patient privacy regulation
by both the federal government and the states in which we conduct our business. The laws that may affect our ability to
operate include:

0 t he f ekickback Btatwdenwhich prohibits, among other things, knowingly and willfully soliciting,
receiving, offering or paying any remuneration (including any kickback, bribe, or rebate), directly or indirectly,
overtly or covertly, in cash or in kind, to inducejmoreturn for, either the referral of an individual, or the purchase,
lease, order or recommendation of any good, facility, item or service for which payment may be made, in whole
or in part, under a federal healthcare program, such as the Medicareditadi programs;

0 federal civil and criminal false claims | aws and
which may be pursued through civil whistleblower or qui tam actions, impose criminal and civil penalties against
individualsor entities for knowingly presenting, or causing to be presented, to the federal government, claims for
payment or approval from Medicare, Medicaid or other thaidty payors that are false or fraudulent or making

a false statement to avoid, decreaseoniceal an obligation to pay money to the federal government;
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0 federal criminal statutes created through the He
(AHI PAAO), which prohibit knowi ngl y ascthéemetwideéfraudany | v e
healthcare benefit program or obtain, by means of false or fraudulent pretenses, representations, or promises, any
of the money or property owned by, or under the custody or control of, any healthcare benefit program, regardless
of the payor (e.g., public or private) and knowingly and willfully falsifying, concealing or covering up by any

trick or device a material fact or making any materially false statements in connection with the delivery of, or
payment for, healthcare benefitgms or services relating to healthcare matters;

0 HI PAA, as amended by the Health I nformation Techn
their respective implementing regulations, which imposes requirements on certain ¢@adtiechare providers,

health plans, and healthcare clearinghouses as well as their respective business associates that perform service:
for them that involve the use, or disclosure of, individually identifiable health information, relating to the privacy,
security and transmission of individually identifiable health information;

0 the federal transparency requirements under The
Care and Education Reconciliation Act, enacted into law in the UnitééelsSh March 2010 (known collectively

as the AAffordable Care Acto), including the provis
Act, which requires manufacturers of drugs, biologics, devices and medical supplies for which payment is
avail able under Medicar e, Medicaid or the Childrenbd
Department of Health and Human Services information related to payments or other transfers of value made to
physicians and teaching hospitals, adl\ae ownership and investment interests held by physicians and their
immediate family members; and

0 state and federal consumer protection and unfair
and activities that potentially harm camers.

Additionally, we may be subject to state and-+bh. equivalents of each of the healthcare laws described above,
among others, some of which may be broader in scope and may apply regardless of the payor. Many U.S. states have
adopted laws similato the federal AntKickback Statute, some of which apply to the referral of patients for healthcare
services reimbursed by any source, not just governmental payors, including private insurers. Several states impose
marketing restrictions or require mediiclevice companies to make marketing or price disclosures to the state. There are
ambiguities as to what is required to comply with these state requirements, and if we fail to comply with an applicable state
law requirement, we could be subject to peaalti

Because of the breadth of these laws and the narrowness of the statutory exceptions and safe harbors available, it
is possible that some of our future business activities could be subject to challenge under one or more of such laws. In
addition, heahicare reform legislation has strengthened these laws. For example, the Affordable Care Act, among other
things, amended the intent requirement of the federatiinkback and criminal healthcare fraud statutes. As a result of
such amendment, a person otity no longer needs to have actual knowledge of these statutes or specific intent to violate
them in order to have committed a violation. Moreover, the Affordable Care Act provides that the government may assert
that a claim including items or servicesulting from a violation of the federal Afitickback Statute constitutes a false
or fraudulent claim for purposes of the False Claims Act.

Violations of fraud and abuse laws may be punishable by criminal and/or civil sanctions, including penatdties, fine
and/or exclusion or suspension from federal and state healthcare programs such as Medicare and Medicaid and debarmen
from contracting with the U.S. government. In addition, private individuals have the ability to bring actions on behalf of
the U.S. goveament under the False Claims Act as well, as under the false claims laws of several states.

Efforts to ensure that our business arrangements with third parties comply with applicable healthcare laws and
regulations will involve substantial costs. It issgible that governmental authorities will conclude that our existing or
future business practices do not comply with current or future statutes, regulations or case law involving applicable fraud
and abuse or other healthcare laws and regulations. Ahyastions instituted against us could have a significant adverse
impact on our business, including the imposition of civil, criminal and administrative penalties, damages, disgorgement,
monetary fines, possible exclusion from participation in Medicare,iddetand other federal healthcare programs,
contractual damages, reputational harm, diminished profits and future earnings, and curtailment of our operations, any of
which could adversely affect our ability to operate our business and our results tibopeEven if we are successful in
defending against such actions, we may nonetheless be subject to substantial costs, reputational harm and adverse effect
on our ability to operate our business. In addition, the approval and commercialization obanpmfducts outside the
United States will also likely subject us to ADLS. equivalents of the healthcare laws mentioned above, among other non
U.S. laws.



If any of our employees, agents, or the physicians or other providers or entities with whotpesete do
business are found to have violated applicable laws, we may be subject to criminal, civil or administrative sanctions,
including exclusions from government funded healthcare programs, or, if we are not subject to such actions, we may suffer
reputational harm for conducting business with persons or entities found, or accused of being, in violation of such laws.
Any such events could adversely affect our ability to operate our business and our results of operations.

We may be exposed to produietility claims and insurance may not be sufficient to cover these claims.

We may be exposed to product liability claims based on the use of any of our products, or products incorporating
our licensed technology, in the market or clinical trials. We ntexy lae exposed to product liability claims based on the
sale of any products under development following the receipt of regulatory approval. Product liability claims could be
asserted directly by consumers, healtine providers or others. We have obtaipeatuct liability insurance coverage;
however ,such insurance may not provide full coverage for our future clinical trials, products to be sold, and other aspects
of our business. Insurance coverage is becoming increasingly expensive, and we may tetdenaimtain current
coverage, or expand our insurance coverage to include future clinical trials or the sale of new products or existing products
in new territories, at a reasonable cost or in sufficient amounts to protect against losses due thapitjuct at all. A
successful product liability claim, or series of claims brought against us could result in judgments, fines, damages and
liabilities that could have a material adverse effect on our business, financial condition and resultsiohgpéfatmay
incur significant expense investigating and defending these claims, even if they do not result in liability. Moreover, even
if no judgments, fines, damages or liabilities are imposed on us, our reputation could suffer, which could hava a mater
adverse effect on our business, financial condition and results of operations.

Even if one or more of our products are approved by the FDA, we may fail to obtain an adequate level of reimbursement
for our products by third party payors, such thdtere may be no commercially viable markets for our products or the
markets may be much smaller than expected.

The availability and levels of reimbursement by governmental and otheiptrityl payors affect the market for
our products. The efficacy, s&feperformance and casffectiveness of our products and of any competing products are
factors that may impact the availability and level of reimbursement. Reimbursement and healthcare payment systems in
international markets vary significantly by coyntand include both government sponsored healthcare and private
insurance. To obtain reimbursement or pricing approval in some countries, we may be required to produce clinical data,
which may involve one or more clinical trials that compares theeftesttiveness of our products to other available
therapies. We may not obtain international reimbursement or pricing approvals in a timely manner, if at all. Our failure to
receive international reimbursement or pricing approvals would negatively impact meckptance of our products in
the international markets in which those approvals are sought.

We believe that future reimbursement may be subject to increased restrictions both in the U.S. and in international
markets. There is increasing pressure by gowents worldwide to contain healthcare costs by limiting both the coverage
and the level of reimbursement for therapeutic products and by refusing, in some cases, to provide any coverage for
products that have not been approved by the relevant regulgemgya Future legislation, regulation or reimbursement
policies of third party payors may adversely affect the demand for our products and limit our ability to sell our products on
a profitable basis. In addition, third party payors continually attemgbitdain or reduce the costs of healthcare by
challenging the prices charged for healthcare products and services. If reimbursement for our products is unavailable or
limited in scope or amount, or if pricing is set at unsatisfactory levels, market aceeptanr products would be impaired,
and future revenues, if any, would be adversely affected.

In the United States and European Union, our business could be significantly and adversely affected by healthcare
reform initiatives and/or other legislation ojudicial interpretations of existing or future healthcare laws and/or
regulations.

The Affordable Care Act, signed into law in the United States in March 2010, contains certain provisions which
are not yet fully implemented and for which it is uncle@atthe full impact will be from the legislation.

The legislation also focuses on a number of provisions aimed at improving quality, broadening access to health
insurance, enhancing remedies for fraud and abuse, adding transparency requirements, aailydeeaithcare costs,
among others. Uncertainties remain regarding what negative unintended consequences these provisions will have on patient
access to new technologies, pricing and the market for our products, and the healthcare industry in geAtataiiie
Care Act includes provisions affecting the Medicare program, such ashasded payment programs, increased funding
of comparative effectiveness research, reduced hospital payments for avoidable readmissions and hospital acquired
conditions,and pilot programs to evaluate alternative payment methodologies that promote care coordination (such as
bundled physician and hospital payments). Additionally, the provisions include a reduction in the annual rate of inflation
for hospitals which starteid 2011 and the establishment of an independent payment advisory board to recommend ways
of reducing the rate of growth in Medicare spending. Any reduction in reimbursement from Medicare or other government
programs may result in a similar reduction in payts from private payors.
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Since its enactment, there have been judicial and Congressional challenges to certain aspects of the Affordable
Care Act, as well as efforts by the Trump Administration to modify, repeal or otherwise invalidate all, opcevigions
of, the Affordable Care Act. Following the enactment of the Tax Act, on December 14, 2018 in a case in the United States
District Court for the Northern District of Texas, a federal judge ruled that the individual mandate imposed by the
Affordable Care Act is unconstitutional and inseverable from the other provisions of the Affordable Care Act and, therefore,
the remaining provisions of the Affordable Care Act are invalid. On November 10, 2020 the United States Supreme Court
heard arguments on wther the Affordable Care Act is constitutional, in whole or in part, and is expected to rule in that
case in early 2021. Assuming entire Affordable Care Act is not ruled to be unconstitutional, the implementation of the
Affordable Care Act will remain oraing and may also increase our regulatory burdens and operating costs. Litigation and
legislation related to the Affordable Care Act are likely to continue, with unpredictable and uncertain results. We cannot
predict with certainty what affect further clugs to the Affordable Care Act would have on our business.

In addition, other legislative changes have been proposed and adopted since the Affordable Care Act was enacted.
These changes included aggregate reductions to Medicare payments to providesswbygercent per fiscal year, which
will remain in effect through 2027 unless additional Congressional action is taken. It is unclear what impact new quality
and payment programs may have on our business, financial condition, results of operatismfi@vsalndividual states
in the United States have also become increasingly aggressive in passing legislation and implementing regulations designed
to control product pricing, including price or patient reimbursement constraints, and discounts, iaadnadueting cost
disclosure and transparency measures. We believe that additional state and federal health care reform measures may b
adopted in the future that could have a material adverse effect on our industry generally and on our customengie&ny cha
in, or uncertainty with respect to, future reimbursemel
in turn could have a material adverse effect on our business, financial condition, results of operations, or cash flows.
Further, the federal, state and local governments, Medicare, Medicaid, managed care organizations, and foreign
governments have in the past considered, are currently considering, and may in the future consider healthcare policies and
proposals intended to curbirig healthcare costs, including those that could significantly affect both private and public
reimbursement for healthcare services. Future significant changes in the healthcare systems in the United States or other
countries, including changes intendeddduce expenditures along with uncertainty about whether and how changes may
be implemented, could have a negative impact on the demand for our products. We are unable to predict with certainty
whether other healthcare policies, including policies stemrnom legislation or regulations affecting our business, may
be proposed or enacted in the future; what effect such policies would have on our business; or the effect ongoing uncertainty
about these matters wil!/ have on our customersé purcha

We cannot predict the impact that such actions against the Affordable Care Act will have on our business, and
there is uncertainty as to what healthcare programs and regulations may be implemented or changed at the federal and/o
state level in the Ured States, or the effect of any future legislation or regulation. Furthermore, we cannot predict what
actions the Biden administration will implement in connection with the Affordable Care Act. However, it is possible that
such initiatives could have anaatse effect on our ability to obtain approval and/or successfully commercialize products
in the United States in the future. For example, any changes that reduce, or impede the ability to obtain, reimbursement for
the type of products we intend to comnialize in the United States (or our products more specifically, if approved) or
reduce medical procedure volumes could adversely affect our business plan to introduce our products in the United States.

In May 2017, the European parliament and the cowfidthie European Union approved a new Medical Device
Regulation (EU) 2017/745 which has replaced the existing medical device directives (93/42/EEC). The new regulations
entered into full application in May 26, 2021. The new Medical Device Regulation impoEssr requirements on
medical device manufacturers and strengthens the supervising competences of the competent authorities of European Unior
member states, the notified bodies and the authorized representatives. As a result, the new legislatientan gelay
the CE marking and certifications of our products under development or impact our ability to modify our currently CE
marked products on a timely basis. If we fail to comply with the modified regulation and requirements, it can adversely
affect our business, operating results and prospects. Any new regulations or revisions or reinterpretations of existing
regulations may impose additional costs or lengthen review times of future products.
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General Risk Factors

If we are unable to obtain andnaintain intellectual property protection covering our products, others may be able to
make, use or sell our products, which would adversely affect our revenue.

Our ability to protect our products from unauthorized or infringing use by third partiesddepavstantially on
our ability to obtain and maintain valid and enforceable patents. Similarly, the ability to protect our trademark rights migh
be important to prevent third party counterfeiters from selling poor quality goods using our designatearksdend
trade names. Due to evolving legal standards relating to the patentability, validity and enforceability of patents covering
medical devices and pharmaceutical inventions and the scope of claims made under these patents, our ability to enforce
paents is uncertain and involves complex legal and factual questions. Accordingly, rights under any of our pending patent
applications and patents may not provide us with commercially meaningful protection for our products or may not afford
a commercial adantage against our competitors or their competitive products or processes. In addition, patents may not
be issued from any pending or future patent applications owned by or licensed to us, and moreover, patents that may be
issued to us now or in the futumgay later be found invalid or unenforceable. Further, even if valid and enforceable, our
patents may not be sufficiently broad to prevent others from marketing products like ours, despite our patent rights.

The validity of our patent claims depends, artpon whether prior art references exist that describe or render
obvious our inventions as of the filing date of our patent applications. We may not have identified all prior art, ssich as U.
and foreign patents or published applications or publishiedt#fe literature, that could adversely affect the patentability
of our issued patents and pending patent applications. For example, some material references may be in a foreign language
and may not be uncovered during examination of our patent apmtisaf\dditionally, patent applications in the United
States are maintained in confidence for up to 18 months after their filing. In some cases, however, patent applications
remain confidential in the U.S. Patent and Trademark Office for the entire tiond@rssuance as a U.S. patent. Patent
applications filed in countries outside the U.S. are not typically published until at least 18 months from their first filing
date. Similarly, publication of discoveries in the scientific or patent literature aigshbdehind actual discoveries.
Therefore, we cannot be certain that we were the first to invent, or the first to file patent applications relatingetat, our s
technologies. Third parties may initiate adversarial proceedings, known as graiésrrevéw (IPR) in the U.S. Patent
and Trademark Office to challenge the validity of our patent claims in the United States. It is possible that we may be
unsuccessful in the proceedings, resulting in a loss of some portion or all of our patent rights ireth&tates.

In addition, statutory differences in patentable subject matter among jurisdictions may limit the protection we can
obtain on certain of the technologies we develop. The laws of some foreign jurisdictions do not offer the same protection
to, ormay make it more difficult to effect the enforcement of, proprietary rights as in the United States. This risk may be
exacerbated if we move our manufacturing to certain countries in Asia. If we encounter such difficulties or are otherwise
precluded froneffectively protecting our intellectual property rights in any foreign jurisdictions, our business prospects
could be substantially harmed.

Our initiation of litigation to enforce our patent rights may prompt adversaries in such litigation to chaleenge th
validity, scope, ownership, or enforceability of our patents. Third parties can sometimes bring challenges against a patent
holder to resolve these issues, as well. If a court decides that any such patents are not valid, not enforceable, not wholly
ownedby us, or are of a limited scope, we may not have the right to stop others from using our inventions. Also, even if
our patent rights are determined by a court to be valid and enforceable, they may not be sufficiently broad to prevent others
from marketimg products similar to ours or designing around our patents, despite our patent rights, nor do they provide us
with freedom to operate unimpeded by the patent and other intellectual property rights of others that may cover our
products. We may be forced dntitigation to uphold the validity of the claims in our patent portfolio, as well as our
ownership rights to such intellectual property, and litigation is often an uncertain and costly process.

We may not be able to protect our trade secrets adequsitaiyugh we rely on noiwlisclosure and confidentiality
agreements with employees, consultants and other parties to protect, in part, trade secrets and other proprietary technology
these agreements may be breached and we may not have adequate remsdi#s doeach. Moreover, others may
independently develop equivalent proprietary information, and third parties may otherwise gain access to our trade secrets
and proprietary knowledge. Any disclosure of confidential data into the public domain or toaties gould allow
competitors to learn our trade secrets and use the information in competition against us.
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Intellectual property rights of third parties could adversely affect our ability to commercialize our products and services,
and we might be requed to litigate or obtain licenses from third parties in order to develop or market our product
candidates. Such litigation or licenses could be costly or not available on commercially reasonable terms.

Itis inherently difficult to conclusively assessrdreedom to operate without infringing on thdrty rights. Our
competitive position may be adversely affected if existing patents or patents resulting from patent applications issued to
third parties or other thirgarty intellectual property rightseheld to cover our products or services or elements thereof,
or our manufacturing or uses relevant to our development plans. In such cases, we may not be in a position to develop or
commercialize products or services or our product candidates (andlewgnteservices) unless we successfully pursue
litigation to nullify or invalidate the thirgharty intellectual property right concerned or enter into a license agreement with
the intellectual property right holder, if available on commercially reasomaties. There may also be pending patent
applications that if they result in issued patents, could be alleged to be infringed by our new products or services. If such
an infringement claim should be brought and be successful, we may be required to @aytialilamages, be forced to
abandon our new products or services or seek a license from any patent holders. No assurances can be given that a licens
will be available on commercially reasonable terms, if at all.

It is also possible that we have failedidentify relevant thireparty patents or applications. For example, U.S.
patent applications filed before November 29, 2000 and certain U.S. patent applications filed after that date that will not
be filed outside the United States remain confidentidl patents issue. Patent applications in the United States and
elsewhere are published approximately 18 months after the earliest filing for which priority is claimed, with such earliest
filing date being commonly referred to as the priority date. Thexefmtent applications covering our new products or
services could have been filed by others without our knowledge. Additionally, pending patent applications which have
been published can, subject to certain limitations, be later amended in a manoeulth&bver our services, our new
products or the use of our new products. Hpiadty intellectual property right holders may also actively bring infringement
claims against us. We cannot guarantee that we will be able to successfully settle or othsohisesuch infringement
claims. If we are unable to successfully settle future claims on terms acceptable to us, we may be required to engage in or
continue costly, unpredictable and thim@nsuming litigation and may be prevented from or experienceasiiastdelays
in pursuing the development of and/or marketing our new products or services. If we fail in any such dispute, in addition
to being forced to pay damages, we may be temporarily or permanently prohibited from commercializing our new products
or services that are held to be infringing. We might, if possible, also be forced to redesign our new products so that we no
longer infringe the thirgbarty intellectual property rights. Any of these events, even if we were ultimately to prevail, could
requre us to divert substantial financial and management resources that we would otherwise be able to devote to our
business.

Patent policy and rule changes could increase the uncertainties and costs surrounding the prosecution of our patent
applications andhe enforcement or defense of any issued patents.

Changes in either the patent laws or interpretation of the patent laws in the United States and other countries may
diminish the value of any patents that may issue from our patent applications or harsmee of our patent protection.
The laws of foreign countries may not protect our rights to the same extent as the laws of the United States. Publications
of discoveries in the scientific literature often lag behind the actual discoveries, and pateatiaps in the United States
and other jurisdictions are typically not published until 18 months after filing, or in some cases not at all. We therefore
cannot be certain that we were the first to file the invention claimed in our owned and licerssgdopatending
applications, or that we or our licensor were the first to file for patent protection of such inventions. Assuming all other
requirements for patentability are met, in the United States prior to March 15, 2013, the first to make thénslaiied
without undue delay in filing, is entitled to the patent, while generally outside the United States, the first to fikk a pate
application is entitled to the patent. After March 15, 2013, under the t®mlitih America Invents Act, or the Leahy
Smith Act, enacted on September 16, 2011, the United States has moved to a first to file system. T&mitkaot also
includes a number of significant changes that affect the way patent applications will be prosecuted and may also affect
patent litigaton. In general, the Leakymith Act and its implementation could increase the uncertainties and costs
surrounding the prosecution of our patent applications and the enforcement or defense of any issued patents, all of which
could have a material adverséeet on our business and financial condition.

We may be involved in lawsuits to protect or enforce our intellectual property, which could be expensive, time
consuming, and unsuccessful.

Competitors may infringe our intellectual property. If we weraitate legal proceedings against a thirakty
to enforce a patent covering one of our new products or services, the defendant could counterclaim that the patent covering
our product candidate is invalid and/or unenforceable. In patent litigation ldnited States, defendant counterclaims
alleging invalidity and/or unenforceability are commonplace. Grounds for a validity challenge could be an alleged failure
to meet any of several statutory requirements, including lack of novelty, obviousnessenahbl@ment. Grounds for an
unenforceability assertion could be an allegation that someone connected with prosecution of the patent withheld relevant
information from the United States Patent and Trademark Office, or USPTO, or made a misleading stateéntent, du
prosecution. Under the Leat8mith Act, the validity of U.S. patents may also be challenged inguast proceedings
before the USPTO. The outcome following legal assertions of invalidity and unenforceability is unpredictable.
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Derivation proceedingmitiated by third parties or brought by us may be necessary to determine the priority of
inventions and/or their scope with respect to our patent or patent applications or those of our licensors. An unfavorable
outcome could require us to cease usingdlaed technology or to attempt to license rights to it from the prevailing party.

Our business could be harmed if the prevailing party does not offer us a license on commercially reasonable terms. Our
defense of litigation or interference proceedingy fad and, even if successful, may result in substantial costs and distract

our management and other employees. In addition, the uncertainties associated with litigation could have a material adverse
effect on our ability to raise the funds necessaryottticue our clinical trials, continue our research programs, license
necessary technology from third parties, or enter into development partnerships that would help us bring our new products
or services to market.

Furthermore, because of the substantimbant of discovery required in connection with intellectual property
litigation, there is a risk that some of our confidential information could be compromised by disclosure during this type of
litigation. There could also be public announcements of thatseof hearings, motions, or other interim proceedings or
developments. If securities analysts or investors perceive these results to be negative, it could have a materiatatlverse eff
on the price of our Ordinary Shares.

We face risks associated wilitigation and claims.

We may, in the future, be involved in one or more lawsuits, claims or other proceedings. These suits could concern
issues including contract disputes, employment actions, employee benefits, taxes, environmental, health &radidafety,
and abuse, personal injury and product liability matters.

Our business and operations would suffer in the event of computer system failures,-agtiaeks or deficiencies in our
cybersecurity.

In the ordinary course of our business, we collectsamigk sensitive data, including intellectual property, research
data, our proprietary business information and that of our suppliers, technical information about our products, dlinical tria
plans and employee records. Similarly, our tpedty providergpossess certain of our sensitive data and confidential
information. The secure maintenance of this information is critical to our operations and business strategy. Despite the
implementation of security measures, our internal computer systems, and ftilosd parties on which we rely, are
vulnerable to damage from computer viruses, malware, ransomware, cyber fraud, natural disasters, terrorism, war,
telecommunication and electrical failures, cyb#tacks or cybemtrusions over the Internet, attachrteemo emails,
persons inside our organization, or persons with access to systems inside our organization. The risk of a security breach or
disruption, particularly through cybattacks or cyber intrusion, including by computer hackers, foreign governraedts
cyber terrorists, has generally increased as the number, intensity and sophistication of attempted attacks and intrusions
from around the world have increased. Any such breach could compromise our networks and the information stored there
could be acessed, publicly disclosed, encrypted, lost or stolen. Any such access, inappropriate disclosure of confidential
or proprietary information or other loss of information, including our data being breached gattyrgbroviders, could
result in legal clans or proceedings, liability or financial loss under laws that protect the privacy of personal information,
disruption of our operations or our product development programs and damage to our reputation, which could adversely
affect our business. For exarapthe loss of clinical trial data from completed or ongoing or planned clinical trials could
result in delays in our regulatory approval efforts and significantly increase our costs to recover or reproduce the data.

The loss of key members of our senimanagement team or our inability to attract and retain highly skilled scientists
and laboratory and field personnel could adversely affect our business

We depend on the skills, experience and performance of our senior management and research pbesonnel. T
efforts of each of these persons will be critical to us as we continue to further develop our products, increase sales and
broaden our product offerings. If we were to lose one or more of these key employees, we may experience difficulties in
competing effectively, developing our technologies and implementing our business strategies. Our research and
development programs and commercial laboratory operations depend on our ability to attract and retain highly skilled
scientists and technicians. We may hetable to attract or retain qualified scientists and technicians in the future due to
the intense competition for qualified personnel among life science businesses. There can be no assurance that we will be
able to attract and retain necessary persommelceeptable terms given the intense competition among medical device,
biotechnology, pharmaceutical and healthcare companies, universities apiebfibresearch institutions for experienced
management, scientists, researchers, sales and marketing raufdahaing personnel. If we are unable to attract, retain
and motivate our key personnel to accomplish our business objectives, we may experience constraints that will adversely
affect our ability to support our operations, and our results of operateypbematerially and adversely affected.



We are an international business, and we are exposed to various global and local risks that could have a material
adverse effect on our financial condition and results of operations.

We operate globally ardkevelop and market products in multiple countries. Consequently, we face complex legal
and regulatory requirements in multiple jurisdictions, which may expose us to certain financial and other risks. In addition,
we are subject to global events beyondanntrol, including war, public health crises, such as pandemics and epidemics,
trade disputes and other international events. Any of these changes could have a material adverse effect on our reputation
business, financial condition or results of operation

For example, the COVIR19 pandemic has significantly affected most of the world, including each of our primary
markets, resulting in, among other things, governArmapbsed quarantines and other public health safety measures. At
this point, the extertb which the coronavirus may impact our business cannot be estimated; however, procedures with
CGuard EPS, which are generally scheduled oreroargency procedures, have seen extended postponements since the
onset of COVID19 as hospitals shift resouraespatients affected by the coronavirus, and it is highly plausible that this
trend will continue. We anticipate that the COVIDR pandemic may impact clinical and regulatory matters. COMIs
delaying enrollment in clinical trials across the medicaiaeindustry and may affect any new trials we decide to pursue.
COVID-19 may cause disruptions that could have a material adverse impact on our FDA clinical trial plans and timelines.
The extent to which COVIEL9 impacts our results will depend on futdevelopments, which are highly uncertain and
cannot be predicted, including new information which may emerge concerning the severity of the coronavirus, the actions
to contain COVID19 or treat its impact, the efficacy and scale of the various vaccimesttyideployed across the world,
among others. Moreover, COVAIDO has had indeterminable adverse effects on general commercial activity and the world
economy, and our business and results of operations could be adversely affected to the extent thad©O&MY other
epidemic continues to harm the global economy generally.

International sales and operations are subject to a variety of risks, including:

0 foreign currency exchange rate fluctuations;

0 greater difficulty in staffing anchanaging foreign operations;
0 greater risk of uncollectible accounts;

0 longer collection cycles;

0 logistical and communications challenges;

0 potential adverse changes in laws and regulatory practices, inckxpog license requirements, trade barr
tariffs and tax laws;

0 changes in labor conditions;

0 burdens and costs of compliance with a variety of foreign laws;

0 political and economic instability;

0 the escalation dfiostilities in Israel, which could impair our ability to manufacture our products;
0 increases in duties and taxation;

0 foreign tax laws and potential increased costs associated with overlapping tax structures;

0 greatedifficulty in protecting intellectual property;

0 the risk of third party disputes over ownership of intellectual property and infringement of third party int
property by our products; and

0 general economic and political cotidis in these foreign markets.

International markets are also affected by economic pressure to contain reimbursement levels and healthcare costs.
Profitability from international operations may be limited by risks and uncertainties related to reggonakmic
conditions, regulatory and reimbursement approvals, competing products, infrastructure development, intellectual property
rights protection and our ability to implement our overall business strategy. We expect these risks will increase as we
pursie our strategy to expand operations into new geographic markets. We may not succeed in developing and
implementing effective policies and strategies in each location where we conduct business. Any failure to do so may harm
our business, results of operatsoand financial condition.
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Environmental, social and corporate governance (ESG) issues, including those related to climate change and
sustainability, may have an adverse effect on our business, financial condition and results of operations and damage
our reputation.

There is an increasing focus from certain investors, customers, consumers, employees and other stakeholders
concerning ESG matters. Additionally, public interest
continue tagrow. If our ESG practices fail to meet regulatory requirements or investor, customer, consumer, employee or
ot her stakehol dersd evolving expectations and standar
environmental stewardship, suppéot local communities, Board of Director and employee diversity, human capital
management, employee health and safety practices, product quality, supply chain management, corporate governance ant
transparency, our reputation, brand and employee retentgrbe negatively impacted, and our customers and suppliers
may be unwilling to continue to do business with us.

Customers, consumers, investors and other stakeholders are increasingly focusing on environmental issues,
including climate change, energy awdter use, plastic waste and other sustainability concerns. Concern over climate
change may result in new or increased legal and regulatory requirements to reduce or mitigate impacts to the environment.
Changing customer and consumer preferences or segt@agulatory requirements may result in increased demands or
requirements regarding plastics and packaging materials, including-sseylend nomecyclable plastic products and
packaging, other components of our products and their environmental iompswestainability, or increased customer and
consumer concerns or perceptions (whether accurate or inaccurate) regarding the effects of substances present in certain c
our products. Complying with these demands or requirements could cause us to iruraddadanufacturing, operating
or product development costs.

If we do not adapt to or comply with new regulations, or fail to meet evolving investor, industry or stakeholder
expectations and concerns regarding ESG issues, investors may reconsidapitatingestment in our Company, and
customers and consumers may choose to stop purchasing our products, which could have a material adverse effect on ou
reputation, business or financial condition.

Risks Related to the Geopolitical and Military Tensios Between Russia and Ukraine in Europe

We derived approximately 8.2% of total sales in Russia in 2021. The escalation of geopolitical instability in Russia
and Ukraine as well as currency fluctuations in the Russian Ruble could negatively impgperations, sales, and future
growth prospects in that region. As a result of the crisis in Ukraine both the United States and the EU have implemented
sanctions against certain Russian individuals and entities. Our global operations expose us to cislisl thdversely
affect our business, financial condition, results of operations, cash flows or the market price of our securities,tmeluding
potential for increased tensions between the United States and Russia resulting from the current sitihatigrRogsia
and Ukraine, tariffs, economic sanctions and imyeagort restrictions imposed by either nation, and retaliatory actions by
the other nation, as well as the potential negative impact on our business and sales in Russia. Current grestpoiliityal
in Russia and Ukraine and related sanctions by the U.S. government against certain companies and individuals may hinder
our ability to conduct business with potential or existing customers and vendors in these countries. The U.S. government
hasimposed sanctions through several executive orders restricting U.S. companies from conducting business with specified
Russian and Ukrainian individuals and companies. While we believe that the executive orders currently do not preclude us
from conductindousiness with our current customers or vendors in Russia, the sanctions imposed by the U.S. government
may be expanded in the future to restrict us from engaging with them. If we are unable to conduct business with new or
existing customers or vendors anrpue business opportunities in Russia or Ukraine, our business, including revenue,
profitability and cash flows, and operations could be adversely affected. We cannot provide assurance that current sanctions
or potential future changes in sanctions wilt have a material impact on our operations in Russia and the Ukraine or on
our financial results.

Risks Related to Operating in Israel

We anticipate being subject to fluctuations in currency exchange rates because we expect a substantial portion of our
revenues will be generated in Euros and U.S. dollars, while a significant portion of our expenses will be incurred in
New Israeli Shekels.

We expect a substantial portion of our revenues will be generated in U.S. dollars and Euros, while a significant
portion of our expenses, principally salaries and related personnel expenses, is paid in New Israeli Shekels, or NIS. As a
result, we are exposed to the risk that the rate of inflation in Israel will exceed the rate of devaluation of the &ti@in rel
to the Euro or the U.S. dollar, or that the timing of this devaluation will lag behind inflation in Israel. Because inflation has
the effect of increasing the dollar and Euro costs of our operations, it would therefore have an adverse effect on our dollar
measued results of operations. The value of the NIS, against the Euro, the U.S. dollar, and other currencies may fluctuate
and is affected by, among other things, changes in |sr
of the NIS maymaterially and adversely affect our cash flows, revenues and financial condition. Fluctuations in the NIS
exchange rate, or even the appearance of instability in such exchange rate, could adversely affect our ability to operate our
business.



If there are significant shifts in the political, economic and military conditions in Israel and its neighbors, it could have
a material adverse effect on our business relationships and profitability.

Our executive office, sole manufacturing facility and certairowf key personnel are located in Israel. Our
business is directly affected by the political, economic and military conditions in Israel and its neighbors. Since the
establishment of the State of Israel in 1948, a number of armed conflicts have occumeshbstael and its Arab
neighbors.

During June 2021, July and August 2014 and November 2012, Israel was engaged in an armed conflict with
Hamas, a militia group and political party which controls the Gaza Strip, and during the summer of 2006, Israel was
engaged in an armed conflict with Hezbollah, a Lebanese Islamist Shiite militia group and political party. These conflicts
involved missile strikes against civilian targets in various parts of Israel, including areas in which our employees and some
of our consultants are located, and negatively affected business conditions in Israel. We cannot predict if or when armed
conflict will take place and the duration of each conflict.

Our commercial insurance does not cover losses that may occur as a result®fasseciated with war and
terrorism. Although the Israeli government currently covers the reinstatement value of direct damages that are caused by
terrorist attacks or acts of war, we cannot assure you that this government coverage will be mainthatet! wil
sufficiently cover our potential damages. Any losses or damages incurred by us could have a material adverse effect on our
business. Any armed conflicts or political instability in the region would likely negatively affect business corudiitions
could harm our results of operations.

The continued political instability and hostilities between Israel and its neighbors and any future armed conflict,
terrorist activity or political instability in the region could adversely affect our operatidssaiel and adversely affect the
market price of our shares of common stock. In addition, several organizations and countries may restrict doing business
with Israel and Israeli companies have been and are today subjected to economic boycotts. Thi®mtercurtailment
of trade between Israel and its present trading partners could adversely affect our business, financial condition and results
of operations.

In addition, many of our officers or key employees may be called to active and reserveoryasetaice duty at
any time under emergency cir cum$tQunopaeradiond could bedistugtetd dsead p e
result of the obligation of certain of our personnel r

Our operations cold be disrupted as a result of the obligation of certain of our personnel residing in Israel to perform
military service.

Many of our officers and employees reside in Israel and may be required to perform annual military reserve duty.
Currently, all maleadult citizens and permanent residents of Israel under the age of 40 (or older, depending on their position
with the Israeli Defense Forces reserves), unless exempt, are obligated to perform military reserve duty annually and are
subject to being called tactive duty at any time under emergency circumstances. Our operations could be disrupted by
the absence for a significant period of one or more of our key officers and employees due to military service. Any such
disruption could have a material adverdeafon our business, results of operations and financial condition.

We may not be able to enforce covenants-tetompete under current Israeli law.

We have norcompetition agreements with most of our employees, many of which are governed byasraeli
These agreements generally prohibit our employees from competing with us or working for our competitors for a specified
period following termination of their employment. However, Israeli courts are reluctant to enfora®mpate
undertakings of formr employees and tend, if at all, to enforce those provisions for relatively brief periods of time in
restricted geographical areas and only when the empl oy
just regarding the professional @tepment of the employee. Any such inability to enforce-campete covenants may
cause us to lose any competitive advantage resulting from advantages provided to us by such confidential information.
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We may become subiject to claims for remuneration oyaities for assigned service invention rights by our employees,
which could result in litigation and adversely affect our business.

A significant portion of our intellectual property has been developed by our Israeli employees in the course of
their emplyment for us. Under the Israeli Patent Law, 5129 6 7 (t he fAl sr ael i Patent Lawc
empl oyee during the term and as part of the scope of
i nventions, 0 wmplaydr, adsent acspegific agoeenteht between the employee and employer giving the
employee service invention rights. The Israeli Patent Law also provides that if there is no such agreement between an
employer and an employee, the Israeli CompensatioRang al t i es Commi ttee (the AC&R Co
under the Israeli Patent Law, shall determine whether the employee is entitled to remuneration for his inventions. The C&R
Committee (decisions of which have been upheld by the Israeli Su@euant has held that employees may be entitled
to remuneration for their service inventions despite having specifically waived any such rights. We generally enter into
intellectual property assignment agreements with our employees pursuant to which glagleesmassign to us all rights
to any inventions created in the scope of their employment or engagement with us. Although our employees have agreed
to assign to us service invention rights and have specifically waived their right to receive any spaodaton for such
assignment beyond their regular salary and benefits, we may face claims demanding remuneration in consideration for
assigned inventions. As a consequence of such claims, we could be required to pay additional remuneration ar royalties t
our current or former employees, or be forced to litigate such claims, which could negatively affect our business.

It may be difficult for investors in the United States to enforce any judgments obtained against us or some of our
directors or officers.

The majority of our assets other than cash are located outside the U.S. In addition, certain of our officers are
nationals and/or residents of countries other tl@h the
outside thdJ.S. As a result, it may be difficult for investors to enforce within the United States any judgments obtained
against us or any of our ndh S. officers, including judgments predicated upon the civil liability provisions of the securities
laws of the U.Sor any state thereof. Additionally, it may be difficult to assert U.S. securities law claims in actions originally
instituted outside of the U.S. Israeli courts may refuse to hear a U.S. securities law claim because Israeli courte may not b
the most apmpriate forums in which to bring such a claim. Even if an Israeli court agrees to hear a claim, it may determine
that the Israeli law, and not U.S. law, is applicable to the claim. Further, if U.S. law is found to be applicable, certain
content of applicdk U.S. law must be proved as a fact, which can be adonsuming and costly process, and certain
matters of procedure would still be governed by the Israeli law. Consequently, you may be effectively prevented from
pursuing remedies under U.S. federal atate securities laws against us or any of ourUh@ directors or officers.

The tax benefits that are currently available to us under Israeli law require us to satisfy specified conditions. If we fail
to satisfy these conditions, we may be requiregay increased taxes and would likely be denied these benefits in the
future.

I nspireMD Ltd. has been granted a fiBeneficiary Ente
of Industry Trade and Labor, and we are therefore eligiblafobenefits under the Israeli Law for the Encouragement of
Capital Investments, 1959. The main benefit is ayear exemption from corporate tax, commencing when we begin to
generate net income derived from the beneficiary activities in facilitietelbda Israel, and a reduced corporate tax rate
for an additional five to eight years, depending on the level of foreign investment in each year. In addition, under the
January 1, 2011 amendment to the Israeli Law for the Encouragement of Capital Inteest®@&® a uniform corporate
tax rate of 16% applies to all qualifying income of AP
tax benefit.

The tax benefits available to a Beneficiary Enterprise or a Preferred Enterprisecarg@esi¢pipon the fulfillment
of conditions stipulated under the Israeli Law for the Encouragement of Capital Investments, 1959 and its regulations, as
amended, which include, among other things, maintaining our manufacturing facilities in Israel. Iftavedaiply with
these conditions, in whole or in part, the tax benefits could be cancelled and we could be required to refund anystax benefit
that we received in the past. If we are no longer eligible for these tax benefits, our Israeli taxable inddrbe suhject
to regular Israeli corporate tax rates. The standard corporate tax rate for Israeli companies in 2019 and thereatfter is 23% o
taxable income. The termination or reduction of these tax benefits would increase our tax liability, which dvunelduve
profits.

In addition to losing eligibility for tax benefits currently available to us under Israeli law, if we do not maintain
our manufacturing facilities in Israel, we will not be able to realize certain tax credits and deferred tax agsgts, if
including any net operating losses to offset against future profits.



The tax benefits available to Beneficiary Enterprises may be reduced or eliminated in the future. This would likely
increase our tax liability.

The Israeli government may redumeeliminate in the future tax benefits available to Beneficiary Enterprises and
Preferred Enterprises. Our Beneficiary Enterprise status and the resulting tax benefits may not continue in the future at
their current levels or at any level. The tax benmdiiod is twelve years from the year of election, which means that after
a year of election, the twyear exemption and eight years of reduced tax rate can only be used within the next twelve
years. The Company elected the year 2007, as a year of eleatid?011 as an additional year of election. The 2011
amendment regarding Preferred Enterprise may not be applicable to us or may not fully compensate us for the change. The
termination or reduction of these tax benefits would likely increase our tabityiabhe amount, if any, by which our tax
liability would increase will depend upon the rate of any tax increase, the amount of any tax benefit reduction, and the
amount of any taxable income that we may earn in the future.

Risks Related to Our Common Sack, Preferred Stock and Warrants

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 pricesfmur common stock and our Series B Warrants (which is intended to expire on March 14, 2022) 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, inclugj the following:

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

0 our ability to execute our business plan;

0 operating results that fallelow expectations;

0 loss of any strategic relationship;

0 industry developments;

0 economic, political and other external factors; and

0 periodto-period fluctuations in our financial results.

In addition, thesecurities markets have from time to time experienced significant price and volume fluctuations
that are unrelated to the operating performance of particular companies. These market fluctuations may also significantly
affect the market prices of our commstock and our publicly traded warrants.

Our common stock could be delisted from the Nasdaqg Cap
stockhol dersdé6 equity continued | isting suritesadddheligsidity Our &
of our common stock could be adversely affected if we are delisted from the Nasdaq Capital Market.

Our common stock is listed on the Nasdaq Capital Market, and we are therefore subject to its continued listing
requirementdncluding requirements with respect to the market value of pubiielg shares, market value of listed shares,
mini mum bid price per share, and minimum stockhol dersbd
committee independence. IBvfail to satisfy one or more of the requirements, we may be delisted from the Nasdaq Capital
Market.

Delisting from the Nasdaq Capital Market may adversely affect our ability to raise additional financing through
the public or private sale of equity seties, may significantly affect the ability of investors to trade our securities and
may negatively affect the value and liquidity of our common stock. Delisting also could have other negative results,

including the potential loss of employee confideribe,loss of institutional investors or interest in business development
opportunities.



Delaware law and our corporate charter and bylaws contain aatieover provisions that could delay or discourage
takeover attempts that stockholders may consider falste.

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 wih 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 thrights, 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 Dmwvare General Corporation Law. Section 203 generally prohibits a public Delaware corporation
from engaging in a fAbusiness combinationodo with an fAint
transaction in which the person be@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; (i@ 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 directoraksadofficers 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 subsequtrd tiate 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 vidiott 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 maystétekholoters 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 threesdas, 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,. arily approximately onthird 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 theequirements of Rule 144¢(i).

We previously were a Ashell companyo and, as such,
Securities Act of 1933, as amended, cannot be made unless, among other things, at the time of a proposed sale, we ar
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, aapplicable, during the preceding 12 months, other than Féfmeforts. 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 commonostk 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 unregistsesmlirities 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.

If securities and/or industry analysts failo 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 stockle 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 tmafcial 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 expadtations
securities analysts or investors. If one or more of ti@yats who cover us downgrade our stock, or if our results of
operations do not meet their expectations, our stock price could decline.

-50-



Aspects of the tax treatment of the securities may be uncertain.

The tax treatment of our preferred stock andveanrants is uncertain and may vary depending upon whether you
are an individual or a legal entity and whether or not you are domiciled in the United States. In the event youare a non
U.S. investor, you should consult your tax advisors as to the consegqueander the tax laws of the country where you
are resident for tax purposes, of acquiring, holding and disposing of our preferred stock and our warrants.

Item 1B. Unresolved Staff Comments.

Not applicable.

Item 2. Properties.

Our headquarters are kted in Tel Aviv, Israel, where we lease a 1,116 square meter office and manufacturing
facility that has the capacity to manufacture and assemble 1,200 stents per month, based upon the production schedule o
one shift per day. We believe that our curreility is sufficient to meet anticipated future demand by adding additional
shifts to our current production schedule.

Item 3. Legal Proceedings.

From time to time, we may be involved in litigation that arises through the normal course of business.

OnJanuary 21, 2021, we executed a Mediation Agreement with Bosti Trading Ltd and InspireMD Ltd., pursuant
to which Bosti agreed to release the Company from all claims stated in the Complaint in exchange for a payment of
$580,000, which we paid on January 2621.

As of the date of this filing, we are not aware of any other material legal proceedings to which we or any of our
subsidiaries is a party or to which any of our property is subject, nor are we aware of any such threatened or pending
litigation or ay such proceedings known to be contemplated by governmental authorities.

We are not aware of any material proceedings in which any of our directors, officers or affiliates or any registered
or beneficial stockholder of more than 5% of our common sto@dnpassociate of any of the foregoing, is a party adverse
to or has a material interest adverse to, us or any of our subsidiaries.

Item 4. Mine Safety Disclosures.

Not applicable.
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PART Il

ltem 5. Mar ket for Regi st rSaakholdes MatersrambissuelERynchasey of EqRity | at e «
Securities.

Market Information

On May 10, 2021, our shares that previously traded on the NYSE American were approved for listing on the
Nasdag Capital Mar ket ( iNas da @sidq oraMag 2152021 hOurscbnamoressocklise g a r
guoted on Nasdaqg Capital Mar ket wunder the symbol ANSPR
Nasdaqg on March 4, 2022, was $2.62 per share.

On May 27, 2021, our warrants that previously tradedhe NYSE American were approved for listing on
Nasdag, and such warrants began trading on June 8, 2021. On July 7, 2021, our Series A warrants which previously traded
under symbol ANSPRWO expired.

Record Holders

As of March 4, 2022, we had 267 stoolders of record of our common stock. This figure includes an
indeterminate number of stockholders who hold their sh

Dividends

In the past, we have not declared or paid cash dividends on our common stock. We do not intend o pay cas
dividends in the future; rather, we intend to retain future earnings, if any, to fund the operation and expansion of our
business and for general corporate purposes.

The holders of Series C Preferred Stock are not entitled to receive any divideleds, and until specifically
declared by our board of directors. However, holders of our Series C Preferred Stock are entitled to receive dividends on
shares of Series C Preferred Stock equal (on-éncsvertedto-commonstock basis, and without givgreffect for such
purposes to the 4.99% or 9.99% beneficial ownership limitation, as applicable) to and in the same form as dividends
actually paid on shares of the common stock when such dividends are specifically declared by our board of directors. We
are not obligated to redeem or repurchase any shares of Series C Preferred Stock. Shares of Series C Preferred Stock ar
not otherwise entitled to any redemption rights, or mandatory sinking fund or analogous fund provision.

Item 6. [Reserved]
tem7.Manag e ment 6 s Di scussion and Analysis of Financial Cor

The following discussion and analysis of our financial condition and results of operations should be read in
conjunction with the accompanying consolidated financial stam¢srand related notes included elsewhere in this Annual
Report on Form 1.

Overview

We are a medical device company focusing on the development and commercialization of our proprietary
Mi croNetE stent platfor m t e cascolarhndcpronafy disease. A stentisraeexgamiabiet ¢
Afscaffkbkd device, usually constructed of a metallic mat
and improve blood flow. MicroNet, a micron mesh sleeve, is wrappedistent to provide embolic protection in stenting
procedures.

Our CGuard EPS combines MicroNet and a-egffandable nitinol stent in a single device for use in carotid artery
applications. Our CGuard EPS received CE mark approval in the European Ukiarcm2013 and was fully launched
in Europe in September 2015. Subsequently, we launched CGuard EPS in Russia and certain countries in Latin America
and Asia, including India. In September 2020, we launched CGuard EPS in Brazil after receiving regpiatorg! in
July 2020 and as discussed below, on February 3, 2021, we executed a distribution agreement with Chinese partners for
the purpose of expanding our presence in China. Currently, we are seeking strategic partners for a potential launch of
CGuardEPS in Japan.
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On September 8, 2020, we received approval from the FDA of our IDE, thereby allowing us to proceed with a
pivotal study of our C GuadadsHor@eventon of strok in patients iSthesUniedState
C-Guardianss a prospective, multicenter, singder m, pivot al study to evaluate the
Carotid Stent System when used to treat symptomatic and asymptomatic carotid artery stenosis in patients undergoing
carotid artery stenting. Thaal was designed to enroll approximately 315 subjects in a maximum of 40 study sites located
in the United States and Europe. Study sites in Europe may contribute a maximum of approximately 50% of the total
enrollees. The primary endpoint of the study Wwélthe composite of incidence of death-¢allise mortality), all stroke,
and myocardial infarction (DSMI) through @ladys posindex procedure, based on the clinical events committee (CEC)
adjudication and ipsilateral stroke from-3&5 day followup, baed on Clinical Events Committee (CEC) adjudication.

On July 23, 2021, we announced the initiation of enrollment and successful completion of the first cases of our
C-Guardian trial of CGuard EPS. The first patients, who were under the care of primegséilgator, Chris Metzger, M.D.,
system chair of clinical research at Ballard Health System in Eastern Tennessee, were successfully implanted with the
CGuard EPS stent device. These are the first of 315 patients who are expected to be enrolled amtheetrédve CGuard
EPS in the treatment of carotid artery stenosis in symptomatic and asymptomatic patients undergoing carotid artery
stenting. We are currently continuing with the enroliment phase.

Additionally, we intend to continue to invest in curreand future potential product and manufacturing
enhancements for CGuard EPS that are expected to reduce cost of goods and/or providéntclasegterforming
delivery system. In furtherance of our strategy that focuses on establishing CGuard ERBlasatternative to vascular
surgery, we are exploring adding new delivery systems and accessory solutions for procedural protection to our portfolio.

We consider the current addressable market for our CGuard EPS to be individuals with diagnosedagiampt
highgr ade carotid artery stenosis (HGCS, O70% occlusion)
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 will be approximately $666 million in 2022 (source: Health
Research Internati@l Personal Medical Systems, Inc. September 13, 2021 Results of Update Report on Global Carotid
Stenting Procedures and Markets by Major Geography and Addressable Markets). According to this same report, assuming
full penetration of the caseload for aidividuals diagnosed with higirade carotid artery stenosis, we estimate that the
total available market for CGuard EPS in 2022 will be approximately $5 billion.

Our MGuard Prime EPS is marketed for use in patients with acute coronary syndromes acatabiyyocardial
infarction (heart attack) and saphenous vein graft coronary interventions, or bypass surgery. MGuard Prime EPS combines
MicroNet with a barenetal cobakchromium 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 banetal stents in favor of drugjuting, or drugcoated, stents, in 2014 we decided to
curtail further @évelopment of this product in order to focus on the development of eetiriigg stent product, MGuard
DESE. Due to | imited resources, h o w e-glwimg ,stents manufacfurecobly t s h
potential partners for compatitiifi with MicroNet and seeking to incorporate MicroNet onto a drluting stent
manufactured by a potential partner. The FDA has clarified that the primary mode of action-elutnggcardiovascular
stents, which are regulated as combination prodwcteat 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 relatetite devel opment of MGuar d
of declining sales of the MGuard Prime EPS, which we believe is largely driven by the predominant industry preferences
favoring drugeluting stents rather than bare metal stents such as MGuard Prime EPS in (&N, we intend to
phase out future sales of our MGuard Prime EPS in 2022.

We also intend to develop a pipeline of other products and additional applications by leveraging our MicroNet
technology to new applications to improve peripheral vasculanandvascular 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, $iat we do derive revenues from the
use of our products in the currently ongoing trials.

We were organized in the State of Delaware on February 29, 2008.
Critical Accounting Policies

We prepared our consolidated financial statements in accordatitdJvd. Generally Accepted Accounting
Principles (AU. S. GAAPO) . u. S. GAAP —represents a com
requirements, and applying these rules and requirements requires management judgments and estimatesnincluding, i
certain circumstances, choices between acceptable U.S. GAAP alternatives. The following is a discussion of our most
critical accounting policies, judgments and uncertainties that are inherent in our application of U.S. GAAP.
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Use of estimates

The prepaation of financial statements in conformity with U.S. GAAP requires management to make estimates using
assumptions that affect the reported amounts of assets and liabilities, the disclosure of contingent assets and liabilities a
the date of the financigtatements and the reported amounts of sales and expenses during the reporting periods. Actual
results could differ from those estimates.

As applicable to these consolidated financial statements, the most significant estimates and assumptions relate to
inventory valuations and assessing the likelihood of exercise of options to extend the lease term.

Concentration of credit risk and allowance for doubtful accounts

Financial instruments that may potentially subject us to a concentration of credit msktaof cash and cash
equivalents, which are deposited in major financially sound institutions in the United States, Israel and Germany, and trade
accounts receivable. Our trade accounts receivable is derived from revenues earned from customersiB@owvdries.

We perform ongoing credit evalwuations of our customer s
customers. We also have a credit insurance policy for some customers. We maintain an allowance for doubtful accounts
receivable based upon the expected ability to collect the accounts receivable. We review our allowance for doubtful
accounts quarterly by assessing individual accounts receivable and all other balances based on historical collection
experience and an economiskiassessment. If we determine that a specific customer is unable to meet its financial
obligations to us, we provide an allowance for credit losses to reduce the receivable to the amount management reasonably
believes will be collected, whichisnettechagn st A Accodndtrsadreécei vabl e

Inventory

I nventories are stated at t he-infosweut o fb acsoisst) (ocrosneti s
Our inventories generally have a limited shelf life and are subject to impairmtrgyagpproach their expiration dates.
We regularly evaluate the carrying value of our inventories and when, based on such evaluation, factors indicate that
i mpairment has occurred, we i mpair t ofefailsimproductiorobaseccon 6 c a
actual and estimated.

Leases
Operating leases are included in operating lease-oights e ( AiIROUO) assets, AeQ@herunt s g
and operating |l ease |iabilities. R Olyng asset fertthe lease tprm arsl e n t

lease liabilities represent obligation to make lease payments arising from the lease. Operating lease ROU assets and
liabilities are recognized at the lease commencement date based on the present value of leaseyaytihehtase term.

In determining the present value of lease payments, we use the incremental borrowing rate based on the information
available at the lease commencement date as the rate implicit in the lease is not readily determinable. The detdrminatio
the incremental borrowing rate requires management judgment based on information available at lease commencement.
The lease terms may include periods covered by options to extend the lease when it is reasonably certain that we will
exercise such optits, and periods covered by options to terminate the lease when it is reasonably certain that we will not
exercise such options. Operating lease cost is recognized on a dinaifiatsis over the lease term. Lease agreements that
include lease and ndease components are accounted for as a single lease component. The Company elected the short
term lease recognition exemption for leases with a lease term of 12 months or less. Our Israeli subsidiary has a lease
agreement for a facility in Israel, which esgs on December 31, 2022 with an option to extend the agreement for two
additional years until December 31, 2024 under the terms stipulated in the agreement. The Option Period was taken in
consideration when calculating the operating lease right of ustsassl liabilities since we believe that we will stay in

this facility until atleast the end of the Option Period. The Option period added approximately $780,000 to the leasing
liability.

Revenue recognition

A contract with a customer exists only whén:the parties to the contract have approved it and are committed to
perform their respective obligations, 2) we can identi
transferred (APerfor mance Oéditransgcian iprice ®rothe,goods)or sereicesctalme d e
transferred, 4) the contract has commercial substance and 5) it is probable that we will collect the consideration to which
it will be entitled in exchange for the goods or services that will be traedfeosrthe customer. Revenues are recorded in
the amount of consideration to which we expect to be entitled in exchange for Performance Obligations upon transfer of
control to the customer, excluding sales taxes.
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Revenue from sales of goods, includingesab distributors, is recognized when the customer obtains control of the
product, once we have a present right to payment, legal title, and risk and rewards of ownership are obtained by the
customer. This occurs when products are shipped.

We recognizehte incremental costs of obtaining contracts as an expense since the amortization period of the assets
that we otherwise would have recognized is one year or less. The costs are recorded under selling and marketing expenses

We recognize revenue netwlue added tax (VAT).
Sharebased compensation

Employee option awards are classified as equity awards and accounted for using ttiatgriant value method. The
fair value of shardased awards is estimated using the Blckoles valuation model amckpensed over the requisite
service period, net of estimated forfeitures. We elected to account for forfeitures as they occur.

We elected to recognize compensation expenses for awards with only service conditions that have graded vesting
schedules usinthe accelerated multiple option approach.

Results of Operations
Twelve months ended December 31, 2021 compared to the twelve months ended December 31, 2020

RevenuesFor the twelve months ended December 31, 2021, revenue increased by $2,010,00046,01080.9
$4,495,000, from $2,485,000 during the twelve months ended December 31, 2020. This increase was predominantly driven
by a 55.9% increase in sales volume of CGuard EPS, from $2,764,000 during the twelve months ended December 31,
2020, to $4,309,000 ding the twelve months ended December 31, 2021. This sales increase was mainly due to the fact
that in the twelve months ended December 31, 2021, procedures with the CGuard EPS, which are generally scheduled for
non-emergency procedures began to retunmaional levels as compared to the twelve months ended December 31, 2020,
when procedures with CGuard EPS were postponed as hospitals shifted resources to patients affected -t COVID
(beginning in February 2020). In addition, the increase in revenuecipaially attributable to an increase in sales of
MGuard Prime EPS, from a Revenue net of settlement payment of ($279,000) during the twelve months ended December
31, 2020, to $186,000 during the twelve months ended December 31, 2021. Revenues diwlgettraonths ended
December 31, 2020 were negatively impacted by a settlement of litigation with a former distributor in 2014 under which
we agreed to pay them $580,000, as under U.S. generally accepted accounting principles, we were requiredh&b charge t
amount against revenues.

With respect to regions, the increase in revenue was primarily attributable to an increase of $1,762,000 in revenue
from sales made in Europe. This increase was predominately driven by an increase of $1,250,000 in sale$ volume
CGuard EPS due to the impact of COVID as discussed in the paragraph above and a $512,000 increase of MGuard
Prime EPS driven by the settlement payment in 2020 as discussed above. In addition, there was an increase of revenue o
$115,000 in Asia, $1)000 in Latin American and $27,000 in other regions predominately driven by the impact of COVID
19 on CGuard EPS as discussed above and the decrease in MGuard EPS revenue as discussed above.

Gross Profit For the twelve months ended December 31, 202issgprofit (revenue less cost of revenues)
increased by 808.4%, or $671,000, to $754,000, compared to a gross profit of $83,000 for the same period in 2020. This
increase in gross profit resulted from the impact of the $580,000 settlement with our fistritartdr in 2014 which was
recorded in the twelve months ended December 31, 2020 (as mentioned above), as well as a $419,000 increase in revenue!
less the related material and labor costs (as mentioned above). This increase was partially offsetdgsaririnvrite
offs of $187,000, which were driven mainly by components supply issues, a $100,000 increase in new employees training
costs and an increase of $41,000 in miscellaneous expenses. Gross margin (gross profits as a percentage of revenue
increased to 16.8% during the twelve months ended December 31, 2021 from 3.3% during the twelve months ended
December 31, 2020, driven by the reasons mentioned above.

Research and Development Expendesr the twelve months ended December 31, 2021, research and
development expenses increased by 131.0%, or $2,925,000, to $5,158,000, from $2,233,000 during the twelve months
ended December 31, 2020. This increase resulted primarily from an increase of $2,032,000 in expenses related to the
commencement of the-Guadians FDA study, $458,000 in development expenses related to CGuard EPS new delivery
system and accessory solutions, $353,000 in compensation expenses and $82,000 in miscellaneous expenses.

Selling and Marketing ExpenseBor the twelve months endddecember 31, 2021, selling and marketing
expenses increased by 38.2%, or $804,000, to $2,907,000, from $2,103,000 during the twelve months ended December 31
2020. This increase resulted primarily from an increase in compensation expenses of $629,0b@érasales and
marketing expenses of $175,000, both relating to increased activity associated with expansion of existing and new markets.
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General and Administrative Expensdsor the twelve months ended December 31, 2021, general and
administrative expems increased by 20.9%, or $1,278,000, to $7,405,000, from $6,127,000 during the twelve months
ended December 31, 2020. This increase resulted primarily from an increase in compensation expenses of $1,198,000,
consisting of increases in shdrzased compensan-related expenses of $755,000 following the expense recognition of
grants made since August 31, 2020. In addition, compensation expenses increased due to an increase in salary expense
and related accruals of $443,000 primarily as a result of tempsatayy reductions during the twelve months ended
December 31, 2020 that were implemented in response to the COVHfect on revenues, as well as additional
headcount . I n addition, we had an i ncr eessok$351,000 due toect o
increased premiums caused by recent trends in the overall insurance industry, and an increase in shareholder relatec
expenses of $170,000 mainly due to a special shareholders meeting and higher costs of our annual stockholder meeting
2021 compared to our annual stockholder meeting in 2020. These increases were partially offset by a decrease of $400,00C
due to expenses for a settlement agreement with an underwriter of prior offerings which occurred in the three months ended
March 31 2020 and a decrease of $41,000 in miscellaneous expenses.

Financial Expenseg:or the twelve months ended December 31, 2021, financial expenses decreased by 1.9%, or
$3,000, to $157,000, from $160,000 during the twelve months ended December 31, 2020.

Tax Expenses$:or the twelve months ended December 31, 2021, tax increased by $41,000 compared to the twelve
months ended December 31, 2020. Our expenses for income taxes reflect primarily the tax liability due to potential tax
exposure.

Net LossOur nefloss increased by $4,374,000, or 41.5%, to $14,918,000, for the twelve months ended December
31, 2021, from $10,544,000 during the twelve months ended December 31, 2020. The increase in net loss resulted primarily
from an increase of $5,007,000 in opemgtaxpenses partially offset by an increase of $671,000 in gross profit.

Liquidity and Capital Resources

As of the date of issuance of the consolidated financial statements, we have the ability to fund our planned
operations for at least the next 12 mantHowever, we expect to continue incurring losses and negative cash flows from
operations wuntil our products (primarily CGuardE EPS)
operations until such time that we can generate substevenues, we may need to raise additional funds.

Equity Financings

On June 5, 2020, we closed an underwritten public offering of (i) 509,053 Units, with each Unit being comprised
of one share of our common stock, par value $0.0001 per share, éer@se- warrant to purchase one share of common
stock, and (ii) 972,427 Pseunded Units, with each RFaunded Unit being comprised of one fended Warrant to
purchase one share of common stock and one Series F Warrant. In connection with thisfptihtic tife underwriter
exercised the option practically in full, for 222,220 shares of common stock and 222,220 Series F Warrants. The offering
price to the public was $6.75 per Unit and $6.735 peiareled Unit. Our net proceeds from the offering fuedeixercise
of t he un d ealiotment dptiom viere approxénrately $10.7 million, after deducting underwriting discounts and
commissions and payment of other estimated expenses associated with the offering, but excluding the proceeds, if any,
from the exercise of Series F Warrants and theFareled Warrants sold in the offering.

On July 28, 2020, we entered into a Sales Agreement with A.G.P. in connection with the ATM Facility. Any
shares to be offered and sold under the Sales Agreement wilubeids and sol d pursuant to th
Statement on Form-$ (File No. 333223130), filed with the SEC on February 21, 2018 and the prospectus supplement
thereto filed with the SEC on July 28,e202@,0 khy metff hao
415(a)(4) promulgated under the Securities Act of 1933, as amended, or if specified by us, by any other method permitted
by law. On January 11, 2021, we increased the aggregate amount of our shares of common stock thatdnaydbee sol
the Sales Agreement from $9,300,000 to $10,382,954, and, as a result, utilized and sold the maximum amount allowable
under the ATM Facility, which resulted in an aggregate amount of $10,381,958.

On February 8, 2021, we closed an underwritten pudffering of 1,935,484 units, with each such unit being
comprised of one share of our common stock, par value $0.0001 per share, and one Series G Warrant to pinaliase one
of one share of common stock. The offering price to the public was $9.30 pdihenSeries G Warrants were immediately
exercisable at a price of $10.23 per share, subject to adjustment in certain circumstances, and expire five years from the
date of issuance. We also granted the underwriter of the offering an option to purchdséianal 290,322 shares of
common stock and Series G Warrants to purchase 145,161 shares of common stock, which the underwriter exercised in
full. In connection with the offering, we granted to the underwriter a compensation warrant to purchase (@9t 111
shares of common stock with an exercise price of $10.23 per share and which are exercisable for five years from February
3, 2021, the date of effectiveness of the registration statement filed in connection with the offering. Our net proceeds from
theof fering, after giving eff ec tallotment dptior, wezexapproginately $18.6 t h ¢
million, after deducting underwriting discounts and commissions and payment of other estimated expenses associated with
the offering, but eXading the proceeds, if any, from the exercise of Series G Warrants sold in the offering.
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On February 3, 2021, we entered into a Distribution Agreement with three-dged partners and on the same
day, we entered into an investment transaction withlQihich included (i) an SPA, pursuant to which QIDI agreed to
invest $900,000 in exchange for shares of our common stock at a purchase price of $10.062 per share, and (ii) an IRA,
whereby QIDI was provided certain customary registration rights, inclualiogmmitment by us to file a registration
statement with the SEC on Forrl®r Form S3 and have such registration statement become effective not later than 150
days following the closing of the transactions under the SPA. The transaction closed amyF&®2021.

Twelve months ended December 31, 2021 compared to the twelve months ended December 31, 2020

General. At December 31, 2021, we had cash and cash equivalents of $12,004,000 gechShartk deposits
of $22,036,000 as compared to $12,64580fash and cash equivalents and $0 Steorh bank deposits as of December
31, 2020. We have historically met our cash needs through a combination of issuing new shares, borrowing activities and
product sales. Our cash requirements are generally farobsand development, marketing and sales activities, finance
and administrative cost, capital expenditures and general working capital.

For the twelve months ended December 31, 2021, net cash used in our operating activities increased by $4,129,000
to $13,210,000, from $9,081,000 during the same period in 2020. The primary reason for the increase in cash used in our
operating activities was an increase of $2,739,000 in payments for third party related expenses and for professional services
(primarily dueto payments related to our ongoing FDA trial, payments related to ongoing projects and production related
payments), an increase of $1,658,000 in salary and bonus payments from $6,098,000 in the twelve months ended Decembe
31, 2020 to $7,756,000 duringetlsame period in 2021 offset, in part, by an increase of $268,000 in payments received
from customers to $3,715,000 during the twelve months ended December 31, 2021, from $3,447,000 during the same
period in 2020.

Cash used by our investing activities wg22,457,000 during the twelve months ended December 31, 2021
compared to $187,000 during the twelve months ended December 31, 2020. The primary reasons for the increase in cast
used by our investing activities was investment in stesrmh deposits of $2@00,000 an increase of $278,000 in net
payments made for purchase of property, plant and equipment to $344,000 during the twelve months ended December 31,
2021, from $66,000 during the same period in 2020, offset, in part, by the withdrawal of $2,008/2f¥6term deposits
and a decrease of $8,000 in cash deposited to employee funds, to $113,000 during the twelve months ended December 31
2021, from $121,000 during the same period in 2020.

Cash provided by financing activities for the twelve monthsedaer 31, 2021 was $35,034,000, compared to
$16,395,000 during the same period in 2020. The principal sources of the cash provided by financing activities during the
twelve months ended December 31, 2021 were our February 2021 public offering of conuk@amdtwarrants, exercise
of Series F and Series G warrants, proceeds from-#mediarket offering as well as proceeds from the issuance of shares
to Chinese distributor that resulted in approximately $35,034,000 of aggregate net proceeds. Thegmimcgsabf the
cash provided by financing activities during the twelve months ended December 31, 2020 were our June 2020 public
offering of common stock, preinded warrants and warrants, the subsequent exercise of thengeel warrants sold in
the offeing, as well as exercise of warrants F and Unit Purchase Options, that resulted in approximately $12,169,000 of
aggregate net proceeds, and funds received from our ATM Facility that resulted in approximately $ 4,126,000 of aggregate
net proceeds.

As of December 31, 2021, our current assets exceeded our current liabilities by a multiple of 8.5. Current assets
increased by $21,755,000 during the period and current liabilities increased by $642,000 during the period. As a result, our
working capital increasd by $21,113,000 to $32,747,000 as of December 31, 2021.

Off Balance Sheet Arrangements
We have no ofbalance sheet transactions, arrangements, obligations (including contingent obligations), or other
relationships with unconsolidated entities or otpersons that have, or may have, a material effect on our financial

condition, changes in financial condition, revenues or expenses, results of operations, liquidity, capital expenditures or
capital resources.

-57-



Recent Accounting Pronouncements

In June 26, the FASB issued ASU 20418, Financial InstrumeniSredit Losses (Topic 324)leasurement of
Credit Losses on Financial Instruments. This guidance replaces the current incurred loss impairment methodology. Under
the new guidance, on initial recognitiand at each reporting period, an entity is required to recognize an allowance that
reflects its current estimate of credit losses expected to be incurred over the life of the financial instrument based on
historical experience, current conditions and reabte and supportable forecasts. In November 2019, the FASB issued
ASU No. 201910, Financial InstrumentsCredit Losses (Topic 326), Derivatives and Hedging (Topic 815), and Leases
(Topic 842): Ef f e€ltOioy)e DOdtee s u(ripArkigto 2y€ate @ tvo ter radlouteonnoajore
updates, staggering the effective dates between larger public companies and all other entities. This granted certain classe:
of companies, including Small er Repor tent mgor EASBhstemdaide s ( A
including ASU 201613. Larger public companies will have an effective date for fiscal years beginning after December 15,
2019, including interim periods within those fiscal years. All other entities are permitted to defer adbpiBin 2016
13, and its related amendments, until the earlier of fiscal periods beginning after December 15, 2022. Under the current
SEC definitions, we meet the definition of an SRC as of the ASU-2018suance date and is adopting the deferral period
for ASU 201613. The guidance requires a modified retrospective transition approach through a curafitttve
adjustment to retained earnings as of the beginning of the period of adoption. We are currently evaluating the impact of the
adoption of ASU 208-13 on its consolidated financial statements, but does not believe the adoption of this standard will
have a material impact on its consolidated financial statements.

In November 2021, the FASBissued ASU220 A Gover nment Assi breqiresaanudl Topi «
disclosures that increase the transparency of transactions involving government grants, including (1) the types of
transactions, (2) the accounting for those transacti or
statements. The amendments in this update are effective for financial statements issued for annual periods beginning after
December 15, 2021. However, it is not expected to have a material impact on the consolidated financial results of
operations, finanai position or cash flows.

Factors That May Affect Future Operations

We believe that our future operating results will continue to be subject to quarterly variations based upon a wide
variety of factors, including the cyclical nature of the orderingepadtof our distributors, timing of regulatory approvals,
the implementation of various phases of our clinical trials and manufacturing efficiencies due to the learning curve of
utilizing new materials and equipment. Our operating results could also betedpy a weakening of the Euro and
strengthening of the NIS, both against the U.S. dollar. Lastly, other economic conditions we cannot foresee may affect
customer demand, such as individual country reimbursement policies pertaining to our products.

Item 7A. Quantitative and Qualitative Disclosures About Market Risk.

Not applicable.
Item 8. Financial Statements and Supplementary Data.

The following financial statements are included as part of this Report (See Item 15):
Report of Kesselman & Kesselman, Independent Registered Public Accounting Firm
Consolidated Balance Sheets as of December 31, 2021 and 2020
Consolidated Statements of Operations for the Yeaded December 31, 2021 and 2020
Consolidated Statements of Changes in Equity for the Years Ended December 31, 2021 and 2

Consolidated Statements of Cash Flows for the Years Ended DecemB6238kand 2020
Notes to Consolidated Financial Statements

O¢ O¢ O¢ O¢ O¢ O«

Item 9. Changes in and Disagreements with Accountants on Accounting and Financial Disclosure.

Not applicable.

-58



Item 9A. Controls and Procedures.
Ma n a g e n@Gomclusions Regarding Effectiveness of Disclosure Controls and Procedures

We conducted an evaluation of the effectiveness of
13a15(e) and 15d.5(e) of the Securities Exchange Act of 1934, msraded, as of December 31, 2021, the end of the
period covered by this Annual Report on FormKLOThe disclosure controls and procedures evaluation was done under
the supervision and with the participation of management, including our chief executiee affil chief financial officer.

There are inherent limitations to the effectiveness of any system of disclosure controls and procedures. Accordingly, even
effective disclosure controls and procedures can only provide reasonable assurance of achievorgrtiiabjectives.

Based upon this evaluation, our chief executive officer and chief financial officer have concluded that our disclosure
controls and procedures were effective at the reasonable assurance level as of December 31, 2021.

Ma n a g e me rot dndntefRad @ontrol Over Financial Reporting

Management is responsible for establishing and maintaining adequate internal control over financial reporting, as
defined in Rules 134&5(f) and 15€l15(f) under the Securities Exchange Act of 1934, as aetkr@ur internal control over
financial reporting is designed to provide reasonable assurance regarding the reliability of financial reporting and the
preparation of the consolidated financial statements for external reporting purposes in accordamrexaill gccepted
accounting principles.

Because of its inherent limitations, internal control over financial reporting may not prevent or detect
misstatements. Also, projections of any evaluation of effectiveness of internal control over financialgepdttture
periods are subject to the risk that controls may become inadequate because of changes in conditions or that the degree o
compliance with the policies or procedures may deteriorate over time.

Management, including our chief executive offiemd our chief financial officer, assessed the effectiveness of
our internal control over financial reporting as of December 31, 2021. In making this assessment, management used the
criteria set forth by the Committee of Sponsoring Organizations of thadivay Commission iiternal Controd
Integrated Framework 201Based on its assessment and those criteria, management has concluded that we maintained
effective internal control over financial reporting as of December 31, 2021.
Changes in Internal Control over Financial Reporting

There have been no changes in our internal control over financial reporting during the fiscal quarter ended
December 31, 2021 that have materially affected, or are reasonably likely to materially affect, our internal eantrol ov
financial reporting.
Item 9B. Other Information.

None.
Item 9C. Disclosure Regarding Foreign Jurisdictions that Prevent Inspections.

Not applicable.
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PART Il
Item 10. Directors, Executive Officers and Corporate Governance.
Executive Officers andDirectors

The following table sets forth information regarding our executive officers and the members of our board of
directors.

Name Age Position

Marvin Slosman 58 President, Chief Executive Officer and Director

Craig Shore 60 Chief Financial Officer, Chief Administrative Officer, Secretary and Treasure
Michael Bermaf®@ 64  Director

Campbell Rogers, M.D. 60 Director

Paul Stuk&®®) 67  Chairman of the Board of Directors

Thomas J. Kesté® 75  Director

Gary Roubin, M.D. 73 Director

Kathryn Arnold® 49  Director

(1) Member of our audit committee
(2) Member of our nominating and corporate governance committee
(3) Member of our compensation committee

Our directors hold office untihe earlier of their death, resignation or removal by stockholders or until their
successors have been qualified. Our directors are divided into three classes. Paul Stuka and Gary Roubin are our Class :
directors, with their terms of office to expire atr@024 annual meeting of stockholders. Michael Berman and Campbell
Rogers, M.D. are our Class 2 directors, with their terms of office to expire at our 2022 annual meeting of stockholders.
Marvin Slosman and Thomas J. Kester are our Class 3 directorgheiithierms of office to expire at our 2023 annual
meeting of stockholders. At each annual meeting of stockholders, directors elected to succeed those directors whose terms
expire shall be elected for a term of office to expire at the third succeedingl aneeting of stockholders after their
election, with each director to hold office until his or her successor shall have been duly elected and qualified.

Our officers hold office until the earlier of their death, resignation or removal by our boareéabdds or until
their successors have been selected. They serve at the pleasure of our board of directors.

Marvin Slosman has served as our president, chief executive officer and director since January 1, 2020. Mr.
Slosman has served as chief operatifiiger for MEDCURA Inc. from May 2019 to December 2019. From September
2017 to September 2019, Mr. Slosman served as a Business Consultant, overseeing international commercial strategy anc
market development, at Integra Life Sciences, a leading innovatnthiopedic extremity surgery, neurosurgery, and
reconstructive and general surgery. From 2010 to 2014 Mr. Slosman served as President of Itamar Medical, Inc., a medical
technology company focused on cardiovascular and sleep diagnostics. Mr. Slosnsanvaid@s chief executive officer
of Ovalum Vascular Ltd. from 2008 to 2010. Mr. Sl osmanbd
include his significant experience in senior management positions of leading medical device companie

Craig Shore has served as our chief financial officer, secretary and treasurer since March 31, 2011 and as our
chief administrative officer since May 3, 2013. In addition, from November 10, 2010 through March 31, 2011, Mr. Shore
servedasInspireMDLidés vice president of business devel opment. N
in the United States, Europe and Israel for companies such as Pfizer Pharmaceuticals, Bristol Myers Squibb and General
Electric. His experience includes raigicapital both in the private and public markets. Mr. Shore graduated with honors
and received a B.Sc. in Finance from Pennsylvania State University and an M.B.A. from George Washington University.
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Michael Berman has served as our director since Fely@a2013. Mr. Berman is a medical device entrepreneur
who has worked with higpotential development and eadiage commercial companies since 2014. From 2005 to 2012,
Mr. Berman was a efounder and the chairman of BridgePoint Medical, Inc., which deeel technology to treat coronary
and peripheral vascular chronic total occlusions and which was sold to Boston Scientific. Mr. Berman was also a member
of the board of Lutonix, Inc. from 2007 until 2011, when the company was sold to C.R. Bard, IncO&fota 2019, Mr.
Berman served as a-founder and director of Rebiotix Inc., a company developing an innovative treatment for C Diff
colitis. Rebiotix was sold to Ferring Pharmaceuticals in 2018. From 2014 till 2018 Mr. Berman served as a director of
Mazar Robotics, a company pioneering Spinal Robotic Surgery. Mr. Berman has served (i) since 2011 as an advisor to,
and since 2012 as a director of, Cardiosonic, Inc., a company developing a system for hypertension reduction via renal
denervation, (ii) since@5 as a director of PharmaCentra, LLC, which creates customizable marketing programs that help
pharmaceutical companies communicate with physicians and patients, (iii) since 2018 as a Director of STMedical, a
medical device company that has developedrteary stent for the treatment of chronic sinusitis, (iv) since 2019 as a
director of CardiacSense Inc, a medical device company that has developed a smart watch vital sign monitor, (v) since
2017 as a Director of Owlytics Healthcare, (vi) since 2013Risector of ClearCut Inc., a medical device company that
has developed an MRI system for tumor margin assessment, (vii) since 2013 as a director of PulmOne Ltd., a medical
device company developing an innovative Pulmonary Function Testing system,irfeii)2§19 as a director of QArt, a
medical device company, (ix) since 2014 as a venture partner at RiverVest Ventures and (x) since 2017 as a Director of
Truleaf Medical. Mr. Berman brings to the board his extensive executive and entrepreneurial expirithecéeld of
medical devices and vascular intervention, which should assist in strengthening and advancing our strategic focus.

Campbell Rogers, M.D.has served as a director since September 3, 2013. Dr. Rogers is the executive vice
president and chf medical officer of HeartFlow, Inc., a cardiovascular diagnostics company, since March 2012. Prior to
joining HeartFlow, Inc., he was the chief scientific officer and global head of research and development at Cordis
Corporation (currently part of CargihHealth, Inc.), Johnson & Johnson, where he was responsible for leading investments
and research in cardiovascular devices. Prior to that, he was associate professor of medicine at Harvard Medical School
and the Harvard.l.T. Division of Health Scienceand Technology and director of the cardiac catheterization and
experiment al cardiovascul ar interventional | aboratori e
investigator for numerous interventional cardiology device, diagnostic, anth@t@bpgy trials, is the author of numerous
journal articles, chapters, and books in the area of coronary artery and other cardiovascular diseases and was the recipien
of research grant awards from the National Institute of Health and the American Hemoiafien. He received his A.B.
from Harvard College and his M.D. from Harvard Medical
his significant experience in cardiovascular devices, as well as his familiarity with the operatioedicd! device
companies.

Paul Stukahas served as a director since August 8, 2011 and has served as our chairman since June 2, 2017. Mr.
Stuka has served as the managing member of Osiris Partners, LLC, an investment fund, since 2000. Prior to forming Osiris
Partners, LLC, Mr. Stuka, with 3fears of experience in the investment industry, was a managing director of Longwood
Partners, managing small cap institutional accounts. In 1995, Mr. Stuka joined State Street Research and Management as
manager of its Market Neutral and Mid Cap GrowthdairFrom 1986 to 1994, Mr. Stuka served as the general partner of
Stuka Associates, where he managed a-haSed investment partnership. Mr. Stuka began his career in 1980 as an analyst
at Fidelity Management and Research. As an analyst, Mr. Stuka fdll@wede array of industries including healthcare,
energy, transportation, and lodging and gaming. Early in his career he became the assistant portfolio manager for three
Fidelity Funds, including the Select Healthcare Fund which was recognized asgbdgooming fund in the United States
for the fiveyear period ending December 31, 1985. Mr. Stuka has been serving as a director of Caliber Imaging &
Di agnostics, I nc. (formerly Lucid, Il nc.) s i nimclede Bisine 2 (
significant strategic and business insight from his years of experience investing in the healthcare industry.

Thomas J. Kesterhas served as a director since September 6, 2016. Mr. Kester has been serving as the chief
financial officer of Keger Search Group, LLC Inc., a private executive search firm specializing in sales force placement
for medical, dental and diagnostic device companies, since October 2014. From 2004 to 2010, Mr. Kester served as a

director of Orthofix International, NV (NAS A Q: OFI X) , a gl obal medi c al device
includes 28 years at KPMG LLP, including 18 years as an audit partner, advising public and private companies in
connection with annual audit a n gervd anttha hoard imaude. his BlgnificanK e s t «

strategic and business insight from his years of experience auditing global companies and serving on the boards of several
public and noffor-profit organizations. Mr. Kester received his B.S. in mechanical eagilg from Cornell University
and an M.B.A. from Harvard University.
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Gary Roubin, M.D. has served as a director since October 13, 2020. Dr. Roubin cofounded Essential Medical
Inc. in 2010, which has had success in bringing a large bore vascular desige to world markets and was recently
acquired by Teleflex Inc. From 2002 to 2003, Dr. Roubin served as Chief Medical Officer of the Medicines Company
during the release of its Angiomax product. From 2003 to 2012, Dr. Roubin served as DepartmennGimair@izief of
Service of the Lenox Hill Hospital Cardiac and Vascular program in New York. From 1989 to 1997, he served as Chief of
Interventional Cardiology at the University of Alabama at Birmingham, to which he joined in 1989 as Professor of
Medicine and Radiology and Director of the Cardiac Catheterization Laboratories and Interventional Cardiology Section
at the University Hospital. In 2001, Dr. Roubin played a pivotal role in the success of Mednova Inc., which was acquired
by Abbott Vascular, resuitg in the introduction and marketing in the U.S. of the top selling carotid embolic protection
system (NAV6) and stent system ( XACT). I n 1987, he deve
stent. In 1984, Dr. Roubin joined Andreaguéntzig at Emory University to continue his pdsttoral research. He is also
acknowledged for the development of coronary stenting and the firstaplpfoved coronary stent. Dr. Roubin received
his M.D. from the University of Queensland medical schadllgis Ph.D. from Sydney University. Dr. Roubin is qualified
to serve on the board given that he is an internationally renowned interventional cardiologist recognized for his pioneering
work in carotid stenting and embolic and protection devices. Hedsaalmowledged for the development of coronary
stenting and the first FDApproved coronary stent.

Kathryn Arnold has served as our director since May 10, 2021. Ms. Arnold is the Founder and CEO of SPRIG
Consulting, a strategic marketing consulting firnthmover a decade of success in the medical space. Prior to founding
SPRIG, Ms. Arnold held sales and marketing management roles with Guidant Corporation (acquired by Abbott
Laboratories and Boston Scientific) and Kensey Nash Corporation (acquired byBgiics Corporation / Royal Philips).
Additionally, Ms. Arnold is an adjunct faculty member at the Kellogg School of Management at Northwestern University
where she teaches a course specific to medical product commercialization and financing. Msedenad a bachelor
of arts in environment al science from the University
Management at Northwestern University.

Mr. Slosman and Mr. Shore are parties to certain agreements related to their aemxeeutive officers and
directors described unhAgeredmaricaatwivtieh CExpewntsiat e o@Qf f i cer

Board Diversity Matrix

The table below provides certain information regarding the diversity of our board of directors as of the date of
this annual report.

Board Diversity Matrix (As of March 7, 2022)

Total Number of Directors 6
Did Not
Disclose
Female Male Non-Binary Gender
Part I: Gender Identity
Directors 1 5 # #
Part 1l: Demographic Background
African American or Black # # # #
Alaskan Native or Native American # # # #
Asian # # # #
Hispanic or Latinx # # # #
Native Hawaiian or Pacific Islander # # # #
White 1 5 # #
Two or More Races or Ethnicities # # # #
LGBTQ+

H# O

Did Not Disclose Demographic Background
Family Relationships

We have no family relationships amongst our directors and executive officers.
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Board Committees

Our board of directors hastablished an audit committee, a nominating and corporate governance committee and
a compensation committee, each of which has the composition and responsibilities described below.

Audit Committee Our audit committee is currently comprised of MesBerman, Stuka and Kester, each of
whom our board has determined to be financially literate and qualify as an independent director as defined in the Nasdaq
Listing Rules and Rule 1068 promulgated under the Exchange Act. Mr. Kester is the chairman of diticammittee
and qualifies as a financial expert, as defined in Item 407(d)(5)(ii) of Regulakon S The audit commi tt e
recommend to our board of directors the engagement of independent auditors to audit our financial statemetieand to r
our accounting and auditing principles. The audit committee will review the scope, timing and fees for the annual audit
and the results of audit examinations performed by the internal auditors and independent public accountants, including
their reconmendations to improve the system of accounting and internal controls. The audit committee operates under a
formal charter adopted by the board of directors that governs its duties and conduct. Copies of the charter can be obtained
free of charge fromthempany 6s web site, www.inspiremd. com, by con

Nominating and Corporate Governance Committ®er nominating and corporate governance committee is
currently comprised of Messrs. Berman and Stuka, each of whom qualify as an indeperdttutider as defined in
the Nasdaq Listing Rules and Rule X8Apromulgated under the Exchange Act. Mr. Berman is the chairman of our
nominating and corporate governance committee. The nominating and corporate governance committee identifies and
recommads to our board of directors individuals qualified to be director nominees. In addition, the nominating and
corporate governance committee recommends to our board of directors the members and chairman of each board committee
who will periodically review ad assess our code of business conduct and ethics and our corporate governance guidelines.
The nominating and corporate governance committee also makes recommendations for changes to our code of busines:s
conduct and ethics and our corporate governanceligd to our board of directors, reviews any other matters related to
our corporate governance and oversees the evaluation of our board of directors and our management. The nominating anc
corporate governance committee operates under a formal chartezchtighe board of directors that governs its duties
and conduct. Copies of the charter can be obtained fre
contacting the Company.

Compensation Committee Our compensation committee is cuntlg comprised of Messrs. Stuka and Kester,
each of whom qualify as an independent director under as defined in the Nasdaq Listing Rules and-Rplerhddgated
under the Exchange Act. Mr. Stuka is the chairman of our compensation committee. The atarpemsmimittee reviews
and approves our salary and benefits policies, including compensation of executive officers and directors. The
compensation committee also administers our stock option plans and recommends and approves grants of stock options
undersuch plans. The compensation committee operates under a formal charter adopted by the board of directors that
governs its duties and conduct. Copies of the charter
www.inspiremd.com, by contactirtpe Company.

Code of Ethics

We have adopted a code of ethics and business conduct that applies to our officers, directors and employees,
including our principal executive officer, principal financial officer and principal accounting officer, whiclstisdpon
our website atvww.inspiremd.comWe intend to disclose future amendments to certain provisions of the code of ethics,
or waivers of such provisions granted to executive officers and directors, on this website within four business days
following the date of such amendment or waiver.

-63



Item 11. Executive Compensation.
Summary Compensation Table

The table below sets forth the compensation earned by our named executive officers for thexbwtiygeriod
ended December 31, 2021 and 2020.

Restricted
Stock  Option All Other

Salary Bonus Awards Awards Compensatior Total
Name andPrincipal Position ~ Year  ($) $) ($)® ($)® ($) ($)
Marvin Slosman 2021 410,00®  169,12!* 603,85¢ 428,80« 24,36(® 1,636,14-
President and Chief Executive
Officer 202( 366,66(9  150,00(® 658,98. 196,16: 10,304 1,382,11:
Craig Shore 2021 319,56¢®  164,25™®  300,66¢ 130,49¢ 141,861 1,056,86.
Chief Financial Officer,
Secretary and Treasurer 202( 265,0049®) 138,69:46)  264,74' 78,95* 121,62("  869,02:

(1) For awards of stock, the aggregate grant date fair value is computed in accordance with FASB ASC Topic
value is based on the Bla8choles option pricing model using the fair value of the underlying shares
measurement date

(2) On April 19, 2021, our Compensation Committee approved, effective as of July 1, 2021, an increase to the
of Mr. Slosman such that the annual salary will increase to $420,000 from $400,000.

(3) On April 21, 2020, Mr. Slosman amdr. Shore each signed waivers in connection with the CG}Apandemic ar
certaincost educti on measures, whereby Mr. Sl osmands
and Mr . Shorebds monthly base s 240,@63. Pn Jure 40, 2020dfollowing
closing of our underwritten public offering in
were reinstated to $33,333 and NIS 80,125, respectively, effective as of June 1, 2020. OhA@RDLE, we enter
into the fourth amendment which included an inc
August 1, 2020.

(4) Cash bonus awards for the 2020 calendar year were approved by the compensation commiti@gy iP0PAnCGas
bonus awards for the 2021 calendar year were approved by the compensation committee in January 2022

(5) Mr . Sl osmanés other compensation for the twelve
related to healtinsurance.

(6) Compensation amounts received in 1#1$. currency have been converted into U.S. dollars using the a
exchange rate for the applicable period, except for bonus amounts which have been converted into U.S. d
3.110 NIS pedollar which was the exchange rate as of December 31, 2021. The average exchange rate for
month period ended December 31, 2021 and 2020 were 3.229 NIS per dollar and 3.437 NIS per dollar, res

(7) Mr . Shor eds o tonssted soleymibenefissénthe tavelve months ended December 31, 2021 al
In each of the periods reported, Mr. Shoreds be
studies and disability funds, an annual recreatigmngst, a company car or car allowance and cell phone, and
food allowance.

Agreements with Executive Officers

Marvin Slosman

On December 9, 2019, we entered into an Employment Agreement with Marvin Slosman, which was subsequently

amendedoecember 31, 2019 (as amended, the fASIosman Empl o
was appointed as our new chief executive officer and pr
1, 2020, was to remain in effectforehe year s (the dAlnitial Empl oyment Ter mo

automatically renewed for successive year terms after the Initial Employment Term. Mr. Slosman was also appointed

as a Class 3 director, effective January 1, 2020, avidrm expiring on the 2020 annual meeting of our stockholders. On
November 8, 2021, we entered into an amendment to the employment agreement of our chief executive officer, Marvin
Slosman, originally dated December 9, 2019, pursuant to which we agreetbiee the definitive term of his employment

such that his employment agreement shall expire if and when terminated by either party pursuant to the terms thereof.
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As consideration for his services as chief executive officer, Mr. Slosman will be ettitieckive (i) an annual
base salary of $400, 000, |l ess applicable payroll deduc
on an annual basis for increase, On April 19, 2021, our Compensation Committee approved, effective as202Lly
an increase to the base salary of Mr. Slosman such that the annual salary will increase to $420,000 from $400,000; (ii)
reimbursement of up to $50,000 for any reasonable and customary, documeiotepamkiet relocation expenses actually
incurredby Mr. Slosman in 2019 or 2020 calendar years, in connection with his relocation to Europe; (iii)) annual
performance bonuses in an amount up to 50% percent of the Base Salary, as may be in effect from time to time, for each
calendar year during his emplognt with us based on the extent to which performance criteria/financial results for the
applicable year have been met; and (iv) equity awards as of the date of the Slosman Employment Agreement that represent
in the aggregat e, 5 #ootftanding eomrGon siqriadetgridised onsa fully eildtedebasis as of the
date of grant (the AEquity Awardso), with 75% of the E
remaining 25% of the Equity Awards being granted as stockmgptall of which Equity Awards shall be outside of the
2013 LongTerm Incentive Plan and subject to terms and conditions of the award agreements entered by Mr. Slosman. In
addition, on or before December 31, 2020, Mr. Slosman shall become eligible ite r@ceadditional grant of equity
awards under the 2013 Lofigrm Incentive Plan and the applicable award agreements up to 5% (including the Equity
Awards) of the Companydés actual outstanding shatwaks of
amount of the grant shall be based on the achievement of certain performance/financial criteria as established by the Board
after consultation with Mr. Sl osman, in its reasonabl e
dii uted basiso is defined as the sum of the total share
issuable upon the conversion of our then outstanding shares of Series B Convertible Preferred Stock and Series C
Convertible Preferred Stoelnd the shares of common stock issuable upon the exercise of our then outstarfdimdgoire
warrant. On January 2, 2020, pursuant to the Slosman Employment Agreement, we granted Mr. Slosman restricted stock
units for 182,381 shares and a stock optiopuiechase 60,794 shares of common stock at $1.10 per share.

In January 2022, the Compensation Committee approved a reimbursement of up to $50,000 for any reasonable
and customary, documented -mitpocket relocation expenses actually incurred by Mr. Slasimahe 2022 calendar
years, in connection with his relocation to Europe, as well as $62,500 in expenses on an annual basis for expenses relating
to commuting expenses, health coverage and corporate and visa status costs.

In the event Mr. Slosman volumilg resigns without good reason, we may, in our sole discretion, shorten the
notice period and determine the date of termination without any obligation to pay Mr. Slosman any additional compensation
other than the accrued obligations and without triggerina t er mi nati on of Mr . Sl osmano:
the event we terminate Mr. Slosmands employment for ca
shall have no further liability or obligation to Mr. Slosman under the Slodbnaployment Agreement. Notwithstanding
the foregoing, in the event that this the Slosman Employment Agreement terminates, we shall, subject to the execution and
timely return by Mr. Slosman of a release of claims, pay Mr. Slosman cash payments to0i0@®1n the aggregate,
payable in equal installments on our regular pay dates that occur during the period commencing on 60th day following his
employment termination date and ending on the last day of the Restricted Period (as defined below); pooeded,
that if, at any time within the period commencing on the date that is 3 months prior to the termination of his employment
agreement , we and a third party execute a definitive,
cerin transactions described therein that, i f consummat
termination shall be deemed a termination by us without cause or for good reason, as of the date such Sale Agreement is
executed, provied further that any amounts payable to Mr. Slosman pursuant to such termination shall be reduced by any
amounts previously paid to him upon expiration of the Slosman Employment Agreement, termination by us for cause or
voluntary resignation by Mr. Slosmavithout good reason.

I f  Mr . Sl osmanés employment is terminated (i) by us
we must pay Mr. Slosman, (a) a severance pay in an amount equal to twelve months ofchis¢hébase salary, (b) his
entire performance bonus for any calendar year for which Mr. Slosman has already worked the entire year but the bonus
has yet to be paid, (c) a prated performance bonus in an amount equal to the target annual performance bonus to which
Mr. Slosman may hee been entitled for the year in which the termination occurs that he would have received had his
employment not been terminated during such year. In addition, 50% of all unvested stock options, shares of restricted
stock, restricted stock units, stock egxpation rights, or similar stoefiased rights granted to Mr. Slosman shall vest and,
if applicable, be immediately exercisable and any risk of forfeiture included in such restricted or other stock grants
previously made to Mr. Slosman shall immediatelyse, and Mr. Slosman may exercise any outstanding stock options or
stock appreciation rights until the earlier of (x) the last date on which such stock options or stock appreciationldghts cou
have been exercised pursuant to the terms of the applacable r d agr eement, irrespective ¢
employment; and (y) the date that is two years following his employment termination date.
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Craig Shore

We have been a party to an employment agreement with Craig Shore since November Z) R0y05, 2014,
we entered into an amended and restated employment agreement with Mr. Shore, which was amended on January 5, 2015
July 25, 2016, and on March 25, 2019. The employment agreement, as amended, had an initial term that originally was to
end o December 31, 2020, and was to automatically renew for additiongean@eriods on January 1st thereafter unless
either party gave the other party written notice of its election not to extend such employment at least six months prior to
the next Janugr 1st renewal dat e. As discussed more fully bel«
agreement to remove that certain definitive term of his employment such that his employment agreement shall expire if
and when terminated by either party jaist to the terms thereof.

Under the terms of the employment agreement, as amended by the third amendment to the amended and restatec
employment agreement, dated March 25, 2019, Mr. Shore is entitled to an annual base salary of at least $250,000. Such
amaunt may be reduced only as part of an overall cost reduction program that affects all of our senior executives and does
not disproportionately affect Mr. Shore, so long as such reduction does not reduce the base salary to a rate that is less tha
90% of the amount set forth above (or 90% of the amount to which it has been increased). The base salary will be reviewed
annually by our chief executive officer for increase (but not decrease, except as permitted as part of an overallionst reduct
program) as g of our annual compensation review. Mr. Shore is also eligible to receive an annual bonus in an amount
equal to 60% of his theannual salary upon the achievement of reasonable target objectives and performance goals, to be
determined by the board of duotors in consultation with Mr. Shore. Mr. Shore is eligible to receive the percentage of his
annual bonus corresponding to the percentage of his achievement of such target objectives and performance goals. The
annual bonus will be reviewed annually by ebref executive officer for increase in the amount of the percentage of his
thenbase salary (but not decrease), as well as the criteria and the goals, as part of our annual compensation review. In
addition, Mr. Shore is eligible to receive such additidimus or incentive compensation as the board may establish from
time to time in its sole discretion. Mr. Shore will also be considered for grants of equity awards each year as part of the
boardds annual compensati on diserstioneofithe board df ditectovsi Hadh granewillma d e
with respect to any awards that are options, have an exercise price equal to the fair market value of our common stock as
of the date of grant, and will be subject to a thyear vesting period suliet t o Mr . Shoreds conti
with onethird of each additional grant vesting equally on the first, second, and third anniversary of the date of grant for
such awards.

I f Mr. Shoreds employment i s usewmtholtcagse (eskuchitprimis defineds d e
in Mr. Shoreds employment agreement), or upon his resi
employment agreement), Mr. Shore will be entitled to receive, in addition to any amoussnitiled to receive under
the managerds insurance policy: (i) any wunpaid base sa

and the pro rata amount of any bonus plan incentive compensation for the fiscal year of such termisatioon(bze

number of business days he was actually employed by us during the fiscal year of such termination and based on the
percentage of the goals that he actually achieved under the bonus plan) that he would have received had his employment
not been teminated; (ii) a ongime lump sum severance payment equal to 100% of his base salary, provided that he
executes a release relating to employment matters and the circumstances surrounding his termination in favor of us, our
subsidiaries and our officersirelctors and related parties and agents, in a form reasonably acceptable to us at the time of
such termination; (iii) vesting of all unvested stock options, stock appreciation rights or similabaseckrights granted

to him and immediate lapse of arigkr of forfeiture included in restricted or other stock grants previously made to Mr.
Shore; (iv) an extension of the exercise period of all vested stock options granted to Mr. Shore until the earlier of (a) two
years from the date of termination or (b thtest date that each stock option would otherwise expire by its original terms;

(v) to the fullest extent permitted by our theurrent benefit plans, continuation of health, dental, vision and life insurance
coverage for the lesser of 12 months akemination or until Mr. Shore obtains coverage from a new employer; and (vi)
reimbursement of up to $30,000 for executive outplacement services, subject to certain restrictions. The severance payment

described in (ii) of the foregoing sentence upon MrrSkod s deat h or disability wil!/l b €
by Mr. Shore pursuant to any of our employee welfare benefit plans providing for payments in the event of death or
di sability. I f  Mr . Shor eds e mpl roSharevoluntaiilys Mrt Shoremiiillordytbe d b y

entitled to unpaid amounts owed to him (e.g., base salary, accrued vacation and earned incentive compensation through the
date of such termination) and whatever rights, if any, are available to him pursuanstoakbased compensation plan
or any award documents related to any stoaked compensation.

Mr. Shore may terminate his employment for good reason by delivering a notice of termination to us 30 days in
advance of the date of termination; providedybeer, that Mr. Shore agreed to not terminate his employment for good
reason until he has given wus at | east 30 days6 notice
termination constituting good reason, and if such circumstances@ae cur ed by the 30th day,
shall terminate on such date.
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Pursuant to terms contained in Mr. Shoreds stock of
change of control of our company, the stock optionsrastiicted stock granted to Mr. Shore that were unvested will vest
immediately upon such change of control, in the case of stock options, if such stock options are not assumed or substituted
by the surviving company.

I f we terminat e Mvthout&hse,Me Bhere wilhbp éntitlgdmuadertisraeli law, to severance

payments equal to his I ast monthoés salary multiplied by
to finance this obligation, we make monthly contributienq u a | to 8.33% of Mr. Shoreobs
fund. The total amount accumul ated in Mr. Shoreds seve

adjusted for conversion from New Israeli Shekels to U.S. Dollars. However, &Mror e 6s empl oy ment i
without cause, on account of a disability or upon his death, as of December 31, 2020, Mr. Shore would have been entitled
to receive $270,000 in severance under Israeli law, thereby requiring us to pay Mr. Shore $64dibipinto releasing

the $206, 000 in Mr. Shoreds severance payment fund. On
is entitled to the total amount contributed to and accumulated in his severance payment fund in the evembioftinente

of his employment as a result of his voluntary resignation. In addition, Mr. Shore would be entitled to receive his full
severance payment under Israeli law, including the total amount contributed to and accumulated in his severance payment
fund, if he retires from our company at or after age 67.

We are entitled to terminate Mr. Shored6s empl oyment
in the agreement and the Israeli Severance Payment Act 1963), upon which, after meaatingegelirements under the
applicable law and recent Israeli Labor court requirements, we believe we will have no further obligation to compensate
Mr. Shore.

Al so, upon termination of Mr. Shorebs empunuwsgdrmrent f
previously uncompensated vacation days accrued.

The employment agreement also contains certain standard honcompetiti@olioitgtion, confidentiality, and
assignment of inventions requirements for Mr. Shore.

Mr. Shore is also entitled toafticipate in or receive benefits under our social insurance and benefits plans,
including but not | imited to our managerdéds insurance p!
executive employees in Israel. A management insunaoliey is a combination of severance savings (in accordance with
Israeli law), defined contribution tequalified pension savings and disability pension payments. An education fund is a
savings fund of préax contributions to be used after a specifiedogeof time for advanced educational training and other
permitted purposes, as set forth in thddwys of the education fund. We will make periodic contributions to these insurance
and soci al benefits pl ans b as eshlarg mcludiegr(ix7&5% to the educatienrfundh g e s
and (ii) 15.83% to the managerés insurance policy, of
fund payments and up to 2.5% to disability pension payments. Upon the terminationSohMrr e 6s e mp |l oy men
reason other than for cause, Mr. Shore will be entitled to receive the total amount contributed to and accumulated in his
manager insurance policy fund.

On August 14, 2020, we entered into the fourth amendment to that cemaind&d and Restated Employment
Agreement dated as of May 5, 2014, as amended on January 5, 2015, July 25, 2016, and on March 25, 2019, in order to,
among other things, (i) amend the term of Mroymé&itwilr eds
end on July 31, 2022, which will automatically be renewed for additionayeseperiods on August 1, 2022 and on each
August 1 thereafter; (ii) increase Mr. Shorebés mont hly
termination of Mr. Shorebs employment without Cause (as

On November 4, 2021, we entered into the Fifth Amendment to that certain Amended and Restated Employment
Agreement with our chief financial officer, chief administrative officerresacy and treasurer, Craig Shore, dated May 5,
2014, as amended on January 5, 2015, July 25, 2016, March 25, 2019 and on August 14, 2020, pursuant to which we agree«
to remove that certain definitive term of his employment such that his employment agrsbalkexpire if and when
terminated by either party pursuant to the terms thereof.

On January 17, 2022, we entered into the Sixth Amendment to that certain Amended and Restated Employment
Agreement with our chief financial officer, chief administraifficer, secretary and treasurer, Craig Shore, dated May 5,
2014, as amended on January 5, 2015, July 25, 2016, March 25, 2019, August 14, 2020 and on November 4, 2021, pursuan
to which we agreed to increase MNIS89g8M0ElfeetiGeslannao A,2022, per b a s
month (NIS 1,073,280 on an annualized basis).
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Change of Control Agreements

Pursuant to our forms of our restricted stock award agreement, stock option agreement, or restricted stock unit
award agreement pursutao our 2021 Equity Incentive Plan, in the event of a change of control, any unvested awards
shall become immediately vested.

We do not currently have any plans providing for the payment of retirement benefits to our officers or directors,
otherthanad escri bed above and under fAAgreements with Execut

We do not currently have any changfecontrol or severance agreements with any of our executive officers or
director s, other than as descridedaboder FHAAgtrbemement w
employment of the named executive officers, any and all unexercised stock options shall expire and no longer be
exercisable after a specified time following the date of the termination, other than as desctribedru i Agr ee ment
Executive Officersodo above.

Outstanding Equity Awards at December 31, 2021

The following table shows information concerning unexercised options and unvested shares of restricted stock
outstanding as of December 31, 2021 for eaclhuophamed executive officers.

Option Awards Stock Awards
Number of Number of Market
securities securities Number of value of
underlying underlying shares of shares of
unexercisec unexercised Option Option stock that stock that
options (#) options (#) exercise expiration have not have not
Name exercisable  unexercisable price ($) date vested (#) vested ($)
Marvin
Slosman(1) 1,351 2,702(2) 16.50 1/2/203(
8,106(3) 24,480
8,706 17,412(4) 5.85 8/31/203(
52,235(5) 157,751
40,000(6) 6.90 4/19/203:
48,855(7) 4.12 10/13/203.
146,567(8) 442,632
Craig Shore 1 - 124,687.5( 07/25/202
133(9) 403
5,029 10,057(4) 5.85 8/31/203!
30,171(10) 91,115
6,667(6) 6.90 4/19/203:
24,326(11) 4.09 11/10/203.
72,978(12) 220,394

(1) Mr. Slosman was appointed as chief executive officer effective as of January 1, 2020

(2) These options vest annually, with elmalf vesting on each of January 2, 2022 and January 2, 2023.

(3) Theserestricted stock units (RSUs) vest annually, with-bal vesting on each of January 2, 2022 and Janu

2023.

In case of the holders termination of services for any reason other than by the Company for cause, the Cot
convert the vested RSlrgo the number of whole shares of Common Stock equal to the number of vested R
shall deliver them to the holder.

(4) These options vest annually, with em&lf vesting on each of August 31, 2022 and August 31, 2023.

(5) These RSUs vestnnually, with onéhalf vesting on each of August 31, 2022 and August 31, 2023.

(6) These options vest annually, with etiérd vesting on each of April 19, 2022, April 19, 2023 and April 19, 20z

(7) These options vest annually, withethird vesting on each of October 13, 2022, October 13, 2023 and Octc

2024.
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(8) These RSUs vest annually, with etiérd vesting on each of October 13, 2022, October 13, 2023 and Octo
2024.

(9) These shares of restricted stagst annually, with vesting on February 4, 2022.
(10) These shares of restricted stock vest annually, witthaifevesting on each of August 31, 2022 and August 31,

(11) These options vest annually, with etiird vesting on each of Novemb&0, 2022, November 10, 2023
November 10, 2024.

(12) These shares of restricted stock vest annually, witkltre: vesting on each of November 10, 2022, Novembe
2023 and November 10, 2024.

Option Exercises and Stock Vested

There were ngtock options exercised by our named executive officers during the twelve months ended December
31, 2021.

2011 UMBRELLA Option Plan

On March 28, 2011, our board of directors and stockholders adopted and approved the InspireMD, Inc. 2011
UMBRELLA Option Plan, which was subsequently amended on October 31, 2011 and December 21, 2012. Under the
InspireMD, Inc. 2011 UMBRELLA Option Plan, we have reserved 13 shares of our common stock as awards to the
employees, consultants, and service providers to InspirdiD,and its subsidiaries and affiliates worldwide. The
InspireMD, Inc. 2011 UMBRELLA Option Plan is administered by our compensation committee. The InspireMD, Inc.
2011 UMBRELLA Option Plan has expired on March 27, 2021. We have no shares of commavatiatie for future
issuance under our 2011 UMBRELLA Option Plan.

2013 LongTerm Incentive Plan

On December 16, 2013, our stockholders approved the InspireMD, Inc. 2013 eongncentive Plan, which
was adopted by our board of directors on Oct@52013.

The purpose of the InspireMD, Inc. 2013 Lehgrm Incentive Plan is to provide an incentive to attract and retain
employees, officers, consultants, directors, and service providers whose services are considered valuable, to encourage :
sense oproprietorship and to stimulate an active interest of such persons in our development and financial success. The
InspireMD, Inc. 2013 Londerm Incentive Plan provides for the granting of incentive stock options, nonqualified stock
options, stock appreciah rights, restricted stock, restricted stock units, performance awards, dividend equivalent rights,
and other awards, which may be granted singly, in combination, or in tandem. The InspireMD, Inc. 20T@rbong
Incentive Plan is administered by our canpation committee.

The InspireMD, Inc. 2013 Longer m I ncentive Plan is intended to se
subsidiaries worldwide. Therefore, if so required, appendices may be added to the InspireMD, Inc. 26L8rong
Incentive Plarin order to accommodate local regulations that do not correspond to the scope of the InspireMD, Inc. 2013
Long-Term Incentive Plan. Attached as Appendix A to the InspireMD, Inc. 2013-TLeng Incentive Plan is the
InspireMD, Inc. 2013 Employee Stock Imtve Plan, for the purpose of making grants of stock options, restricted stock,
and other stock incentive awards pursuant to Sections 102 and 3(i) of the Israeli Income Tax Ordinance (New Version),
1961 to Israeli employees and officers and any otheicgeproviders or control holders of us who are subject to Israeli
Income Tax.

When the InspireMD, Inc. 2013 Lofiterm Incentive Plan was adopted, a total of 11 shares of common stock
were reserved for awards under the InspireMD, Inc. 2013 {0@mm Incenive Plan.

On September 9, 2015, our stockholders approved an amendment to the InspireMD, Inc. 26I8rimong
Incentive Plan to increase the number of shares of common stock available for issuance pursuant to awards under the
InspireMD, Inc. 2013 Long ermincentive Plan by 11 shares of common stock, to a total of 22 shares of common stock.

On May 24, 2016, our stockholders approved the second amendment to the InspireMD, Inc. 2018rirong

Incentive Plan to increase the number of shares of common stait&hdsr for issuance pursuant to awards under the
InspireMD, Inc. 2013 Longderm Incentive Plan by 229 shares of common stock, to a total of 251 shares of common stock.
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On September 28, 2016, our stockholders approved the third amendment to the Inspice[ L3 Longlerm
Incentive Plan to increase the number of shares of common stock available for issuance pursuant to awards under the
InspireMD, Inc. 2013 Longerm Incentive Plan by 144 shares of common stock, to a total of 395 shares of common stock.

On October 24, 2018, our stockholders approved the fourth amendment to the InspireMD, Inc. 2018rirong
Incentive Plan to (i) increase the number of shares of common stock available for issuance pursuant to awards under such
InspireMD, Inc. 2013 Londerm Incentive Plan by 178,000 shares, to a total of 178,395 shares of common stock, and (ii)
remove the cap on the number of shares of common stock with respect to which stock options or stock appreciation rights
may be granted to certain executive officef the Company during any calendar year.

On March 21, 2019, our stockholders approved the fifth amendment to the InspireMD, Inc. 209Betiong
Incentive Plan to increase the total number of shares of common stock issuable under the InspireMD,LlangZI08rén
Incentive Plan by 500,000 shares to a total of 678,395 shares of common stock

On August 31, 2020, our stockholders approved the sixth amendment to the InspireMD, Inc. 20T&rhong
Incentive Plan to increase the total number of shares of caratock issuable under the InspireMD, Inc. 2013 Ldegn
Incentive Plan by 6,500,000 shares to a total of 7,178,395 shares of common stock.

As of December 31, 2021, we had 65,496 shares of common stock available for future issuance under our 2013
Long-Term Incentive Plan.

As of March 4, 2022, we had 65,496 shares of common stock available for future issuance under our 2013 Long
Term Incentive Plan.

2021 Equity Incentive Plan

On September 30, 2021, at our 2021 annual meeting of stockholdestyakinolders approved o2021 Equity
Incentive Plan.

The purpose of the InspireMD, In2021 Equity Incentive Plais to provide an incentive to attract and retain
employees, officers, consultants, directors, and service providers whose servicesidesetbnaluable, to encourage a
sense of proprietorship and to stimulate an active interest of such persons in our development and financial success. The
InspireMD, Inc.2021 Equity Incentive Plgprovides for the granting of incentive stock options, natifjad stock options,
stock appreciation rights, restricted stock, restricted stock units, performance awards, dividend equivalent rights, and othe
awards, which may be granted singly, in combination, or in tandem. The InspireMRORIcEquity Incentie Pla is
administered by our compensation committee.

As of December 31, 2021, we had 803,004 shares of common stock available for future issuance 208&r our
Equity Incentive Pla.

As of March 4, 2022, we had 728,980 shares of common stock avédafltire issuance under 02021 Equity
Incentive Pla.

Director Compensation

The following table shows information concerning our directors during the twelve months ended December 31,

2021.
Fees
Earned or Stock Option All Other
Paid in Awards Awards Compensatior

Name Cash ($) ($) $ ($) Total ($)
Paul Stuka 55,73¢ 107,44! 32,06! - 195,25(
Michael Berman 36,95« 71,06: 21,04¢ - 129,06:
Campbell Rogers, M.D. 27,95« 71,06: 21,20¢ - 120,22:
Thomas Kester 42,087 71,06: 21,20¢ - 134,35:
Gary Roubin, M.D. 30,75¢ 71,06: 52,28( - 154,09¢
Kathryn Arnold 20,93( 124,16: 37,14« - 182,23
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For the 2021 calendar year, our board approved the following compensation iimdependent directors: (i) a
$40,000 stipend, payable quarterly to the chairman of the board; (ii) a $25,000 stipend, payable quarterly to the other
directors; (iii) annual committee chair compensation of $12,000 for the chairman of the audit comB)i@e f& the
chairman of the compensation committee and $5,000 for the chairmen of the nominating and corporate governance
committee and the research and development committee; and (iv) annual committee membership compensation of $4,000
for members of thaudit committee and the compensation committee and $2,000 for members of the nominating and
corporate governance committee and the research and development committee. Effective October 13, 2021, the Board
approved an increase in the annual compensatiotihéochairman of the board to $48,000, and for all other directors to
$30,000.

Directorsdéd and Officersd Liability Insurance

We currently have directors6é and officerso6 I|iabilit
for acts oromissions in their capacities as directors or officers, subject to certain exclusions. Such insurance also insures
us against losses which we may incur in indemnifying our officers and directors. In addition, we have entered into
indemnification agreementsith key officers and directors and such persons shall also have indemnification rights under
applicable laws, and our certificate of incorporation and bylaws.

Item 12. Security Ownership of Certain Beneficial Owners and Management and Related Stockh@dMatters.

The following table sets forth information with respect to the beneficial ownership of our common stock as of
March 4, 2022 by:

0 each person known by us to beneficially own more than 5.0% of our common stock;
0 each of oudirectors;

0 each of the named executive officers; and

0 all of our directors and executive officers as a group.

The percentages of common stock beneficially owned are reported on the basis of regulations of the Securities
andEx change Commi ssion (the ASECO0) governing the deter mi
of the SEC, a person is deemed to be a beneficial owner of a security if that person has or shares voting power, which
includes the power teote or to direct the voting of the security, or investment power, which includes the power to dispose
of or to direct the disposition of the security.

Except as indicated in the footnotes to this table, each beneficial owner named in the table bedtewioting
and sole investment power with respect to all shares b
4 Menorat Hamaor St., Tel Aviv, Israel 6744832. As of March 4, 2022, we had 8,322,439 shares outstanding

Number of
Shares Percentage

Beneficially Beneficially
Name ofBeneficial Owner Owned® Owned?
5% Owners
Officers and Directors
Marvin Slosman 70,4042 &
Craig Shore 328,34.0) 3.9%
Michael Berman 9,244 &
Campbell Rogers, M.D. 29,13¢® *
Paul Stuka 117,61:© 1.5(%
Thomas Kester 44,56(7) *
Gary Roubin, M.D. 155,01:® 1.9¢%
Kathryn Arnold 27,7849 *
All directors andexecutive officers as a group (8 persons) 782,09: 9.28%

*  Represents ownership of less than one percent.
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1)

(2)

3)

(4)

(5)

(6)

(7)

(8)

(9)

Shares of common stock beneficially owned and the respective percentages of beneficial ownership of con
assumes the exercise of all options, warrants and other securities convertible into common stock benefici
by such person or entity currently exercisable or exercisable within 60 days of March 4, 2022. Shares issuak
to the exercise otteck options and warrants exercisable within 60 days are deemed outstanding and held by
of such options or warrants for computing the percentage of outstanding common stock beneficially owne
person but are not deemed outstanding forpeding the percentage of outstanding common stock beneficially «
by any other person.

Consists of (i) 6,392 shares of common stock, (ii) 8,106 Restricted Stock Units granted outside the pla
currently exercisable or exercisable within 60 days of March 4, 2022, (iii) 26,117 Restricted Stock Units grar
the 2021 Equity Inceive Plan, (iv) options to purchase 24,742 shares of common stock that are currently ex
or exercisable within 60 days of March 4, 2022, and (v) 5,048 warrants to purchase shares of common stc
currently exercisable.

Consists of (i]15,491 shares of common stock, (ii) options to purchase 7,252 shares of common stock that ar
exercisable or exercisable within 60 days of March 4, 2022, (iii) 30,170 shares of restricted stock granted
Israeli Appendix of the InspireMPDnc. 2013 LongTerm Incentive Plan, (iv) 72,978 shares of restricted stock gi
under the 2021 Equity Incentive Plan, and (v) 202,452 shares of restricted stock granted to employees unde
Appendix of the InspireMD, Inc. 2013 Lo+igerm Incetive Plan held in trust, and with respect to which Mr. S
was granted a proxy with the right to vote such shares at his discretion.

Consists of (i) 5,378 shares of common stock, (ii) warrants to purchase 2,688 shares of common stockriiesitls
exercisable or exercisable within 60 days of March 4, 2022, (iii) options to purchase 1,176 shares of com
that are currently exercisable or exercisable within 60 days of March 4, 2022. Excludes 10,710 shares o
stock granted nder the Israeli Appendix of InspireMD, Inc. 2013 Lehgrm Incentive Plan and 17,248 share
restricted stock granted under the 2021 Equity Incentive Plan held in trust, with respect to which the tru
proxy with the right to vote such sharesist discretion.

Consists of (i) 3,688 shares of common stock, (i) 7,024 shares of restricted stock granted under the Inspi
2013 LongTerm Incentive Plan, (iii) 17,248 Restricted Stock Units granted under the 2021 Equity InBéartivéy
options to purchase 1,176 shares of common stock that are currently exercisable or exercisable within

March 4, 2022.

Paul Stuka is the principal and managing member of Osiris Investment Partners, L.P., and, as such, hal
ownership of (A) 28 shares of common stock (B) personally holding (i) options to purchase 1,775 shares o
stock that are currently exercisable or exercisable within 60 days of March 4, 2022, (ii) 10,620 shares of
stock granted undehé InspireMD, Inc. 2013 LoRgerm Incentive Plan, (iii) 26,079 shares of restricted stock gr
under the 2021 Equity Incentive Plan, (iv) 79,110 shares of common stock.

Consists of (i) 15,083 shares of common stock, (ii) 7,024 shares of restricted stock granted under the Inspi
2013 LongTerm Incentive Plan, (iii) 17,248 shares of restricted stock granted under the 2021 Equity Incen
(iv) 4,032 warrantgo purchase shares of common stock that are currently exercisable and (v) options to
1,173 shares of common stock that are currently exercisable or exercisable within 60 days of March 4, 202

Consists of (i) 100,826 shares of commaockt (ii) 10,620 shares of restricted stock granted under the Inspi
Inc. 2013 LongTerm Incentive Plan, (iii) 17,248 shares of restricted stock granted under the 2021 Equity |
Plan, and (iv) 22,880 warrants to purchase shares of common ls&cea currently exercisable and (v) optior
purchase 3,437 shares of common stock that are currently exercisable or exercisable within 60 days of Mal

Consists of (i) 10,536 shares of restricted stock granted under the InspiredR013 LongTerm Incentive Pla
(ii) 17,248 shares of restricted stock granted under the 2021 Equity Incentive Plan.
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Equity Compensation Plan Information

The following table provides certain information as of December 31, 2021, with respect &gty
compensation plans under which our equity securities are authorized for issuance:

Plan Category

Number of securities
to be issued upon
exercise of
outstanding options,
warrants and rights

Weighted-average
exercise price of
outstanding options,
warrants and rights

Number of securities
remaining available
for future issuance

under equity
compensation plans

(excluding securities
reflected in column

(@)

(@)

(b)

(©)

Equity compensation

plans approved by

securityholders 299,32: 5.2t 868,50(
Equity compensation

plans not approved

by security holders 10,08¢M 9.77 -
Total 309,41( 5.3¢ 868,50(

(1) Comprised of awards made to individuals outside the InspirdMD2011 UMBRELLA Option Plan, 2013 Long
Term Incentive Plan and 2021 Equity Incentive Plan, as described below:

0 On January, 2020, we issued to Mr. Marvin Slosman, our Chief Executive Officer, President and Directc
shares of restrictedstoeknd 4, 053 shares of common stock, as i
Term Incentive Plan.

60 On November 3, 2020, we issued to Mr. Andrea Tommasoli, our Senior Vice President of Global Sales and |
options to purchase 6,03har es of our common stock, as indue
Term Incentive Plan.]

Item 13. Certain Relationships and Related Transactions, and Director Independence.

In accordance with our audit committee charter, the audit conemgteequired to approve all related party
transactions. In general, the audit committee will review any proposed transaction that has been identified as ayelated part
transaction under Item 404 of Regulatici SA related party includes (i) a directalirector nominee or executive officer
of us, (i) a security holder known to be an owner of more than 5% of our voting securities, (iii) an immediate family
member of the foregoing or (iv) a corporation or other entity in which any of the foregoinggisraarexecutive, principal
or similar control person or in which such person has a 5% or greater beneficial ownership interest.

There were no related party transactions that are required to be disclosed pursuant to RedllatiomuB)ated
under the Bcurities Act of 1933, as amended.

Director Independence

The board of directors has determined that Dr. Rogers and Dr. Roubin, Messrs. Stuka, Berman and Kester, and
Ms. Arnold satisfy the requirement for independence set out in Nasdaq Listing Ruleglad®®3 promulgated under
the Exchange Act. In making its independence determinations, the board of directors sought to identify and analyze all of
the facts and circumstances relating to any relationship between a director, his or her immediate &fitistes and
our company and our affiliates and did not rely on categorical standards other than those contained in the rules referenced
above.
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Item 14. Principal Accountant Fees and Services.

The fees hilled for professional services provided toyusesselman & Kesselman, Certified Public Accountants
(AKessel mano), a member of PricewaterhouseCoopers Inte
2020 are described below.

Fee category 2021 2020
Audit Fees? $ 176,000 $ 160,00(
Audit T related fees 4990( $ 53,90(
Tax fees 38,67 $ 39,20¢
All other fees - $ -
Total fees $ 264,57 $ 253,10¢
Audit Fees

Kesselman billed us audit fees in the aggregate amo@it7@f,000 and $160,000 for the years ended December
31, 2021 and 2020, respectively. These fees relate to the audit of our annual financial statements and the review of our
interim quarterly financial statements.

Audit-Related Fees

Kesselman billed us aiterelated fees in the aggregate amount of $49,900 and $53,900 for the year ended
December 31, 2021 and 2020, respectively. The fees for the year ended December 31, 2021 mostly related to registration
statement on Form-$ filed with the SEC in February 20 and to registration statement on For8 fded with the SEC
in April 2021.

The fees for the year ended December 31, 2020 mostly related to registration statement ol FitaahvBth
the SEC in June 2020 and to our prospectus supplements filethe/Becurities and Exchange Commission in July 2020.

Tax Fees

Kesselman billed us tax fees in the aggregate amount of $38,675 and $39,209 for the year ended December 31,
2021 and 2020, respectively. These fees relate to professional services rendeceddarpliance, tax advice and tax
planning.

All Other Fees
Kesselman did not bill us for any other fees for the year ended December 31, 2021 and 2020.

Our audit committee prapproves all auditing services, internal contedated services and pertei noraudit
services (including the fees and terms thereof) to be performed for us by our independent auditor, except for de minimis
nonaudit services that are approved by the audit committee prior to the completion of the audit. The audit committee may
form and delegate authority to subcommittees consisting of one or more members when appropriate, including the authority
to grant preapprovals of audit and permitted randit services, provided that decisions of such subcommittee to grant
pre-approvalds presented to the full audit committee at its next scheduled meeting. The Audit Commiapprpred
all of the fees set forth above.
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PART IV
Item 15. Exhibits and Financial Statement Schedules.
Documents filed as part of report:

1. FinancialStatements

The following financial statements are included herein:

Report of Kesselman & Kesselman, Independent Registered Public Accounting Firm
Consolidated Balance Sheets as of Decer@beP021 and 2020

Consolidated Statements of Operations for the Years Ended December 31, 2021 and 2020
Consolidated Statements of Changes in Equity for the Years Ended December 31, 202Dand 2
Consolidated Statements of Cash Flows for the Years Ended December 31, 2021 and 2020
Notes to Consolidated Financial Statements

O¢ O« O¢ O¢ O« O«

2. Financial Statement Schedules

None
3. Exhibits

Seelndex to Exhibits
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Iltem 16. Form 10K Summary

Not applicable.

Index to Exhibits

Exhibit

No. Description

3.1 Amended and Restated Certificatdraforporation (incorporated by reference to Exhibit 3.1 to Quarterly F
on Form 10Q filed with the Securities and Exchange Commission on November 9, 2015)

3.2 Amended and Restated Bylaws (incorporated by reference to Exhibit 3.2 to Current Report orkFilad
with the Securities and Exchange Commission on June 29).202

3.3 Certificate _of Amendment to Amended and Restated Certificate of Incorporation of InspireM
(incorporated by reference to Exhibifi3o the Current Report on ForrrKg8filed on May 25, 2016)

3.4 Certificate _ of Amendment to Amended and Restated Certificate of Incorporation of Inspirkid.
(incorporated by reference to Exhibit 3.1 to the Current Report on Féttriilédd on September 29, 2016)

3.5 Certificate of Designation oPreferences, Rights and Limitations of Series C Convertible Preferred
(incorporated by reference to Exhibit 3.1 to the Current Report on Fétriilédd on March 15, 2017)

3.6 Certificate of Amendment to Certificate of Designation of Preferences, Rights and Limitation of £
Convertible Preferred Stock (incorporated by reference to Exhibit 3.1 to the Current Report onk=tleal
on November 9, 2017)

3.7 Certificate of Amendment to Certificate of Designation of Preferences, Rights and Limitation of
Convertible Preferred Stodkncorporated by reference to Exhibit 3.1 to the Current Report on Fétriléd
on December 12, 2017)

3.8 Certificate_ of Amendment to Amended arRbstated Certificate of Incorporation of InspireMD,
(incorporated by reference to Exhibit 3.1 to the Current Report on Fétriiléd on February 7, 2018)

3.9 Certificate of Amendment to Certificate of Designation of Preferences, Rights and Limitation of S
Convertible Preferred Stock (incorporated by reference to Exhibit 3.1 to the Current Report onK=6leal
on March 1, 2018)

3.10 Certificate of Amendment to Certificate of Designation of Preferences, Rights and Limitation of S
Convertible Preferred Stock (incorporated by refereéadexhibit 3.1 to the Current Report on ForaKk8iled
on April 3, 2018)

3.11 Certificate of Amendment to Amended and Restated Certificate of IncorpordtimspireMD, Inc., date
March 27, 2019 (incorporated by reference to Exhibit 3.1 to the Current Report on-KdiladBon March 2¢
2019)

3.12 Certificate of Amendment to Amended and Restated Certificate of Incorporation of InspireMD, Inc., da
14, 2021 (incorporated by reference to Exhibit 3.1 to Quarterly Report on Fe@filal with the Securitie
and Exchange Commission on May 1022)

3.13 Form of Common Stock Certificate (incorporated by reference to Exhibit 4.1 to Amendment N
Registration Statement on FormlSiled with the Securities and Exchange Commission on March 5, 20.

3.15 Form of Series B Warrant Agent Agreement and Form of Series B Warrant (indeddoyaeference to Exhil
4.3 to Amendment No.3 to Registration Statement on Forinfifed with the Securities and Exchai
Commission on March 6, 2017)

4.1* Description of Securities

10.1+ Employment Agreement, by armbtween InspireMD Ltd. and Craig Shore, dated as of November 28

(incorporated by reference to Exhibit 10.21 to Current Report on Feknfileéd with the Securities ai
Exchange Commission on April 6, 2011)
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https://www.sec.gov/Archives/edgar/data/1433607/000161577415003178/s102096_ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000161577415003178/s102096_ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315221015545/ex3-2.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315221015545/ex3-2.htm
https://www.sec.gov/Archives/edgar/data/1433607/000161577416005628/s103343_ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000161577416005628/s103343_ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315216013705/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315216013705/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217002455/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217002455/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217002455/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217002455/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217002455/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217014515/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217014515/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217014515/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315218001617/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315218001617/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315218002799/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315218002799/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315218002799/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315218004660/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315218004660/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315218004660/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315219004101/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315219004101/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315219004101/ex3-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315221010881/ex3-17.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315221010881/ex3-17.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315221010881/ex3-17.htm
https://www.sec.gov/Archives/edgar/data/1433607/000114420413012900/v328423_ex4-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000114420413012900/v328423_ex4-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217002157/ex4-3.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217002157/ex4-3.htm
https://www.sec.gov/Archives/edgar/data/1433607/000149315217002157/ex4-3.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex4-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000119380511000675/e608253_ex10-21.htm
https://www.sec.gov/Archives/edgar/data/1433607/000119380511000675/e608253_ex10-21.htm
https://www.sec.gov/Archives/edgar/data/1433607/000119380511000675/e608253_ex10-21.htm

Exhibit
No

Description

10.2+

10.3

10.4

10.5+

10.6+

10.7+

10.8+

10.9+

10.10+

10.11+

10.12+

10.13+

10.14+

10.15+

10.16+

Form of Indemnity Agreement between InspireMD, Inc. and each of the directors and executive office
(incorporated by reference to Exhibit 10.22 to Amendment No. 1 to Ramst Statement on Form Sfiled
with the Securities and Exchange Commission on August 26, 2011)

Agreement by and between InspireMD La&hd MeKo Laser Material Processing, dated as of April 15,
(incorporated by reference to Exhibit 10.26 to Amendment No. 1 to Registration Statement orFtiead
with the Securities and Exchange Commission on August 26, 2011)

Agreement by and between InspireMD Ltd. and Natec Medical Ltd, dated as of September :
(incorporated by reference to Exhibit 10.27 to Amendment No.Rletpstration Statement on FormilSiled
with the Securities and Exchange Commission on August 26, 2011)

InspireMD, Inc. 2013 Lond ermIncentive Plan (incorporated by reference to Exhibit 10.1 to Current |
on Form 8K filed with the Securities and Exchange Commission on December 20, 2013)

Amended and Restated Employment Agreement, dated May 5, 2014, by and between InspireMD, Inc.
Shore (incorporated by reference to Exhibit 10.2 to Quarterly Report on FeniilE@d with the Securities a
Exchange Commissioon May 7, 2014)

First Amendment to the InspireMD, Inc. Amended and Restated 2011 UMBRELLA Option Plan (incoi
by reference to Exhib 10.3 to Quarterly Report on Form -0 filed with the Securities and Exchai
Commission on May 7, 2014)

Form of Incentive Stock OptioAward Agreement under the InspireMD, Inc. 2013 L-dregm Incentive Pls
(incorporated by reference to Exhibit 99.2 to Registration Statement on F8rile8 with the Securities al
Exchange Commission on June 5, 2014)

Form of Nonqualified Stock Option Award Agreement under the InspireMD, Inc. 2013 Texmg Incentiv:
Plan (incorporated by reference to Exhibit 99.3 to Registration Statemé&mrm S8 filed with the Securitie
and Exchange Commission on June 5, 2014)

Form of Restricted Stock Award Agreement under ligpireMD, Inc. 2013 Londerm Incentive Ple
(incorporated by reference to Exhibit 99.4 to Reqistration Statement on F8riile8® with the Securities a
Exchange Commission on June 5, 2014)

Form of Restricted Stock Unit Award Agreement under the InspireMD, Inc. 2013 Termg Incentive Ple
(incorporated by reference to Exhibit 99.5 to RedistnaStatement on Form&filed with the Securities al
Exchange Commission on June 5, 2014)

Form of Section 3(i) Stock Option Award Asgment under the InspireMD, Inc. 2013 Leéhgrm Incentivi
Plan (Israeli) (incorporated by reference to Exhibit 99.6 to Registration Statement on-BdiledSwith the
Securities and Exchange Commission on June 5, 2014)

Form of Section 102 Capital Gain Stock Option Award Agreement under the InspireMD, Inc. 203Bdrm
Incentive Plan (Israeli) (incorporated by reference to Exhibit @9Remistration Statement on Forr83iled
with the Securities and Exchange Commission on June 5, 2014)

Form of Section 102 Capital GaRestricted Stock Award Agreement under the InspireMD, Inc. 2013-
Term Incentive Plan (Israeli) (incorporated by reference to Exhibit 99.8 to Reqistration Statement o
filed with the Securities and Exchange Commission on June 5, 2014)

Form of Stock Option Award Agreement under the InspireMD, Inc. 2013-Tena Incentive Plan (Europe:
(incorporated by reference to Exhibit 99ORegistration Statement on Forr83iled with the Securities al
Exchange Commission on June 5, 2014)

Form of Restricted Stock Awardgreement under the InspireMD, Inc. 2013 Lefgrm Incentive Pls
(European) (incorporated by reference to Exhibit 99.10 to Registration Statement on-8diledSwvith the
Securities and Exchange Commission on June 5, 2014)
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Exhibit

No. Description

10.17+ Form of Stock Option Award Agreement outside the InspireMD, Inc. 2013 -Tenm Incentive Ple
(incorporated by reference to Exhibit 99.11 to Registration Stateondfdrm S8 filed with the Securities a
Exchange Commission on June 5, 2014)

10.18+ First Amendment to Amended and Restated Employment Agréedeted January 5, 2015, by and bety
InspireMD, Inc. and Craig Shore (incorporated by reference to Exhibit 10.3 to Current Report onK=filed
with the Securities and Exchange Commission on January 6, 2015)

10.19+ First Amendment to the InspireMD, Inc. 2013 Lefiegrm Incentive Plan (incorporated by reference to Ex
10.1 to the Current Report on ForriKdiled on September 9, 2015)

10.20+ Second Amendment to the InspireMD, Inc. 2013 L-Giegm Incentive Plan (incorporated by referenc
Exhibit 10.1 to theCurrent Report on FormR filed on May 25, 2016)

10.21+ Second Amendment to Amended and Restated Employment Agreement, dated July 25, 2016, byear
InspireMD, Inc. and Craig Shore agent (incorporated by reference to Exhibit 10.1 to the Current Repor
8-K filed on July 29, 2016)

10.22+ Third Amendment to the InspireMD, Inc. 2013 Lemgrm Incentive Plan (incorporated by reference to Ex
10.1 to the Current Report on ForriKdiled on September 29, 2016)

10.23+ Director Offer Letter, between InspireMD, Inc. and Thomas J. Kester, dated September 6, 2016

10.24 Securities Purchase Agreement (incorporated by reference to Exhibit 10.1 to the Current Report oK
filed on November 29, 2017)

10.25 Amendment to Securities Purchase Agreement, dated February 21, 2018 (incorporated by reference
10.1 to the Current Report on Fornikdiled on February 21, 2018)

10.26 Waiver Agreement, dated February 26, 2018 (incorporated by reference to Exhibit 10.1 to the Curre
on Form 8K filed on February 26, 2018)

10.27 Form of Underwriter Warrant, dated March 1, 2018 (incorporated by reference to Exhibit 10.1 to the
Report on Form &K filed on March 1, 208)

10.28 Waiver Agreement, dated March 28, 2018 (incorporated by reference to Exhibit 10.1 to the Current |
Form 8K filed on March 29, 2018)

10.29 Form of Underwriter Warrant, dated April 2, 2018 (incorporated by reference to Exhibit 10.1 to the
Report on Form 4K filed on April 3, 2018

10.30 Letter Agreement, dated June 28, 2018, by and between InspireMD, Inc. and Sabby Healthcare Ms
Ltd. (incorporated by reference Exhibit 10.67 to the Registration Statement on Forin Smendment No.
filed with the SEC on June 26, 2018 (File No. 22%680))

10.31 Formof SeriesMWa r r ant (incorporated by reference to
Statement on Form-$, Amendment No. 2, filed with the SEC on June 26, 2018 (File Ne233880))

10.32 Form of Underwriter Warrant (incorporated by
on Form $S1, Amendment No. 2, filed with the SEC on dut6, 2018 (File No. 33325680))

10.33+ Fourth Amendment to the InspireMD, Inc. 2013 Lérerm Incentive Plan (incorporated by reference to Ey
10.1 to the Current Report on Forrk8filed on October 26, 2018)

10.34+ Fifth Amendment to the InspireMD, Inc. 2013 Lemgrm Incentive Plafincorporated by reference to Exh
10.1 to the Current Report on Fornikdiled on March 21, 2019)

10.35+ Third Amendment to Amended and Restated Bympent Agreement, dated March 25, 2019, by and bei

InspireMD, Inc. and Craig Shore (incorporated by reference to Exhibit 10.1 to the Current Report ork
filed on March 28, 2019)
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10.36 Form of Underwriter Warrant, dated April 8, 2019 (incorporated by reference to Exhibit 10.1 to the
Report on Form & filed on April 8, 2019)

10.37 Form of Series E Warrant (incorporated by re
on Form $S1, Amendment No. 1, filed with the SEC on Sedieml3, 2019 (File No. 33333432)).

10.38 Form of Underwriter Warrant (incorporated by
on Form $1, Amendment No. 1, filed with the SEC on September 13, 2019 (File N@3ZB2)).

10.39+ Employment Agreement, dated December 9, 2019, rny [@etween the Company and Marvin Slos
(incorporated by reference to Exhibit 10.2 to the Current Report on Férifile?l on December 10, 2019).

10.40+ First Amendment to Employment Agreement, dated December 31, 2019, by and between the Con
Marvin Slosman (incorporated by reference to Exhibit 10.2 to thee@uReport on Form-& filed on Januar
6, 2020).

10.41+ Nongualified Stock Option Agreement, by and between the Company and Marvin Slosman (aiedrpt
reference to Exhibit 10.60 to the Annual Report on ForrK filed on March 10, 2020)

10.42+ Restricted Stock Unit Award agreement, by and betwthe Company and Marvin Slosman (incorporat
reference to Exhibit 10.61 to the Annual Report on ForrK filed on March 10, 2020)

10.43 FormofSer i es F Warr ant (incorporated by referen
on Form S1, Amendment No. 1, filed with the SEC on June 1, 2020 (File N6238347)).

10.44 Form of Under writer Warrant (incorporated b
Statement on Form-$, Amendment No. 1, filed with the SEC on éuln 2020 (File No. 33338247))

10.45 Form of Series G Warrant (incorporated by re
on FormS-1, Amendment No. 1, filed with the SEC on February 3, 2021 (File Ne238347))

10.46 Form of Underwriter Warrant (incorporated by referenceEta hi b i t 4.6 to the
Statement on Form-$, Amendment No. 1, filed with the SEC on February 3, 2021 (File Ne238347))

10.47+ Sixth Amendment to the InspireMD, Inc. 2013 Lefgrm Incentive Plan (incorporated by reference to Ex
10.1 to the Current Report on FornkK#iled on August 31, 2020)

10.48+ Seventh Amendment to the InspireMD, Inc. 2013 L-drgm Incentive Plan (incorporated by referenc
Exhibit 10.1 to the Quarterly Report on FormQGiled on Augst 9, 2021)

10.49+ First Amendment to Employment Agreement, dated November 8, 2021, by and between InspireMD
Marvin Slosman (incorporated beference to Exhibit 10.1 to the Quarterly Report on Forad® Ifiled or
November 8, 2021).

10.50+ Fifth Amendment to Employment Agreement, dated Novemb@021, by and between InspireMD, Inc.
Craig Shore (incorporated by reference to Exhibit 10.2 to the Quarterly Report on FQrfiickDon Novembe
8, 2021).

10.51+* Sixth Amendment to Employment Agreement, dated January 17, 2022, by and between Inspipe M
Craig Shore.

1052+ 2021 Equity Compensation Plan (I ncorporated
Schedule 14A filed with the Commission on August 12, 2021).

10.53+* Form ofNonqualified Stock Option Agreement for U.S. employees under the 2021 Equity Incentive P

10.54+* Form of Nonqualified Stock Option Agreement for European employees under the 2021 Equity Incen

10.55+* Form of Nonqualified Stock Option Agreement for consultants under the 2021 Equity In¢dative

10.56+* Form of Nonqualified Stock Option Agreement for Israeli employeeer the 2021 Equity Incentive Plan
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Form of Nongualified Stock Optiongkeement for U.S. directors under the 2021 Equity Incentive Plan

Form ofRestricted Stock Award Agreement for U.S. employees under the 2021 Equity Incentive Plar

Form of Restricted Stock Award Agreement for U.S. directors under the 2021 Equity Incentive Plan

Form of Restricted Stock Award Agreement for Israeli employees under the 2021 Equity Incentive Pl

Form of Restricted Stock Award Agreement for European employees under the 2021 Equityeilant

Form of Restricted Stock Unit Award Agreement under the 202di¥Fmcentive Plan

List of Subsidiaries (incorporated by reference to Exhibit 21.1 to Current Report on Hoffite@ with the
Securitiesand Exchange Commission on April 6, 2011)

Consent of Kesselman & Kesselm&ertified Public Accountants

Certification of Chief Executive Officer Psuant to Section 302 of Sarbaf@sley Act of 2002

Certification of ChiefFinancial Officer Pursuant to Section 302 of Sarbdddsy Act of 2002

Cettification of Chief Executive Officer Pursuant to Section 18 U.S.C. Section 1350, as Adopted Pu
Section 906 of the Sarban€xley Act of 2002

Certification of Chief Financial Officer Pursuant to Section 18 U.S.C. Section 1350, asddtpsuant
Section 906 of the Sarban€xley Act of 2002

The following materials from t hKefor b® meve mynths end
December 31, 2021, formatted in inline XBRL (eXtensible Business Reporting La)gdiagConsolidate
Balance Sheets, (ii)Consolidated Statements of Income, (iii) Consolidated Statements of Comp
| ncome, (iv) Consolidated Statements of Cash
(Capital Deficiency) and (viNotes to Consolidated Financial Statements

Inline XBRL Taxonomy Extension Schema Document

Inline XBRL Taxonomy Extension Calculation Linkbase Document

Inline XBRL Taxonomy Extension Definition Linkba&®cument

Inline XBRL Taxonomy Extension Label Linkbase Document

Inline XBRL Taxonomy Extension Presentation Linkbase Document

Cover Page Interactive Data File (embedded within the Inline XBRL document)

* Filed herewith.

+ Management contract or compensatory plan or arrangement.


file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex10-57.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex10-58.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex10-59.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex10-60.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex10-61.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex10-62.htm
https://www.sec.gov/Archives/edgar/data/1433607/000119380511000675/e608253_ex21-1.htm
https://www.sec.gov/Archives/edgar/data/1433607/000119380511000675/e608253_ex21-1.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex23-1.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex31-1.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex31-2.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex32-1.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex32-1.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex32-2.htm
file://///172.16.0.70/dropbox%20m2/2022%20OPERATIONS%20New/2022%20TYPESET/INSPIREMD,%20INC/07-05-2022/Form%2010-K/Source/Edgar/ex32-2.htm

SIGNATURES

Pursuant to the requirements of Section 13 or 15(d) of the Securities Exchange Act of 1934, the registrant has
duly caused this report to be signed on its behalf by the undersigned, thereunto duly authorized.

INSPIREMD, INC.

Date: March 7, 2022 By:/s/ Marvin Slosman

Marvin Slosman
President and Chief Executive Officer

Pursuant to theequirements of the Securities Exchange Act of 1934, this report has been signed below by the
following persons on behalf of the registrant and in the capacities and on the dates indicated.

Signature Title Date
/s/ Marvin Slosman President, ChielExecutive Officer and Director March 7, 2022
Marvin Slosman (principal executive officer)

Chief Financial Officer, Chief Administrative Officer

/sl Craig Shore Secretary and Treasurer March 7, 2022
Craig Shore (principalfinancial and accounting officer)

/sl Paul Stuka Chairman of the Board of Directors March 7, 2022
Paul Stuka

/sl Michael Berman Director March 7, 2022

Michael Berman

/s/ Thomas J. Kester Director March 7, 2022
Thomas J. Kester

/sl Campbell Rogers, M.D. Director March 7, 2022
Campbell Rogers, M.D.

/sl Gary Roubin Director March 7, 2022
Gary Roubin

/sl Kathryn Arnold Director March 7, 2022

Kathryn Arnold
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Report of Independent Registered Public Accounting Firm
To the board of directors and shareholders of InspireMD, Inc.

Opinion on theFinancial Statements

We have audited the accompanying consolidated bal ance
as of December 31, 2021 and 2020, and the related consolidated statements of operations, changes in equionand cash f
for the years then ended, including the related motes |

our opinion, the consolidated financial statements present fairly, in all material respects, the financial position of the
Company as of December 31, 2021 and 2020, and the results of its operations and its cash flows for the years then endec
in conformity with accounting principles generally accepted in the United States of America.

Basis for Opinion

These consolidated finac i a | statements are the responsibility of t
express an opinion on the Companyés consolidated finan
firm registered with the Public Company Aceding Oversight Board (United States) (PCAOB) and are required to be
independent with respect to the Company in accordance with the U.S. federal securities laws and the applicable rules and
regulations of the Securities and Exchange Commission and theBCA

We conducted our audits of these consolidated financial statements in accordance with the standards of the PCAOB. Those
standards require that we plan and perform the audit to obtain reasonable assurance about whether the consolidated financie
statenents are free of material misstatement, whether due to error or fraud. The Company is not required to have, nor were
we engaged to perform, an audit of its internal control over financial reporting. As part of our audits we are required to
obtain an undetanding of internal control over financial reporting but not for the purpose of expressing an opinion on the
effectiveness of the Companyb6s internal control over f

Our audits included performingrocedures to assess the risks of material misstatement of the consolidated financial
statements, whether due to error or fraud, and performing procedures that respond to those risks. Such procedures include
examining, on a test basis, evidence regarttisgamounts and disclosures in the consolidated financial statements. Our
audits also included evaluating the accounting principles used and significant estimates made by management, as well as
evaluating the overall presentation of the consolidated fiabstatements. We believe that our audits provide a reasonable
basis for our opinion.

Critical Audit Matters

Critical audit matters are matters arising from the current period audit of the consolidated financial statements that were
communicated or redped to be communicated to the audit committee and that (i) relate to accounts or disclosures that are

material to the consolidated financial statements and (ii) involved our especially challenging, subjective, or complex

judgments. We determined there acecritical audit matters.

/sl Kesselman&Kesselman

Certified Public Accountants (Isr.)

A member of PricewaterhouseCoopers International Limited

Tel-Aviv, Israel
March 7, 2021

We have served as the Companyés auditor since 2010.
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INSPIREMD, INC.
CONSOLIDATED BALANCE SHEETS
(U.S. dollars in thousands)

ASSETS
CURRENT ASSETS:
Cash and cash equivalents
Shortterm bank deposits
Accounts receivable:
Trade, net
Other
Prepaid expenses
Inventory
Receivable for sale of Shares

TOTAL CURRENT ASSETS

NON-CURRENT ASSETS:

Property, plant and equipment, net

Operating lease right of use assets

Fund in respect of employee rights upetirement
TOTAL NON -CURRENT ASSETS
TOTAL ASSETS

LIABILITIES AND EQUITY

CURRENT LIABILITIES:
Accounts payable and accruals:
Trade
Other
TOTAL CURRENT LIABILITIES

LONG-TERM LIABILITIES:
Operating lease liabilities
Liability for employeerights upon retirement

TOTAL LONG -TERM LIABILITIES

COMMITMENTS AND CONTINGENT LIABILITIES (Note 6)

TOTAL LIABILITIES

EQUITY:

Common stock, par value $0.0001 per share; 150,000,000 shares autha
December 31, 2021 and 2020; 8,296,256 and 3,284,322 shares issued :
outstanding at December 31, 2021 and 2020, respectively

Preferred B shares, par value $0.0001 per share;

500,000 shares authorized at December 31, 2021 and 2020; 0 and 17,3
shares issued and outstanding at December 31, 2021 and 2020, respec
Preferred C shares, par value $0.0001 per share;

1,172,000 shares authorized at December 31, 2021 and 2020; 1,718 an
shares issued and outstanding at December 31, 2021 and 2020, respec

Additional paidin capital
Accumulated deficit
Total equity

Total liabilities and equity

* Represents an amount less than $1

December 31,

2021 2020
12,00 $ 12,64
22,03¢ -

1,22 47¢
16E 14¢
527 334

1,14: 1,41

- 32:
37,0 15,33
632 445

1,081 1,26¢
90t 72t

2,61¢ 2,43¢
3971 $ 17,77
892 23€
3,45¢ 3,46¢

4,347 3,70
781 99¢

1,05: 91¢

1,83 1,90¢

6,18( 5,61

1 *

= *
216,62 180,33
(183,099 (168,179)
33,53: 12,16
3971 $ 17,77

The accompanying notes are an integral part of the consolidated financial statements.
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INSPIREMD, INC.
CONSOLIDATED STATEMENTS OF OPERATIONS
(U.S. dollars in thousands, except per share data)

Year Ended December 31,

2021 2020

REVENUES (2020- net of settlement payment of $580, see note 6 a)  $ 4,498 % 2,48t
COST OF REVENUES 3,741 2,407
GROSS PROFIT 754 83
OPERATING EXPENSES:

Research and development 5,15¢ 2,23

Selling and marketing 2,90 2,10¢

General and administrative 7,40¢ 6,127

Total operating expenses 15,47( 10,46!
LOSS FROM OPERATIONS (14,716 (10,380)
FINANCIAL EXPENSES (157) (160)
LOSS BEFORE TAX EXPENSES (14,879 (10,540
TAX EXPENSES 4E 4
NET LOSS $ (14,91 $ (10,549
NET LOSS PER SHARE- basic and diluted (2.09) (6.97)

WEIGHTED AVERAGE NUMBER OF ORDINARY SHARES USED

IN COMPUTING NET LOSS PER SHARE - basic and diluted 7,346,02. 1,512,43

The accompanying notes are an integral part of the consolidated financial statements.
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Common stock

INSPIREMD, INC.
CONSOLIDATED STATEMENTS OF CHANGES IN EQUITY
(U.S. dollars in thousands, except share data)

Series B
Convertible

Preferred Stock

Series C
Convertible Additional
Preferred Stock paid-in  Accumulated Total

Shares Amount Shares

Amount

Shares

Amount  capital

deficit equity

BALANCE as of January 1,
2020 261,07!
Net loss

Exercise of prefunded

warrants 990,42

Settlement of restricted
stock units in shares of
common stock 11,00(
Issuance of common
shares, including at the
market offering net of
$1,110 issuance costs  1,607,25.
Exercise of Warrants F 191,10°
Exercise of Unit
Purchase Option 16,90¢
Conversion of Series C
Convertible Preferred
Stock to common shares 24,81
Share-based compensation
related to restricted stock,
restricted stock units and
stock options award, net of
forfeitures of 3,717 shares 181,74«

17,30:

*

34,37(

(32,02)

*$ 163,01 $

18

15,20(
1,41¢

82

*

60¢€

(157,63) $ 5,38¢
(10,544 (10,544

18

15,20(
1,41¢

82

60¢€

BALANCE as of December
31, 220 3,284,32,

*

17,30¢

*

2,348

*$ 180,33 $

(168,170 $ 12,16

* Represents an amounsgethan $1



INSPIREMD, INC.
CONSOLIDATED STATEMENTS OF CHANGES IN EQUITY
(U.S. dollars in thousands, except share data)

Series B Series C
Convertible Convertible Additional
Common stock Preferred Stock  Preferred Stock  paid-in  Accumulated Total
Shares Amount Shares Amount Shares Amount capital deficit equity
BALANCE as of December
31, 2020 3,284,32; * 17,30: * 2,34¢ *$ 180,33¢$ (168,170 $ 12,16
Net loss (14,919 (14,919
Issuance of common
shares, including at the
market offering net of
$2,024 issuance costs 3,133,77 1 25,24 25,24:
Exercise of Warrants F 1,093,53 * 8,12( 8,12(
Exercise of Warrants G 131,87¢ * 1,34¢ 1,34¢

Conversion of Series B

Convertible Preferred

Stock to common shares  207,52¢ * (17,309 * *
Conversion of Series C

Convertible Preferred

Stock to common shares 831 * (625) *

Share-based

compensation related to

restricted stock,

restricted stock units and

stock options award, net

of forfeitures of 20,822

shares 399,12( 1,57¢ 1,57¢

Round up of shares due
to reverse stock split
effectuated on April 26,

2021 45,26¢ * - - - - - - *
BALANCE as of December
31, 2021 8,296,25 1 - - 1,71¢ * 216,62 (183,09 33,53:

* Represents an amounsgethan $1



INSPIREMD, INC.
CONSOLIDATED STATEMENTS OF CASH FLOWS
(U.S. dollars in thousands)

Year ended December 31,

2021 2020
CASH FLOWS FROM OPERATING ACTIVITIES:
Net loss $ (14,91 $ (10,54
Adjustments required to reconcile net loss to net cash used in opera
activities:
Depreciation and amortization 161 151
Loss (gain) from sale of property, plant and equipment Q) 14
Change idiability for employees rights upon retirement 142 181
Other financial expense (income) 8 4
Change in operating right of use asset and operating leasing liabili (14) 56
Noncash interest income on shtetm deposits (36) -
Sharebased compensation expenses 1,57¢ 60¢€
Gains on amounts funded in respect of employee rights upon retire
net (67) (18
Changes in operating asset and liability items:
Increase irprepaid expenses (18¢) (247)
Decrease (increase) in trade receivables (74¢) 347
Decrease (increase) in other receivables (29 4
Decrease (increase) in inventory 272 179
Increase (decrease) in trade payables 657 (410
Increase (decrease) in other payables (35) 962
Net cash used in operating activities (13,210) (9,08
CASH FLOWS FROM INVESTING ACTIVITIES:
Purchase of property, plant aequipment (349 (88)
Proceeds from sale of property, plant and equipment - 22
Investment in shotterm bank deposits (24,000
Withdrawal from shorterm bank deposits 2,00(
Amounts funded in respect employee rights upon retirement, net (113) (127)
Net cash used in investing activities (22,457 (187)
CASH FLOWS FROM FINANCING ACTIVITIES:
Proceeds from issuance of shares and warrants and exercisé~ohBes]
Warrants and unit purchase option, net of $2,024 and $1,110 issuan
costs, respectively 35,03« 16,39¢
Net cash provided by financing activities 35,03¢ 16,39¢
EFFECT OF EXCHANGE RATE CHANGES ON CASH AND CASH
EQUIVALENTS (8) 4
INCREASE (DECREASE) IN CASH AND CASH EQUIVALENTS (647) 7,131
BALANCE OF CASH AND CASH EQUIVALENTS AT BEGINNING
OF YEAR 12,64" 5,51¢
BALANCE OF CASH AND CASH EQUIVALENTS AT END OF
YEAR $ 12,00: $ 12,64*
SUPPLEMENTAL NON-CASH INVESTING AND FINANCING
ACTIVITIES:
Acquisition of rightof-use assets by means of lease liabilities 91 61¢
Receivable for Shares - 328

The accompanying notes are an integral part of the consolidatdthancial statements.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS

NOTE 1 - DESCRIPTION OF BUSINESS

a.

General
|l nspireMD, l nc. , a Del aware corporation (the @ACom
companyf ocusing on the development and commerciali za

technology for the treatment of complex vascular and coronary disease. MicroNet, a micron mesh sleeve, is
wrapped over a stent to provide embolic protectiondntstg procedures.

The Companyods carotid product ( CGupandablE nithé Sentincao mb i 1
single device to treat carotid artery disease.

The Companyods coronary pr od urnetal sierd (WMiGiardiPriegE ME PcSr) o Niest
marketed for use in patients with acute coronary syndromes, notably acute myocardial infarction (heart attack)
and saphenous vein graft coronary interventions (bypass surgery). As a result of declining sales of the MGuard
Prime EPS, we intend fghase out future sales of our MGuard Prime EPS in 2022.

The Company markets its products through distributors in international markets, mainly in Europe.

As of the date of issuance of the consolidated financial statements, the Company has the faitityt$o

planned operations for at least the next 12 months. However, the Company expects to continue incurring losses
and negative cash flows from operations unti.l it
profitability. Therefore, in orderot f und the Companyés operations unt
generate substantial revenues, the Company may need to raise additional funds.

. COVID-19 Pandemic

The COVID19 global pandemic has led governments and authorities around the gltdde tearious
precautionary measures in order to limit the spread of C@@0ncluding governmefimposed quarantines,
lockdowns, and other public health safety measures. We experienced a significant-C3MlBted impact

on our financial condition amésults of operations, primarily during the year ended December 31, 2020, which
we primarily attribute to the postponement of CGuard EPS proceduresifrengency procedures), as
hospitals have shifted resources to patients affected by CQ¥IDo the basof our knowledge, the European
countries in which we operate reinstated-eomergency procedures. However, new COMMDvariants, and
potentially increasing infection rates make the current COMIBted environment highly volatile and
uncertain and wendicipate that the continuation of the pandemic and related restrictions and safety measures
will likely result in continued fluctuations in sales of our products and potentially enroliments in our studies as
well as potential disruptions to our supply ichfor the upcoming periods.

NOTE 2 - SIGNIFICANT ACCOUNTING POLICIES

a.

Use of estimates

The preparation of financial statements in conformity with U.S. GAAP requires management to make estimates
using assumptions that affect the reported amoun@sséts and liabilities, the disclosure of contingent
liabilities at the date of the financial statements and the reported amounts of sales and expenses during the
reporting periods. Actual results could differ from those estimates.

As applicable to theseonsolidated financial statements, the most significant estimates and assumptions relate
to inventory valuations and assessing the likelihood of exercise of options to extend the lease term.

. Functional currency

The currency of the primary economsicvironment in which the operations of the Company and its subsidiaries
are conducted is the U.S. dollar (A$0 or Adoll ar o)
subsidiaries is the U.S. dollar.
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INSPIREMD, INC.
NOTES TO THE CONSOLIBTED FINANCIAL STATEMENTS (continued)

NOTE 2 - SIGNIFICANT ACCOUNTING POLICIES (continued):

The dollar figures are determined as follows: transactions and balances originally denominated in dollars are
presented in their original amounts. Balancefirign currencies are translated into dollars using historical

and current exchange rates for mapnetary and monetary balances, respectively. The resulting translation
gains or losses are recorded as financial income or expense, as appropriates&ciananreflected in the
statements of operations in foreign currencies, the exchange rates at transaction dates are used. Depreciation
and changes in inventories and other changes deriving froamoaoetary items are based on historical
exchange rates.

c. Principles of consolidation

The consolidated financial statements include the accounts of the Company and of its subsidiaries.
Intercompany transactions and balances have been eliminated upon consolidation.

d. Cash and cash equivalents

The Company awsiders all highly liquid investments, which include sttertn bank deposits (up to three
months from date of deposit), that are not restricted as to withdrawal or use, to be cash equivalents.

e. Short-term bank deposits

Bank deposits with originahaturities of more than three months but less than one year are presented as part
of shortterm bank deposits. Deposits are presented at their cost which approximates market values including
accrued interest. Interest on deposits is recorded as finammahé.

f. Concentration of credit risk and allowance for doubtful accounts

Financial instruments that may potentially subject the Company to a concentration of credit risk consist of cash
and cash equivalents, which are deposited in major financiallgdsmstitutions in the U.S, Israel and

Ger many, and trade accounts receivabl e. The Compa
earned from customers from various countries. The Company performs ongoing credit evaluations of its
c u s t ofimanciad ddndition and, requires no collateral from its customers. The Company also has a credit
insurance policy for some of its customers. The Company maintains an allowance for doubtful accounts
receivable based upon the expected ability to collectattwwunts receivable. The Company reviews its
allowance for doubtful accounts quarterly by assessing individual accounts receivable and all other balances
based on historical collection experience and an economic risk assessment. If the Company d#tatraines
specific customer is unable to meet its financial obligations to the Company, the Company provides an
allowance for credit losses to reduce the receivable to the amount management reasonably believes will be
collected, which nisseceivableTeddadgai nst HAAccou

g. Inventory

I nventories are stated at t he-inl foskmoewt 00 fb acsoisst) (ocro snte

val ue. The Company6s inventories generall wthéwave a
approach their expiration dates. The Company regularly evaluates the carrying value of its inventory and when,
based on such evaluation, factors indicate that in

carrying value.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 2 - SIGNIFICANT ACCOUNTING POLICIES (continued):

h. Leases
Operating leases are included in operating leaseoights e ( A ROUO) assets, A€count
Other,anb per ating | ease liabilities. ROU assets repre

lease term and lease liabilities represent obligation to make lease payments arising from the lease. Operating
lease ROU assets and liabilities are recogphiat the lease commencement date based on the present value of
lease payments over the lease term. In determining the present value of lease payments, the Company uses the
incremental borrowing rate based on the information available at the lease c@meentdate as the rate

implicit in the lease is not readily determinable. The determination of the incremental borrowing rate requires
management judgment based on information available at lease commencement. The lease terms may include
periods covered bgptions to extend the lease when it is reasonably certain that the Company will exercise
such options, and periods covered by options to terminate the lease when it is reasonably certain that the
Company will not exercise such options. Operating leaseixostognized on a straiglie basis over the

lease term. Lease agreements that include lease ardasencomponents are accounted for as a single lease
component. The Company elected the skenrh lease recognition exemption for leases with a lease of

12 months or less.

i. Property, plant and equipment

Property, plant and equipment are stated at cost, net of accumulated depreciation and amortization.
Depreciation is calculated using the strailjim method over the estimated useful liveshef telated assets:

over three years for computers and other electronic equipment, and seven to fifteen years for office furniture
and equipment and machinery and equipment (mainly seven years). Leasehold improvements are amortized on
a straightline basisover the term of the lease, which is shorter than the estimated life of the improvements.

j- Impairment in value of long-lived assets

The Company tests lofiyed intangible and tangible assets for impairment whenever events or circumstances
present amidication of impairment. If the sum of expected future cash flows (undiscounted and without interest
charges) of the lontived assets is less than the carrying amount of such assets, an impairment would be
recognized, and the assets would be written dtawtheir estimated fair values, based on expected future
discounted cash flows.

k. Revenue recognition

A contract with a customer exists only when: 1) the parties to the contract have approved it and are committed
to perform their respective obligatior’s) t he Company can identify each
goods or services to be transferred (fiPerformance
price for the goods or services to be transferred, 4) the contract hareooai substance and 5) it is probable

that the Company will collect the consideration to which it will be entitled in exchange for the goods or services
that will be transferred to the customer. Revenues are recorded in the amount of consideration tieewhi
Company expects to be entitled in exchange for Performance Obligations upon transfer of control to the
customer, excluding sales taxes.

Revenue from sales of goods, including sales to distributors, is recognized when the customer obtains control
of the product, once the Company has a present right to payment and the customer has legal title, and risk and
rewards of ownership are obtained by the customer. This occurs when products are shipped.

The Company recognizes the incremental costs of obtagontracts as an expense since the amortization
period of the assets that the Company otherwise would have recognized is one year or less. The costs are
recorded under selling and marketing expenses. Disaggregated revenue is disclosed in Note 10.

The Company recognizes revenue net of value added tax (VAT).

I. Research and development costs

Research and development costs, including the costs of our US based clinical trial costs of approximately
$2,037,000, are charged to the statement of operationsuaeed.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 2 - SIGNIFICANT ACCOUNTING POLICIES (continued):
m. Sharebased compensation

The Company has equity incentive plans under which the Company grants equity aveduds)g stock
options, restricted stock and restricted stock wuni
awards and accounted for using the gigate fair value method. The Company determines compensation
expense associated with Réged Stock and RSUs based on the fair value of our common stock on the date

of grant. The fair value of option awards is estimated using the Helkles valuation model and expensed

over the requisite service period. The Company elected to accodotféiures as they occur.

The Company elected to recognize compensation expenses for awards with only service conditions that have
graded vesting schedules using the accelerated multiple option approach.

n. Uncertain tax positions

The Company follows two-step approach to recognizing and measuring uncertain tax positions. The first step

is to evaluate the tax position for recognition by determining if the weight of available evidence indicates that

it is more likely than not that the position will bastained on audit. If under the first step a tax provision is
assessed to be more likely than not of being sustained on audit, the second step is performed, under which the
tax benefit is measured as the largest amount that is more than 50% likely eéalibedrupon ultimate
settlement. Such liabilities are classified as lergn, unless the liability is expected to be resolved within

t welve months from the balance sheet date. The Conm
taxbenefi s wi t hi n A Finmeatndc.i al expenses

0. Deferred income taxes

Deferred taxes are determined utilizing the fiasset
of differences between the financial accounting and tax bases of asskabititids under the applicable tax

laws, and on tax rates anticipated to be in effect when the deferred taxes are expected to be paid or realized.
The Company assesses realization of deferred income tax assets and, based on all available evidelese, conclu
whether it is more likely than not that the net deferred income tax assets will be realized. A valuation allowance
is provided for the amount of deferred income tax assets not considered to be realizable.

The Company may incur an additional tax lighiln the event of intercompany dividend distributions by its
subsidiaries. Such additional tax liability in respect of these foreign subsidiaries has not been provided for in
these financial statements as i tt itshe hseu bCsointpiaanryibess
to consider distributing dividends only in connection with a specific tax opportunity that may arise.

Taxes that would apply in the event of disposal of investments in a foreign subsidiary have not been taken into
account n computing the deferred taxes, as it is the
investments.

p. Advertising

Costs related to advertising and promotion of products are charged to sales and marketing expense as incurred.
Advertising eypenses were approximately $290,000 and $163,000 for the years ended December 31, 2021 and
2020, respectively.

g. Net loss per share

Basic and diluted net loss per share is computed by dividing the net loss for the period attributable to common
stock bythe weighted average number of shares of common stock outstanding during the period, including
11,696 and 61,515 weighted average shares of common stock issuable to holders of Series B Convertible
Preferred Stock for the years ended December 31, 20210a0dr2spectively. The total number of shares of
common stock related to outstanding options, warrants, restricted stock, restricted stock units, Series C
Convertible Preferred Stock and placement agent units excluded from the calculations of ddyteddbsre

were 2,840,179 and 2,166,218 for the years ended December 31, 2021 and 2020, respectively.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 2 - SIGNIFICANT ACCOUNTING POLICIES (continued):
r. Segment reporting
The Company has one operating and reportable segment.
s. Fair value measurement

The Company measures fair value and discloses fair value measurements for financial assets and liabilities.
Fair value is based on the price that would be received tarsafiset or paid to transfer a liability in an orderly
transaction between market participants at the measurement date.

The accounting standard establishes a fair value hierarchy that prioritizes observable and unobservable inputs
used to measure fair wa into three broad levels, which are described below:

Level 1: Quoted prices (unadjusted) in active markets that are accessible at the measurement date for assets or
liabilities. The fair value hierarchy gives the highest priority to Level 1 inputs.

Level 2: Observable prices that are based on inputs not quoted on active markets but corroborated by market
data.

Level 3: Unobservable inputs are used when little or no market data is available. The fair value hierarchy gives
the lowest priority to Level Biputs.

In determining fair value, the Company utilizes valuation techniques that maximize the use of observable inputs
and minimize the use of unobservable inputs to the extent possible and considers counterparty credit risk in its
assessment of fair va#. The Company has no financial instruments measured carried at fair value in each

reporting period. The fair value of the Companyos

t. Issued accounting pronouncements effective in future perits
Financial InstrumentsCredit Losses

In June 2016, the FASB issued ASU 2d1% Financial InstrumeniSredit Losses (Topic 324)leasurement

of Credit Losses on Financial Instruments. This guidance replaces the current incurred loss impairment
methodology. Under the new guidance, on initial recognition and at each reporting period, an entity is required
to recognize an allowance that reflects its current estimate of credit losses expected to be incurred over the life
of the financial instrumerttased on historical experience, current conditions and reasonable and supportable
forecasts. In November 2019, the FASB issued ASU No.-201&inancial InstrumentCredit Losses (Topic

326), Derivatives and Hedging (Topic 815), and Leases (TopicB42)f ect i ve Dates) (AR
purpose of this amendment is to create a-tiorollout of major updates, staggering the effective dates
between larger public companies and all other entities. This granted certain classes of companies, including
Smd | er Reporting Companies (ASRCso0), additional ti
201613. Larger public companies will have an effective date for fiscal years beginning after December 15,
2019, including interim periods within those fidgears. All other entities are permitted to defer adoption of

ASU 201613, and its related amendments, until the earlier of fiscal periods beginning after December 15,
2022. Under the current SEC definitions, the Company meets the definition of an 8RCaalopting the

deferral period for ASU 20163. The guidance requires a modified retrospective transition approach through

a cumulativeeffect adjustment to retained earnings as of the beginning of the period of adoption. The Company
is currently evaluing the impact of the adoption of ASU 2018 on its consolidated financial statements but

does not believe the adoption of this standard will have a material impact on its consolidated financial
statements.In November 2021, the FASB issued ASU 202l Gover nment Assi stance (
requires annual disclosures that increase the transparency of transactions involving government grants,
including (1)the types of transactions, (e accounting for those transactions, andh@®)effect of tse
transactions on an entityds financi al statements.
statements issued for annual periods beginning after Decd®mh2021. However, it is not expected to have a
material impact on the consoliddténancial results of operations, financial position or cash flows.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 3 - PROPERTY, PLANT AND EQUIPMENT

a. Composition of assets, grouped by major classifications, falles:

December 31,
2021 2020
(% in thousands)

Cost:
Computer equipment $ 361 $ 28¢
Office furniture and equipment 157 95
Machinery and equipment 1,59¢ 1,42
Leasehold improvements 243 211
2,36( 2,02:
Less- accumulated depreciation and amortization (1,72¢) (1,579
Net carrying amount $ 63z $ 44¢

b. Depreciation and amortization expenses totaled approximately $161,000 and $151,000 for
ended December 31, 2021 and 2020, respectively.

NOTE 4 - LIABILITY FOR EMPLOYEES RIGHT UPON RETIREMENT

NOTE 51

Israeli labor law generallyequires payment of severance pay upon dismissal of an employee or upon
termination of employment in certain other circumstances.

Pursuant to section 14 of the I sraelid Severance C
are entitled to havenonthly deposits, at a rate of 8.33% of their monthly salary, made in their name with
insurance companies. Payments in accordance with section 14 relieve the Company from any future severance
payments to these employees.

The severance pay liability of ti@mpany for the rest of its Israeli employees, which reflects the undiscounted
amount of the liability, is based upon the number of years of service and the latest monthly salary. The severance
pay liability is partly covered by insurance policies anddgular deposits with recognized severance payment
funds. The Company may only withdraw funds previously deposited for savings in connection with the
payment of severance. The severance pay expenses were approximately $265,000 and $276,000 for the years
erded December 31, 2021 and 2020, respectively.

Defined contribution plan expenses were approximately $415,000 and $339,000 for the years ended December
31, 2021 and 2020, respectively.

LEASE AGREEMENTS

1) The Companyds leaseageément oruabasilitydnilsaaelywhith @gireson December

31, 2022 with an option to extend the agreement for two additional years until December 31, 2024 under the
terms stipulated in the agreement. The Option Period was taken in consideratiocatdulating the operating

lease right of use assets and liabilities. In addition, the Company entered in June 2021 into another amendment
to the lease agreement for a lease of additional space in the facility. This amendment was added to the ROU
and theLease liability.

2) The Company leases its motor vehicles under operating lease agreements.

3) Operating lease cost for the years ended December 31, 2021 and 2020 was $476,000 and $370,000
respectively.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATELFINANCIAL STATEMENTS (continued)

NOTE 517 LEASE AGREEMENTS (continued):
Supplemental information related to leases are as follows:

December December

31 31
2021 2020
($in ($in
thousands) thousands)
Operating lease righif-use assets 1,081 1,26t
Current Operating lease liabilities (420) (400)
Non-current operating lease liabilities (781) (999
Other information:
Operating casHows from operating leases
(cash paid in thousands) (437) (387)
Weighted Average Remaining Lease Term 3 3.6
Weighted Average Discount Rate 8.3t% 8.3t%

Maturities of lease liabilities are as follows:

Amount
($ in thousands)
2022 43¢
2023 444
2024 46E
Total lease payments 1,34
Less imputed interest (147)
Total 1,201

NOTE 6 - COMMITMENTS AND CONTINGENT LIABILITIES

a. Litigation:

1. I n July 2019, a former distributor fil egada suit
goods subject to the voluntary field action (from
$2.0 million),oral t er nati vely 01,024,000 (which is approxim
a Mediation Agreement with the former distributor, pursuant to which the former distributor agreed to release
the Company from all claims stated in the Complairedichange for a payment of $580,000. Accordingly, the
amount of $580,000 was recorded as a debit to revenue in the year ended December 31, 2020.

2. 0n July 28, 2020, we entered into a settlement agreement and release with the prior underwriter,alnder whi

it provided us a final, unconditional release from any further obligations arising out of or related to the
engagement agreements, underwriting agreements and placement agency agreements which we had been party
to with it and with respect to any sendcehich it had provided to us. We, in turn, provided the prior
underwriter a final, unconditional release from any further obligations arising out of or related to the prior
agreements and services.

As consideration for the final release provided to us,paid to the prior underwriter $400,000 in cash and
reduced, to $7.43, the exercise price per share of warrants to purchase 18,277 shares of our common stock that
had been issued by us to the prior underwriter in various offerings that took place beavelr2018 and
September 2019. That reduced exercise price represents the exercise price for the Series F Warrants that we
issued in our June 2020 public offering. The warrants that were repriced had existing exercise prices per share
ranging from $2,812.% $33.75 and a weighted average exercise price per share of $109.8. All other terms of
those warrants wil/l remain unchanged. The related
and Administrative expensmaofQperdatibns.n t he Consol i dat e
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 6 - COMMITMENTS AND CONTINGENT LIABILITIES : (continued):

3. In July 2020, a former senior employee of InspireMD GmbH filed a statement of claim atriiod Mabor

Court, seeking confirmation of the court that the notice of termination is not effective. On November 10, 2020,
we entered into a settlement agreement. As consideration for the final release, we paid the former senior
employee 25,000 Eur (appioomat el y $30, 000) which was recorded to
the Consolidated Statements of Operations.

. Distribution Agreement with Chinese Partner

On February 3, 2021, the Company entered into a distribution agreemetfthes t r i but i on Agr e
three Chingbased partners, pursuant to which the Chinese partners will be responsible for conducting the
necessary registration trials for commercial-appro
yearext usi ve distribution right to sell the Company
continuing on a yeato-year basis unless terminated. Under the Distribution Agreement, the-lGised

partners will be subject to minimum purchase obligatidrhe Distribution Agreement may be terminated for

cause upon failure to meet minimum purchase obligations, failure to obtain regulatory approvals or for other
material breaches.

In addition, the agreement stipulates that if the Distributor fails torothta Regulatory Approvals by the time
stipulated in the agreement due to the failure of the clinical trials, and this Agreement was terminated as a result
of such failure to obtain Regulatory Approvals, InspireMD shall reimburse Distributor in an awidahtis

50% of Distributorés direct out of pocket costs
reimbursement will not exceed USD 1,000,000. The financial statements include a liability, based on 50% of
the Distributor costs incurred up December 31, 2021. The liability for the year ended December 31, 2021 is
immaterial.

See Note 7 for details regarding an investment transaction with one of the Chinese parties to the Distribution
Agreement.

NOTE 7 - EQUITY

a.

Share capital

TheCompanyds shares that previously traded on t
Capital Mar ket (ANasdaqo) and such shares beg
ANSPR. 0 The Companyds warnthe&diiSE smetridaraviere pppreved far listind on
Nasdaq, and such warrants began trading on Nasdaq on June 8, 2021.

h
a

oy —+ Z

e
n
tr

On April 19, 2021, the Company filed with the Secretary of State of Delaware a Certificate of Amendment to
the Company6s AedhEartificatelof lacordoratoe ® &ffact a eioe-fifteen reverse stock split
of its common stock, par value $0.0001 per share, effective as of April 26, 2021.

All related share and per share data have been retroactively applied to the financiahttatedheir related
notes for all periods presented.
Public Offerings

On June 5, 2020, the Company closed an underwritte
Unit being comprised of one sharee$0.0001 pertshare,@Gudropea ny 6
Series F warrant (a ASeries F Warrant o) t-tundedur c ha:
units -‘FuhdedPUai t s élndedWnitbeing maprided dPonefrainded waFrr ant
Funded Warmmt 6) t o purchase one share of common stock e
public offering, the underwriter exercised its cafiptment option in full and purchased an additional 222,220
shares of common stock and 222,220 Series F Warr@he offering price to the public was $6.75 per Unit

and $6.735 per PsEunded Unit. The net proceeds to the Company from the offering and the exercise of the
under wr i-dlamedt sptiam were approximately $10.7 million, after deducting undérg/discounts

and commissions and payment of other estimated expenses associated with the offering, but excluding the
proceeds, if any, from the exercise of Series F Warrants and ti@fded Warrants sold in the offering. The
pre-funded warrants exesable at a price of $0.015 per share of common stock.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 71 EQUITY (continued):

The Series F Warrants included in the Common Units and thEUPidied Units are immediatefkercisable

at a price of $7.425 per share of common stock, subject to adjustment in certain circumstances, and expire June
2, 2025. The shares of common stock, orRraded Warrants in the case of the-Pueeded Units, and the

Series F Warrants were ofég together, but the securities contained in the Common Units and tRarfeted

Units were issued separately.

During the year ended December 31, 2020, 191,107 Series F Warrants were converted into 191,107 shares of
common stock. The net proceeds to@wmpany from exercise of the Series F Warrants were approximately
$1.4 million.

Pursuant to the full ratchet asilution adjustment provisions in the respective certificate of designation for
the Companyds Series B ConQRreferrediSioak, the copvergian prieedof tiget o ¢ k
outstanding shares of the Series B Convertible Preferred Stock and the Series C Preferred Stock was reduced
to $6.75 per share, effective as of the date of the underwriting agreement entered for the JQile2080

and the number of shares of common stock issuable upon conversion of the Series B Preferred Stock and the
Series C Preferred Stock had increased as follows:

0 An aggregate of 111,028 additi onal esBiPefereedStack c on
and as payment of the dividends thereunder in common stock, based on 17,303 shares of Series B Preferred
Stock outstanding as of June 2, 2020.

0 An aggregate of 18,886 additional s hRrefegesd Stock, ¢ o mn
based on 26,558 shares of Series C Preferred Stock outstanding as of June 2, 2020.

for the purpose of calculating basic net loss per share, the additional shares of common stock that are issuable
upon exercise of the RPfanded Warrants dve been included since the shares are issuable for a negligible
consideration, as determined by the Company according to ASC®4513, and have no vesting or other
contingencies associated with them. The Company has also concluded that the sariast ava classified

as equity, since the warrants meet all criteria for equity classification.

During the year ended December 31, 2020, the Company issued a total of 972,427 shares of common stock in
connection with the exercise of all outstanding-Fuaded Warrants issued in June 2020. In addition, the
Company issued a total of 18,000 shares of its common stock in connection with the exercise of 18,000 Pre
Funded Warrants issued in September 2019. As of December 31, 2020, there are no outstaRdirdgeére

Warrants.
On Febrwuary 8, 2021, the Company closed an under wr
(AUNi tsodo), with each Unit being comprised of one

per share, and one Seriesxa r r ant (the HASer i es -half oMme shaaenof Gomiont o p
Stock. In connection with this public offering, the underwriter exercised itsash@ment option in full and
purchased an additional 290,322 shares of common stock and 118gés G Warrants. The offering price

to the public was $9.30 per Unit. The Series G Warrants are immediately exercisable at a price of $10.23 per
and expire five years from the date of issuance.

The Company granted the underwriter compensation wat@pisrchase up to 111,290 shares of Common
Stock. The underwriter warrants have an exercise price of $10.23 per share and are exercisable immediately
and for five years from the date of effectiveness of the registration statement in connection witarthg. Of

The net proceeds to the Company from the Offering
overallotment option, were approximately $18.9 million, after deducting underwriting discounts and
commissions and payment of other exmsnassociated with the Offering, but excluding the proceeds, if any,

from the exercise of Series G Warrants sold in the Offering.

On February 3, 2021, the Company entered into a Distribution Agreement with thredo@seaegpartners, See
Note 6b. for detiés about the Distribution Agreement.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 771 EQUITY (continued):

In addition, and on the same day, the Company entered into an investment transaction with one of the Chinese
parties to the Distribution Agreement, which incl
pursuant to which investor agreed to invest $900, 0
stock at a purchase price of $10.062 per share

During the year ended December 31, 2021, Series F and Series G warrants to purchase shares of common stock
were exercised by investors at an exercise price of $7.425 and $10.23 per share, resulting in the issuance of
1,225,412 shares of common stockpgooceeds of approximately $9,469,000.

ATM Offering

During the year ended December 31, 2020, the Company sold 861,163 shares of its common stock pursudm-to its at
market (ATM) issuance sales agreement with A.G.P./Alliance Global Partners.selesessulted in net proceeds to the
Company of approximately $4,447,000.

During the year ended December 31, 2021, the Company sold 818,523 shares of its common stock pursudm-to its at
market (ATM) issuance sales agreement with a sales agent. Sdleseesulted aggregate net proceeds to the Company
of approximately $5,453,000.

Pursuantto the full ratchetamtii | ut i on adj ust ment provisions in the resp
Series B Convertible Preferred Stock and &e@ Preferred Stock, the conversion price of the outstanding shares of the
Series B Convertible Preferred Stock and the Series C Preferred Stock was reduced to $4.815 per share, triggered by the
ATM Facility, effective as of December 14, 2020, and the memof shares of common stock issuable upon conversion of
the Series B Preferred Stock and the Series C Preferred Stock had increased as follows:
0 anaggregate of 59,491 additional shares of common stock upon conversion of the Series B Prefe

and as payment of the dividends thereunder in common stock, based on 17,303 shares of Series

Stock outstanding as of December 14, 2020.
0 an aggregate of 893 additional shares of common stock upon conversion of the Series C Prefel

based on 2,343 shares of Series C Preferred Stock outstanding as of December 14, 2020.

On July 7, 2016, we issued 442,424 shares of Series B Preferred Stock in a public offering. Our Series B
Preferred Stock has a stated value of $495.00 which currtherted into 207,528 reflecting a conversion

price equal to $ 4.815. The holders of Series B Preferred Stock are entitled to receive as cumulative dividends
at the rate per share of 15% per annum of the stated value for five years, payable in aasmoor stock, at

the Companyés discretion, but excluding effect of

On March 14, 2017, we issued 1,069,822 shares of Series C Preferred Stock in a public offering. Our Series C
Preferred Stock has a stated valu&®6 which currently converted into 3,114 reflecting a conversion price
equal to $ 4.815.

During the year ended December 31, 2021, 625 shares of Series C Convertible Preferred Stock were converted
into 831 shares of common stock. As of December 31, 282le were 1,718 shares of Series C Preferred
Stock outstanding, convertible into an aggregate of 2,284 shares of our common stock.

During the year ended December 31, 2021, all the remaining 17,303 shares of Series B Convertible Preferred
Stock were conwiged into 207,528 shares of common stock.
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 71 EQUITY (continued):

As of December 31, 2021, the Company has outstanding warrants to purchase an aggregate of 1,793,983 shares
of common stock as follows:

Number of Weighted
underlying average
Common stock exercise price
Series E Warrants 198,15¢ $ 27.00(
Series F Warrants 433,87¢ $ 7.42¢
Series G Warrants 1,092,34. % 10.23(
Underwriter Warrants 18,277 $ 7.42¢
225.000 an
Other warrants 51,328 % above
Total Warrants 1,793,98 $

As of December 31, 2021, the Company has 155,000,000 authshizexs of capital stock, par value $0.0001
per share, of which 150,000,000 are shares of C Ol
preferred stock.

In the event of our liquidation, dissolution, or winding up, holders of Series C Convergfder®d Stock are

entitled to receive the amount of cash, securities or other property to which such holder would be entitled to
receive with respect to such shares of Preferred Stock if such shares had been converted to common stock
immediately prior tasuch event.

b. ShareBased Compensation

1) Pursuant to the current Section 102 of the Israeli Tax Ordinance, which came into effect on January 1, 2003,
options may be granted through a trustee (i.e., Approved 102 Options) or not through a trustaagpeoyved

102 Options). As a result of an election made by the Company under Section 102 of the Income Tax Ordinance,
the Company will not be allowed to claim as an expense for tax purposes in Israel the amounts credited to the
employee as capital gairsthe grantees, although it will generally be entitled to do so in respect of the salary
income component (if any) of such awards when the related tax is paid by the employee.

2) During the years ended December 31, 2021 and 2020, the Company grantexptitockto the CEO,
employees, consultants and directors to purchase a total of 225,225 and 92,007, respectively, shares of the
Companyds common stock. The opt i e$i005and$4S51650@arci s e
share, respectively, whc h wer e the fair market value of the c
respective grant. The fair value of the above options, using the -Blaukes pricing models, was
approximately $1,026,000 and $509,000, respectively. The options are $algetbireeyear vesting period

with onethird of such awards vesting each year.

3) During the years ended December 31, 2021 and 2020, the Company granted to the employees and directors
419,943 and 185,461 restricted stock, respectively. The fair vathes# restricted stock was approximately
$1,781,981 and $1,051,604, respectively. The restricted stock are subject teyadinreesting period, with

onethird of such awards vesting each year.

4) During the years ended December 31, 2021 and 2020pthpany granted to the CEO 146,567 and 90,511
Restricted Stock Units, respectively. The fair value of these restricted stock units was approximately $603,856
and $658,981, respectively. The restricted stock units granted during the years ended Dec&tBéradit

2020, are subject to a thrgear vesting period, with ortlird of such awards vesting each year.
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NOTE 771 EQUITY (continued):
5) The following table summarizésformation about stock options granted to employees:

Year ended December 31

2021 2020
Weighted Weighted
average average
Number of exercise Number of exercise
options price options price
Outstanding beginning of period 91,69: 6.2( - -
Granted 205,22: 4.9C 92,001 6.2(
Forfeited (7,507 5.6¢ (315 5.8t
Outstandingend of period 289,40¢ $ 5.2¢ 91,69: $ 6.2C
Exercisable at the end of the period 28,36( 6.2€ - -
6) The following table summarizes information about stock options granted tempioyees:
Year ended December 31
2021 2020
Weighted Weighted
Number of average Number of average
options exercise price options exercise price
Outstanding beginning of period - - - -
Granted 20,00: 6.9C - -
Forfeited - - - -
Exercised - - -
Outstnding- end of period 20,00z 6.9( - -

Exerdsable at the end of the period - - - -

7) The following table summarizes information about restricted stock granted to employees:

Year ended December 31

2021 2020
Number of restricted stock
Outstanding beginning of period 185,72! 4,64
Reverse Split Adjustments 58 -
Granted 419,941 185,46:
Forfeited (20,827) (3,717
Vested (57,23Y) (661)
Outstanding end of period 527,66¢ 185,72!

8) The followingtable summarizes information about Restricted Stock Units granted to employees:

Year ended December 31

2021 2020
Number of restricted stock units
Outstanding beginning ofperiod 90,51: 11,00(
Granted 146,56 90,51:
Forfeited - -
Vested - (11,000)
Outstanding end of period 237,07¢ 90,51:
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENT $continued)

NOTE 77 EQUITY (continued):

9) The following table provides additional information about all options outstanding and exercisable:

Outstanding as of Decerber 31, 2021
Weighted average

remaining
Exercise contractual life
price Options outstanding (years) Options exercisable
$ 3.894.12 146,53¢ 9.81 -
$ 4.9510.0¢ 158,81¢ 8.9¢ 27,00¢
$ 16.5( 4,052 8.01 1,35]
309,41 9.37 28,36

The weighted average of the remaining contractual life of total vested and exercisable options as of December
31, 2021 was 8.65 years.

The aggregate intrinsic value of the ta=aércisable options as of December 31, 2021 was approximately $0.4.

The weighted average fair value of options granted was $4.56 for the year ended December 31, 2021. The
weighted average fair value of options granted was estimated using theSBlaalks optionpricing model.

10) The following table sets forth the assumptions that were used in determining the fair value of options ¢
employees for the year December 31, 2021:

Year ended December 31

2021 2020
Number of restricted stock
5.56.5
Expected life years 5.56.5 year
Risk-free interest rates 0.59%1.4(% 0.32%0.42%
129.11% 124.53%
Volatility 136.7¢% 136.6(%

Dividend yield - -

The Company does not have sufficient historical exercise data to provide a reasonable basis upon which to
estimate expected term. Accordingly, as to ordinary course options granted, the expected tetermased

using the simplified method, which takes into cons
(fornone mpl oyees, the expected term is equal to the o

The annual riskree rates are based on thelgimtes of zero coupon nendex linked U.S. Federal Reserve
treasury bonds as both the exercise price and the
volatility is derived from its historical data.

11) As of December 31, 2021, thatal unrecognized compensation cost on employee andmgioyee stoc
options, restricted stock and restricted stock units, related to unvestedbasetk compensatic
amounted to approximately $3.4 million. This cost is expected to be recognizeal weayhteeaverag
period of approximately 1.01 years. This expected cost does not include the impact of any futt
based compensation awards.

12) The following table summarizes the allocation of total sim@sed compensation expense i
consolidated statements of operations:

Year ended December 31

2021 2020
($ in thousands)
Cost of revenues $ 4¢ % 22
Research and development 64 29
Sales and marketing 182 32
General and administrative 1,281 523
$ 157¢ $ 60€
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INSPIREMD, INC.
NOTES TO THE CONSOLIDATED FINANCIAL STATEMENTS (continued)

NOTE 81 RELATED PARTIES TRANSACTIONS
On May 10, 2021the board of directors of the Company appointed a new member. During the twelve months ended
December 31, 2021, a consulting company whose founder and CEO is our new board member provided certain marketing
services in the amount of $33,775.
NOTE 9 - TAXES ON INCOME:

a. Tax laws applicable to the Company and its subsidiaries

Taxation in the United States

InspireMD, Inc. is taxed under U.S. tax laws. Accordingly, the applicable federal corporate tax rate in 2021 is
21%. State tax may also apply.

Taxation in Israel
InspiredMD, Ltd is taxed under Israeli tax laws. Accordingly, the applicable corporate tax rate in 2021 is 23%.
Taxation in Germany

InspireMD GmbH is taxed according to the tax laws in Germany. Accordingly, the applicable tax rates are
corpomte tax rate of 15.825% and trade tax rate of 17.15%.

b. Tax benefits under the Law for the Encouragement

I nspireMD Ltd. has been granted a fABeneficiary EI
Amendment No. 60 thereof, which became effective in April 2005. The tax benefits derived from any such
Beneficiary Enterprise relate only to taxable profits attributable to the specific program of investment to which
the status was granted.

The main benefitto which InspireMD Ltd. is entitled, conditional upon the fulfilling of certain conditions
stipulated by the above law, is a tyear exemption and five to eight years of a reduced tax rate of 10% to
23% from tax on income derived from beneficiary actgtin facilities in Israel. The twgear exemption

starts only when the Company starts to pay taxes after using all tax offsetting losses. The tax benefit period is
twelve years from the year of election, which means that after a year of election, {ymatvexemption and

eight years of reduced tax rate can only be used within the next twelve years. The Company elected the year
2011 as a year of election.

In the event of a distributionoftaxx e mpt i ncome attri but ab lcashdiviend Benef
the Company will be required to pay tax at a rate of 10% to 23% on the amount distributed, subject to certain
conditions. I n addition, dividends originating froa

subject to a 20% ithholding tax.

Should I nspireMD Ltd. derive income from sources
of benefits, such income shall be taxable at the regular corporate tax rate.

1) Conditions for entitlement to the benefits

The ettitlement to the above benefits is conditional upon InspireMD Ltd. fulfilling the conditions stipulated by
the law, regulations published thereunder and the instruments of approval for the specific investments in
approved assets. In the event of failureamply with these conditions, the benefits may be cancelled, and
InspireMD Ltd. may be required to refund the amount of the benefits, in whole or in part, with the addition of
interest and linkage.

The Company opted not to apply for Preferred Enterstisteis (as defined in the Amendment of the Law for
the Encouragement of Capital Investments, 1959).
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NOTE 9 - TAXES ON INCOME (continued):
c. Carry forward tax losses

As of December 31, 2021, the Company had a net carry forward tax loss of approximately $47 million, of
which approximately $35 million (arising before January 1, 2018), expires until 2037, and approximately $12
million, which does not expire, but is limited téfiset 80% of the net income in the year it is utilized.

Under the U.S. tax laws, for net operating losses (NOLSs) arising after December 31, 2017, the Tax Cuts and
Jobs Act enacted on December 22, 2017 (elNeL 201"
carryforwards to 80% of taxable income.

In addition, NOLs arising after 2017 can be carried forward indefinitely, but carryback is generally prohibited.
NOLs generated in tax years beginning before January 1, 2018, will not be subjecioredbing taxable
income limitation and will continue to have a tyear carryback and twentyear carryforward period.

Further to COVID19 CARES act of the U.S. Treasury, the business tax provision temporarily removes the
current law taxable income 80¥mitation to allow an NOL to fully offset income in tax years 2018, 2019 and
2020. The provision also allows an NOL from tax years beginning in 2018, 2019, or 2020 to be carried back
for five years.

As of December 31, 2021, InspireMD Ltd., an Israeli glibg/, had a net carry forward tax loss of
approximately $109 million. Under Israeli tax laws, the carry forward tax losses can be utilized indefinitely.

d. Loss before income taxes
The components of loss before income taxes are as follows:

Year ended December 31
2021 2020
($ in thousands)

Loss before taxes on income:

InspireMD, Inc. $ (4,452 $ (3,89))
Subsidiaries (10,427) (6,649
$ (14,87) $ (10,540)

e. Current taxes on income
The main reconciling item between the statutory tax rate of the Company and the effective tax rate is the change
in valuation allowance in respect of tax benefits from carried forward tax losses doeettainty of the
realization of such tax benefits.

The changes in the valuation allowance for the year ended December 31, 2021 and 2020 were as follows:

Year ended December 31

2021 2020
($ in thousands)
Balance at the beginning of the year $ 35,14t % 31,18
Changes during the year:
Losses during the year (including foreign exchange rate € 4,06 3,96¢
Balance at the end of the year $ 39,21: % 35,14
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NOTE 9 - TAXES ON INCOME (continued):
f. Accounting for Uncertain Tax position

Foll owing is a reconciliation of taxpositions aduting the ygano u nt
ended December 31, 2021 and 2020 were as follows:

Year ended December 31,

2021 2020
($ in thousands)
Balance at beginning of period $ 52 % 44
Increase in uncertain tax positions because of tax positions
during the year 37 8
Balance at end of period $ 88 $ 52

A summary of open tax years by major jurisdiction is presented below:

Jurisdiction Years
u.s. 20182021
Israel 20162021
Germany 20182021
United Kingdom 2014201t

g. Deferred income tax:

December 31,
2021 2020
(% in thousands)

Long-term:
Allowance for bonus - 2
Provision for vacation and recreation pay 53 63
R&D expenses 1,00( 57¢
Operating lease right of use assets (24¢) (29))
Operating lease liabilities 27¢ 322
Sharebased compensation 2,84¢ 2,66¢
Carry forward tax losses 35,24¢ 31,75¢
Accrued severance pay, net 34 43
39,21: 35,14t
Lessvaluation allowance (39,217) (35,145

NOTE 10- SUPPLEMENTARY FINANCIAL STATEMENT INFORMATION:

Balance sheets:

Inventory:
December 31,
2021 2020
($ in thousands)

Finished goods $ 92 ¢ 35C
Work in process 43¢ 37¢€
Raw materials and supplies 61F 68¢

$ 1,147 $ 1,41¢
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NOTE 10- SUPPLEMENTARY FINANCIAL STATEMENT INFORMATION  (continued):
a. Accounts payable and accruakother:

December 31,

2021 2020
(% in thousands)
Employees and employee institutions $ 151C % 1,23¢
Accrued vacation and recreation pay 233 27¢
Accrued expenses 1,13¢ 88¢
Accrual for settlement payment (see note 6) - 58C
Current Operating lease liabilities 42( 40C
Other 15E 8¢
$ 3,45¢ $ 3,46¢

NOTE 117 DISAGGREGATED REVENUE AND ENTITY WIDE DISCLOSURES :

Revenues are attributed to geographic doaasd on the location of the customers. The following is a summary
of revenues:

Year ended December 31,

2021 2020
(3 in thousands)
Germany $ 94¢ ¢ 70¢
Italy 981 59¢
Other (2020 net of settlement payment of $580, see not
a) 2,56¢ 1,18!
$ 4,498 % 2,48¢
By product:
Year ended December 31,
2021 2020
) (% in thousands)
CGuardE EPS $ 4,30¢ $ 2,76¢
MGuar d Pr i me-tetBfBeRlenfedt pagrbent o
$580, see note 6 a) 18¢€ (279
$ 4498 % 2,48¢

By principal customers (202(efore of settlement payment of $580 sete 6):

Year ended December 31,
2021 2020
Customer A 20% 21%
Customer B 13% 11%

All tangible long lived assets are located in Israel.
NOTE 12 - SUBSEQUENT EVENTS:
In February 2022, Russia launched a military invasion into Ukraine. The Company derived
approximately 8.2%f total sales in Russia in 2021. The Company may have impact on future sales and collection

but currently the Companig still unable to estimate any specific impact to its business, financial condition or
results of operations.
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