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UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, DC 20549

FORM 8-K

CURRENT REPORT PURSUANT
TO SECTION 13 OR 15(d) OF THE
SECURITIES EXCHANGE ACT OF 1934

Date of report (Date of earliest event reported): January 10, 2022

InspireMD, Inc.

(Exact Name of Registrant as Specified in Its Charter)

Delaware
(State or Other Jurisdiction of Incorporation)

001-35731 26-2123838
(Commission File Number) (IRS Employer Identification No.)
4 Menorat Hamaor St.
Tel Aviv, Israel 6744832
(Address of Principal Executive Offices) (Zip Code)

(888) 776-6804
(Registrant’s Telephone Number, Including Area Code)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following
provisions:

] Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
[l Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
[0 Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
[0 Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:

Title of each class Trading Symbol(s) Name of each exchange on which registered
Common Stock, par value $0.0001 per share NSPR The Nasdaq Capital Market LLC
Series B Warrants, exercisable for one share of Common NSPRZ The Nasdaq Capital Market LLC
Stock

Indicate by check mark whether the registrant is an emerging growth company as defined in as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging growth company [

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or
revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. [




Item 7.01. Regulation FD Disclosure.

InspireMD, Inc. (the “Company”) intends, from time to time, to present and/or distribute to the investment community and utilize at various industry and
other conferences a slide presentation, which is attached hereto as Exhibit 99.1. The Company undertakes no obligation to update, supplement or amend the
materials attached hereto as Exhibit 99.1.

In accordance with General Instruction B.2 of Form 8-K, the information in this Item 7.01 of this Current Report on Form 8-K, including Exhibit 99.1, shall
not be deemed “filed” for the purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the
liabilities of that section, nor shall it be deemed incorporated by reference in any filing under the Exchange Act or the Securities Act of 1933, as amended, except
as shall be expressly set forth by reference in such a filing.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

Exhibit

Number Description

99.1 Slide Presentation of InspireMD. Inc. dated January 10. 2022

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




SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.

INSPIREMD, INC.

Date: January 10, 2022 By: /s/ Craig Shore

Name: Craig Shore
Title: Chief Financial Officer




Exhibit 99.1
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. .
Disclaimers

Forward Looking Statement

This pressntaban contamns "fervard-lpoking statements,” Such statements may be precedad by the words “mhands.” "may " “widl " "plans, ' "sxpacts,” "aricipatas.”
‘projects,” pradicts ! "estmatas.” aims. ‘balisves.” thopes,” "potential® or similar words, For axampls, the Campany is using forsard-loeking statamants whan it
discuszas tha petenial commearcialization and markst appartundies for #s preducts and preduct candidates, (b5 cash nunway, It expacied unaudied cash bafance as of
Dac. 21, 2021, and ks anticipatad futurs miestone Company svants. Forsarc-aoking statemsnts are nof guarantess of future performancs, are bassd an caran
assumptions and ara subjsct to varkeus Known and unknown risks and uncaraintes, many of which are bayond tha Company's contral, and cannol be predcied or
quantifiad and coresquently, actual rasults may differ matedalty from these expresssd or implied by such fervard-ooking statamants. Such risks and uncaraintas
Inclide, sithout imitation. rske ang uncefaintes assoclated with (1) markat acosptance of our axlsting and new procducts. {I) negative clinkcal teal resuts or lengtiy
preduct delays In key markets, (1) an nabdlty to sacure regulatony approvals for the saie of our products, (V) nbenge competition In te medical device ndusiny from
much langer, multaational comganies, (vi product Is2ity ciaims. (vl product matunclizns, {vil) our Enked manutaciiing cagablities and rellance on suconiractons for
asaiztance, (¥ill) InsuMclent or nadequate resnbursement by govemmental and ather third parly payors for our products, (1%) our effors to swecessiully oblain and
rainlain inleleciual praperty pratectian covesdng our producls, which may not be successiul, (x) legislalive or reguiatary refarm of ihe heathcans systern in bolh the
.5, and fereign jurisdictians, (xi) aur relisnce an single suppliers for cemain praduct compenends, [xii) Be fadl thal e wil need lo raise adaitianal capilal 1o mee! our
business raquiremants in the fulue and that such cagital raming may be coslly, dilufive ar difficult o obtain and (xiii; the fact thal we conduct business in muliple
foraign junsdictions, axposing us o foraign currency exchange rate fluctualions, Iogistical and communications challangas., burdens and cosls of complance with
foraign larers and poltical and aconomic instahility in each jurisdiction. Mora detailed information about tha Campany and the risk factors that may affact the realization
af foreard- laoking statemants is sat fordh in tha Campany's fiings with e Sscurities and Exchange Commessien (SEC), ndudng the Company's Annual Repor on
Farm 10-% ard is Quartarly Reearts on Farm 10-2. Invasiors and sacunty hoiders ana urgad to read thase documans frae of chargs an the SEC's wab sita at
hiigiitarew.2ac goy. The Comaany assumas no abigation to pubicly updats ar revise its forsard-iooking siatemsnts as 2 rasult of naw nformation. futura events or
olaraisa.

Thls preseatation shall nel constituba an offer to sall or the selcRation of an offar to buy, nor ghatl 1here be any sale of these securlties In any staba or other urlsaiction
Inwhilch such offar scicitation or safe would be unlawiul prior to reglstration or gualficatien under the securlties laws of any such stabe or other [urkzdction.

The Company la providing #s astknatad unaudited cash balance aa of Decesmber 31, 2021, In this presentation, rather than the spacfic amound, primardly becauss the
financial dosing process and revies gre not yet complels and, a2 8 resull, the Companys eealts ugan comgletdon of is ckoeing process and raview may van from hs

prefiminany eatimate.
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Investment Highlights

MicroMet™ Proprietary Platform Technology

Highly differentiated profile for treatment of carotid

artery disease and stralie preven

Evidenced based / Clinically Supported

Clusard™ FPS B clini rrl with = 1,600
patient procedures and 3 angning clinical friaks

trials comp

Experienced Management Team

Inclustry Feaders with extenzive healthcare expertise

INSPIRER

Expanding Commercial Footprint

Lwaluati
markels gl

L opportunities to sell dirsct in 18 <

30 hey

Fimancial Discipline

well capitalized, with cash rursay into 21 2023

Deep Pipeline

Leverage MicroMet™ plattermn technokomy into other
Carolid rtery Liseases reatments utilizing 2 mult
aeneralional development plan




Our Leadership

Marvin L. Slosman
P esidenl and CLO

@
fat
JHLm
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Endovascular Procedures: Landscape and InspireMD Potential

CEREBRAL COROMNARY THORACIC/ABDOMINAL FERIPHERAL
AMELIRYSMS ARTERY DISEASE AORTIC ANEURYSMS ARTERIAL DISEASE
AVEAITING, £ CIRAT REHIR T R
0% Surgical® 23% Surgical? 5% Surgical! 19% Surgical EE% Surgical®
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Stroke is the Second Biggest Cause of Death Globally

Top Two Causes of Death Globally (2020)¢

« 5 millien deaths each year*

5 million people left permanently disabled’

5
%44 billion associated with stroke management E
M k. =
in the S alone” 5
£ 4
@
= B7% of all strokes are ischemic strokes, which =
o
result from a lack of blood flow to the brain® 2]
= Carotid artery disease (CAD) is a major risk o 3
factar for stroke Ischaamic Heart Disease Stroke
i £ Ve il el i el vl e P P o g b el i o
o woral I-'a\:_ e s e vt ek b ow [ EETH e e v i e =Ll e gt e R BB P

el b gk e
i Mor Deamace Coried and Provrraon, - Sihoks Pack: - 22
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THE PROBLEM: Risks with Existing Approaches to CAD

Carotid Endarterectomy (CEA) Carotid Artery Stenting (CAS)
Risk of complications: Risk of complications:

Myocardial infarclion risk? (heart sl Lack) Procedurad and

Cranial nerve injury risk? ivertigo, hearing loss, paralysis, etc) posl procedural mcrease

Lsthetic concern mincr stroke risk!

Bare stent deployment

Bl e ORST theal i vels’ nyidmhorty comerdonst ol Aok ood voangrs, TREST Trst M Brgld Viod 2002 36210 23 Do L UL EL28G25 T4

INSPIRENAD




THE PROBLEM: Risk of Embolism Following Conventional CAS

0% oeclusion of MR ol g pre-exisling while Successiul MRE reveals new mulliple micro-inlarcls

the carotid artery  matter infarction (obstruction) apening of the lobstroctions) dug to liboration of
canotid artery embalic particles

Approximately 203 of neurovascular events (stroke, TLA] oceur after the procedure takes place,

oo, Se Sen Carddl o 203, 2001 15068, 1 Besiory o ol Dur | Vi Dwdrve Sarg 8ol 15, Tk 2000
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Mechanics Translate to Clinical Results

28 GEN Closed Stent

3" GEM Closed Stent
Chuards's Fare size o ng
s ~1/42 e |

5% thalol o
corventional open ceff stent

INSPIRENAD

15! GEN Open
Cell Stent

15T GEN Closed
Cell Stent




OUR SOLUTION: Proprietary MicroNet™ Technology!

Conventional Gpen C

Liare oF dual lay ;
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Carotid Solution: Our Well Studied Mesh-Covered Technology

Mare than

patients in
Clinical
Publications &

Studies

INSPIRENAD




Timeline Growth: From Alternative Stent to Potential New Gold Standard

PLELICATION HIGHLIGHTS

CGUARD'SSTANDING

CAREMED

Satety, Efficacy & Neurcprotection over other stents data

FARALHGHM
CASLMS

Al comers pogalatione Excellent cdlinics] residis
| arge surgical center; Clinical resulrs over conventinnal stents histonical data

CGuand evaluated as new approach ta
CAS

WIS

Clinical & mechanical assossment; Mechanical advantages v compelitive stonts

IRCM GUARD 1

Real word mutticentric 30d resuits; Excellent cinical nosuiss in mutticentric

WISSGO 1T 10MM

IRCIN-GLIARTS 1
RGN GUARD 2

aodl DSEA dernonsdralas salal

weellent lor

Large real world multicenmic: Langs Multicentric Bost In Class clinical resulrs

Clhnard-TEAS

Claard Trans-Cenvical excellent rasults

CGuard damanstrates best
performanca in fiefd

parrsl TRON GUARD 2 12 menth £33 pis chnical results

2021 SIECEL Randumized Trial; Couard demonstrates Meuopratection v Conventiond stems O :gﬁrfuﬂumﬂatﬂ BRI
g | CINE SIFE-FIT-A11 | CGuard 150 pes 13m-FU)

3 1-74 | PARAMHGH Fxtend | Chuand in all-comers 550 pas 30475y FLE
_z1 Mcta Anabyss Ctauand suparior o Cher Stents at 1y FU
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Clinical Support Highlights / Call out

2015-2021

CAREMET Trial

First In Man Study-
Dremonstrated Safety,
Efficacy, &
Meuroprotection over
other stents data

INSPIRENAD

PARADIGM

Opened CAREMET study
Inclusion criteria and
concluded the safety and
clinical outcomes were
applicable to others
autside of high-risk

SIBERIA

Randomized Trial: CGuard
ws, Conventional Stent
(Acculink); CGuard
demonstrates
Meuroprotection vs
Conventional 5tent




CGuard™ EPS Yields Superior Clinical Qutcomes

When compared with Conventional Stents and Surgery (CEA), CGuard trends Superior

30 Day DSM [Death, Stroke, Myocardial Infarction) « MWD MAJOR STROKE to date with CGuard
{Minar stroke in 21/1.4635 patients in 8 studies
500% {1.28%)
5.20%
=00% 4,508 =
o CGuard has a superior profile vs, historical
i = data on both conventional carotid stents and
>
200% o SUrgery
' o
s 177% s lEE
: CGuard is a next-generation stent supported
1.00% by a strong clinical data
0.00%
Chuardm™ Conventiona Surgery » B completed clinical trials and 3 ongoing trials
Stents {CEA]
¢ 8 PAAD 2004 Jaag 5 12 020 T Upelle IHE 2020, . CASENET J4CE Cardbova by 2013 Ay L7 81225 1254 2, SERIA BarcG

Ny il
Mc 390 0uke 111

i
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Potential Multi Billion Dollar Market Opportunity

WW carotid procedures today are Carotid procedures tomomow could be
primarily surglcal: mostly minimally invasive with CGuard™

+ Current addressable market:
= Hi&éé& million
394K interventional procedures
for HGCS (High Grade Carotid
Stenosziz)

__-:“’"‘5_: fors: o | — ! 4+ Total Av_ai_lahle Market:

[CASE 100% e 4 $5 billion

of Markes J ~3 million* people diagnosed

with HGCS w/ an additional

~ 13 million undiagnosed with

carotid artery disease (CAD)

eriizd b InspireM UL inc. by Heatth Fesearth Inbemational Personal Medical Systems, Inc Sept 13, 3120




Commercial Footprint
Ty

Sipned apresiment
with Chiness

o burar,
‘Warking tessard
distributian

LS. Man kel Invesligation
Mrevice Fxemptinn (NF)

appraval September 2020;
LS Lrial initiated 90 2021

® beploring capanshon
apportunitics Talwan,
lapan, and Karca

l. urent Marssis

B 2t Wk Uinlorasy

= Mciive sclling in 33 counlrics
= Ower 9% of sales are through channel paroners!distributors with move to direct

INSPIRENAD)




Growth Pathway to the U.S. Market

U.5. Market Opportunity*
Sizez 155K High Grade Carntid Artery Stenasic (HGOS] intereanticns estimared in 2021
Cpportuniny: At a price of 31,650 per stear, the addressable market is cstimated to be approsinately $317 million

Executing and Funded Approval of FDA Premarket Approval (PMA) for U.S. Market Entry

Fstimated cost © - $1 508

The objective of this plvotal study 1= to evaluate the satety and efficacy of the CGuard™ Caratid Stent System in the treatment af
raroticl arbery stenosis in symptomatic and asymptomatic patients undergoing carntid artery stenting (CAS) to a performance goal*®
dewelopead from puhlished CAS lirsrature.

Chris Metzger, M.D, {Ballard Health] named as Primary Investigator

315 Patients # 3%5 Tuolal will Rull In

Up to 40 Centers [(25% planned for European corodlment)

12-15 month enrnllment, 12-maonth follow wp

Conlracled CRO: HCC (Health Care Consultants) spocializing in Carolid rial ex
Supporting advisory from Christing Brennan, M.D. and Gary Roubin, M.D. {Inspirc® D Dircctor)

13 daron ol Py o e seark. duskh (L case rearklm, 3 15m-m g rwacarnal b wkan 10k Heoags Kz perl i procadom, b er b sl
dovy-ap. bazec e Clrecal Svank: Corrwine KBS anpedeater.
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Our Lead Product, CGuard™

Rapi

.-"'.:_|'.'.'-|i |:_ii 1§ Rap

26,000+

date with

¥ Aol Seplembie 30, 2021

INSPIRENAD

CGuard has potential to
became the new standard-of-
care for carotid indications

*Achieved clinical milestones;
neUroprotective va ather

carotid artery stenting
(SIBERIA)

Pre- and Post-Procedure




InspireMD Pipeline

Brain Pratectian
CCuard™ ERFS Carodia Stont Systom

Trans Femoral CAS
Mewy Cluand Prime: Dedivery Syslem

Trans Caroticd CAS:
Mew SwitchGuard Scce
Mew Shart Shatt S isnd

Paripheral Indicatians
Pared™ EPS

Mare Protection / Scute Stroks
Irdicatian:
MGuiard™ FPS

INSPIREND
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Our Key

WISA 10K trial spprowod
Srazilian regulatory approval

BELD projects advancing

M hesdership and ditsclon s

Commreer cial Tocus

2020
INSPIRENAD

Our Advancement Roadmap / Milestones

falue Dirivers and Str ategic Fﬁ.i,h'.'."_i'y 5 o SN repulalony appoval

- CCuard Prime Launch Chira regulalooy advanceent

Heura Guard laurch

Asia Bepansion
Commercial growth
Liplisting to NASDAC)

Chirese Lial ennollinent

LIS retimban semenil inilislive

Significant funcraizing SwilehGuard Lawich

LIS& trial corollment

French regulataiy aporaval

2023

2022

2021




Our Robust Intellectual Property Portfolio

Patent Rights Issued Allowed Pending
USA 16 1 &
Rest of World 37 1 &

InspireMD will continue to strengthen and broaden its patent protection

globally to enable future pipeline products

INSPIRENAD




Summary Financials

Jdnuary 5, UL

MASDAQ Capital Markets NSPR
Stock Price £2.94
Avarage 3 Month Volume 0.224M
Shares Outstanding 8.3M
Market Capitalization $24.4M
Cash Balance - December 317, 2021 $34.0M
Debt $0M

° The Compeny is providing it estmaled unedsdited eh Dedenos 85 of Decamber 3
e Tingrecied closing process aad favise ans nol gl compiads s, g2 g et
this praleninery fshimada
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Our Board of Directors
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Paul Shaka M St w
L in Shuka w3 1

Fidelity ...

vl resiment mduslry setenn,

Mr. B=rman s 3 successha entreprensur within the medical device Industry.
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sersed o Fresident of Boston Soi=ntitkc bimed

Michas| Barman
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INSPIRE NAD

NASDAQ = NSPR




