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UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 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): October 9, 2018

InspireMD, Inc.

(Exact name of registrant as specified in its charter)

Delaware 001-35731 26-2123838
(State or other jurisdiction (Commission (IRS Employer
of incorporation) File Number) Identification No.)

4 Menorat Hamaor St.
Tel Aviv, Israel 6744832

(Address of principal executive offices) (Zip Code)

Registrant’s telephone number, including area code: (888) 776-6804

(Former name or former address, if changed since last report)

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:

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

Indicate by check mark whether the registrant is an emerging growth company 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 October 2018.




SIGNATURES

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

InspireMD, Inc.

Date: October 9, 2018 By: /s/ Craig Shore

Name: Craig Shore
Title:  Chief Financial Officer
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Forward Looking Statements

I'has prasantalion contains “forswand looking stataments * Such stalaments may be precaded by the words "intsnds " "may,”™ "will " "plans,” "axpects”
“anticipates " "projects,” "predicts,” "estimates " “aims," "bebaves,” "hopes,” “potential” or simikar words. Forward-looking statements are not
guaraniees of future performance, are based on certain assumptions and are subject to variows known and unknown risks and uncertainties, many
ol which are bayend the Company's contral, and cannat be predicted or quantified and coneaquently, actual recults may differ materially from thosa
expressed or implied by such forward-looking staterments. Such nisks and uncertainbes include, withcut limitation, nisks and uncertainties associated
with (i) market scceptance of our existing and new products, (i) negative clinical fial results or lengthy product delays in key markets, (i} an
inatulity 1o secre requlatony apgproveks for the sale of our products (iv) imlense compsatition in the madical devies mdusing from much Bamear,
muttinational companies, (v} product liabdity claims, (vi) product malfuncions, {vil) our limited manufacturing capabilities and refiance on
subconirmciors for assistance, (viil) insuficient or inadequate reimbursement by govemmental and ofher third party payors for our products, (ix) our
allorts o succassiully oblan and maintain inlelacial propery prolecdion covenng owr products, which may nol ba successiul, (x) legisiative o
regquiatory reform of the healthcara system in both the LS. and foreign punsdictions, {a) our reliance on single suppliers for certain product
coamponants, (xii) fhe et thal we will nesd o raise addibonal capital Io mest our business requirements m thea fulure and that such capital rasing
may ba costly, dilutive or difficut to obitain and (i) the fact that we conduct business in multipls foreign junsdictions, exposing us to forsign
curmency exchange rate fluctuations, kogistical and communications challenges, burdens and costs of compliance with foreign laws and political and
economic instability in each jurisdiction. More detailed information about the Company and the risk factors that may affect the realization of forward
Iooking statements 1 sed forth in the Compamy’s filngs with the Secunties and Exchange Commission (SEC), including the Company's Annual
Reporton Form 10-K and its Quartery Reports on Form 10-Q. Investors and secusity holders are urged to read these documents free of charge on
the SEC's web site at hip:f'www s2c.gov. The Company assumes no abligation to publicly update or revise its forward-looking sietements as a

rexsull of new informabion, lulee avanls or alherviss
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About InspireMD

InspireMD is a commercial-stage medical device company developing and marketing innovative embolic
prevention systems (EP3) that can prevent harmful consequences, with a pnimary focus on preventing stroke in
patients with carotid artery disease (CAD)

Proprietary MicroMet™ Commercial: CGuard™ EPS
technology {Carotid)
NYSE AMER: MEPR
(A% [RtLr L N T T r_1Guaru ™ EpE
{Coronary)
Employees: 2 PEBEQ @@ 7 MO v - ZFBEAT

Haadquarters: Tel Aviv W

Manufacturing Facility:  Tel Aviv




Company Highlights
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Leadership

Significant track records of success

_Boston

James Barry, Ph.D. : @
P Serentific 4
Craig Shore E
-
Paul Stuka it o

Michael Berman Boston — .
Director Seintiic s LUTONIX

Campbell Regers, M.D. '-{jHEartF'uw Condis g! ARVARD
Director Plhasres Votsa s

Thomas Kester P i Ronter Search Crou®
Director el v i

Sol Barer, Ph s
ial A he Board éﬁmt m
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Stroke is the Second Biggest Cause of Death
An estimated 15 million people suffer from stroke annually®

Top 10 Causes of Death Globally, 2016

» 5.7 million deaths’ i

+ S million pecple left parmanantly
disabled? i

B

$34 billion associated with stroke ¢

manageament in the US alone? 4 -
2
o

Bischaemic Haart Dssasa H Stoka B Crhar Top 10 Causas of Daath

"I T, TR TS TODMU A shetsioeta fihe tog- 1D Causes of degin

E.?MD * Gewer [ Diszarss Comrdd and Prevenbor Srche Pads 2007 Clobar 2015 | &
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Stroke Prevalence Increasing Among Young People

Between 1990 and 2013, there was a

gl : 3 Global Prevalence of lschemic Stroke, Aged 20 — 64
significant increase in the glebal

prevalence of ischemic stroke among a 73
young people aged 20-64 4+
Approximately 85% of all strokes are ischemic 3
strokes, which result from a lack of blood flow to 5
the brain
4
Carotid artery disease (CAD) is a major risk =
factor for stroke Fl
1
Approximately 20% of all lschemic strokes are i
estimated to be caused by CAD (2.2-2_ 4 million} 1990 2013

m Py of sPUks 11 oy st F-R (Mo gy 2015 45 15040 | Obobar 2095 1 7




Unmet Need: A Safer Technology for Stroke Prevention in CAD
Surgery vs. Carotid Artery Stenting

Carotid Endarteractomy (CEA) Filter Protected Stenting (CAS)

Low stroke risk’, but... Patient friendly, long-term durability?,

Invasive; risk of surgical complications Mon-Invasive; risk of complications

+  Myocardial Infarction’ = Procedural minar stroke sk (eith convantional stents)!

* Rizk of eranial nerve injury” - Post-procedural minar stroke risk (with conventional stents)’

+ Esthetic concem

Bazed on the CREST clinical trial data, in which only conventional carotid stents were used

M TGHLST 1Tl W g e 010,260 1123, 2 Caoskalar 2012, 135 2205 580, GRLSE |, 2. 1% wnectes) bzl tervs i s 2 (00 muip) Ovclobeor 2018 | A




Embolization Following Carotid Artery Stenting

Plague protrusion through stent struts occurs in up to 65% of conventional carotid stents,
depending on plague morphology/symptomatic status and stent type. The consequence is cerabral
embolization, either directly or via additional thrombus formation

2/3 of CAS neurovascular events (stroke, TIA) are POST-procedural **

e " Mussiek, etal Cucilervsnions 205,12 Auguzl 2016, ** Dosers st o, Eur J Vaze Endoems Surg Vol 30, Feb D207,
spireMD

brct e T werdiro conysrho oo sdicned e

Clobar 2015 | 0




Consequences Range from Neurological Deficit to Stroke

Post-intervention showing successful opening of the
occluded carotid artery with conventional stanting and an
MR showing multiple micro-infarcts (obstructions) post-
procedure due to liberation of embolic particles.

Pra-intervention showing 90% occlusion of tha
carotid artery and an MR showing an old white
matter infarction (ebstruction).

IE;FMD G ] L R e el nwasm AT, 1) 196 Ochober 2018 |40




A Billion Dollar Market Opportunity

could be

mCEA mCAS BCAS

MicraMet™ covered stents could become the Gold Standand

li;;;}rdlﬂ‘ AT Ml Hesmenct Il K] His

2.2M diagnosed with carotid
artery disease

2017; 600,000 patients with
high grade carotid stenosiz
(HECS) require interventions
for CAD

Al present, ~30% are
surgically treated with canatid
endarderectomy (CEA)

At a price of $1, 650 per stant,
the addressable market is
more than 31 billion

Chchobsar 2015 | 11




A Billion Dollar Market Opportunity

could be

mCEA mCAS BCAS

MicraMet™ covered stents could become the Geld Standard

';.;;".“D A Ml Hessarch Inlsnsloed Kaneel R

2.2M diagnosed with caratid
artery disease

2017; 600,000 patients with
high grade carotid stenosis
(HGECS) require interventions
for CAD

Al present, ~30% are
surgically treated with canatid
endarderectomy (CEA)

At a price of $1, 650 per stant,
the addressable market is
more than 31 bkillion

Chchobsar 2015 | 11




The InspireMD Solution: CGuard™ EPS

CGuard™ EPS 2

Mo plague coverage - leading fo plague protrusions or The MicroMetTh permanently covers plague and
prolapse passing into the vessel lumean prevents “debris® from passing through the mesh

ional Carotid Stents !

Conventional Stent

CGuard™ TM EPS

voehimara, of Al A G ¢ Candosasniiar imagng 474 W1 A5

fspiraMD & e w4 S 4 517 itk




Positive CGuard™ Clinical Experience

CARENET

cal 1 {2014}

30 Patient Safery and EMcacy clinical trial

Zaro major adverse cardlac or cerabral events (MACCE) at 30 aays
(Comparative data 5.72%")

50 fawer naw ischemic lesions with lesion valume being 10w imas
smaller comparad ta historical non-mash carcdid arecy stentng data

All mew lschemic kesions Tully reselved at 30 days excepl one

3.6% MACCE raie al & months {Comparadive data 8.09%")

Zare strokes or stroke related deaths at 12 months

PARADIGM 104 Clinical Trial (2015, 204

101 petient rial evalualing CGard EFS in unselected,
consecutive carctid patients (all-comers)

99.1%, device sucoess

4 MACCE [Deathisiroke/Ml) 5T 48 hre

Less than 1% MACCE £ 30 days (1 minor stroke|

No devicesrelated adverse events and no proceduresrelated events at
24 months*

Sustalinad stroke prevention at 24 months

N

“CGuard can safely be used on more than 30% of all-comer patients that have caratid artary stanasis.”

* Trals Inchuded In anaivels
FFHIRE, EECURITY, FROF, I
 Irom event cunes

Hefl pooked, ARMOUR, BEACH, CABERNET, CREATE, EMFIRE, EPZ, MAWES 1+-2, MAVERC infemational, PRLORMUE,
]

- B Musialek, MD

Chctobar 2015 | 14




Independent Clinical Validation
Independent study conducted in 30 patients with internal carotid artery disease

Clinical results (2016)

+ 100% success in implanting the SGuard™ EPS -

CBrdenl Rsusra ard Machankest Pra

ol the Cargtid COUARD Druble-Laysred

+ Mo peri- or post-procedural complications el Brespaline Srei
- " i
+ No deaths, major adverse events, miner or major strokes, or new neurclogic P AR R T e matbsrar st

symptoms during the six months follewing the procedurs

+ Al vessels treated with the CGuard'™ system remained patent (open) at six :
manths

+ DW-MRI performed in 1% of 30 patients found ne new ipsilateral lesions after
30 days and after six months compared with baseline DW-MRI studies

—
s e . s, i
P o, o, .8 e . B

“CGuard EPS iz an important new treatment option far ,,
bath symptematic and asymptematic carotid arsry
slenosis patients.”

- C. Wissgaott, MD

ﬁ;l?m sassgon, el | Enaeast Trer 2016 Cichobar 3018 | 15




Independent Clinical Validation (continued)

The Iron-Guard Registry
+ Physician initiated
+ 12 large Italian medical centers

+ 200 patients

Clinical Results
+ 100% success in implanting the CGuard EFS
+ No major adverse cerebrovascular cardiac events at 30 days

+ DW-MRI performed in 61 of 200 patients found enly 19% new aile, MO and F. Sirignano, MO
leslons between 24-72 hours

ATRCIAL ARTICLTS

CARENET reported 275 new [esans in 30 patients

+  PROFI reported B6% new lesions in 62 patients At TG P I £ EEaret Tl ot
s (RN G rogemy Pancnals and domian

ST | AR TR

ﬁr?ﬁfrﬂ“ﬂ Dictober 2048 | 18




CGuard™ vs Conventional Stents and Surgery

20 day MACCE results (Majar and Minor Adverse

. ) Cardiac and Cerebral Events)
= CGuard™ has a superior profile vers

historical data on both carotid stents and R

surgery ok B2 (N
s 4.50% (3
CGuard™ is a next-generation stent —
supported by a strong and growing body of
clinical data 3.00%
= T completed clinical trials and 4 ongoing 2.00%
trials
. 1.00% 0.76% (1.2)
Long term sustained and consistent -
benefit (MACCE 0.9% @ 12 monthsp 0.00%
Coyard™ Conventonal stants CEA

ki of the SO Sl 26 MoAT W AenT o masponannny mon R
AL U5 G207 SN Livgl o Pl 2010 Jit 110 21 . MuEmken e s 1G]

LA, PelsOpa® T S5 ks 2 of i elnes i i

Chctobsar 2015 | 17
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A Leading Vascular Surgeon’s View

“The CGuard™. in companson to other [carolid] stents, aven in
comparison to ather mesh covered stents, Is a very easy to use device.
Very simple, you lake it off the shelf and you use it and thal's it.”

“FPalignt risks associaled with stenting using CGEuard™  are far lower
than those associaled with CEA or with atfer tkpes of carolid stents.

‘CGuard™ wii! become a major factor in preveniing strokes caused by
carotid arfery disease.”

Prof. Ralf Kolvenbach

“With CGrard™ we can get excellent rasuits, probably batter than apen
surgery, the Gold Standard”

InspireMD v o oA [HpuE Octobar 3018 1 18




CGuard™ - Accelerating Sales Growth
Growth continues to accelerate for 2018/2017

fear End Sales in USD

2,500,000
2.000.000 m 1,922,000
1,500.000
1,147,000

1,000.000
500.000
]

Year Erd 2015 ‘ear End 2017

1.400,000

.200,000

.300,000

800,000

300,000

400,000

200,000

g

Half Year Sales in S0

=1 pm
788,000
First Half 2017 First Half 2018

Chchobsar 2015 | 10




Accelerating CGuard™ Sales Growth: Italy

ltaly CGuard sales in USD Itaty First Half 2017 and 2018 CGuard sales
in UsD
B0 56,000
450,000
500,000 400,000 233,000
; 350,000
400,000 m 365,000 e
3nn.onca i 260,000 233.000
229,000 200,000
200,000 150,000
108,000
100,000 B
0 ]
Fi 20 Firsl Half 20
2018 ap1 2017 Irst Halr 2017 ra1 Half 2018

+  CGuard™ sales in Italy have been strong over the last three years with continuing momentum

+ (2 comparisons between 2017 and 2018 show a 69% increase

mg Cichobar 3018 1 90




Accelerating CGuard™ Sales Growth: Germany

Mew Distributor in
Q2 2017

Growth Trend is

accelerating

150,000

102,000

50,000 —

o

Half Year Sales in LIS

265_@_!::2--"""'

236000

Zecond Half 2317 Firs1 Half 2014

Chchobsar 2015 | M




Addressable Stroke Prevention Device Market

I'_J’F;'?e} » w
O O O O O
13mn people 2.2mn people ~B00,000 recelved Untapped market: Flus raughly
glabally with high with HGS surgicalistent At least 1.6mn 10mn people who
Grade.caroid diagnosed treatment patiants could be are undiagnosed
slenosis (HGS) helped by CGuard

2017: ~600,000 patients with high
grade carotid stenosis (HGCS)
require interventions for CAD. At
present, ~80% are surgically treated
with carotid endarderectomy {CEA)

The balance are treated with
conventional carotid stents (CAS)
with an average of 1.05
stentz/procedure

At a price of 1,650 per stent.
the addressable market is
more than 51 billion

m Cichobar 3018 1 77




Commercial Strategy

on current users of conventional carotid stents
o CGuardTM

Expand footprint in existing geoqraphical areas
Focus on larger growing markets — Germany, Haly. Poland

Support regional clinical and clinical specialty registries to build
on the clinical database and broaden support

Initiate discussions with MICE (MNational Institute for Clinica
Exeelience) in the UK whio ==t ciinical guidelines

inspireMD

Transition Vascular Surgaons to CGuard T

urgeon specific dinical registnes, cent
allence

Puiblich, prese

Pariner with app

Continue geographical expansion where strategically
relevant

Conliresd focus on markels where a CE mark i already in placs
Increase efforts in China and Japan

Submit US IDE

Chchobsar 2015 | 2%




CGuard™ Product Development

Pre-IDE FOA submiszion for CGuard™ February 2017
Formal FDA meeting held April 2017

9 manths of pre-clinical work required to file IDE application to begin a US clinical frial

Evaluating
YMETg

Minimally invasive devices trending smaller for broader usage
Advantageous in the Asia Pacific markets

Transradial delivery (defivery from Ihe wrist vs. femoral artery) gaining faver among interventicnalists

Proactively evaluating synargistic opportunities to further broaden the product portfolio and
takz advantage of the giobal distribution natwaork that has been developed

Chchobar 2015 | 2




RECEI'IUUPCOI‘I’I“‘IQ Anticipated Milestones
Continued clinical trial/registry results

Clhuard approval and CGuard approval in & French CGuard™
launch in Mexica Brazil and Australia submission
H12018 H22018 H1z201% H22019 MIDZ2019 H22019
Eatahlish Centers of Partnership in Major Asia CGuard U.S. IDE
Excellence Pacific Market submission

Continued market execution and revenue growth

mg Cichobar 3018 1 75




Intellectual Property Portfolio

PATENT RIGHTS ISSUED ALLOWED PENDING

UsA 8 ‘ 3 9

Rest of World a5 ‘ 2 19

Proprietary platform technology supported by a robust intellectual property portfolio

Continue to strengthen and broaden patent protection globally to enable future pipeline products

inspireMD Octaber 2016 | 0




Summary Financials

InspireMD

NYSE AMER
Stock Price (10/9/18)
Average three month daily trading volume:

Shares outstanding (10/5/18):

Shares Outstanding Including full conversion of
preferred shares and prefunded warrants
{10/5/2018);

Market Capitalization including full conversion of
preferred shares and prefunded warrants
(10/2/2018):

Cash {9/30/18)

NSPR
$0.27
34 M
3r.0M

447 M

S121 M

£11.2mn

Chctobsar 2015 | 27




Summary

Focused on the deadly and catastrophic problem of stroke that is estimated to cost the healthcare system maores than
534BB annually in the US alone

The cumrent addressable market for CGuard ¥ EPS is estimated to be $1BE with the potential to further expand into
the 1.6MM patient papulation which is diagnosed but not treated

Currently, vascular surgeons treat the majonty of patients with carclid artery disease: Focus will be on converting the
vascular surgeons to use CGuard' ™ EPS

Strong and consistent clinical data continues to validate the safety profile of CGuard™ EPS even in a large “all comer”
patient population with data indicating sustained benefit out to 2 years

Mew commercial strategy beginning to take hold as indicated by sales growth over
the last year

Increasingly more presentations and live clinical cases with CGuard™ EPS are featured at major and regional clinical
conferances

Product pipeline to support continuad grawth in all geegraphies, including the United States

FMD Chctobsar 2015 | 2R




L James Barry, Ph.D., Presldent and CEO Cralg Shore, CFO
'ﬂsplreMD 888.775.6804 888.775.6804
Jimb@insgpiremd.com craigs@inspiremd.com







