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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): September 6, 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”) is furnishing the presentation materials as Exhibit 99.1 to this report pursuant to Regulation FD promulgated by the
Securities and Exchange Commission. These materials will be used by the Company’s management on September 6, 2018 at the H.C. Wainwright 20th Annual
Global Investment Conference (previously known as the Rodman and Renshaw conference).

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 September 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: September 6, 2018 By: /s/ Craig Shore
Name: Craig Shore
Title:  Chief Financial Officer
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Forward Looking Statements lﬁ;ﬁfreMD

Thispresentation contains "forward-looking statements.” Such staterments may be preceded by the words
"intends, ""may, " "will,” "plans, " “expects, " "anficipates, " projects, ""predicts, ""estimates, " "aims, " "belisves "
‘hopes,” "potertial"or similar words. Forward-ooking staterments are not guarantees of future perforrmance, are
basedoncertain assumptions and are subject fo various known and unknown risks and uncertainties, many of
which are beyond the Company's controf and cannot be predided or quantified and consequently, actual results
may differ materially from those expressed or implied by such forward-looking staterments. Such risksand
uncerftainfies include, without limitation, risks and uncertainties associated with (i) market acceptance of our
existing and new produd's, (i) negative clinical trial results or lengthy product delays in key markets, {iii) an
inability to secure regulatory approvalsfor the saleof our produdts, (iv] intense competitionin the medical device
industry frorn much larger, multinational companies, (v) product liabifty claims, (vi) preduct malfunctions, (vii) our
limited manufacturing capabilities andreliance on subcontractors for assistance, (viil) insufficient or inadequate
reimbursement by governmenial and ctherthird party payors for our products, (1x) ourefforfs to successfully
obtain and maintain intellectual propery profedion covering our products, which may not be successful, (x)
legislative or regulatory reform of the healthcare systemnin both the UL S, andforsign jurisdictions, (xi) ourrefiance
on single suppliers for certain product components, (xii) the fact that we will needto raise addiional capital to
rmeet our business requirermeants inthe future andthat such capitalraising may be costly, difutive or difficutt fo
obtain and (xiii) the fact that we conduct business in multiple foreign jurisdictions, exposing us to foreign currency
exchangerate fluctuations, logistical and communications challenges, burdens and costs of compliance with
foreign laws and pofitical and economic instabilify in each jurisdiction. More detailed information about the
Company andthe risk factors that may affect the realization of forward locking statermenis is set forth in the
Company'sfilings with the Secunties and Exchange Commission (SEC), including the Company's Annual Report
on Form 10-K andits Quartery Reports on Forrm 10-Q. Investors and security holders are urgedto read these
documents free of charge on the SEC's web sife at hitp:/wwwi sec.gov The Company assumes no obligationto
publicly update or revise its forward-looking statements as a resulf of new infomrmation, future eventsor
olherwise,




About InspireMD lﬁ;ﬁireMD

InspireMD is a commercial-stage medical device company developing and marketing
innavative embolic prevention systems (EPS), with a primary focus on preventing stroke in
patients with carotid artery disease (CAD)

COMPANY TECHNOLOGY

PRODUCTS

NYSEAMER: NSPR Proprietary MicroNet™
Employees: 38 technology
‘_'.-f_

T

Commercial:
CGuard™ EPS (Carotid)
MGuard™ EPS (Coronary)

Headquarters: Tel Aviv

Manufacturing

Pipeline:
Facility: Tel Aviv P

Next Gen CGuard™
NGuard™ (Neura)
PVGuard™ (Peripheral)




Company Highlights lnspfreMD

» Fourconsecutive quarters of year over year growth in excess of 50%

» Firsthalf2018 vs. first half of 2017 growth of greater than 65%

» Fourconsecutive quarters of year over year growth for CGuard in excess of 90%
» Growth of CGuardin excess of 110% first half 2018 vs. first half 2017

» Recapitalizedthe company resultingin a clean capital structure

» Successfully raised $18MM in 2018

» Sufficient capital raised to execute on commercial strategy, file US |DE and
execute on other pipeline products
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Stroke: the second biggest cause of death globally lnsplreMD

+ Thereare 15 million new strokesa year * = 534BBinhealthcare costsin the U. 3. is associated with

ment?
+ |In2016, 5.7 million deaths, were caused by stroke’ BvkeranEge

« 7. illi |
+ 5 million pecplelyear are left permanently disabled* dimilonyoung people are afisclediy airaker

Stroke: secondbiggest cause of death globally The number of younger people
16,00 {in millions) affected by stroke has risen sharply
4800 15.4 i {in millions) ?

14.00
12.00 7
10.00 943 6.0 e
8.00 578
600 40
4.00 . 38
200
0.00 20
Ischaemic siroke Other Top 10
heart disease Causes of oo ) )
Death 1200 213

»  Approximately 85% of all strokes are ischemic strokes, which result from a lack of blood flow to the brain
* Carotid artery disease (CAD)is a major risk factor for stroke
«  Approximately 20% of all ischemic strokes are estimated to be caused by CAD (2.2-2.4 million)

e nlanin _gk Mha- b -af-
2 Presalence of strake in paople aged 20-84 {Neursepidernalogy 2015:45:190-20 ) m millions
! Center For Disaase Control and Pravention — Stroke Facts — 2017

4 bt ereo.yho. inthe aith-topic s/ stroke-cersbrovascular-accidentindss htmi 5

mi




Stroke prevention in carotid artery disease: = N
Surgery vs. Stenting inspireMD

Based on the CREST clinicaltrial data, in which only
conventional carotid stents were used

Carotid Endarterectomy
(CEA)

* Low stroke risk?, but...

Filter Protected Stenting

(CAS)

« Patient friendly, long-term

£ ; x iy 1
« Invasive; risk of surgical durability’,
complications - * Non-Invasive; risk complications
*  Myocardial Infarction + Procedural minor stroke nsk (with
+ Risk of cranial nerve injury® conventional stents)’
«  Esthelic concern + Post-procedural minor siroke risk

{with comentional stents)!

ICREST Triat NEngl J Wed J010;363:11-23
= Circidmtion, 2012125 22 56- 7264 g




The potential paradigm shift with CGuard™ lfl;Bi'rQMD

Carotid procedures tomorrow

Carotid procedures today are
could be mostly minimally
invasive with CGuard™

pnmarily surgical

mCEA BECAS BCAS

BO0% of Market

MicroNet™ coveredstents
could becomethe Gold
Standard

=

20% of Market 100% of addressable
market - $1.0 Billion

2.2M diagnosed with carotid artery dizease

2017: ~800,000 patients with high grade carctid stenosis (HGCS) require interventions for CAD
At present, ~80% are surgically treated with carotid endarderectomy (CEA)

At a price of $1,650 per stent, the addressable marketis more than $1 billion

" e o w

2017 Heahh Research ntemational Warket Repart 7
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Embolization Following Carotid Artery Stenting  InspireMD

Plague protrusion through stent struts occurs in up to 65% of conventional carotid stents in
relation to plague morphology/symptomatic status and stent type, providing a mechanism for
post carotid artery stenting (CAS) cerebral embolization, either directly or via additional
thrombus formation.”

Standard Carotid Suent

hittps:Mbiotexdiles2015 wordpress. com/embolic-protection-device/

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




Consequences Range from Neurological

. Y
Deficit to Stroke inspireMD

Pre-Procedure Post-Procedure
Pre-intervention showing 90% occlusion of the Post-intervention showing successiul opening
carotid arfery and an MR showing an old white of the occluded carofid artery with comventional

matter infarction (obstruction) stanting and an MRI showing mulfiple micro

infarcts (obstructions) post-procedure due to
iberation of embolkc paricles.




CGuard™ EPS has been shown to prevent
embolic debris passing into the carotid artery

lﬁ;plreMD

Conventional Carotid Stent

Carotid plaque can protrude through the mesh

Flagure protru sion may les
fave distal ennbeliz

Debris il Arterial

Wall

sented at TCT 2014

hittps-thanew tetmd. comfconferenceftct-2014

hitps- , ep erglloc ations/newvork-presbyvterian-
columbia-unnersity-medical-center

Image pre

CGuard™ EPS

The MicroMNet™ permanently covers plague
and stops "debris” from passing through the
mesh.

CGuard ™ embaolic prevention stent

e —

T

Ultrathin PET mesh made of a single 20 micron
fibre from a biocompatible polymer - widely
usedin other medicalimplants

MicroNet™ acts as a "safety net” with greater
vessel area coverage to prevent plague
protrusion through the stentinto the blood
vessel




CGuard™ EPS has been shown to prevent

e
debris passing into the carotid artery ’ﬂSp"'GMD

Conventional Carotid Stents 1 CGuard™ EPS 2

The MicroMet™ permanently covers plague and
prevents “debris" from passing through the mesh.

Mo plague coverage - leading to plague protrusions
or prolapse passing into the vessellumen

Conventional Stent

MicroNet mesh preventing prolapse

Yoshimura, et al. J AC G : Cardiovascular Imaging 4; 4, 2011 - 43 26
2 Umemaolo. et al. Eurcintervention 192 2017




Positive CGuard™ Clinical Experience lﬁ;;freMD

CARENET Clinical Trial {2014)

*

*

30 Patient Safety and Efficacy clinical trial

Zeromajor adverse cardiac or cerebral events (MACCE) at 30 days (Comparative data 5.72%")
50% fewer new ischemic lesions with lesion volume being 10x times smaller comparedto
histerical non-mesh carotid artery stenting data

All newischemic lesionsfully resolvedat 30 days exceptone

3.6% MACCE rate at 8 months (Comparative data 8.09%™)

Zero strokes or stroke related deaths at 12 months

PARADIGM 101 Clinical Trial (2015, 2016, and 2018)

101 patient trial evaluating CGuard EPS in unselected, “CGuard can safslybe used
consecutive carotid patients (all-comers) on more than 90% of all-
99.1% device success - comer patients that have
0% MACCE {Death/stroke/MI) @ 48 hr S| carotid artery stenosis.”

P. Musialek, MD

0% MACCE @ 30 day

Zero strokes or stroke related deaths at12 months
No device-relatedadverse events and no procedure-related events at 24 months®=
Sustained stroke preventionat 24 months

* Tridls included in analysis: ARCHeR pooled, ARMOUR, BEACH, CABERNET, CREATE, EMPIRE, EPIC, MAVENC
1+2 MAVEAC International, PRIAMUS, SAPPHIRE, SECURITY, PROFI, ICES
= Walues extrapolated rom event curnves

“** Musialek, ICCA 2018




. . "’ﬂ 2
Additional Independent Clinical Data InspireMD

SPECIAL ARTICLES
JCARDIAGE SO0 S VIV

The Iron-Guard Registry

. ician initi
Phyﬁ cian initiated Physician-initiated prospectiva liafan Regisiry

- 12 Iarge Italian medical centers of carotid stenting with the C-Guard mesh-stent:
s 200 patients the IRON-Guard registry Rationale and design

G BFTACED T, B EEEJLALE §, [ DR TCIMEST P SRS T
B VRCCT 4, | CAPTICCIS o d). bl DRATRD |, W, WARSOU Y
s bt F i B sty Ghmomen

Clinical Results
+ 100% success in implanting the CGuard EPS
= No major adverse cerebrovascular cardiac events at 30
days
= DW-MRI performed in 61 of 200 patients found only 19%
new lesions between 24-72 hours
+  CAREMET reported 37% new lesions in 30 pabents
»  PROFI reported 66% new lesionsin 62 patients




CGuard™ EPS vs conventional stents and surgery lﬁ;ﬁfreMD

= CGuard™ is awidely researched next generation carotid device stent (7 completed clinical trials and
4 ongoing trials)

» CGuard™ shows strong benefits compared to both conventional carotid stents and surgery
* |ong term sustained and consistent benefit (MACCE 0.9% @ 12 months)*

30 day MACCE results (Major and Minor
Adverse Cardiac and Cerebral Events)
6.00%
5.20%(3)

5.00% 4509 (2)

4.00%
3.00%
200%

12)
1.00% 0.76%

CiGuard™ Convenfional stents CEA




AN
A leading vascular surgeon’s view lllsplreMD

kL As a vascularsurgeon] am very experienced with CEA,
From my perspective the near future will show a
shift towards carotid stenting because of mesh
covered stents.

The CGuard™, in comparison to other [carotid]
stents, even in comparison to other mesh covered

stents, is a very easy to use device.. WWhen | uss other
mesh covered stent grafts | need very complicated
measurements ..... With CGuard™ .. .very simple, youtake it

off the shelfand you use it andthat's it

Patient risks associated with stenting using CGuard™  are
far lowerthan those associated with CEA or with other types
of carotid stents. CGuard™ will become a major
factor in preventing strokes caused by carotid

Prof. Ralf Kolvenbach, artery disease.

Head of Cardievascular With CGuard™ ... we can get excellent

Diseases results...probably better than open surgery ... the
Medical Director ofthe Gold Standard 9

Catholic Hospitals,
Duesseldorf, Germany

https.//www.youtube.com/watch?v=A-FNpvP8PVQ




CGuard™ EPS - accelerating sales growth lﬁ;ﬁraMD

* Growth continuesto accelerate for 2018/2017

Year End Sales in USD Half Year Salesin USD
2 500 000 1,400 000
1 200 000 1,164,000
2 () 0 1,922.000
2,000,000 1% Growth -
1,000,000 . an
68% Growth .~ e
1 500 000 .. S0, 500 789,000
1,147 il
1,000,000 R0
400,000
500 000
200,000
0 ]
Year End 2016 Year End 2017 First Half 2017 First Half 2018
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Accelerating CGuard™ EPS sales growth: Italy IIISPII'GMD

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

* Q2 comparisons between 2017 and 2018 show a 69% increase

Italy CGuard sales in USD italy First Half 2017 and 2018
600,000 556,000 CGuard sales in USD
450,000
500,000 63% Growth 400,000 393,000
350,000 69% Growth .-
400,000 365 060 b
59% Growth g 300,000 oy
300,000 . — 250,000 233,000
s el g 200,000
B 150,000
100,000 100,000
50,000
g 0

2015 2016 2017 First Half 2017 First Half 2018




CGuard™ EPS - Germany lfl;ﬁfraMD

« MNew Distributorin Q2 2017

= Growth Trendis accelerating

500,000
450,000
400,000
350,000
300,000
250,000
200,000
150,000
100,000

20,000

0

Half Year Salesin USD

435000
64% Growth
265 000
Second Half 2017 Fust Half 2018




CGuard™ : market potential in stroke prevention

In 2016...

{305}

alroke
i he
Faar

inspireMD

Proportion of diagnosed HGCS
patients who received treatment
in 2016

600,000

1,600,000

wPlol treated = Treated

2317 Heakh Research ntemationad Warket Report




Implementing our commercial strategy: Overview lﬁ;p\l"reMD

InspireMD is seeking to become the leading stroke prevention
company, focused on reducing the global burden of stroke

.Transition current users of conventional carotid stents to CGuard™
1 ' Persuade current users of comventional carctid stents to switch to CGuard™

= Confinue to support imvestigator initiated chnical registries

+ Engage advisory board, further develop network of KIOLs, establish centers of excelience

« Transition Vascular Surgeons to CGuard™

*  Advisory boards, swgeon specific cinical registnes, centers of excelience
* Establish a presence at major vascular surgery meetings

* Publish, present, and communicate all data demonstrating that CGuard™ 1s as safe as CEA
= Parner with appropriate societies focused on Stroke

= Expand footprint in existing geographical areas

*  Fecus on larger growing markets — Germany, Raly, Poland

*  Suppaort regional clinical and chnical specially registnes

* Inibate discussions with the institutions and organizations that set clinical guidelines

+ Continue geographical expansion where strategically relevant
*  Continued focus on markets where a CE mark is already in place

*  Increase efforts in China and Japan

= Submit US IDE

el




o~
CGuard™ Product Development inspireMD

+ US FDA
* Pre-IDE FDA submission for CGuard™ February 2017 m ﬁ
+ Formal FDA meeting held April 2017 l-

= 9 months of pre-clinical work required to file IDE application to begin a US clinical
trial

* Next generation CGuard™ - 5 French CGuard™

Minimally invasive devices trending smaller for broader
usage

Advantageous in the Asia Pacific markets

* Transradial delivery (delivery from the wrist vs. femoral
artery) gaining favor among interventionalists

« Evaluate synergistic opportunities to broaden the product portfolio and
take advantage of the global distribution network




" . . "’H‘\ 2
Recent/Upcoming Anticipated Milestones  InspireMD

Continued clinical trial/registry results

CGuard Partnership in 3 French

approval _an-:l Major Asia CiGuard
launch in Pacific Market submission
Mexico: H1 2019 HZ 2019
H? 2018

Ciuand
approval in .5
Brazil and IDE submission
Australia H1 H1 2019
S

CGuard .5,

Continued market execution and revenue growth

22




Intellectual Property Portfolio ffl;p\iraMD

* Proprietary platform technology supported by a robustintellectual property portfolio

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

PATENTRIGHTS ISSUED ALLOWED PENDING

Restof World 35 2 19

23




Leadership

Significant track records of success

inspireMD

gL G@

> @

{:/E'; ——
Delcath e BT
,_,__@, ';D angiodynamics —_—

Presidentand CEO
Special Advisor to the Board

insws 2 Fidelity

SE}L){;I[‘HIIIﬁc ﬂ wecaimea™ LUTONIX,

() Heartrlow _ Cordis. FHARVARD
b Kester Search Group® m

r W e e Frosiss soistiom '_'l."._ i_u\‘
&~ T
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Summary lﬁireMD

» Focused on preventing stroke that is estimated to cost the US healthcare system more than
$34BB annually

= The current addressable market for CGuard ™ EPS is estimated to be $1BB with the
potential to further expand inte the 1.6MM patient population which is diagnosed but not
treated

+ Positive and consistent clinical data continues to validate the safety profile of CGuard™ EPS
with data indicating stroke prevention out to 2 years

» Increasingly more presentations and live clinical cases with CGuard' are featured at major
and regional medical conferences

+ Vascular surgeons treat the majority of patients with carotid artery disease: Begin a focus on
converting vascular surgeons to using CGuard™ EPS

= Commercial strategy beginning to take hold as indicated by sales growth over the last year

* Product pipeline to support continued growth in all gecgraphies, including the United States




Financial Snapshot

inspireMD

NYSE AMER: NSPR

Stock Price (8/31/2018):

Average 3 Month Volume (8/31/2018):

Shares Outstanding (8/31/2018);

Shares Outstanding Including full conversion of

preferredshares and prefundedwarrants (8/31/2018);

Market Capitalization including full conversion of

preferredshares and prefundedwarrants (8/31/2018):

Headquarters:

# of Employees(8/31/2018)

$0.19
TTOK
23.8M

44.7M

$8.5M

Tel Aviv, |srasl

38




inspireMD

James Barry, Ph.D., Presidentand CEQ Craig Shore, CFO
888.776.6804 888.776.6804
jimb@inspiremd.com craigs@inspiremd.com







