EDGAR'pro

iy EDGAR Dnlire”

INSPIREMD, INC.

FORM 8-K

(Current report filing)

Filed 07/08/20 for the Period Ending 07/08/20

Telephone
CIK
Symbol
SIC Code
Industry
Sector
Fiscal Year

(888) 776-6804

0001433607

NSPR

3841 - Surgical and Medical Instruments and Apparatus
Medical Equipment, Supplies & Distribution

Healthcare

12/31

Powere d By EDGA;Rbn]ine

http://www.edgar-online.com

© Copyright 2020, EDGAR Online, a division of Donnelley Financial Solutions. All Rights Reserved.
Distribution and use of this document restricted under EDGAR Online, a division of Donnelley Financial Solutions, Terms of Use.


https://www.edgar-online.com

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): July 8, 2020

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)

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

N/A
(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)

[ 1 Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

[ 1 Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13¢-4(c))
Securities registered pursuant to Section 12(b) of the Act:

Name of exchange on

Title of each class Trading Symbol(s) which registered
Common Stock, par value $0.0001 per share NSPR NYSE American
Warrants, exercisable for one share of Common Stock NSPR.WS NYSE American
Series B Warrants, exercisable for one share of Common Stock NSPR.WSB NYSE American

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
Non-Deal Roadshow Presentation

Beginning on or about July 8, 2020, InspireMD, Inc. (the “Company”) will make presentations to potential institutional and other investors as part of an
ordinary course, non-deal “road show,” during which the Company will provide an overview of its business. A copy of the presentation materials to be shown to
potential institutional and other investors is furnished herewith as Exhibit 99.1.

The current investor presentation materials reflect certain updates relative to the last such presentation materials that had been furnished by the Company
to the Securities and Exchange Commission (the “SEC”), as Exhibit 99.1 to the Company’s Current Report on Form 8-K (a “Form 8-K”) furnished on May 26,
2020. In particular, the current presentation updates the following:

e  Trial Results: The current presentation reflects, in slide 13, a reduced 30-day rate of Death Stroke and Myocardial Infarction (“DSM”) of 1.80% in the
ongoing clinical trials for the Company’s CGuard™ Embolic Prevention System (EPS) for the prevention of stroke caused by carotid artery disease
treatment. The 30-day DSM had been 1.86% in the previous investor presentation materials. The reduction reflects the inclusion of the results of the
SIBERIA randomized clinical trial of CGuard™ EPS, which were released on June 25, 2020 (as reported in the Form 8-K filed by the Company on that
day). In that trial, none of the 50 patients treated with the CGuard™ EPS displayed any post-procedural evidence of DSM 30 days following the
procedure, thereby reducing the overall 30-day DSM rate for the CGuard™ EPS.

e [ncreased Cash Balances as of end of Q2 2020: As a result of the public offering that the Company consummated on June 5, 2020, and the subsequent
exercise of pre-funded warrants and a portion of ordinary warrants sold in that offering, the Company’s cash balances stood at $13.9 million as of June
30, 2020, as reflected in slide 21 of the current investor presentation.

o [Increased Outstanding Share Capital as of end of Q2 2020: The current presentation updates, in slide 21, the number of outstanding shares of the
Company’s common stock to 33,358,994 as of June 30, 2020. That reflects an increase relative to the previous investor presentation, resulting from the
Company’s issuance of additional shares of common stock (i) in the June 2020 public offering, as well as (ii) subsequently, upon the exercise of pre-
funded warrants and a portion of ordinary warrants also sold in that public offering.

In addition to the foregoing updates, the current presentation materials contain certain projections of the Company’s anticipated results of operations, or
assumptions or estimates as to future events or outcomes. Those materials are intended to speak only as of the date of this report and should not be construed as
representing projections of the Company’s anticipated results of operations, or assumptions or estimates as to future events or outcomes, as of any subsequent date.
By furnishing the projections and other information in the presentation materials, the Company is not undertaking, and the Company expressly disclaims, any
obligation to furnish updated or revised projections of the Company’s projected results of operations, or assumptions or estimates as to future events or outcomes,
to reflect any events or circumstances occurring or existing at any time after the date hereof (irrespective in any such case of whether the projections, assumptions
or estimates set forth in the presentation materials, in light of events or circumstances occurring or existing at any time after the date hereof, shall have ceased to
have a reasonable basis). Consequently, the projections of the Company’s anticipated results of operations, assumptions and estimates set forth in the presentation
materials furnished hereby should not be regarded as a representation by the Company that the projected results of operations can or will be achieved, only that the
Company has concluded in good faith that they may be achieved based on many assumptions. The Company’s regular annual and quarterly financial statements,
and the accompanying discussions and analyses of its financial condition and results of operations, contained in the Company’s Annual Reports on Form 10-K and
its Quarterly Reports on Form 10-Q filed with the SEC after the date of this report will contain disclosure regarding the Company’s actual results of operations for
fiscal periods covered by the projections in the presentation materials. The Company’s actual results could, and likely will, vary significantly from the potential
results projected in the presentation materials, as a result of, among other things, changes in operations, factors affecting the Company’s business and industry, and
the degree and timing to which management is able to execute its currently proposed business plan.
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Please refer to page 2 of Exhibit 99.1 for a cautionary note regarding certain forward-looking statements included therein and the risks and uncertainties
related thereto.

This information is being furnished pursuant to Item 7.01 of this report, and the exhibit being furnished as Exhibit 99.1 hereto shall not be deemed to be
“filed” for the purposes of Section 18 of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that section, and will not be
incorporated by reference into any registration statement filed by the Company under the Securities Act of 1933, as amended, unless specifically identified as being
incorporated therein by reference and regardless of any general incorporation language in such filing. The inclusion of that information in this report will not be
deemed an admission as to the materiality of any information in this report that is being disclosed pursuant to Regulation FD.

Item 9.01 Financial Statements and Exhibits
(d) Exhibits
Exhibit

Number Description
99.1 Presentation of InspireMD, Inc.. as furnished on July 8. 2020
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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: July 8, 2020 By: /s/ Craig Shore
Name: Craig Shore
Title:  Chief Financial Officer
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M About InspireMD

InspireMD is a commercial-stage medical
device company focused on stroke
prevention in patients with carotid artery

dlsease and tream]em_u_f nﬂ]er mlnlmally i ol MicroNet™ is a proprietary platform comprised of thin,
I“'I'ESI'O'E iﬂdlcaﬂﬂl'ls utlllﬂ“g an i"tegrateu W f 20-micren polyethylens terephthalate mesh that is

¥ 2 : designed to trap and maintain plaque stability against
'EITIDD'IB prutectmn stent platform. i the arterlal wall for protected flow to allminate events

such as heart attack, stroke and death.

= The cormpany develeps, manulacturers and cormmercizlises 3 portfalio of ernbolic proleclion systems
= WlicroMes'™ ), a key differentiztor of InspirepIYs commercial products, i rewalutionizing the field of vascular stenting
= Today, InspirebdD is a global cornpany traded in Uhie NYSE under MSPR

InspireMD
s [




M Our Leadership
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M nspireMD Pipeline

Commercial Stage

Stroke Protection:
CGuard'™EPS

Myocardium Protection:
MGuard™ EPS

Developing Products

Carotld Treatment:

Peripheral Treatment:
Proprietary MicroNet™

Technology Neuro Treatment:

Reterences: L. Kuslzlzs F 22 al PARADKZH Satond Frospcctwc Gcaclemic Trad: Sccumuaiating long temm secencs bor Bicroket cowered skont sa°oty and stroke arcveriion oficacy
Prosenkabon at L350 Conpress 2018, Sans, Francs, 1L August 2008 10 4 soplemsor 015, & Woespott O et ol ) Lndowass Thar 2017245

The o™ Carotid Stent with Embslic Prevention System
(EFS] is designad prowve petient ssfety through sust
embaolic protection’™” using cur MicroMet'™ technology.

CGuard™ EPS LIS
CGuard™ AV Shunt / Trans Cervical CAS

PGuard™ EPS US

WGuard™

1E1I=1005

A
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-Endm-rascular Procedures: Landscape and InspireMD Potential

CAROTID CAD market

ARTERY potential
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M Stroke is the Second Biggest Cause of Death Globally
An estimated 15 million people suffer from stroke annually’

* 5.7 millizn deatns®

Top Twa Causes of Death Globally (2015)°

* 5 million peaple left permanantly dizzblad-

» 534 billizn associatad with stroke management inthe US
alohe?

e B -

=~30% at all strokes are ischemic strokes, which result
from a lack of blood flow to the brain®

LA = -

= Caratid artery disease [(CAD] is a major risk factor for
stroks

P

=~ 20% of all ischemic strokes are astirmatad to be caused o
by CAD (2.2-2.4 million)® Ischaemic Stroke
Heart Disease

s s lnsp.rreMD




B THE PROBLEM: Risks with Existing Approaches to CAD
Surgery (CEA) and conventional Carotid Artery Stenting {CAS) both come with risks

tormy (CEA) Stenting

Risk of complications: Risk of camplicatiens:

+ Myacardizl infarction risk! jheart attack) * Procedural and

» Cranial nerve injury risk? juertige, haanng loss, parslyss, etc) PQR'PWCN ural increase

+ Estheti minor stroke risk :

SRR Bara stant daploymant

ST dlinical gl dala-, irwhich only convenlional crtid stenls were csed v surpery




B THE PROBLEM: Risk of Embolism Following Conventional CAS
MRI reveals post-procedural cerebral embolization

A occlusion of MR ot a pre-existing white Successtul MBI reveals new multiple micro-
the carotid rnatter infarction (aostruction] apehing of the rfarcts (obstructions) due 1o
artery caratic artery peration of ermbolic particles

S Cardn Iy 2075 20E 150 64 rfsﬁ:reMD
N |




B OUR SOLUTION: Proprietary MicroNet™ Technology
New mesh covered stent that offers superior plague coverage when compared to conventional stent
approaches

* Ultrathin flexible mesh slesve, designed to expand
seamlessly during stent deployment

Corventional Stenl:

* Met captures and locks thrambus and plaque materials
againszt the artarial wall

Bare o dual layer approach, V&
with plague protriusion risk

* Prevenls irombus or plague fragments dispersing,
avoids debris entering the bloodstream

« Arts a= a mechanical barrier W prevent plague
protrusion

InspireMD
Il i, L I 1




M Carotid Solution: Our Well Studied Mesh-Covered Technology
More than 1,500 patients in Clinical Publications and Studies
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M Timeline Growth: From Alternative Stent to New Gold Standard
YEAK B0y FUBLICATION HIGHLIGH TS CHELIARL™ S 5 1AM DIMNG fennsn & ripsle)

CGuard™ evaluated as new
approach to CAS

e size fit all”; feasiblltty of aske fit a mach i CEUErd™ damanctrates bast

PFezal warld multicertric 1y results; Excellent lang-term s in multicentric perfﬂrmance in field
Large real waofrld poulth eftric

Randomized Trial; © - 2 nthoral stents

T el A E C5uard™ demonstrates superiority
OCT comgrarison OGuard™ v CEA; Lo demonstrale sUpe C to other stents
results than CEA
Large leng-termn study for all commers; CGuand™ study of hong-term
CGuard™ demanstrates superiority,

anded 1o demonstrate plague exdusion
1o surgery

in very high-risk patiants bayond canatids;
5

4 Expocnad
Iy, 2L I ]




B CGuard™ EPS Yields Superior Clinical Qutcomes
When compared with Conventional Stents and Surgery (CEA), CGuard™ trends Superior

& 00"

5.00%

4.00%

3.00%

2.00%

30 Day D5M
{Death, Stroke, Myocardial Infarction)

220 Havdh WLLLS0-1352

5205 |,
A5 ¢
LO0% |
CGuard™ Canventional Surgery
Stents {CEA)

CGuard™ has a superior profile versus
historical data on both conventional carotid
stents and surgery

CGuarc™ is a next-generation stent
supported by & strong and growing body of
clinical data

8 completed clinical trials and 3 ongoing trials
MO MAIOR STROKE with CGuard™ [Minor

stroke in 20/1,557 pts in
8 studies {1.28%)

Iy i, e I R E]




M A Billion Dollar Market Opportunity
Our MicroNet™._covered stents like CGuard™ could become the new gold standard

Stents (CAS):

v

ul Pkl

Stents [Cask
100%
of Market

= 2. 2M diagnosed with caratid

artery disezse (CAD)

* 2007: ~B00,000 patients with high

grade carotid stenosis (HEC5)
raquired intervantions for CAD

= At present, ~80% are surgically

treated ZEA

* AT & price of 51,850 per stant, tha

acldressable market s estimated 1o

be mare than 51 hillion

InspireMD
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B Commercial Footprint (Dark Blue)

= Active Selling in 39 Countries

= Over B0% of zales are through channe
partners Jdistributors

* Short Term Expansian Brazil and France

+ New countries developmeant include
lapan, 5 Korea and China

« |DE Approval progressing with FDA;
tarzeting initiztion of US trial in 2021 wee-

i P sz prewals

InspireMD
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B Our Lead Product, CGuard™ - Advancing Rapidly

31%

growth of CGuard™
portfolio in Q4 2019

18,000

Total protected stents
sold to date with
axcellent clinical results

CGuard™ has potentlal to
bacome the new standard-of-
care for carotid indications

* Achleved clinlcal milestones;
neuroprotective vs other carotid
artery stenting (SERBLA)

e




B Our Advancement Roadmap / Milestones
Key Value Drivers and Strategic Pathways

2020 2021 2022 and
Beyond

g Commercial Focus Expand Broad Global slaunch CEaard™ in L5 & Ching

Embaolic Protection Indications s Arvarce S Shunl (Revomse Flaw)
skxpanded indications far Micmanet™

e = Demorstrale Supesority ol Couard™ inCAS
‘?p Dermonstrate Commercially *arrew abaen market in thosa sered
C}_ Driven Market Awareness, ARAieh CeLu T T Bkl ’ :
o *Completa Cuard™ INE sparmal for LS
) Capabil Results & G rth
fé; apabi 'hﬁ' VESLITS & Ao *Inilete Chuard™ registration i Ching with Parner
sAteanna distribution aptions in lapan

& [rive share leadership for Protectad CAS in EL
=Growdh i South Amerian Markels
PR : =Significart Pogium Presence
Transform Carotid Arteny wPlantn Envol L™ LIS, ADE
Disease Care Globalby «Plar to Enroil CGuard™ China Qirical Trial
i T
InspireD
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M Our Robust Intellectual Property Portfolio
Praprietary platform technology supported by IP

Patert Rights Pending

* |nspire WD will continue to strengthen
and broaden its patent pratection
globally to enable future pipeline
products

Rest of World a3 4 14

InspireMD
Tudy i, L I 1




B Our Business and Market Development

Strategic Targets for Merger or Acquisition
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M Silk Road- Comparison
= Teckir SILE
© L1200 NG TP (520 por shane] = April 2019
* aluation at time af IPC— 5500 wilion
* Curment Stock Frice 337, 4G
= hAarkot Maleo Bocke 513 Ballion
© Rowenae in 2015 5034 Mullion [United States Dty
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- Summary Financials

NYSE AMERICAN

Stock Price (7/6/20);
Average volume:

Shares outstanding (7/6/20);

Shares outstanding including full conversion of

preferred shares and prefunded warrants (7/&8/20);

MMarket capitalization including full conversion of

preferred shares and prefunded warrants (7/6/20);

Cash (6/30/20)*:

® nubijert b P L A review

NSPR
50.44
38M

334 M

I5EM

FI7AM

F13.9M
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B Company Highlights
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