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Item 7.01 Regulation FD Disclosure.

On May 28, 2024, InspireMD, Inc. (the “Company”) issued a press release titled “InspireMD Announces Presentation of Positive One-Year Follow-Up Results from the C-GUARDIANS U.S.
Investigational Device Exemption (IDE) Clinical Trial of CGuard at LINC 2024”. A copy of the press release is attached hereto as Exhibit 99.1 and is incorporated herein by reference. A copy of the
presentation that the Company presented at the Leipzig Interventional Course (LINC) 2024 (“LINC 2024”) is attached hereto as Exhibit 99.2 and incorporated by reference in this Item 7.01. A copy of the
presentation is also available on our website at https://www.inspiremd.com/en/investors/investor-relations/.

In accordance with General Instruction B.2 of Form 8-K, the information in this Current Report on Form 8-K that is furnished pursuant to this Item 7.01, including Exhibit 99.1, shall not be deemed
to be “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, and shall not be incorporated by
reference into any registration statement or other document filed under the Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly set forth by specific reference in such filing.
Item 8.01 Other Events.

On May 28, 2024, one-year follow-up results from the Company’s C-GUARDIANS Pivotal Trial of the CGuard™ Carotid Stent System were presented at LINC 2024.

From July 2021 to June 2023, 316 patients were prospectively enrolled in a single-arm carotid artery stenting study performed at 24 sites in the United States and the European Union. The primary
endpoint in the clinical trial was a composite of: (1) incidence of major adverse events including death (all-cause mortality), any stroke, or myocardial infarction (“DSMI”) through 30-days post index
procedure, or (2) ipsilateral stroke from day 31 to day 365 post-procedure. Stenting with the C-Guard carotid stent system in patients with carotid artery stenosis and at high risk for carotid endarterectomy

had a primary endpoint event rate (DSMI rate) of 1.95%.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

Exhibit

Number Description

99.1 Press release, dated May 28, 2024 (furnished herewith pursuant to Item 7.01)
99.2 InspireMD LINC 2024 Presentation, May 2024

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: May 28, 2024 By: /s/ Craig Shore

Name:  Craig Shore
Title: Chief Financial Officer




Exhibit 99.1

INSPIRENMD

InspireMD Announces Presentation of Positive One-Year Follow-Up Results from the
C-GUARDIANS U.S. Investigational Device Exemption (IDE) Clinical Trial of CGuard at
LINC 2024

Data demonstrate lowest reported primary endpoint event rate of 1.95% through twelve months post-procedure for any carotid stent or embolic protection device pivotal trial
Study results to support a Premarket Approval (PMA) application to FDA in H2 2024

U.S. commercial launch of the CGuard™ Prime Carotid Stent System anticipated in HI 2025, if approved
Tel Aviv, Israel, and Miami, Florida — May 28, 2024 — InspireMD, Inc. (Nasdaq: NSPR), developer of the CGuard™ Embolic Prevention Stent System (EPS) for the prevention of stroke, today
announced the presentation of positive one-year outcomes from its C-GUARDIANS IDE clinical trial of the CGuard™ Carotid Stent System for the treatment of carotid artery stenosis at this year’s Leipzig
Interventional Course (LINC) 2024, which is being held May 28-31, in Leipzig, Germany.
Marvin Slosman, chief executive officer of InspireMD, stated, “We are very pleased to have such a significant presence at this year’s LINC conference, highlighted by a presentation of the primary endpoint
results from our C-GUARDIANS clinical study. The independently adjudicated major adverse event rates through one-year are the lowest reported to date from any carotid stent or embolic protection device
pivotal trial. With these data in-hand, we now have line of sight to a PMA application in the back half of this year, with preparation ongoing for a robust U.S. commercial launch in the first half of 2025, if
approved. In addition to these results, we continue to be enthusiastic about our plans to introduce both CAS and TCAR solutions serving the broadest community of specialists serving the carotid
revascularization market with the best implant in CGuard Prime.”
Dr. Chris Metzger, M.D., System Vascular Chief at OhioHealth, and lead investigator of the C-GUARDIANS trial, stated, “We are very excited that the one-year carefully adjudicated C-GUARDIANS data
confirm the extremely low rates of stoke, death, myocardial infarction, and target vessel revascularization in this prospective trial of high-carotid endarterectomy (CEA) risk patients with obstructive carotid
disease, including 25% who were symptomatic. These data confirm the potential ‘neuroprotective properties’ of this unique MicroNet technology, offering an outstanding front-line option to consider for
each patient with obstructive carotid artery disease.”
Presentation details:
Title: One-Year Follow-Up Results from the C-GUARDIANS Pivotal Trial of the CGuard™ Carotid Stent System
Presenter:  Dr. D. Christopher Metzger, System Vascular Chief, OhioHealth

Date/time:  Tuesday, May 28" at 2:53 pm CEST (8:53am EDT)




INSPIRENMD

Presentation Highlights:
e From July 2021 to June 2023, 316 patients were prospectively enrolled in this single-arm carotid artery stenting study performed at 24 sites in the US and the EU.

e The primary endpoint is a composite of: (1) incidence of major adverse events including death (all-cause mortality), any stroke, or myocardial infarction (DSMI) through 30-days post index
procedure, or (2) ipsilateral stroke from day 31 to day 365 post-procedure.

e  Stenting with the CGuard carotid stent system in patients with carotid artery stenosis and at high risk for carotid endarterectomy had a primary endpoint event rate of 1.95%, from procedure through
1-year follow-up.

e The presentation is available on our website at: Clinical Presentations - InspireMD

About LINC

LINC, the Leipzig Interventional Course, is strongly committed to contributing to a systematic scientific evaluation and interdisciplinary discussion of new methods in the field of vascular medicine,
allowing conclusions for daily interventional practice. LINC is an interdisciplinary live course, designed to provide a global platform, permitting the discussion of the “vascular patients” by integrating
colleagues of different specialties from around the world who are performing endovascular interventions.

For more information, please visit: https://www.leipzig-interventional-course.com/

About C-GUARDIANS

The C-GUARDIANS clinical trial evaluated the safety and efficacy of the CGuard™ Carotid Stent System for the treatment of carotid artery stenosis. The study enrolled 316 patients across 24 trial sites in
the U.S. and Europe.

The trial included both symptomatic and asymptomatic patients undergoing carotid artery stenting (CAS). The primary endpoint includes the composite of the following: incidence of the following major
adverse events: death (all- cause mortality), all stroke, or myocardial infarction (DSMI) through 30-days post-index procedure, or ipsilateral stroke from 31-365-day follow-up, based on the Clinical Events
Committee (CEC) independent adjudication. The performance goal will be considered to have been met if the upper bound of the two-sided 95% confidence interval calculated from the observed primary
endpoint rate is <11.6% and the p-value is <0.025.

About InspireMD, Inc.

InspireMD seeks to utilize its proprietary MicroNet® technology to make its products the industry standard for carotid stenting by providing outstanding acute results and durable, stroke-free long-term
outcomes. InspireMD’s common stock is quoted on the Nasdaq under the ticker symbol NSPR.

We routinely post information that may be important to investors on our website. For more information, please visit www.inspiremd.com.




INSPIRENMD

Forward-looking Statements

This press release contains “‘forward-looking statements.” Forward-looking statements include, but are not limited to, statements regarding InspireMD or its management team s expectations, hopes, beliefs,
intentions or strategies regarding the future. Such statements may be preceded by the words “intends,” “may,” “will,” “plans,” “expects,” “anticipates,” “projects,” “predicts,” “estimates,” “aims,”
“believes,” “hopes,” “potential”, “scheduled” or similar words. Examples of such statements include, but are not limited to, statements relating to the C-Guardians U.S. IDE clinical trial, including one-
year results from such trial presented at LINC 2024, as well as the timing and outcome of any subsequent results, PMA or potential launch. Forward-looking statements are not guarantees of future
performance, are based on certain assumptions and are subject to various known and unknown risks and uncertainties, many of which are beyond the company’s control, and cannot be predicted or
quantified and consequently, actual results may differ materially from those expressed or implied by such forward-looking statements. Such risks and uncertainties include, without limitation, risks and
uncertainties associated with our history of recurring losses and negative cash flows from operating activities, significant future commitments and the uncertainty regarding the adequacy of our liquidity to
pursue our complete business objectives, and substantial doubt regarding our ability to continue as a going concern; our need to raise additional capital to meet our business requirements in the future and
such capital raising may be costly or difficult to obtain and could dilute out stockholders’ ownership interests; market acceptance of our products; an inability to secure and maintain regulatory approvals
for the sale of our products; negative clinical trial results or lengthy product delays in key markets; our ability to maintain compliance with the Nasdagq listing standards; our ability to generate revenues
from our products and obtain and maintain regulatory approvals for our products; our ability to adequately protect our intellectual property; our dependence on a single manufacturing facility and our
ability to comply with stringent manufacturing quality standards and to increase production as necessary, the risk that the data collected from our current and planned clinical trials may not be sufficient to
demonstrate that our technology is an attractive alternative to other procedures and products; intense competition in our industry, with competitors having substantially greater financial, technological,
research and development, regulatory and clinical, manufacturing, marketing and sales, distribution and personnel resources than we do; entry of new competitors and products and potential technological
obsolescence of our products; inability to carry out research, development and commercialization plans; loss of a key customer or supplier; technical problems with our research and products and potential
product liability claims; product malfunctions; price increases for supplies and components; insufficient or inadequate reimbursement by governmental and other third-party payers for our products; our
efforts to successfully obtain and maintain intellectual property protection covering our products, which may not be successful; adverse federal, state and local government regulation, in the United States,
Europe or Israel and other foreign jurisdictions; the fact that we conduct business in multiple foreign jurisdictions, exposing us to foreign currency exchange rate fluctuations, logistical and communications
challenges, burdens and costs of compliance with foreign laws and political and economic instability in each jurisdiction; the escalation of hostilities in Israel, which could impair our ability to manufacture
our products; and current or future unfavorable economic and market conditions and adverse developments with respect to financial institutions and associated liquidity risk. More detailed information
about the Company and the risk factors that may affect the realization of forward-looking statements is set forth in the Company's filings with the Securities and Exchange Commission (SEC), including the
Company s Annual Report on Form 10-K and its Quarterly Reports on Form 10-Q. Investors and security holders are urged to read these documents free of charge on the SEC's web site at http://
www.sec.gov. The Company assumes no obligation to publicly update or revise its forward-looking statements as a result of new information, future events or otherwise.

Investor Contacts:

Craig Shore

Chief Financial Officer
InspireMD, Inc.
888-776-6804
craigs@inspiremd.com

Chuck Padala, Managing Director
LifeSci Advisors

646-627-8390
chuck@lifesciadvisors.com
investor-relations@inspiremd.com




1 year Outcomes of the C-
GUARDIANS Pivotal IDE Trial of
the C-GUARD MicroNet Stent

D. Chris Metzger, MD
OhioHealth Riverside Methodist Hospital
Columbus, Ohio, USA

On Behalf of the C-GUARDIANS Investigators
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Two-Thirds of 30-Day Stroke Events Occur after the CAS Procedure

Neurological events

Events 3 Procedural Post-procedural

Neuro / Imaging
evaluations

*Adapted from McCormick TCT 2012




“Pore Sizen CompariSOI'l of Carotid Al’tel’y Stents Area Comparison (mm?2)

| CASPER® 500p  1050p 1900p

Closed cell stent Open cell stent

WallStent™

clinical performance.
* Average in lesion at expanded state




The CGuard Stent: Designed to Address Peri-procedural
Microembolization with Mesh Technology

PN

Conventional Open Cell Stent (15t GEN):

Larger cell sizes increase risk of plague protrusion

MicroNet captures and locks thrombus & plaque material agamst the arterial wall, deterring debris
from entering th bf i i i eve t Iaque protrusion




The CGuard Stent Combines the Conformability of Open
Cell Design with the High Plaque Coverage of MicroNet™

M, 52y, Right Hemisph. Stroke 5 days before

=]

->

9 x 30 mm

IVUS
Designed to minimize plaque protrusion during and after the procedure




Clinical Data Supporting CGuard Peri-procedural Safety

CGuard commercially available in Europe since 2015 (CE Mark)

ub | vear | N J—psoodnyxin | C oMy x0) |

CARENET 2015 30 0.0% (0) S
PARADIGM 2016 0.0% (0) ==
CASANA 2017 82 1.22% (1) 1.22% 1)
WISSGOTT | 2017 30 0.0% (0) =
IRONGUARD | 2018 200 2.50% (5) 2.50% (5)
WISSGOTT Il 2019 30 0.0% (0) 0.0%(0)
IRONGUARD 2 2020 0.05% (4) 1.09% (8)
GREEK Study 2021 103 0.0% (0) 0.0%(0)
SIBERIA 2021 0.0% (0) 0.0%(0)

0.80%(11) _ 1.03%(14)

I, Journal of EndcTherapy




Clinical Data Supporting CGuard at 1-year

Extensive body of literature from independent studies in peer-reviewed journals

n DSMI at 30-d and Ipsilateral Stroke at 1-Y
% (n)

Study

CARENET 28 0.0% (0) I
IRONGUARD | 3.01% (6) I
IRONGUARD I 2.20% (16) I

PARADIGM 0.0% (0) I
SIBERIA 0.0% (0) I
1.99% (22) I

1. Schofer, J. et al. JACC Cardiovasc.
Intery, 2015,

2. Speziale, F. et al. Eurolntervention.
2018

3. Sirignano, P et al. Cardiovascular
Intery, 2020

4. Musialek et al. Eurointervention, 2020

5. Karpenke, A, et 3l JACC Cardiovasc.
Interv. 2021.

CAUTION: The CGuard Stent System is Investigational Use Only Or Sale in the USA




C-GUARDIANS Pivotal IDE Approval Trial

Theoretical concept of conformable stent combined
with maximal plaque coverage, and experience with:

* 50,000+ stents sold since 2015 CE Mark in Europe

* Extensive 30- day, 1 year-, and 5-year peer-reviewed
published data

* All serve as precursors for the IDE Trial




C-GUARDIANS Trial Design

Prospective, multicenter, international, single-arm clinical trial comparing the primary
endpoint to a performance goal derived from literature

Evaluate the safety and efficacy of the CGuard Prime™ Carotid Stent System in the
treatment of carotid artery stenosis in symptomatic and asymptomatic patients

undergoing carotid artery stenting (CAS)

Dr. Chris Metzger, MD Dr. Piotr Musialek, MD, PhD

OhioHealth Riverside Methodist Hospital. Columbus, Ohio, USA Jagiellonian University, John Paul Il Hospital, Krakdw, Poland

N \Symptomatic with = 50% < 80 years of age at high risk for CEA
24 USand EU sites enosis or asymptomatic with ! _ S i o :
> 80% stenosis Pre-specified 25% symptomatic

Incidence of death (all-cause mortality), all stroke, and myocardial infarction (DSMI)
through 30-days post-index procedure or Ipsilateral stroke from 31 to 365 days




C-GUARDIANS: Other Trial Features

Technical success and treatment success

Death, stroke, minor stroke, major stroke, Ml through 30-day
Ipsilateral stroke through 30 days, 1-, 2-, 3-year follow-up
TLR through 1-, 2-, 3-year follow-up

Secondary Endpoints

Embolic Protection Distal EPD (NAV6), Proximal Protection (MoMA), or both

Medications DAPT required for 30-days post-procedure

Physician screening committee
Independent CEC for MAE adjudication
Independent DSMB

Independent CorelLab by Syntropic

Trial Conduct




Patient Demographics

Age (mean SD) | 69.0+ 6.6
% Symptomatic . 24.3% I
% Male | 63.9%
Diabetes Mellitus 41.8%

Hypertension | 92.6%

Dyslipidemia 90.0%
CAD 521%
COPD 23.8%
Current Smoker " 26.4%
PVD 28.6%




Lesions Characteristics

e il

Stenosis

Pre-procedure
‘ Post-procedure
Calcification
| None/mild

Moderate

[ Severe

Lesion length (mm)




Procedural Data

Pre-dilatation
“.Post-dilatation
| Embolic protection utilized
Emboshield NAV 6
MoMA
Both (Navé and MoMA)
Other EPD
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C-GUARDIANS: 30-Day Major Adverse Events (LBCT VIVA 2023)

Per Protocol”

Event rate in % (n) ITT (N=316)
Death, Stroke or MI'

Any stroke* 0.95% (3)
Major Stroke* 0.63% (1)
Minor Stroke* 0.32% (2)
MI# 0.00% (0)

Death or any stroke’ 0.95% (3
y " 30-day S/D/MI 2i0)
Death or major stroke 0.63% (2)

ts in each patient are counted indis

* pg

The CEC independently adjudicated all neurological, cardiac events:
* 1 major fatal stroke on post procedural day 10 after all DAPT stopped contrary to protocol requirements.

+ 1 minor stro NIHSS 2, post procedure). N 514 atent 30 days, NIHSS 0 at 6 and 12 months

0.63% (2)

0.63% (2)
0.32% (1)
0.32% (1)
0.00% (0)
0.63% (2)
0.32% (1)

+ 1 retinal infarct in a patient presenting with amaurosis fugax, adjudicated as a minor stroke. (NIHSS 1). NIHSS 0, CDU patent 30 days




C-GUARDIANS Trial 1-Year Primary Endpoint Results

Event* ITT Per Protocol**

30-day DSMII + Ipsilateral stroke between 31 and 365 days 1.95 % (6)

30-day DSMI 0.95% (3)

Ipsilateral stroke between 31 1.00% (3)
and 365 days

0.98% (3)
** Per Protocol Analy -ludes 15 patients v ajor Protocol Deviations

The CEC independently adjudicated all neurological, cardiac events:
» 1 minor stroke (retinal) on POD 189.

» 1 major stroke on POD 280: Prostatectomy (Antiplatelet therapy stopped).

+ 1 major stroke on POD 307: Stent patent; A Fib discovered.

1.70% (5)

0.63% (2)

1.04% (3)

1.01% (3)




C-GUARDIANS: 30-Day DSMI in Context of CAS, TCAR Trials




C-GUARDIANS: 1-Year Outcomes in Context

(D/S/MI @ 30 days and ipsilateral stroke to 1 year)

T 12.50%
9.60%
4.70% 4.60%
2.67% —
f 1.95%
Sapphire (2002) Archer (2003) MAVERIC (2004) CABERNET (2004) PROTECT (2008} PERFORMANCE2 || CGUARDIANS {2024)
(2023) EEE—.




Summary of C-GUARDIANS 1 Year Outcomes

» 30-Day Outcomes
* DSMI: ITT 0.95%, PP 0.63%

* No MI, No contralateral stroke

* 1-Year Outcomes
Follow up compliance rate at 1-year: 97%

30-day DSMI or ipsilateral stroke between 31 and 365 days:
*ITT 1.95%, PP 1.7%
* TLR (any target revascularization up to 365 days): 1% (3)




Conclusions

* The C-GUARDIANS Pivotal IDE results demonstrate extremely low
event rates for 30 —day stroke/death/Ml (0.95%) and 1 -year
S/D/MI at 30 dates plus ipsilateral strokes (1.95%), representing the
lowest event rates in published trials of CAS, TCAR, and CEA

* These data are consistent with previously published European data

* These results appear to confirm the proposed “neuro-protective”
benefits of this stent design.

* The results support consideration of CAS with this stent as a front-
line therapeutic option for appropriate patients being considered
for carotid revascularization

L IN C




Thank You for Your Attention!




