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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 reporteditober 4, 2011

InspireMD, Inc.

(Exact Name of Registrant as Specified in Charter)

Delaware 33:-162168 26-212383¢
(State or other jurisdictioof (Commission File Numbe (IRS Employel
incorporation) Identification No.)

3 Menorat Hamaor St.
Tel Aviv, Israel 67448

(Address of principal executive office (Zip Code)

Registrant’s telephone number, including area cé@d2:3-691-7691

(Former name or former address, if changed sirstadgport)

Check the appropriate box below if the Form 8-k§lis intended to simultaneously satisfy the §liobligation of the registrant under
any of the following provisions:

O Written communications pursuant to Rule 425 unterSecurities Act (17 CFR 230.4z
O Soliciting material pursuant to Rule -12 under the Exchange Act (17 CFR 240-12)
O Precommencement communications pursuant to Rul-2(b) under the Exchange Act (17 CFR 240-2(b))

O Preecommencement communications pursuant to Rul-4 (c) under the Exchange Act (17 CFR 240-4(c))




Item 1.01 Entry into a MateribDefinitive Agreement.

On October 4, 2011, InspireMD Ltd. (“ InspireMD §ur wholly-owned subsidiary, entered into a clatitial services agreement (the
“ Clinical Trial Services Agreement ") with Harvaftlinical Research Institute, Inc. (“ Harvard "yrguant to which Harvard will conduct a
study entitled “MGuard Stent System Clinical TiaPatients with Acute Myocardial Infarction” (the&tudy ") on behalf of InspireMD.
InspireMD will pay Harvard an estimated fee of 8819156 for conducting the Study, subject to adjestntdependent upon changes in the
scope and nature of the Study, which is expectéastd37 months, as well as other costs to be mé@ted by the parties. The Clinical Trial
Services Agreement will expire upon the final papirtgy InspireMD to Harvard for work performed bydard on the Study, unless earlier
terminated pursuant to the terms therein. TheySmidxpected to enroll a total of 654 patientS0nclinical sites in the United States and
Europe. InspireMD is entering into a separate agesg with a third party to monitor and overseeEheopean clinical sites involved in the
Study and to share the data from the EuropeanwiteHarvard.

InspireMD will have exclusive rights to the dataguced by the Study and Harvard will transfer tepireMD all rights to any
intellectual property developed during the Studyedating to the Study or to InspireMD’s productdirty used during the Study. Harvard will,
however, own all rights to the procedures, methagiels, computer programs and other know-how usdtbagenerated by Harvard in
conducting analyses related to the Study. Harwdltchot be responsible for any adverse reactionaty of the patient subjects taking part in
the Study. All data produced by the Study will kepbfidential by both parties, however, there amvisions by which an independent
publications committee can publish results of thed$ while providing InspireMD an opportunity tadt publish and protect its intellectual
property rights.

The foregoing summary of the Clinical Trial Sengo&greement is not complete, and is qualified sreittirety by reference to the |
text of the Clinical Trial Services Agreement tieattached as an exhibit to this Current ReporForm 8K as Exhibit 10.1. Readers shao
review the Clinical Trial Services Agreement famare complete understanding of the terms and dondiassociated with this transaction.

Item 9.01 Financial Statementsd Exhibits.
(d) Exhibits
Exhibit Number Description
10.1 Clinical Trial Services Agreement, dated as of ®@eto4, 2011, by and between InspireMD Ltd. and dahClinica

Research Institute, In




SIGNATURES

Pursuant to the requirements of the Securities &xga Act of 1934, as amended, the registrant higscdused this report to be sigi
on its behalf by the undersigned hereunto duly @ighd.

INSPIREMD, INC.

Date: October 11, 2011 By: /s/Craig Shore

Name:Craig Shore
Title: Chief Financial Office




EXHIBIT INDEX

Exhibit Number Description

10.1 Clinical Trial Services Agreement, dated as of ®@eto4, 2011, by and between InspireMD Ltd. and dahClinica
Research Institute, In



CLINICAL TRIAL SERVICES AGREEMENT

This Agreement is effectiv®ctober 4, 2011(“Effective Date”) by and between:

Harvard Clinical Research Institute, Inc. (“HCRI”)
930 Commonwealth Avenue
Boston, Massachusetts 02215

and
InspireMDLtd. (“InspireMD")

3 Menorat Hamor St.
Tel Aviv, Israel

“MGuard Stent System Clinical Trial in
Patients with Acute Myocardial Infarction”




WHEREAS |, InspireMD (“Sponsor”desires to engage HCRI for the purpose of providitigical Trial Services, as defined in Exhibit 8
this Agreement, which will serve as the Scope ofrkMand budget for the Agreement, for the protocolthe ‘MGuard Stent System Clinic
Trial in Patients with Acute Myocardial Infarctiotudy, which shall be developed by HCRI under assp consulting agreement, with s
Protocol being incorporated by reference; and

WHEREAS , HCRI and its professionals have experience indieclopment and administration of clinical trialfsvarious Investigation
Products; and

WHEREAS , the parties hereto deem it to be in their indialdand mutual best interest to set forth the teantsconditions of their relations|
herein; and

NOW, THEREFORE , in consideration of the mutual covenants and jgesherein contained, HCRI and Sponsor agredlasvéo

1. Definitions.
. “ Clinical Sites” shall mean the hospitals and other medical ingitstthat are participating as clinical study sitethe Trial.
N “ Clinical Trial Data " shall mean data provided to HCRI by the ClinicakSiduring the Trial and may include, but shall be

limited to, information contained in case reporfis, core laboratory data, if any, and clinicalliedtory data, if any

N “ Clinical Trial Services” shall mean the Services described in Exhibit Ahis Agreement, which shall serve as the Scope afk
and budget for this Agreeme!

N “ Investigational Product” shall mean the device, pharmaceutical, or biopheentical product under investigation for the Tr
N “ Pre-Existing Intellectual Property ” means all proprietary rights, including inventiopstents, patent applications, registere
unregisterd copyrights and works of authorship ¢Wwleor not published), trade secrets and otheprf@tary information relating

the Investigational Product and owned or license&ponsor

. “ Principal Investigators ” shall mean collectively the investigator who funos as overall principal investigator for the Tiaald th:
investigators who function as principal investigatat the Clinical Sites

N “ Protocol ” shall mean the investigational plan developedHiyRI and approved by Sponsor pursuant to the gantiensulting
agreement for performing the Trii

. “ Study ” or*“ Trial " shall mean the clinical trial described in the Beol.




Sponsor Liaison.

Sponsor shall designate a person who shall be 8pgen@imary liaison (the “Liaison”Wwith HCRI for all purposes pursuant to
Agreement. The Liaisos’duties shall include responding promptly andyftdl all reasonable requests from HCRI. The Liaistay
consult informally with HCRIS representatives, both in person and by telephegarding the Trial. All notices and approvaldbt
made by Sponsor pursuant to this Agreement shatidme by or through the Liaison, in accordance ®ilhtion 18(f) (“Notices”)anc
HCRI shall be entitled to look solely to the Liaisfor such notices and approvals. THeaison shall beEli Bar, Vice President o
Research and Development

Primacy of Health Care Mission.

Sponsor acknowledges that the primary mission ofRH@ health care, education and the advancemenknofvledge an
consequently, all Clinical Trial Services, (desedbin Exhibit A), provided by HCRI under this Agreent shall be performed ir
manner best suited to carry out that mission. Heurhore, HCRI does not guarantee specific res@itiseoTrial.

Data Ownership.

Sponsor shall have exclusive ownership rights ¢oQhnical Trial Data, as well as to the contenainflyses and reports relating to
Trial which are delivered to Sponsor by HCRI. Sgmrshall be free to use the Clinical Trial Datd #me content of such analyses
reports for its own business purposes, provideddvewthat Sponsor agrees that it shall be solabjdifor the content of the analy
or reports if it changes or otherwise modifies sanblyses or reports in any way at any time froe fitrm in which they we
delivered to Sponsor. HCRI shall own all rightghe procedures, methodologies, computer prograraytic tools, work papers, €
know-how used and/or generated by HCRI in condgctsuch analyses relating to the Trial (collectiyefHCRI Know-
How"). Sponsor agrees not to reproduce and/oedigzate such HCRI Know-How for its benefit or thenbfit of any third party.




Compensation.

Compensation and Paymeit consideration for its services which shallgeformed in a workmanlike manner in accordancé
industry good practice standards, HCRI will recefeenuneration equal to an estimated feeb 6,994,456 USD , as detailed |
Exhibit A. Additional costs described in Exhibit As “TBD” shall be agreed to in writing by the parties prior being
incurred. Sponsor and HCRI expressly agree thett fee represents an estimate arrived upon in famitdand based on the parties’
mutual understanding of the Scope of Work at thesedwof this Agreement. Notwithstanding the comwdisi of Section 5(b) regardi
changes in scope, it is hereby agreed that Spatslt not be required or obligated to pay any amaxteeding the afores:
estimated amount including costs set forth in thigeement unless agreed upon in writing betweenptrdes and signed by th
authorized signatory persons. This estimated fdleb&iinvoiced according to the payment schedutavigied in Exhibit B. Spons
agrees to pay each undisputed invoice upon rec@iptthe extent there is no good faith disputecashe validity of the invoic
accounts not paid within fortfive (45) days of receipt thereof will be considiti@/erdue. Overdue accounts will be charged 0.£
the amount outstanding for each month that theig@veemains unpaid. Sponsor shall inform HCRI niting of any disputed amour
invoiced within fortyfive (45) days of receipt of invoice. Sponsor staiinmunicate such objection in a timely manner @RHafte
its discovery. Failure to inform HCRI as aforesalthll not prejudice any of Sponsor's rights to glisa to any invoice at any til
subject to statute of limitatiol

Changes in Scop. Amounts paid by Sponsor under this Section 5 tm@yincreased if the Scope of Work detailed in BxhA
changes and if such amount increases the totatamintalue set forth above by more than $100,06hduld be pre approved
writing by Sponsor. If changes in scope are regyiseContract Change Order describing the modifinato the Scope of Work a
detailing the associated adjustment to the prajests will be issued by HCRI and agreed to in wgitand signed by HCRI a
Sponsor as soon as practicable. If requested byps®p in writing, or required by circumstances beyeither partys control, HCR
may continue performing services outside the Saufp@/ork (provided that the charge for such serviskall not increase the tc
costs described in Exhibit A by more than $100,8@Bout Sponsor's written pre-approval) prior te fharties’execution of a Contrs
Change Order if interruption of performance woulklay the Study or delivery of the Services contdiire Exhibit A. Sponsc
acknowledges that the timely continuation of Segsits contingent upon Sponsogrompt review and execution of proposed Cor
Change Orders. Additionally, Sponsor acknowledes ¢ertain adjustments to the estimated fee mayebessary during the terrr
this Agreement along with a detailed explanatiorsarhe; provided that the charge for such servical Bot increase the total cc
described in in Exhibit A by more than $100,000hwiit Sponsor's written prgpproval. HCRI shall provide Sponsor with pro
notice of any adjustment deemed necessary. Futtieeparties shall review and address any disgléing to all such adjustmen

Sponsor Obligations and Representations

Representations Concerning the InvestigatiBnoduct Sponsor represents, warrants and agrees thatvestigational Product w
be produced in accordance with all applicable lawd regulations. Sponsor further represents, werrand agrees that appropr
federal and state government authorization has bewiill be obtained for the use of the Investigatil Product for the Tria




b.

Adverse ReactionsSponsor agrees that HCRI is not responsibléhicosts of diagnosis, care and treatment of adgsirable sic
effects, adverse reactions, illness or injury fmagicipant in the Trial which result from partieifion in the Trial, except to the ext
such costs arise directly from HCRIgross negligence or reckless or intentional nmgaot. This section is not intended to create
third-party contractual benefit for any participants d¢inical Sites in the Trial

Immediate Notification of Adverse ReactianSponsor shall immediately transmit to HCRI anfpimation regarding any Seric
Adverse Events associated with the use of the tiga®nal Product. HCRI shall immediately transimoi Sponsor, or its design
any information regarding previously unreportedi@es Adverse Events experienced by participanteénTrial.

HCRI Obligations

HCRI shall carry out the Clinical Trial Servicestime highest professional standards and in accoedasith any law, regulation a
rules including of the respective ethic committ

In the event that HCRI receives a Notice of Insjpec{a “Notice”) from a regulatory agency which relates to the RitojelCR
shall: (a) notify Sponsor promptly of such Notigb) keep Sponsor informed of the progress of tispeéction; and (c) provide
Sponsor a copy of any documents produced to thdatgy agency pursuant to such Noti

Sponsc’s authorized representatives may visit H's site and facilities at reasonable times and weisonable frequency dur
normal business hours and upon reasonable advarittermnotice, to observe the progress of the CiihiTrial Services. All suc
visits shall be subject to HCRI'restrictions and procedures relating to safetgusty and protection of Confidential Informatigex
defined below), and in connection therewith, Sporssauthorized representatives may be required toaigonfidentiality agreeme
or an access agreement for special a-controlled areas. The terms of this Section aténiended to govern audi

Confidentiality.

Confidential Information Define. “Confidential Informatio” shall mean information provided by the party disglg informatiol
(“Disclosing Party”) to the other party (“Recipiénpursuant to this Agreement, or in anticipation b&ravhich is preferably mark
“Confidential” when disclosed or is otherwise treated as confidelny the Disclosing Party, except as excludednfthis definition i
Section 8(b). If not in tangible form, the Disdlug Party agrees to identify such information asficential when disclosed and m:
reasonable efforts to confirm in writing the comfidial nature of the information within thirty (30§lays of suc
disclosure. Confidential Information shall includey reports or documents created by the Recipiattinclude, summarize, or re
to Confidential Information. Examples of Confidahtnformation include, but are not limited to,yaimformation, data, or knowew
relating to the Disclosing Parybusiness interests, products, procedures, phattieal or device development efforts, trade se;
information regarding marketing or pricing or verslor suppliers, or other technological informatitiis hereby acknowledged tl
all Clinical Trial Data and other materials premhresing the same or derived therefrom shall baddeas Confidential Informatic
and treatment of same will be in accordance wi¢hShkction entitled Publicatio




Exclusions to Confidential InformationConfidential Information shall not include infoation or materials: (i) which was availabli
the public prior to the disclosure by the DisclgsParty; (ii) which were not acquired directly adirectly from the Disclosing Pa
and which Recipient lawfully had in its possesspoior to the Effective Date of this Agreement oryamderlying confidentialit
agreement between the parties, as demonstratetbbf/ip Recipients records before the Effective Date; or (iii) whiRbcipient ca
demonstrate was developed by or for Recipient iaddpntly of the disclosure of Confidential Inforinatby the Disclosing Party,
demonstrated by proof in Recipi’s records

Obligations of the Recipient The Recipient of Confidential Information shafi) receive, maintain, and hold the Confider
Information in strict confidence and use at lehstsame level of care in protecting it that it uséh its own confidential material o
similar nature, but in no event less than reasenalblre; (ii) take all reasonable steps necessadyagpropriate to verify th
Recipients employees, subcontractors, officers, and/or agesat the Confidential Information as confideindiad to verify that suc
employees, subcontractors, officers, and/or agardgsfamiliar with and abide by the terms of thisrégment; and (iii) not utiliz
Confidential Information, except as provided forrdie, without first obtaining the Disclosing Pasgyivritten consent to su
utilization. All obligations under this Sectionadhexpire five (5) years after the terminatiortlois Agreement

Permitted Disclosurt. Recipient may disclose Confidential Informationly to the extent required by law or order of aintool
competent jurisdiction, provided that Recipientrpptly provide the Disclosing Party with advanceic®bf such imminent disclost
and provide assistance in obtaining an order tat lthe scope of information being disclosed andptotect such Confidenti
Information using its best efforts. Such permittégclosure shall not otherwise negate the oblgafor Recipient to maintain t
confidentiality of such information for any othaurpose under this Agreeme

Retention and DestructionAt any time upon the request of the Disclosiragtyy, Recipient shall return or destroy all Confitlel
Information in its possession (and have an offimentify the scope of such return or destructiongluding copies, and/or any ot
form or reproduction and/or description and/or gsial thereof made by Recipient. However, Recipieserves the right to retain «
(1) copy of such Confidential Information for pugas of verifying the Confidential Information thats provided pursuant to t
Agreement. Recipient shall, at minimum, retainhswopy of the Confidential Information in accordanwith the time perioc
proscribed by applicable lay




f.

10.

Limited Delivery of Sponsor Confidential brination. The free dissemination of information is an imtpot policy of HCRI. T
minimize questions concerning the confidentialifydesclosures, trade secrets, or proprietary dateformation, Sponsor agrees
limit to the extent possible the delivery of SpanSanfidential Information to HCR

Publication; Publicity.

Publication. In accordance with this subparagraph (a), HGRIlhave the right to publish or otherwise pulylidisclose the results
the Study and other information gained in the cewfthis Agreement after the occurrence of th&t fof the following: (i) Sponsce’
initial publication; (ii) written notification fromSponsor that an initial publication is no longdarmed; (iii) one (1) year afi
termination of the Study or data lock. Prior ty @ublication, for a period of five (5) year follimg the date on which HCRd'right tc
publish arises, in the interest of protecting pateghts and Sponsor Confidential Information, HC§Hall submit manuscrip
abstracts and similar material generated by HCRh agsult of this Agreement (“Publicationst) an independent publicatic
committee, for review and comment at least fditg- (45) days prior to the planned publicationdisclosure date. The indepenc
publications committee will include representation HCRI, Sponsor, and Principal Investigator(sheTprocedure of treatment
such publication shall be determined by the pubbioa committee. For purposes of publications pamstio this Section, the results
the Study and other information gained in the cewfsthis Agreement shall not be considered Sp(s Confidential Informatior

Publicity . Neither party shall make any press releasegptaton, advertising, promotional sales literatareother promotional or
or written statements to the public that refereacallude to this Agreement, work performed undes tAgreement, or the part
hereto, without the other party’s prior written sent. HCRI shall, however, have the right to askiedge Sponsos support of th
investigations under this Agreement in HCRIbrochure, web site, scientific publications, attier scientific communications. Spor
shall be entitled to list HCRI and acknowledge HERErvices to Sponsor hereunder at Sponsor's iteersl other publications w
notice to HCRI.

Inventions.

HCRI acknowledges Sponsor’s ownership interestliRr@-Existing Intellectual Property in the InvestigatidiProduct. HCRI agre
to take no action inconsistent with Sponsor’s owhgr of such Pre-Existing Intellectual Property.




11.

1o

HCRI hereby assigns, and agrees to assign, to Spafigight, title and interest HCRI may have inyainvention, technology, tra
secrets or knowiow, data, information, works of authorship, indiof sources, and other intellectual property gghhd any goodw
associated with the foregoing, resulting from HGRProvision of the Clinical Trial Services hereundmd relating to tr
Investigational Product or to Sponsor’'s Confiddrtiformation (“Sponsor Intellectual Propertygnd HCRI agrees to assist Spor
at Sponsor’s expense, in obtaining or extendingeptin thereto. At Sponsarfequest and expense, HCRI shall execute all sag
documents to effectuate the assignment of any $pdntellectual Property to Sponsor. Notwithstamdihe foregoing, and as furtl
described in Section 4 (Data Ownership), all otlmefentions or discoveries, innovations, suggestionsdeas (whether or r
patentable or copyrightable) made or developed 6RHduring the term of this Agreement as a resliltHGRI’s general knowled:
and unrelated to the Investigational Product omSpds Confidential Information, shall be solelymmed by HCRI.

Notwithstanding the foregoing but without deroggtierefrom, the parties agree that nothing in &dseement by implication
otherwise shall constitute a grant of rights to &ngExisting Intellectual Property, and that this Agremt is not intended to trans
any intellectual property rights that either pastyned or in-licensed before entering this Agreement

Indemnification.

Sponsor IndemnificatianSponsor shall indemnify, defend and hold harmlé€RI and its trustees, officers, medical and gssione
staff, employees, agents, subcontractors and tespective successors, heirs and assigns (the “H@RImnitees”),against an
liability, damage, loss, or expense (including cewble attorneys’ fees and expenses of litigatfoalectively “Losses”)ncurred by
or imposed upon, an HCRI Indemnitee arising oufpefformance of the Study, infringement of intelledt property rights, tt
Investigational Product, or Sponsogerformance under this Agreement, except toxtenethat such Losses are the direct result
HCRI Indemnite’s gross negligence, or intentional miscond

HCRI Indemnification. HCRI shall indemnify, defend and hold harmlessr&or and its trustees, directors, officers, emgdsyan
agents (collectively, theSponsor Indemnitees) from and against any Lossasried by, or imposed upon, a Sponsor Indem
arising out of HCRI gross negligence, wrongful act or omission, difwtimalfeasance, except to the extent caused Bpansc
Indemnite’s gross negligence or intentional miscond

Attorneys.The Indemnifying party agrees, at its own expetsgrovide attorneys reasonably acceptable tortlemnitee to defel
against any actions brought or filed against anyypademnified hereunder with respect to the sctbgg indemnity contained here
whether or not such actions are rightfully brous




12.

Notice . Each party agrees to provide the other party wibmpt written notice of any Losses which it leasual knowledge or
reasonable belief thereof. No party shall setttepay any claim which may trigger an indemnificatiobligation without th
indemnifying part’s prior written consen

This Section shall survive expiration or terminatif this Agreemen
Insurance.
Sponsor Insuranceésponsor shall, at its sole cost and expenseupraand maintain product/completed operationslitgtinsuranct

coverage as required by law in the country wheee Skudy is conducted if local admitted insuranceeiguired. Where no loc
admitted insurance is required the following shalbly:

Sponsor shall, at its sole cost and expense, pramud maintain product/completed operations lighifisurance coverage in amot
of five million ($5,000,000) dollars each and evéogs and in the aggregate for the period of insgawhich names the HC
Indemnitees as additional isureds. Such produciiteted operations liability insurance shall in@ucbverage for (i) clinical tria
liability, and (ii) contractual liability. If Spors elects to selfasure all or part of the limits described abovelfiding deductibles
retentions which are in excess of two hundred fifiyusand ($250,000) dollars annual aggregate) selfinsurance program must
acceptable to HCRI and HCRIlinsurance carrier. Such product/completed lighiloverage will be maintained for three (3) yesdtsi
the conclusion of the Study. The minimum amoufiisgurance coverage required under this Sectiafi Bbt be construed to crealt
limit of Sponsor’s liability with respect to itsdemnification under the preceding Section of thiseement.

Proof of Insurance Sponsor shall provide HCRI with written eviderafesuch insurance upon execution of this Agreem&mtonsc
shall provide HCRI with written notice at leasttéén (15) days prior to the cancellation, menewal or material change in s
insurance

Maintenance of Insuranc. Sponsor shall maintain such comprehensive getiahility insurance: (i) during the continuance tbg
Trial or the term of this Agreement, whicheverasder; and (ii) for a reasonable period after teeqa referred to in the preced
subpart (i), which in no event shall be less than(® years.

This Section shall survive expiration or terminatif this Agreemen




13.

14.

Limitation of Liability and Remedies.

IN THE EVENT OF ANY MATERIAL BREACH, OMISSION, OR KEGLIGENCE BY HCRI IN THE PERFORMANCE OF [1
OBLIGATIONS UNDER THIS AGREEMENT, SPONSOR AGREES AH ITS FIRST RECOURSE SHALL BE TO SEE
REPERFORMANCE BY HCRI OF THE SERVICES DETRIMENTALLNMPACTED BY SUCH ERROR OR OMISSION AT Tk
SOLE COST AND EXPENSE OF HCRI. IN NO EVENT SHALLGRI'S LIABILITY FOR SUCH MATERIAL BREACH OF
OMISSION EXCEED 1.5 TIMES FEES PAID TO HCRI FOR THEFECTED SERVICE. SPONSOR FURTHER AGREES Tt
HCRI SHALL NOT BE LIABLE TO SPONSOR FOR ANY SPECIALINDIRECT, EXEMPLARY, INCIDENTAL OF
CONSEQUENTIAL DAMAGES INCLUDING BUT NOT LIMITED TOANY DAMAGES RESULTING FROM LOSS OF DAT/
DELAY IN THE STUDY, LOSS OF PROFITS OR LOSS OF BUWHSS ARISING OUT OF OR IN CONNECTION WITH TH
AGREEMENT OR ANY PRODUCTS, SERVICES OR MATERIALS RMISHED HEREUNDER, EVEN IF HCRI HAS BEE
ADVISED OR SHOULD KNOW OF THE POSSIBILITY OF SUCHAMAGES.

EXCEPT AS EXPRESSLY STATED TO THE CONTRARYTHE LIMITATIONS STATED IN THIS SECTIONS
SUBPARAGRAPH (a) SHALL APPLY WHETHER THE ASSERTEDLEIM, LIABILITY OR DAMAGES ARE BASED ON
CONTRACT (INCLUDING BUT NOT LIMITED TO BREACH OF WARRANTY), TORT (INCLUDING BUT NOT LIMITED TC
NEGLIGENCE AND STRICT LIABILITY) OR ANY OTHER LEGAL OR EQUITABLE GROUNDS, AND REGARDLESS (
WHETHER THE ASSERTED CLAIM, LIABILITY OR DAMAGES ARSE FROM PERSONAL INJURY, PROPERTY DAMAG
ECONOMIC LOSS OR ANY OTHER KIND OF INJURY, LOSS ORAMAGE. EACH OF SUCH LIMITATIONS IS INTENDEI
TO BE ENFORCEABLE REGARDLESS OF WHETHER ANY OTHERKELUSIVE OR NONEXCLUSIVE REMEDY UNDEF
THIS AGREEMENT FAILS OF ITS ESSENTIAL PURPOSE. THEIMITATIONS STATED IN THIS SECTIONS
SUBPARAGRAPH (a) SHALL NOT APPLY TO CLAIMS, LIABILTIES OR DAMAGES WHICH ARE THE RESULT OF ARE
WILFULL MISCONDUCT BY HCRI.

Allocation of Risk Sponsor acknowledges that the fees describedhibiE A and the other economic terms of this Agneait and it
Exhibits reflect the allocation of risks and thmitiations of HCR's liability hereunder

Term; Termination.

Term . This Agreement shall continue in full force aeffect until Sponsor has provided final paymentH#GRI for the service
actually provided and completed by HCRI pursuanEsdibit A and any CCOs as described in Section).5{ermination of thi
Agreement, however, shall not relieve the obligagiandertaken by the parties in Sections 4 (Datagdship), 6 (Sponsor Obligatic
and Warranties), 8 (Confidentiality), 9 (PublicatioPublicity), 10 (Inventions), 11 (Indemnificatipn12 (Insurance), and
(Limitation of Liability and Remedies), 16 (N-Solicitation; Financial Interest in Sponsor), ard(Miscellaneous)

10




15.

Termination without CauseEither party may terminate this Agreement withcause by providing sixty (60) days written notto
the other party

Termination for Bankruptcy/Insolvenc. Either party may immediately terminate this Agreent if the other party files a petitior
bankruptcy or is adjudicated as bankrupt or insativer makes an assignment for the benefit of tweglior an arrangement pursuar
any bankruptcy law, or if the other party disconés its business or if a receiver is appointedHterother party or the other pagy’
business who is not discharged within sixty (60)d

Termination for CauseEither party may terminate this Agreement fansgafter providing the breaching party with thi3@) days’
written notice of the breach and the opportunitguce the breach during such peri

Effect of Termination Upon termination of this Agreement for any reagssponsor shall promptly pay HCRI on a time andemials
basis for all work performed and expenses incutheaugh the effective date of termination includimgthout limitation, amounts di
for closeout costs and naancelable commitments incurred through that dagich costs exceed the amounts previously paidté!
this Agreement

Compliance with Laws and Policies

Compliance with Law. Sponsor and HCRI shall comply with all applieaféderal, state and local laws, regulations aridejjnes
including but not limited to any such laws, regigdas or guidelines concerning human subject rebe

Adherence to Policies Sponsor recognizes that in performing servicedeu this Agreement, HCRI is bound by and all sghbf
Sponsor will be subject to the Faculty of Medicinef Harvard Universitys Faculty Policies on Integrity
Science www.hms.harvard.edu/integrit).

HIPAA and Data ProtectiorThe parties acknowledge that HCRI is a-covered entity under the federal Health InsurarmgaBility
and Accountability Act of 1996 (“HIPAA”).To the extent applicable, HCRI shall comply withagplicable international, federal ¢
state laws and regulations governing patient pyiveatd confidentiality of health information, inciad without limitation HIPAA, an
the Health Information Technology for Economic a@tinical Health Act of 2009 (“HITECH Act”)and their implementir
regulations. As applicable, HCRI shall take alti@ts necessary to comply with such laws and reguis, including, withot
limitation, agreeing to amend this Agreement asasary for complianc

11




16.

17.

Non-Solicitation; Financial Interest in Sponsor.

Sponsor shall not solicit for employment or emplayany time during the term of this Agreement, &nda period of one (1) ye
thereafter, any subcontractor performing serviaepavson employed by HCRI at any time during thrent@éereof, without the pri
written consent of HCRI. If Sponsor employs afstaémber of HCRI without HCR$ prior written consent, Sponsor agrees to |
fee of 200% of the individu’s salary or expected compensation for the first péaervice.

Neither Sponsor, nor any affiliate or subsidiarySgonsor, shall grant, issue or provide, or ageegrant, issue or provide,
financial interest, including any consulting or ethfee, stock, or other equity interest, to anysperemployed by HCRI or a
immediate family member of any person employed ISRH without the prior written consent of the Pdesit and Chief Executi
Officer of HCRI.

Arbitration.

The parties shall settle by arbitration any cordrgy or claim between them arising directly or iadily under this Agreeme
whether based on contract, tort, fraud, misreptasen or other legal theory, and whether or ndiiteation has been expres
referenced elsewhere in a particular section omdiqular subsection of this Agreement. The aaliiin shall occur in Bostc
Massachusetts under the then current rules andhgsipa of the American Arbitration Associationf the dispute involves a claim
money in the amount of five hundred thousand ($B00), dollars or less and does not involve any daietating to ownership, use,
disclosure of intellectual property, the arbitratghall be before a single arbitrator whom theipaighall select from a panel of pers
knowledgeable in the therapeutic area addressethdylrial and clinical research; otherwise, theiteabon shall be before thr
arbitrators, one selected by Sponsor, one seldxstddiCRI, and the third selected by the two arbitratso selected. The arbitrato
arbitrators shall not have the power to award pumibr exemplary damages. The decision and awktheoarbitrator or arbitratc
shall be final and binding and the award renderag be entered in any court having competent juisaii. The parties shall each |
their own attorneysfees associated with the arbitration, and shallthayother costs and expenses of the arbitratidgheasules of th
American Arbitration Association or the arbitrafovide.

Any party may request arbitration to resolve angtomversy or claim, between them, as provided apbyevritten notice to the otr

proposing an arbitrator. The other party receivdngh written notice shall have thirty (30) daysshich to agree with such choice
arbitrator or, if three arbitrators are requiredptopose its arbitrato
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18.

19.

Force Majeure.

Neither party shall be liable for any unforeseeahlent beyond its reasonable control not causethdyault or negligence of su
party, which causes such party to be unable toparfts obligations under this Agreement, and whidias been unable to overcc
by the exercise of due diligenc

In the event of the occurrence of such a force urgjevent, the party unable to perform shall praynpotify the other party. It shi
further use its best efforts to resume performascquickly as possible and shall suspend perforenanty for such period of time
is necessary as a result of the force majeure €

Miscellaneous.

Independent Contracto. For the purposes of this Agreement, the pastiedl be deemed to be independent contractorseofinnthe
and not employees or agents of the ot

Entire Agreement and Madificatic. This Agreement and its Exhibits constitute théreragreement between the parties, and all
negotiations, representations, agreements and staddings are superseded hereby. No agreementsidenge altering c
supplementing the terms hereof may be made exgepielans of a written document signed by a duly@ighd representative of e:

party.

Use of Heading:. The headings in this Agreement are for convesgenf reference only and shall not alter or othsenaffect th
meaning hereo

Severability and Waivel. The invalidity or unenforceability of any ternr @rovision hereof shall not affect the validity
enforceability of any other term or provision hdteoFailure of either party to enforce a righden this Agreement shall not constit
a waiver of that right or the ability to later agg@at right.

Assignment This Agreement shall be binding upon and inureht® benefit of each of the parties hereto and thetcessors a
permitted assigns; provided, however, that thise&grent may not be assigned by either party wittr@iprior written approval of tl
other party
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Notices. Any notice or other communication, including ins&s, required or permitted by this Agreement Wdlin writing and will b
considered given as of the date it is receivechbyaddressee. Such notice will be given to thégsaat these address

To Sponsor: To HCRI:

InspireMD Harvard Clinical Research InstitL

3 Menorat Hamor S 930 Commonwealth Avenue,™@Floor
Tel Aviv, Israel Boston, MA 0221¢

Attention: Eli Bar, VP R & C Attention: Contracts Departme
Phone: +97-3-6917691 Phone: 61-307-5486

Fax: +97.-3-6917692 Fax: 61°-307-5605

Email: elib@inspir-md.com Email: Kevin.Hart@hcri.harvard.ec

Upon receipt of invoice Sponsor will provide writteonfirmation of same to Claudia Thum, by email at
Claudia.Thum@hcri.harvard.edu

Governing Law and Jurisdiction/VenueThis Agreement shall be governed by and condtineaccordance with the laws of 1
Commonwealth of Massachusetts. The parties hagtee that all actions or proceedings arising imeation with this Agreeme
which are unresolved by the means proscribed ini®ed6, shall be tried and litigated exclusivetythe State and Federal co
located in Suffolk County, in the Commonwealth odd8achusetts. The aforementioned choice of venimeinded by the parties
be mandatory and not permissive in nature, thepebgluding the possibility of litigation betweeretparties with respect to or aris
out of this Agreement in any jurisdiction otherthhat specified in this Section. Each party agrbat the State and Federal cc
located in Suffolk County, Commonwealth of Massadits, shall have in personam jurisdiction and eeoner each of them for t
purpose of litigating any dispute, controversypoyceeding arising out of or related to this Agreetr
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IN WITNESS WHEREOF , the parties have caused this Agreement to beuteedy their duly authorized representatives i &)
counterparts, each of which shall be consideredaoethe same original.

InspireMD Harvard Clinical Research Institute, Inc.
By: /s/ Asher Holze By: /s/ J. Speicer Goldsmith

Name: Asher Holzel Name: J. SpercerGoldsmith

Title:  Presiden Title:  Presi dent

Date: October 5, 201. Date: October 4, 201

By: /sl Ofir Paz

Name: Ofir Paz

Title: CEO

Date: October 5, 201.
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EXHIBIT A

Project Parameters:

The Scope of Work is summarized below. Should thera change in the project assumptions or Scoj¢ook outlined herein, HCRI resen
the right to reflect such modifications with a i@en of fees.

Number of Patients Enrolle 654
50 Sites
Number of Clinical Site (16 US, 34 OUS
Study Duration:
Planning & Start Up Perio 38 Weeks
Enrollment Perioc 61 Weeks
Follow-Up Period (Including LTFU 52 Weeks
Database Closure & Reporting Per 8 Weeks
159 Weeks
Total Project Perio (37 Months)
eCRF Programming:
Standard eCRF pages to be Program 14
Event eCRF pages to be Programr 2
ECG eCRF pages to be Programr 1
Angio Core Lab eCRF pages to be Program 2
eCRF Randomization page to be Program 1
Total eCRF pages to be Programn 20
Total Number of Edit Check 200
Data Processing:
Standard CRF forms to be processed per pe 37
Event CRF forms to be processed per e 4
ECG CRF forms to be processed per pa 2
Angio Core Lab CRF forms to be processed per pe 2
Randomization forms to be processed per pa 1
Total Number of CRF forms to be processed per pE 46
Total Number of CRF forms to be proces: 27,403
Query Rate / Total Estimated Quer 10%/2,74C
Electronic Data Capture:
Total Number of User 110
Help Desk (hours per day/days per we 2417
Total Number of Datapoints proces: 274,030
Statistical Reports:
Primary Endpoint Statistical Rep— 12 Month (# of TLGS' 1(25, 2,8
Interim Statistical Report (# of TLG 1(8,1,4)
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Annual Report (# of TLGs 1(5,1,4)

Total Number of Statistical Repol 3
Frequency of Study Metric Repo Weekly
Core Laboratories (Angic Entered

Safety Reports:

1 Report/Month during Enroliment and

Regulatory Reports (Cumulativ Follow-up
1 Report/Week during Enrollment a
Regulatory Reports (Weekl Follow-up

CEC & SAE Processing:

CEC Events Adjudicated

Total CEC Event:

131 (20%)

SAEs Processel

Total SAEs Processe

229 (35%)

Source Document Tracking:

Source Documents per Eve 5
Number of Event: 360
Total Source Documents to be Tracl 1,800

Medical Coding:

Adverse Event Codin

10 Per Patier

Concomitant Medication (ConMed) Codi 10 Per Patier
Data Monitoring Committee (DMC) Services:

Estimated Number of DMC Meetini 4

Total Number of DMC Reports (# of Tables and Grafoh®ach) 3 (5, 2)
ECG Core Lab:

2 ECGs to be read per patient (-Procedure, Hospital discharge, events estimateddfQ8atients’ 1,373 Total Read
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Clinical Site Monitoring:

US Site Monitoring # of Visits Per Site # of Number Sites Total Visits Per Site
Qualification/ Initiation Visits* 1 16 16
Interim Visits 5 16 80
Closeout Visits 1 16 16
Total Visits 112

* At the request of the Sponsor, US Clinical Sitels have a combination qualification and initiati@isit. This is only possible when the sites
are known to HCRI or InspireMD.

**Eor OUS Clinical Sites, at request of the Sponsmr qualification visits will be performed. This énly possible when the sites are known to

the OUS Vendor or InspireMD. In case sites arecsetethat are unknown to the OUS Vendor, a sitencast be made to obtain the relevant
start up information.
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Tasks & Responsibilities

HCRI’s Roles & Responsibilities

PROJECT MANAGEMENT

Develop and manage HC's study timeline: Yes
Manage completion of HCI's study deliverable Yes
Participate in / coordinate teleconferen Yes
Schedule and attend Sponsor Meeti Yes
Investigator Meetings (attendant Yes
Coordinate core lab( Yes
Coordinate printing of protocol (used in ManualQgerations; Printing costs not include N/A
Case Report Forms (CRF

Print CRFs/guidelines (via subcontract, billed porssor as a pa-through cost N/A

Ship CRFs/guidelines (billed to sponsor as a-through cost N/A

Coordinate distribution, tracking & -ordering of CRF: N/A

CLINICAL DOCUMENT DEVELOPMENT

Protocol (contracted separate

Perform literature revie\ N/A
Develop protocol summal N/A
Develop full protocol (2 drafts N/A
Draft protocol amendmen N/A
Biostatistician input into clinical trial protoc N/A
Review protocol only (by project team during Plartpphase Yes

DATA MANAGEMENT ACTIVITIES / ELECTRONIC DATA CAPTUR E (EDC)

Develop data management plan (DMP) (up to 3 dr Yes
Database developme
Edit checks developme Yes
eCRF and database specificati Yes
eCRF and database bu Yes
Edit check mock data testit Yes
Edit check test pla Yes
Specify, build, test and implement edit che Yes
Develop export specificatior Yes
Case Report Forms (CRF
Develop eCRFs (3 draft Yes
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HCRI’s Roles & Responsibilities

Creation of annotated eCR Yes

Develop eCRF completion guidelin Yes
Prepare training materials for EDC syst Yes
Train Pls and end users on EDC sys Yes
Maintain electronic study file librar Yes
Study portal setu Yes
Site assessmer Yes
Facilitate database hosti Yes
Facilitate help desk and supp Yes
Facilitate system change cont Yes
Tracking Yes
Data entry N/A
Data cleaning Yes
Medical coding

Adverse event Yes

Concomitant medicatior Yes
Database aud N/A
Facilitate closeout and database decommis Yes
MEDICAL OVERSIGHT
Participation by physician in regulatory agency tireg No
Protocol and CRF review by physici Yes
Oversight of trial conduct by physici: Yes
CLINICAL EVENTS COMMITTEE (CEC)
Event review, coding and narration of endpoint ¢ Yes
CEC review and adjudication of endpoint eve Yes
Development and drafting of CEC Manual of Operaifar sponsor revie Yes
Produce and distribute meeting minutes to spo Yes
CEC management and meeting coordina Yes
Limited querying for data related to review andualigation of endpoint even Yes
Contracting with CEC physicians and COl manager Yes
CLINICAL SAFETY
SAE review/processing with narrativ Yes
Notification of SAE to Sponsc Yes
Safety regulatory reporting (MedWatch/CIONV

Submission of SAE regulatory report to spor Yes

Submission of SAE regulatory report to FDA or otheggulatory authoritie No
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HCRI’s Roles & Responsibilities

Distribution of SAE regulatory report to sit No
Medical Monitoring Yes
DATA MONITORING COMMITTEE (DMC)

DMC Managemen Yes

STATISTICAL ANALYSIS

N/A (under separat

Write statistical section of protocol (includingnsle size’ agreement
Statistical analysis plan (SAP) and definition aefaldisplay: Yes
Design and implement randomization sche Yes
Program statistical tables, listings, and grs Yes
Develop export specificatior Yes
REPORTS

Provide 1 interim report (2 draft Yes
Provide 1 primary endpoint report (2 drafts) atM@nths Yes
Provide 3 DMC report Yes
Provide 1 annual safety rep: Yes
Provide medical writing Yes
Exploratory analyses (to be billed as out of scifpequested Yes
ARCHIVING

Organize and index all necessary s-related documents to be archi\ Yes
Arrange archiving of the stu-related documeni Yes
Box and transfer documents to arch Yes
SITE MANAGEMENT/SITE MONITORING ACTIVITIES (US Site s Only)

Investigator selection in collaboration with theo8por Yes
Develop informed consent form (ICF) template in Esig Yes
Conduct o-site qualifying site assessment vi¢ No
Collect/review regulatory documer Yes
Assist sites with IRB requiremer Yes
Negotiate site agreements in collaboration withri3po Yes
Attend and present at investigator/coordinator imge Yes
Conduct o-site qualifying/initiation visits Yes
Develop monitoring plan in collaboration with OUsatn Yes
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HCRI’s Roles & Responsibilities

Conduct o-site interim monitoring visit Yes
Provide ongoing site management and site monit@éngices Yes
Distribute serious adverse event reports to thes $iir submission to their IR Yes
Administer payments of investigator gra Yes
Participate in project team meetir Yes
Participate in teleconferenc Yes
Conduct o-site clos-out visits Yes
ECG CORE LAB

Develop ECG MOP, ECG labe Yes
Evaluate study ECC Yes
EQOL SERVICES N/A
OUTSOURCED ACTIVITIES

OUS Site Management & Monitoring (specific tasks®JS vendor TBD No
Angiographic Core Laboratory (via subcontre Yes
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Estimated Budget:

Trial Design & Development

Protocol Developmer $6,21(
CRF Desigr $18,43(
Develop DMC Charte $5,33(
Subtotal $29,970
Medical Management $26,033
Medical Monitoring $66,025
Safety Management

Review & Processing of SAE CR! $99,55¢
Safety Reconciliatiol $43,88:
Cumulative Safety Repor $34,42:
Weekly Safety Report $18,64!
Subtotal $196,506
Project Management

Project Oversigh $291,71
Internal/External Conferencir $220,03!
Investigator Meetin $C
Subtotal $511,752
Data Management

Data Management Pl: $7,16¢
CRF Completion Guideline $6,94(
Database Developme $98,93°
Randomization Programmir $15,73:
Event & Safety Database Programm $12,80(
Database Maintenan $31,33!
EDC Database Administratic $10,95:
Dictionary Coding $23,18(
Data Processing Status Rep $41,84(
Data Cleaning $474,04!
Data Maintenance & Administratic $12,80(
Subtotal $735,728
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Electronic Data Capture

Site Assessments & Support Documenta $11,25(
Training $36,30(
Hosting $85,55(
Help Desk $81,00(
Licensing Fet $49,32!
Portal Set Uy $10,00(
Submission Closeol $15,00(
User Management Utilit $4,50(
Subtotal $292,925
Statistical Analysis & Reporting

Statistical Analysis Pla $23,26(
Primary Endpoint Repo $109,41
Statistical Repot $44,22(
Annual Safety $30,72!
Subtotal $207,615
DMC Services

DMC Reports $83,76(
Estimated DMC Participant Cos $16,00(
Subtotal $99,760
CEC Services

Event Review & Processir $113,27
Estimated CEC Participant Co: $45,85(
Subtotal $159,127
Clinical Site Management Services (US Only)

Site Management Servic $280,28!
Project Administratior $23,86:
Develop & Negotiation Site Contract/Budc $10,44(
Regulatory Document Collectic $28,24(
Site Selectior $10,00(
CRA Managemer $18,30:
Administration of Investigator Paymer $10,66¢
Subtotal $381,795
Clinical Site Monitoring Services (US Only)

Qualification/Initiation Visits $47,84(
Interim Visits $278,72I
Closeout Visits $45,76(
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Ongoing Clinical Site Monitoring Servict

$231,77.

Subtotal $604,092
ECG Core Laboratory Services
ECG Start Up Cosl $4,75¢
ECG Read Cos! $96,11(
Subtotal $100,868
CSA Discount* -$12,50(
Total Non Pass Through HCRI Estimated Cost: $3,399,69
Total Non Pass Through OUS Vendor Estimated Costs* TBD
PASS THROUGH COSTS
Pass Through Costs (HCRI
Clinical Site Payments*** (16 US Clinical Sites)
Clinical Site Start Up Paymen $80,00(
IRB Initial Paymentt $40,00(
IRB Amendment Paymen $24,00(
IRB Annual Payment $36,00(
Clinical Site Closeout Paymer $4,00(
Subtotal $184,000
Estimated Pass Through for Teleconferences $2,760
Estimated Travel Costs $138,000
Estimated Travel Costs I nvestigator Meeting TBD
Total Pass Through HCRI Estimated Cost: $324,76!
Pass Through Costs (OUS Vendol
Clinical Site Payments*** (34 OUS Sites)
Site Start Up Paymel TBD
EC Initial Payment (Local TBD
EC Initial Payment (Leac TBD
EC Amendment Payments (Loc TBD

25




EC Amendment Payments (Le¢ TBD
Clinical Site Close Out Paymer TBD
Subtotal TBD

Other Estimated OUS Vendor Pass Through Costs

Translations TBD
Travel TBD
Phone TBD
Courier TBD
Inflation/Stability TBD
Subtotal TBD
Total Pass Through OUS Vendor Estimated Costs* TBD
Clinical Site Patient Payments (US & OUS)*** $3,270,000
Angio Core Lab Services

Baseline Angio Analysi TBD
Follow Up Angio Analysis TBD
Data Entry TBD
Subtotal TBD

$6,994,456 (plus costs TBD as outlined
Grand Total above)

Source Budget: InspireMD — MGC10 MGuard Study Budget v9.0

* A $12,500 Credit on the Trial Design work has tegven to InspireMD for paying the invoice HCRInse@n 12/20/2010 for Trial Desi
work.

** |t is not anticipated that HCRI will subcontraetith the OUS Vendor. If, ultimately, HCRI doesntmact with the OUS Vendor, all Ol
Vendor costs will be billed from HCRI to InspireM&s a pasthrough expense. It is the understanding of théggthat amounts due to
OUS Vendor will be invoiced to HCRI in the Euro.lAUS Vendor costs will be billed as a passsugh expense, reflecting the actual am
HCRI paid to the OUS Vendor in US Dollars at thediof payment.

*** Investigator Grants/PeRatient Costs (for all patients) and IRB costs #ibUS sites only) are included as shown abovie [@yments fc
US and OUS sites will be billed according to thgmant schedule, and shall be billed without markup.

**x%x Costs are based on 2010 labor rates. HCRI rese the right to review and renegotiate laborsatéth InspireMD on an annual ba
beginning one year from the date of this Agreement.

*xx% The budget contained herein does not inclualey potential fees HCRI may incur for administersitg and/or patient payments to C

sites. It is not anticipated that this service Ww#l required, however, if requested by InspireMIZRH will assess potential wire fees at that 1
and a Contract Change Order will be issued.
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Estimated Site Costs

Clinical Site Payments — US Only

Category Unit Cost Units Cost
Site Stai-Up Payment: $5,000/Sit: 16 Site: $80,00(
IRB Initial Paymentt $2,500/Sit: 16 Site: $40,00(
IRB Protocol Amendments Paymel $500/Amendment/Si 3 Amendments, 16 Sit $24,00(
IRB Annual Renewal Paymer $750/Year/Sit 3 Years, 16 Site $36,00(
Site Study Close Out Paymel $250/Sitt 16 Site: $4,00(
Total Cost (per budget $184,00!

Patient Payments — US and OUS

Region Patients Rate Cost
US and OU¢ 654 $5000/patier $3,270,00
Total Cost (per budget $3,270,00
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Budget Companion
Study Start-Up
+ Protocol Review

The study protocol is reviewed by many operatingadements at HCRI, as well as clinical experts fitia therapeutic area being studied.

will assist Project Team personnel in understandi@gimportant scientific elements of the studye Taview process will help to confirm |
only the completeness of the scientific and clihjaatifications, but also the clearness of defailsite compliance and conformity with both
and outside of the US regulatory guidelines.

Medical Management

Medical Management will be performed by physiciatsHCRI. Their responsibilities will include protdcand case report form revie
oversight for Clinical Event Committee (CEC) and®mMonitoring Committee (DMC) services, consultatio InspireMD and the HCRI Te
for trial strategy issues, provision of overall rivad support to HCRI Project Teams, and clinicaliees of report deliverables generatec
HCRI. In addition, these physicians will be avaitabs members of the Project Team for additionadlioa support, to answer study rele
clinical questions, and to provide medical revifMBAE Regulatory Reports.

Safety Management

o SAE Review & Processing with Narratives

HCRI uses an Empirica™Trace database to track im@p®BAESs which are received from sites through anadl notification system from tl
EDC database. InspireMD will also receive a natificn of the SAE once it is received at HCRI. TheESs entered into the Empirica™Tre
database and MedDRA coded at the time of entrynValg contact the sites to gather sufficient infoiorato generate a clear narrative of
event. If applicable, a Safety Regulatory Reportiggument (MedWatch, CIOMS) may be generated fer SIAE. All Safety Regulato
Reports will be sent to InspireMD, who will be resgible for submission to the appropriate regujasuthorities.

A coding review of adverse events will be perfornroeda periodic basis and prior to any report dedieée. This review will ensure that

appropriate medical concept is assigned througlstiedardized coding dictionary to every adversnewand that all events are coded
consistent manner.
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« SAE Reconciliation

The SAEs entered in Empirica™Trace will be recattiwith the SAEs in the EDC database based onnrdtion obtained on the eCRF
Reconciliation Plan will be created which detailsdata elements to be reconciled and a timelimerdoiew. This Reconciliation Plan will
reviewed with InspireMD prior to inclusion into tHgata Management Plan. According to the timelindired in the Reconciliation Ple
periodic listings of all SAEs will be generated rfroEmpirica™Trace and matched/reconciled againstBBE database. Queries will
generated for any data elements pertaining to &8 tBAt are inaccurate or not consistent betweetwbelatabases.

« Weekly Safety Reports & Monthly Cumulative Reports

Weekly Safety Reports provide an update for any BADand Deaths received in the previous week, wiahswordprotect Word narratiy
attachments for new and follow up cases. MonthlynGlative Reports list all SAEs processed withirrexgetermined reporting frequency (i
monthly). The Weekly Safety Reports are providechuadly while the Monthly Cumulative Reports are pregrammed. Examples of st
reports can be provided upon request.

Medical Monitoring

The Medical Monitor (MM) will be an interventionabrdiologist-boarded and active in this area of clinical redeaterior to assuming dutis
the MM will first complete all document training @pplicable HCRI SOPs with regard to trial medicanitoring, good clinical practice, saf
reporting, clinical trial management as well agniray on this study protocol and the investigataydnure and protocol referenced literature
source documents.

The Medical Monitor will provide the following egstial services for this study during normal bussasurs (weekdays) unless contacte
the Sponsor or the clinical site personnel forrdftaur emergencies.

The MM will ensure compliance with study protocmggulatory requirements, and the integrity of data safety of Trial subjects and \
determine causality assessments of SAE events etedntine their relationship and clinical significanto the Trial using medical judgme
The MM will also perform review of case report fanfor events, narrative, concomitant medicationdicsd history to identify tren
discrepancy and will consult with site Principalvéstigators to clarify inclusion/exclusion criteffiar potential Trial subjects and ver
eligibility prior to site access to subject randaation system as applicable. This will also inclgdasulting with site Principal Investigator :
Site Coordinator(s) in cases of premature subjiscodtinuation.

The MM will be available to the trial DMC and theEC on an as needed basis regarding any backgrodowchiation with respect to a

significant safety or compliance issues. The MM wiso perform laboratory data review of study sebpnd determine clinical significance
consultation with Sponsor and Investigator basethfimmation in Investigator’s Brochure (IB) andesttific literature.
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The MM will review any Trial protocol violations/gi&tions and initiate remedial action and sitertirag) to ensure corrective action is app
and the accuracy of the clinical trial data is ¢btd’he MM will work with the Medical Director, Glical Safety and the assigned Clinical Se
Associate of HCRI assigned to the Trial to mon#@thiSerious Adverse Events (SAES) until resolution.

The MM also may be called upon to participate inetimgs/teleconferences as required with the SporStdy Team members anc
regulatory agencies as deemed appropriate.

Project Management

« Project Oversight

A Project Manager (PM) will lead the HCRI team wntpleting HCRIS Scope of Work for this project. The PM will fatizte communicatic
among all team members and serve as InspireMDIst pdicontact for all studyelated activities performed by HCRI. In additidine PM will
manage HCRI personnsladherence to the study timelines, budgets andedables and provide review of study deliverablasluding the
CRFs, CRF completion guidelines, and reports. HERFoject Management team will include Project étssits who will provide services sl
as meeting minutes, meeting scheduling, and otbdy ssdministrative needs.

Additionally, it is anticipated that HCRI’ PM will oversee the activities of the OUS Site fdgement and Monitoring vendor, but i
understood that InspireMD maintains responsibfiitytheir performance unless the OUS vendor cotgrdicectly with HCRI.

« Internal/External Conferencing

HCRI's Project Team will meet periodically to review @lirrent matters relating to the study. The tearmbrers for this study will include t
Project Manager, Project Assistant, Lead CRA, HGRysician, Data Manager, Clinical Reviewer, Saf€ifficer, Biostatistician, ar
Programmer, and EDC representative. In additioneakly conference call with InspireMD will be coardted by the HCRI Project Mana
and will include a review of study timelines andestones as well as any other issues which mag dtigng the course of the study.

« Investigators Meeting

Investigators Meeting costs have been removed fitenbudget and Agreement pending further discusbetween HCRI and Inspirelv
related to logistics and responsibilities.
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Data Management Electronic Data Capture

This Agreement and budget is based on using HEXE resources and the InForm EDC system. In thatethat HCRIS EDC services a
not used, costs for all resources are subject tdifitation and a Contract Change Order will be issu

« Data Management and EDC

Data management will be performed according to IGEP and other applicable guidelines. HCRI will exzié the trial in the design phas
order to create an efficient data management psospscific to the study requirements, and in castjon with EDC activities, that trac
toward delivering a clean, locked database withi& tequired timelines. Every major element of tl¢admanagement process is clo
monitored by a lead Data Manager (DM) in accordawitie HCRI's standard operating procedures (SOPS).

The DM will create eCRF Specifications and Edit €h&pecifications in conjunction with review by tReoject Team. To ensure delivery
database that reflects the specifications and ntketgquality expectations of HCRI, the DM will coamate the database testing process.

the trial goes live, the DM will review the eCRFtaaincluding automated and manual queries, arsd naanual queries as necessary. A
manual query rate is assumed based on HCRI experigith similar trials. A higher query rate willdar additional cost. The DM will addre
the status of queries and follow up with the sfiteslose automated and manual queries. The DMIodgk the eCRF forms in accordance v
the scope and definition of the project. The DMl pioduce standard enroliment and eCRF status teffmoughout the trial and provide th
to study management as defined in the Data ManageRi@n. Custom reports are available at additionat to InspireMD.

The DM will prepare a Data Management Plan (DMR)} trefines and documents the data managementtiestioeing performed. The DMP
covers the scope of DM activities for the trial andudes a description of the data collection pes; the workflow, documentation on the I
and processes for data review and validation,catitiimelines and milestones, types of and timifignanagement reports, description
timing of data transfers, and documentation of mwtledata reconciliation, as applicable. Early depment and approval of the DMP
intended to enhance communication between allgsadbncerned, thereby leading to more efficientanwlirate data collection. This plan
be reviewed and updated during the course of thjegir

The DM will compile eCRF Completion Guidelines (C§€Go instruct sites on accurate completion ofd@®Fs. The CCGs will be review

and finalized with input from InspireMD and may tyedated during the course of the project. Two draftd one final version of the CCGs
assumed for this Agreement and budget. Additionadtsl will incur additional cost.
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o eCRF Design

HCRI will design eCRFs that capture the informaticeded to describe the eligible study populati@tient characteristics, procedural det
safety and efficacy information of the investigatib product, and of the study endpoints to be amaly It is assumed that HCRI stanc
eCRFs will be utilized. Changes to or requiremdrggond the standard eCRFs may result in additipr@ramming time and/or cost. eC
specifications and versions will be developed dmtatively with InspireMD. Two iterations of drafésxd one final draft with approval on
eCRF content and specifications are assumed foptingose of providing this cost estimate. Additiooaanges may impact both cost
timelines for eCRF implementation.

o Study Start-up and Database Build

Once specifications are approved, the eCRFs wilblogrammed and a database established. HCRI utiihe edit check specifications
consistency and accuracy of the data as it is betegred to the EDC system. These specificatioishwireviewed internally by the datab
design team and presented to InspireMD for inpudt @view. Once approved, these specifications lv@lprogrammed and added to the
database.

HCRI will create a formalized test plan for Inspit®’ s approval prior to database testing. Based onpilaat HCRI will develop test scrif
and test data which will be executed internallydsolve any issues. InspireMD is invited to vievd dest the database during this timefre
Once testing is complete and issues have beervess@d Test Summary document will be prepared doiew. After the final phase of tr
verification occurs, HCRI will review and approvieetdocumented process. The Project Team and IMipirare required to approve 1
release of the study to the production environment.

« Site Assessments and Support Documentatic

HCRI will electronically assess each site to ensnternet access and compatibility. HCRI will alsallect user information and establish
site and user database for the trial. System cordigpn settings will be reviewed by the Projectifeand InspireMD before incorporation i
the system. All documentation is kept in a seclgeteonic library with version control.

« Training

InForm training will be provided using PhaseForwsildStruct Online solution. This internet basealrting is an easy to usdesarning systel
that allows users to learn in a self-paced trairengironment and provides worldwide documented sewertification and re-certification.
Upon course completion and a formal testing prqcessrs will receive a Certificate of Completiondlectronic PDF format and each
receives access to the course materials for ongeéi)

« Hosting
Hosting charges are based on the number of usergh@&number of patients in the study. Hostingrisoagoing monthly server char
beginning at the “Go-Livetate, or the date the study is first made availfdrledata entry. Hosting is terminated on the dhtefinal stud

report is accepted by InspireMD at which point eever is decommissioned. If the study runs lotigen projected, the monthly server chi
is continued until the server can be decommissioned
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. Data points/Licensing

The licensing charge is a otigie fee based on the total number of expecteddttata points. If additional forms are programmedgponsc
request and the number of data points increaseslidansing fee may increase. This fee is reflectif server space being sectored
dedicated for this trial and is incurred in full thie time the trial goes live. Due to server anthdategrity issues, the sectored databa
“fixed”; this fee may not be reduced, and may be incredskd volume of data points increases from thatwshim the Parameter Table in t
Agreement.

« Help Desk

The technical Help Desk for EDC trials is billed minly based on the number of sites. Help Desk &@lalvle in multiple languages and
been priced for 24 hours per day, 7 days per wEes.Help Desk charge has been calculated from@wmeliive” month until the trial is locke
An extended requirement for Help Desk services wdlr additional costs.

« EDC Database Administration/Maintenance

EDC administration covers the required time to supthe EDC system throughout the trial on teleecgrice and responding to questions
InspireMD and users. HCRI also monitors Help Dest server issues, escalating or researching prabileat may occur.

Changes to the database after “Go-Live” may reaudt contract change order for outsigfepe requests. Changes that are made to fornust
checks as a result of a protocol amendment orlgart ecequest will incur additional charges.

« Study Portal

The study portal is a central repository for siens to access the most recent versions of theqmipiCRF completion guidelines, and cor
information. In addition, memos, newsletters, ad@)B can be posted on the portal for ease of adeall study users.

e Submission Closeou

Once the final study report has been issued, aadriéil is ready to be archived, sipecific study data will be provided to each sitel @
complete set of data will be created for InspireMihis data will be provided as a PDF (or other endally acceptable format) for e
navigation and to meet the applicable regulatoliggjines.

Statistical Analysis & Reporting
« Statistical Analysis Plan

The Statistical Analysis Plan (SAP) is a comprehenand detailed description of the statistical moels and presentation of data anal
proposed for a clinical trial. The SAP is finalizpdor to database locking and treatment code ndlrig, in order to avoid post hoc decisi
that may affect the interpretation of the statatianalysis. The SAP includes templates of tablissngs, and figures to be presented in
statistical report as well as definitions of ak thopulations to be analyzed (e.g., intention¢attras-randomized, ppretocol). A unique SA
is designed for every study at HCRI.

33




. Statistical Reports

Statistical reports will be prepared based on iher@aved SAP. The statistical report includes tablisings and graphs, as referenced ir
study parameters above, generated using SAS apdtaiging the ODS feature in SAS. A brief descoiptdf the study, statistical methods L
in the analysis, results of the study and conchssiare also included. The report will also contam event narratives, safety information, a
medical conclusion.

The tables and graphs are validated using douldgrgmming and 100% QC of all the statistics dispthyThe listings are validated
checking 10% of the data displayed in the listirigse statistical report undergoes internal revieW@RI prior to being released.

HCRI has budgeted for 1 interim report, 1 primanggoint report at 12 Months, and 1 annual report.
Clinical Events Committee (CEC) Services

HCRI has established a standing Clinical Events Qdtee under the guidance of the Executive DirectoClinical Investigations, Dona
Cutlip, MD. The CEC will be responsible for adjudiing complications reported during the study #ratrelated to the study endpoints.

This committee is comprised of3physicians with experience in clinical trial evexjudication, including at least one physiciathvaxpertis
in each area of the study, who are not participamthe study and who meet regularly throughoutstuely to adjudicate events in an ongs
fashion. CEC members are chosen based on theicatliexpertise and have no association with ara) for which they adjudicate events.
CEC is blinded to treatment assignment during elibérations. Three voting members comprise a quoru

The CEC drafts and agrees upon its working chdaieeach study prior to performing any work. Thigludes explicit rules outlining t
minimum amount of data required, and the algorifioffowed in order to classify a clinical event. HCRill prepare the CEC Manual
Operations (MOP) based on this information andGB€ MOP will serve as the guideline for adjudicatfor the specific trial under review.

Clinical events related to the primary and seconéadpoints are identified through the use of gpeeified edit checks which identify poten
endpoint related events. After review of the idiéedi events by HCRI, support documentation for tfesd events is obtained from the site
necessary, and a summary is written to describasigréficant details of the event. These summariét) appropriate support documentat
are presented to the physician members of the TBE results of the adjudications are entered imoGomplications database as well as ¢
Adjudication eCRF within the Inform database attee CEC meeting. The Complications database isifsgaly created within the over:
study database and is used in the preparation of D&ports, as well as in all analyses of endp@stiits.
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CEC meetings are held approximately 3 times pertmah HCRIS offices in Boston, MA. As documentation of the CEeeting and ea
event under review, HCRI provides to InspireMD velet supporting documentation and/or meeting mguk@e format of the information w
vary depending on whether or not HCRI is involvathvevent narration.

Data Monitoring Committee (DMC) Services & Reporting

HCRI will manage Data Monitoring Committee (DMC)giees for this study. A DMC charter will be genteé by HCRI, for approval by t
DMC. DMC members will be identified (either by InsgMD or InspireMD and HCRI), and HCRI will negattaand execute confidential
and consulting agreements with the members.

The PM will provide oversight for all DMC-relatedtavities including:

» Holding meetings with the HCRI Project Team as vealwith relevant Sponsor representatives prionittating contact with th
DMC.

« Assuring that all members who accept the DMC inaite vetted through the HCRI Conflict of Interegiqess

» Inviting potential DMC Members to participate oretBMC.

« Holding an initial kicl-off meeting/teleconference with DMC Members to esvithe DMC Chartel

« Scheduling and facilitating the DMC Meetings/Telefayences that occur at a mutually acceptable tomthe DMC Members and t
InspireMD.

o Distributing DMC Reports to the DMC Members for i@v and distributing feedback to InspireMD.

« Addressing any pc-DMC Meeting/Teleconference questions or correspooeevith regard to questions on the DMC Reportaie
integrity.

Prior to initiating contact with the DMC, the PMIigchedule a teleconference with the relevant Sporepresentatives in order to discus:
process utilized by HCRI for DMC Management. Tophsuld include:

» Reviewing the overall HCRI DMC proce:

« Describing the DMC Charter generation and revieacpss

» ldentifying any potential concerns in advance @ffihst DMC meeting

« Reviewing the process of inviting potential DMC Meens.

« Participating in Open and Closed Session of DMC tiigs/Teleconferences.
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« Recording DMC Meeting/Teleconference minutes.

« Ensuring that the DMC Meeting/Teleconference miswtee distributed and communication occurs betwkeerdDMC and InspireM
per the DMC Charte

« Distributing the DMC Report to the DMC Members vititlthe timeframe specified in the DMC Charter.

o« DMC Charter

A study-specific DMC Charter will be created to guide th®1O. A Medical Writer drafts the DMC Charter uporviewing the protocol ar
receiving specific guidance from InspireMD with pest to such issues as membership and number dingeeFollowing internal review |
HCRI team members, the draft is reviewed by IndpDebefore being sent to the DMC via the Chair sat tthe DMC can review and prov
feedback.

« DMC Reports

The DMC reports are usually generated from liveadathich has not completed the “cleaning” proceBECRI will provide a dataset to
statistician who is not a member of the Projectriidar analysis. This independent statistician wéherate the unblinded tables and listi
The DMC report will undergo independent medicalieevby an HCRI physician and statistical review dyy independent statistician bel
being distributed to the DMC. The HCRI Project Teamad InspireMD will remain blinded to the interimadysis results.

This Agreement budgets for 3 DMC Reports and 4 DMk&tings. Additional meetings or reports will reésanladditional costs.

Clinical Site Management and Monitoring (US ONLY)

HCRI will have managerial oversight of the studynfr study start-up through close-out as describéabe

This study will be staffed with an experienced ubke team and with regionalbased contract monitors with an expertise in moinigy
medical device studies. Each contract monitor agsigo the study will go through an interview pregéo ensure that they have the nece
background and experience to meet the needs daittidy. InspireMD may also be involved in the intew process, if requested. All monit

assigned to the study will have extensive expedeinctraining sites and conducting site visits st@dance with FDA Regulations ¢
International Conference on Harmonization (ICH jglines.
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« Investigator Selection

HCRI will collaborate with InspireMD to identify Bst of potential Investigators with proven expe@de at successfully enrolling patients
providing quality data. As soon as InspireMD apg®the first list of Clinical Sites and InvestigatoHCRI will begin contacting those Clini
Sites to assess their interest and capabilitiesotauct the study. HCRI will develop a site selmttguestionnaire that will focus on

following areas:

« Overall clinical trial set uj

» Available patient populatio

« Enrollment potential including an ability to scregettients or receive referre

« Current research staff including 24/7 screeningemdliment coverag

« Competing studies — both for the same patient @tioul and for research staff's time
« Device storage requirements

« Key IRB timelines

o Budget requirements

Once the site selection questionnaire has beemeztio HCRI, it will be reviewed in collaboratigith InspireMD. After a final list of Clinic:
Sites has been agreed upon and approved by IndpiraMonfidential Disclosure Agreement (CDA) wi# forwarded to each Clinical Site
signatures so the study start-up process can begin.

« Informed Consent

HCRI can assist InspireMD as needed with draftingnaplate informed consent in English to be useddxh Clinical Site for submission to
Institutional Review Board (IRB). The informed cens$ will meet the ICH Guidelines for Good Clinidafactice as published in the Fed
Register May 9, 1997. HCRI will review each Clidi&ite’s informed consent template to ensure it meetslaggy standards prior to IF
submission.

« Study Start-Up and Clinical Site Qualifications

Per Sponsor request, a combination QSA/Initiatiisit will be conducted if HCRI or InspireMD has pieusly qualified the Clinical Site fi
the same indication.

Clinical Sites selected will receive a completeutatpry document packet customized for the studgssist with IRB submissions. HCRI v
collect and review all regulatory documents foruaacy, completeness, and regulatory compliancee@ach Clinical Site has all its regulat
documents in order, an Investigator Study Binddl e provided to each Clinical Site to store ailldy related documents as well as ht
instructional manuals and study tools.

Once a Clinical Site has been approved to commenod@iment, a combination Qualification/Initiatidfisit will be conducted. This visit w
ensure that the study staff understands all aspédte study, including protocol and CRF revieayiew of regulatory requirements, spec
study procedures, the informed consent processgavide accountability. This visit will be condudtence each site has received IRB appi
and has executed a clinical study agreement wghiteMD, and once all study supplies, includingdgtdevice, have been received by the
An Initiation Visit report will be submitted to IpgeMD.
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e Clinical Site Study Aids

HCRI will work with InspireMD to develop any studyds for the Clinical sites. These include sucls aisl inclusion and exclusion cards, sa
document worksheets, and protocol flip cards.

« Clinical Site and Study Metrics

Study metrics will be provided to InspireMD on agreed upon schedule. The metrics will include aeraew of Clinical Site statu
enrollment by site, a monitoring visit schedule aothpleted visits. HCRI will work with InspireMD ghe start of the study to determine
preferred metrics and timeframes for providing eheeetrics.

« Interim Monitoring Visits

Interim monitoring visits will be conducted at eaClinical Site at a regular frequency accordingtte study needs during enrollment
follow-up. Each visit can last anywhere from 6-8ut® and will be dependent upon the Clinical Sitpatient enroliment rates and
complexity of the source document verification. Be¢n monitoring visits, the Clinical Research Asastas (CRAS) will contact Clinical Sit
to assess enrollment activity, answer study relapegistions, resolve queries and assist with angrdisues regarding study conduct. °
contact will occur every one to two weeks. If aititil onsite interim monitoring visits are neededpireMD will be consulted for approv
Interim Site Visit Reports will be submitted to pieeMD following each visit.

At the Interim Monitoring Visits the CRA will:

« Assess enrollment and continuing protocol adhere

« Review all relevant source documents, in accordarttethe Monitoring Plan

« Report any previously unreported SAEs to HCRI argpireMD;

» Investigate and resolve any outstanding que

« Ensure that the investigational product is accalifde and that records are accur:

« Conduct a continuing review of the Investigatordstdile for regulatory adherence and to ensure @@P/ICH guidelines are bei
followed, anc

« Perform 100% source documentation of the data emshtemnless otherwise specified by Inspirel

e Close-Out Monitoring Visits
A Closeout Monitoring Visit will be performed ataaClinical Site at the end of the study to enserrilatory compliance with regard to rec

retention, proper disposition and accountabilityhef study device, and, most importantly, thatdite is audit-ready. A ClosBut Visit repor
will be submitted to InspireMD.
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« Clinical Site Contracts & Clinical Site Payments

HCRI will negotiate Clinical Site contracts and lgets on behalf of InspireMD. HCRI will also admigisgrant payments to the Clinical S
to include IRB fees, startup fees, and patient stipends for US Clinical Sites and at thguest of InspireMD may do payments for the (
vendor, subject to an agreed upon CCO. Site bugkighates have been included in this Agreement.

o Clinical Trial Management System (CTMS)

HCRI has an irhouse Clinical Trial Management System to manageé mmonitor Clinical Site information and status, ri@dal Site
documentation, subject screening and enrollmentGimdcal Site monitoring. Internal HCRI employeedl utilize the system for trackir
study related activities. Contracted Clinical Sitenitors will utilize the system to document allr@dal Site visits and submit site visit reports.
« OUS Site Management and Monitoring

InspireMD will subcontract site management and novimig services for OUS Clinical Sites to a yetb®-determined OUS vendor.

ECG Core Laboratory Services

Incoming 12 lead ECGs will be evaluated for dempbi@ consistency and recording quality. ECG trasingl be manually evaluated by bo

certified Cardiologists/Electrophysiologist. EC@dings will be read and interpreted with the corpresive evaluation of rhythm, conduct
intervals, and morphology. ECGs will be evaluatefra-procedure, hospital discharge, and events.
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Budget Assumptions & Notes
Estimates Contained Herein:

The Estimated Budget for the Agreement is based tipe Project Parameters and Task Matrix detaiedy@ Should any of these Parame
or Responsibilities change, HCRI will prepare a ttact Change Order.

Timelines

InspireMD acknowledges and agrees that HERbility to meet agreed upon timelines will beicaily dependent upon the actions, appro
directions and/or information of or to be providedinspireMD or its agents that directly or indilfgdimpact HCRI Services. If HCRI consid
any such actions, approvals, directions and/orrinédion or omissions of same problematic and pa@hiythaving an adverse effect on
ability to provide Services and meet establishectlines, HCRI will promptly advise InspireMD of duconcerns. InspireMD agrees to pro
any reasonable assistance and take any relateth&dti address the concerns presented by HCRIregthrd to InspireMDs requests. In tl
event that HCRI does not receive adequate assestanaddress the concerns presented as requireddbestablished timelines, the timel
will be revised by InspireMD, if necessary, subjextmutual agreement by HCRI. In the event thatghaect duration or other factors v
from those estimated for this Agreement, HCRI mexyegotiate the timing and amounts of the paymeémdide to reflect actual conduct of
project.

Documents and Deliverables

All study documents and deliverables shall be @eéd by HCRI in accordance with timelines estalklishThe determination of delivera
timelines shall reflect the reporting requiremenitdnspireMD together with the operational requients and capabilities of HCRI. All stu
deliverables will require two (2) drafts beforedlization. InspireMD will submit one (1) set of @miidated comments for the review of
draft documents and deliverables.

InspireMD recognizes that any delay by InspireMDadsrd party relied on by InspireMD for the purpasehis Study may result in delays
HCRI deliverables and/or the overall timeline whinhy result in a change in scope.

Costs are based on 2010 labor rates. HCRI resdrgagght to review and renegotiate labor rate WwispireMD on an annual basis, begini
one year from the date of the Agreement.

At the request of InspireMD, estimates of Invegtigarants and IRB costs have been included, baginin this Agreement. Because H(
has not had the opportunity to specifically contatets with a study protocol and obtain estimatesse amounts are subject to change.

Estimated travel costs for attending and partianggin the investigators meeting are included. Attravel costs will be invoiced to Inspireh
on a time and materials basis. Meeting expenséd®&ihvoiced to InspireMD as a pass-through expens
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Out of scope meetings with InspireMD aret included in the budget and will incur additionahefes. For all out of scope meetings, HCRI
invoice InspireMD on a time and materials basis for actual time aasmt with meeting attendance. Travel expensegh(fliiodging, fooc
associated with this Agreement, if any, will bedioed as a pass-through expense.

Teleconference costs for DMC Meetings and othentegeconferences that are hosted by HCRI using Ii$CRal-in number will be invoice
to InspireMD as a pass-through cost.

Estimated costs for ECG Core Laboratory service® feeen provided. InspireMD will be invoiced fof4,758 startup fee and for actual E
Core Laboratory costs based on the actual numbmradings conducted at a rate of $70 per ECG.

Costs associated with the preparation, processidgarrative generation of Serious Adverse Eve®ies]) estimated in this budget is a vari
cost based on the following assumptions:

« Maximum of 2 manual queries per SAE
o Maximum of 2 updates to the initial SAE review
« Review of 5 pages of source documents per SAE

Increases to any of the parameters outlined abdVeevsubject to out-of-scope fees and revisianthe SAE review/processing cost(s).

Estimates for DMC participant costs have been edéthat a rate of $4,000 per meeting and will beiged to InspireMD separately bas
upon the actual number of meetings held.

Costs associated with the preparation, processidgadjudication of clinical endpoints estimatedhis budget is a variable cost based or
following assumptions:

« Receipt of a completed dossier as outlined by theimmum data requirements sheet (which includes QGRiEa and sour
documentation)
« Maximum of 2 manual queries per event
« Review of an average of 5 pages of source docunpentsvent identified for adjudication
Increases to any of the parameters outline aboNée&subject to out-of-scope fees and revisiotheoCEC services costs.
CEC physician costs will be invoiced at a rate 8® per actual event adjudicated by the CEC.
Costs for developing the CEC MOP include up to (@)odrafts for finalization. Additional drafts asebject to out-of-scope fees.

Monitoring travel costs have been estimated ateaag$1,200 per trip.

HCRI will invoice InspireMD for any printing, shijipg, or binding required during the course of thejgct as a pass-through expense.
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Distribution of MedDRA terminology, or analysis leason MedDRA terminology, to the sponsor or thenspo's use of MedDRA will requil
the sponsor to have and maintain a valid MedDR&nge. DMC reports will be exempt from this requieanif the DMC is managed by HCI
Information can be found regarding licensing onM®SO web page, www.msso.org.

InspireMD will be responsible for obtaining a liceento the WHO DD, WHO DDE or WHO DDE+WHO HD. HCRIilmnot offer any
compensation for such license. It is the respoliitaf both HCRI and InspireMD to validate via théMC that the other party has the prc
license. The validation request application iseddund at the following URL: http://www.umc-prodaaom/validation.

InspireMD is responsible for notifying the FDA @$ iintent to use electronic signatures in compkawith 21 CFR, Part 11.
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EXHIBIT B
Schedule of Fees

The fees identified below will be paid by SponsoHCRI for the services described in the Agreement.

Site
Site Site Monitoring  Site &
EDC Trial Management Monitoring Services Patient Monitor
Milestone Services Services Services Services (US (OUS) Payments Travel Total
Upon execution of CTS, $27,84¢ $86,78: $22,35: $10,53( $C $37,50( $2,40( $187,40:
Upon 60 days after executicn
of CTSA $27,84¢ $86,78: $22,35! $10,53( $C $37,50( $2,40( $187,40:i
Upon Sponsor approval of
eCRFs $0 $18,43( $C $0 $C $0 $0 $18,43(
Upon Establishing Date for
Investigators' Meetin $0 $0 $C $0 $C $0 $0 $C
Upon Submission of
Regulatory Packet to 1st US
Site $0 $0 $14,90( $14,99: $C $15,00( $4,80( $49,69:
Upon 50% of US Site
Initiated $0 $0 $14,90( $14,99: $C $15,00( $4,80( $49,69-
Upon 100% of US Site
Initiated $0 $0 $14,90( $14,99: $C $15,00( $4,80( $49,69:
Upon EDC Database (-Live $55,68¢ $173,56! $C $0 $C $0 $0 $229,25!
Upon Delivery of the
Statistical Analysis Pla $0 $23,26( $C $0 $C $0 $0 $23,26(
Report Milestones
Upon database lock for
Primary Endpoint (12M)
report $0 $54,70! $C $0 $C $0 $0 $54,70!
Upon delivery of Primar
Endpoint repor $0 $54,70! $C $0 $C $0 $0 $54,70!
Upon delivery of Statistice
(30D) report $0 $44,22( $C $0 $C $0 $0 $44,22(
Upon delivery of 1st DM(
report $0 $27,92( $C $0 $C $0 $0 $27,92(
Upon delivery of 2nd DMC(
report $0 $27,92( $C $0 $C $0 $0 $27,92(
Upon delivery of 3rd DMC
report $0 $27,92( $C $0 $C $0 $0 $27,92(
Upon delivery of Annual
Safety repor $0 $30,72! $C $0 $C $0 $0 $30,72!
Enrollment Milestones
Upon enroliment of 1st patie ~ $12,10¢ $81,76¢ $19,49: $35,87( $C $0 $7,92( $157,15!
Upon enrolliment of 50th
patient $12,10! $81,76:. $19,49: $35,87( $C $0 $7,92( $157,141
Upon enrollment of 100th
patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon enrollment of 150th
patient $12,10! $81,76:. $19,49: $35,87( $C $0 $7,92( $157,141
Upon enroliment of 200t
patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon enrollment of 250t
patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon enroliment of 300t
patient $12,10! $81,76:. $19,49: $35,87( $C $0 $7,92( $157,141

Upon enrollment of 350t
patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
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Upon enrollment of 400th

patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon enroliment of 450t

patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon enrollment of 500t

patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon enroliment of 550t

patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon enrollment of 600t

patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon enrollment of las

patient $12,10! $81,76: $19,49: $35,87( $C $0 $7,92( $157,141
Upon completion of last

patient follow ug $12,10! $81,76. $19,49: $35,86¢ $C $0 $7,92( $157,14!
Quarterly Milestones

(Calendar Quarters)

Upon Q1 after first patier

enrolled $0 $0 $C $0 $C $553,00( $0 $553,00!
Upon Q2 after first patier

enrolled $0 $0 $C $0 $C $553,00( $0 $553,00!
Upon Q3 after first patient

enrolled $0 $0 $C $0 $C $553,00( $0 $553,00!
Upon Q4 after first patient

enrolled $0 $0 $C $0 $C $335,00( $0 $335,00!
Upon Q5 after first patient

enrolled $0 $0 $C $0 $C $335,00( $0 $335,00!
Upon Q6 after first patient

enrolled $0 $0 $C $0 $C $335,00( $0 $335,00!
Upon Q7 after first patient

enrolled $0 $0 $C $0 $C $335,00( $0 $335,00!
Upon Q8 after first patient

enrolled $0 $0 $C $0 $C $335,00( $0 $335,00!
To Be Billed as Incurred

(Monthly/Quarterly)

Medical Management

(Quarterly- $2,893/quarter $0 $26,03: $C $0 $C $0 $0 $26,03:
Medical Monitoring (Monthly

- $2,063/month $0 $66,02! $C $0 $C $0 $0 $66,02!
CEC Participant Costs (1:

events @ $350/ever $0 $45,85( $C $0 $C $0 $0 $45,85(
DMC Participant Costs (

meetings @ $4,000/mt $0 $16,00( $C $0 $C $0 $0 $16,00(
Teleconference Pass Throu

Charges $0 $2,76( $C $0 $C $0 $0 $2,76(
ECG Read Costs (1373 ree

@ $70/read $0 $96,11( $C $0 $C $0 $0 $96,11(
Travel Costs for Investigatol

Meeting $0 $0 $C $0 $C $0 $0 $C
Credit for CSA Trial Desig! $0 -$12,50( $C $0 $C $0 $0 -$12,50(
Total $292,92! $2,136,14 $381,79! $604,00. $C $3,454,00 $138,000 $6,994,45
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Sponsor agrees to pay each invoice upon receifteoinvoice. Accounts not paid within forfixe (45) days of receipt of an invoice will
considered overdue.

In the event the Agreement is terminated priorgaching a payment milestone, Sponsor agrees tdH@a31 for a prorated portion of th
milestone on a time and materials basis for actaek performed and documented.

Note: The amounts presented above are for Clifical Services provided by HCRI and for estimat@C meeting and Core Laborat
costs. Sponsor will pay HCRI for CEC meeting armaed _aboratory fees based on the actual numbeotehfial events brought to the CEC
adjudication and the actual number of ECGs reashewtively. Costs such as printing and shippingCBfFs and related materials, tre
expenses, overnight shipping, and other expensesréd in connection with the trial are not inclddnd will be invoiced to Sponsor as a pass-:
through expense.
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PAYMENT INSTRUCTIONS :

BY CHECK:

Checks should be payable to “Harvard Clinical Rede#nstitute, Inc.”
All funds must be remitted in US Dollars

Tax ID #: 04-3521077
Contact:  John Cunninghar

John.Cunningham@hcri.harvard.edu
Phone: (617)307-5496

Regular Mail:

Harvard Clinical Research Institute, Inc.
P.O. Box 846057
Boston, MA 02284

Overnight Carriers

Harvard Clinical Research Institute, Inc.
Lockbox Department MMF250

20 Cabot Road

Medford, MA 02155

BY WIRE TRANSFE:

Account Name Harvard Clinical Research Institute, It
Account Number 110509570(
Bank Name Citizens Bank

870 Westminster
Providence, Rl 02195
ABA Number: 01150012(
Bank Telephone (800) 36:-2472
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