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Stentys : The company

www.stentys.com

Mid-size medical device company

Stents used in interventional cardiology

Indications: Acute myocardial infarction / Complex coronary artery disease
Founded in 2006

HQ: Paris

Employees: 42 in 10 countries

vV vV v v v v.Vv Y

Listed at Paris EuroNext stock exchange
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Medsharing: The provider

eCRF Software provider 100% internet

Created in 2000

160+ studies already done, 70+ actives

? people

5 shareholders, among them a hospital surgeon, trial coordinator
Healthcare compliant hosting

1ISO 92001:2008

Compliant 21 CFR Part 11 and GAMP &

vV v v vV v v VY
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Acute Myocardial Infarction (AMI)
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Bifurcations
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Stentys : The Sizing Registry

» Registry objectives:
» Identify patient population in which the stents are used in routine practice
» Record and monitor Major Adverse Cardiac Events (MACE)

» Communicate easily with site investigators

» Create community with investigators and CRAs at this occasion. Allow for secure
private messaging.

» Provide training of investigators,

» Allow investigators and users to share experience with one another (forum) — case
corner

» Goal: 3,000 patients
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Stentys : The Sizing Registry

» Launchedin 2012
» Live set-up in 3 months
» 2014: 42 sites, 700 patients included, 8 European countries
» 2017: 45 sites, 1260 patients included, 10 countries in Europe and Asia; 207 investigators
» Language: English
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What was required 1o make the registry

successfule

» A collaborative platform to improve communication between sponsor and sites

» Optimised user experience to increase adoption

» Avutonomy: Stentys to extract data and create flexible reports themselves
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What was implemented to make the registry 10

successfule

» Portal for communication

» Optimised user experience:

» Interactive picture to identify coronary segments with coronary stenosis: a click instead typing
words

» Contextual blocs in the MACE data entry screen
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Lessons learned

» Workload to make the portal successful more important than expected

» Stentys project manager had less available time than required
» Difficult fo get medical doctors to share infos this way

» Interactive picture and contextual windows proved efficient to increase
reqistry’s adoption
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Next steps

» Reach the target of 3000 patients

» New study launched in March — WW (excl. US): registry to assess the Stentys
Xposition S for revascularization of coronary arteries in routine clinical practice

» Also managed with eCRF EOL ©
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Next steps

1- Stent is mounted on a semi-compliant balloon and is restrained by a splitable Sheath

4 - The balloon and sheath are then withdrawn leaving the stent apposed to the vessel wall
The two radiopaque stent markers are located at the edges of the stent

Copyright 2017 Medsharing SARL. - T ished March 2017 medsharing

www.medsharing.fr



Copyright 2017 Medsharing SARL

@ STENTYS-Sizing Platform

@o eCRF
Homepage

Date:

25 27 OCT- 1 NOV
2013

San Francisco, USA

Currently connected as
Ms Tiphaine VOLIOT

Disconnection

NEWS

7 October 20132 - New left main case on STENTYS iPhone app by Prof. Holger Nef
(Germany). Dovnload the app now!

@® 22 May 2013 - Further data on STENTYS self-apposing stent reinforces strength
of clinical results

@® 20 May 2013 - STENTYS enrolls first heart attack patient in pivotal U.S. clinical
trial

&% 09 March 2013 - STENTYS Self-Apposing@ Stent Demonstrates Lowest Mortality
Rate Among Large Heart Attack Trials

e» ACS Do you have a
question for an
expert STENTYS
user? Would you like
to share your
experience vith the STENTYS BMS
or DES™) stent? Please send your
feedback to info@stentys.com

and we will forward your request!

@ Large Vessels
@ Left Main

@o Bifurcations
& Aneurysms

¢o SVGs

=

@ STENTYS Animation
@ STENTYS Training Video
$o STENTYS Competitor Video

Slides

@ APPOSITION III 1 year results in.}.
@ STENTYS Clinical Message
o STENTYS Speaker Slides
@ History of STENTYS STEMI Clinicall..
@o STENTYS stent images

Documents

@® Sizing Marketing Brochure
@ STENTYS AC brochure 6F
@0 STENTYS Next Generation delive:
@ STENTYS Training Aid FINAL with..
@o STENTYS Training Poster FINAL A2
g R Brochure

Arantass wnhmastas
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home > case comer > An=urysms

Coronary stenosis complicated by post-stenotic aneurysm CASE CORNER
Prof. C. Tamburino @ ACS
gl Ma.r'lr'la @ Large Vessels
Dr 5. Geraci
University of Catania, Ferrarotto Hospital, Catania @ | eft Main
ITALY

@ Bifurcations

Male, 60 years old &= Aneurysms

- Risk Factors: Hypertensive, Dyslipidemic, Smoker

- Clinical Presentation: Syncope. & SVGs

- Ecocardiography: Hypokinesia of the antero-septal wall

with moderate ejection fraction reduction (L.\V.E.F 48%). ' — §
o sizing platform o

- SPECT: Reversile anterior myocardial ischemia.

H view Slides

STEMI with aneurysm, 9 month OCT follow-up

Dr Carmelo GRASSO

Or Salvatore GERACI, MD

Prof. Corrado TAMBURING

University of Catania, Ferrarotto Hospital, Catania
ITaLy

Male Caucasian patient, 73 years old with hypertension
24 January 2011 === Anterior STEMI

Echocardicgraphy: EF 45%. Apical akinesia. Ipokinesia of
ba=zal anterior wall
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Subject ID: FR_001-001
Gender: Male

Date of Input: 11/04/2012

PROCEDURE

MEDICATION

05/08/2012

STENTYS Sizing Registry

INCLUSION NO.0001

Mame: Dr Paul Martin

Centre Mo.: 1

Mot validated
Validate ?

Mot validated
Validate ?

sE REPORT FORM

Mot validated

Mot validated

FOLLOW-UP n®1 Mot validated | Mot validated
Validate ?

EMD OF STUDY Mot validated | Mot validated
Validate ?

MAJOR ADVERSE CARDIAC EVENT

DEVICE MALFUNCTION

FORM n®1

Mot validated
Validate ?

Mot validated

«EETURN

1l
—
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ANGIOGRAPHIC PROCEDURAL INFORMATION

1- Prox RCA @ Yes () No Unknown (Q78064)
2 - Mid RCA @ Yes ()Mo [“|Unknown (Q78065)
3 - Distal RCA )Yes @No [|Unknown (Q78066)
4 - Right posterior descending () Yes @ MNo Unknown (Q78067)
5 - Left main () Yes @ No Unknown (Q78068)
6 - Prox LAD O Yes O No [ Unknown (Q78069)
7 - Mid LAD () ¥es () No Unknown (Q78070)
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MAJOR ADVERSE CARDIAC EVENT FORM

"'::,?E Emergent CABG Yes ":t,ﬂ"l's:::tfd Notvalidated 0 Print
MéE (Re)-Myocardial Infarction Probable Pl ”ﬂﬂ‘;;ﬂ:?d Notvalidated 0 Print
"'::,';E Emergent CABG Probable e — "T,;;:f:tfd Not validated 0 Print
"TLEE Revascularization/PC| Unknown ErTEs ”ﬂﬂ‘;;ﬂ:?d Not validated 0O Print
HEEEEE e anT
MEE Death Possible e — ”ﬂﬂ‘;;ﬂ:?d Not validated 0 Print
Add new mace...
«RETURN
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MACE n°5

MAJOR ADVERSE
CARDIAC EVENT FORM»

L Rada S Occlusion / Stent thrombosis H

MAJOR ADVERSE CARDIAC EVENT FORM

A\ Please complete the Occlusion Form below

Date of occlusion/stent thrombosis

OCCLUSION/STENT THROMBOSIS FORM

15082013 (daimmiyyyy) (Q75114)

Occlusion/Stent thrombosis occurred

|24 hours- 30 days post stent implantation B (Q75115)

Was there evidence of stent thrombosis

@ Yes © No (Q75116)

ifyes, | please specify Iangiographic evidence B (Q75117)
Occlusion in segment number I'I1 - Prox Cx E| Unknown (Q75118)
Emergency bypass surgery (CABG) @ Yes © No (Q75120)
ifyes, | .l Please complete CABG Form below
Revascularization @ Yes © No (Q75122)
ifyes, | & Please complete Revascularization Form below
Thrombalysis (i.c.iv) O Yes @ No (Q75124)
GP lIb/lls receptor blockers ) Yag @ Mo (Q75125)
Other therapeutic intervention @ Yes © No (Q75126)
SPECIFY DE OTHER THERAPEUTIC INTERVENTING
ifyes, | specify

characters (500 max) (Q75127)
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How was data security handled in the




How was data security handled in the

Cloude¢

» Need to comply with regulations and guidances, which exist at different
levels: EU, country, industry

» EU datfa profection rules of Jan 2012, published on 4 May 2016 and to be
applicable to all EU companies starting 25 May 2018

» Wil extend a part of obligations to sub-contractors of data handling (e.g. hosting
companies) (source: AFCROs eHealth workshop, Jan 2017)

» Local country laws

» Industry guidances; FDA 21 CFR: Open system means an environment in which
system access is not controlled by persons who are responsible for the content
of electronic records that are on the system.

» |CH Eé4: The confidentiality of records that could identify subjects should be
protected, respecting the privacy and confidentiality rules in accordance with
the applicable regulatory requirement(s).

» Need to protect data against stealing, fraud or hacking
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How was data security handled in the

Cloude¢

Logical access and network
» Connection to reserved access spaces with login/password

» Data security: Authentication by password and electronic signature
based on defined access rights

» The information flowing between the investigator’s client workstation and
the server are encrypted in SSL 256 bits by RSA public/private key of 2048
bits and certified by a GlobalSign OrganisationSSL certificate.

medsharing

Copyright 2017 Medsharing SARL.- Confidential document - Any full or partial reproduction is prohibited without the permission of Medsharing. Registered trademarks and logos. Published March 2017
www.medsharing.fr



How was data security handled in the

Cloude¢

Physical operation and safety

» Secured data storage: the data stored on servers are duplicated in real
time on several disks

» High availability technical architecture (redundant servers and data)

» Data back-up strategy: Encrypted Back-ups on 2 sites in the same country
by hosting company, daily incremental, complete weekly, complete
monthly

» Physical access to premises: double entrance door controlled by a
HandKey bio-meftric player and camera systems. Server anonymity
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Questions?

Régis Bournique, CEO
+33 1 48 75 39 14 regis.bournigue@medsharing.fr

Tiphaine Voliot, Project Manager
+33 1 48 75 39 14 tiphaine.voliot@medsharing.fr

Bertrand Le Bourgeois, Bus. Dev.
+33 9 51 77 40 77 blb@medsharing.fr

Medsharing SARL

Immeuble ARAVIS
44 rue Roger Salengro
94120 Fontenay-sous-Bois,
France

www.medsharing.fr
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