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CONCEPT

Prothése non métallique (2 marqueurs)

Biologique

Pansement artériel

ABSORB \ Objectifs :

sprévenir la resténose

Maintenir la lumiére artérielle

*Tirer sa révérence



STRUCTURE

Acide Poly | Lactique
Everolimus

ABSORB \ Objectifs :

sprévenir la resténose
Maintenir la lumiére artérielle

*Tirer sa révérence



OBJECTIFS

Gain de lumiere

Absence de resténose

Rétablir une paroi « physiologique »

ABSORB \ Objectifs :

sprévenir la resténose
Maintenir la lumiére artérielle

*Tirer sa révérence



ENSUITE

La Paroi s’ est autoguérie

Le Gain de lumieéere est maintenu

L’ Acide Lactique s’ Hydrolyse Lentement

ABSORB \

Objectifs :
sprévenir la resténose
Maintenir la lumiére artérielle

*Tirer sa révérence



ENSUITE

L’ Endothélium se reconstruit
Le Phénotype Adulte de la Media est de Retour

Cellules Musculaires Lisses

L’ Acide Lactique s’ Hydrolyse Lentement

ABSORB Objectifs -

sprévenir la resténose
Maintenir la lumiére artérielle

*Tirer sa révérence



COMMENT ?

LA STENOSE = BALLON

LA RESTENOSE = EVEROLIMUS
LUMIERE : FORCE RADIAIRE \
PUISSANCE DES LAISONS MOLECULAIRES

ABSORB \ Objectifs :

sprévenir la resténose

Maintenir la lumiére artérielle

*Tirer sa révérence



Absorb se résorbe par un processus naturel

Mailles de I’ implant

Acide polylactique
- L'acide lactique est facilement converti
en lactate, une source d'énergie
commune pour de multiples voies
métaboliques

Lactate

Cycle

Mitochondrie :
. ’ de Krebs v

intracellulaire Co,

Philp A., et al., J. Exp. Biol. 2005; 208: 4561

Absorb is authorized for sale in CE Mark and certain independently regulated countries outside the United States. Please check the regulatory status of the device in your geographical location before distribution.
Information contained herein for presentation outside the U.S. and Japan only.



Une nouvelle option thérapeutique qui agit en trois phases

Se résorbe

Suppo
Elution d’ everolimus
Perte de masse
/S /L
7/ >
1 3 6 Mois 2 ans 3 ans

H Dépot de plaquettes M Dépot de matrice
I Recrutement de leucocytes
M prolifération et migration de B Fonction vasculaire

cellules musculaires lisses

Forrester JS, et al., J. Am. Coll. Cardiol. 1991; 17: 758. / Oberhauser JP, et al., Eurolntervention Suppl. 2009; 5: F15-F22.

Absorb is authorized for sale in CE Mark and certain independently regulated countries outside the United States. Please check the regulatory status of the device in your geographical location before distribution.
Information contained herein for presentation outside the U.S. and Japan only.
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Le Premier ....

A completely absorbable stent may allow the vessel to react
normally to pulsatile flow , to positively remodel and to respons

normally to factors released by endothelium »

7 Mars 2007 - Auckland

64 ans -IVA 2

Ormiston JA et al Cathet Cardiovas Interv 2007 ; 69 : 128-31



Etudes Pilotes



6 Mois |12 Mois |2 ANS 3ANS

N=30 N=29 N=29 N=29
emoe |3,3%  34%  [3,4% 3,4%
Déeces 0 0 0 0
STEMI |0 0 0 0
Non- 3,3% 3,4% 3,4% 3,4%
STEMI
Resténoses 0 0 0 0
Thromboses

Onumay et al

Eurointervention 2010 ; 6 : 447-53




ABSORB A - 5 Year Clinical Results

Hierarchical 6 Months 12 Months 4 Years 5 Years
30 Patients 29 Patients* 29 Patients* 29 Patients*

Ischemia Driven MACE, %(n) 3.3% (1)** 3.4% (1)** 3.4% (1)** 3.4% (1)**

Cardiac Death, % 0.0% 0.0% 0.0% 0.0%

MI, %(n)

Q-Wave MI 0.0% 0.0% 0.0% 0.0%

Non Q-Wave MI 3.3% (1)** 3.4% (1)** 3.4% (1)** 3.4% (1)**

Ischemia Driven TLR, %

by PCI 0.0% 0.0% 0.0% 0.0%

by CABG 0.0% 0.0% 0.0% 0.0%

No new MACE events between 6 months and 5 years
No scaffold thrombosis up to 5 years

*One patient withdrew consent after 6 months
**This patient also underwent a TLR, not qualified as ID-TLR (DS = 42%) followed by post-procedural troponin qualified as non-Q MI and died from his
Hodgkin’s disease at 888 days post-procedure.




QCAM12 n=57
mm proximal |stent distal segment
diametre (2,77 2,68 2,956 2,60
gain 1,20
perte 0,12 0,22 0,08 0,16
stenose
post 13% 15% 15% 22%
M 12 11% 20% 13% 23%
o ns 0,001 0,10 0,24

Serruys PW

JACC 2011 ; 58 : 1578-88




ABSORB EXTEND : Résultats Cliniques

e Faible incidence de MACE a 1 an chez 450 patients (4,2%)

Non-Hierarchical % (n) 6 Months’ 12 Months’
(N=450) (N=450)
Cardiac Death % (n) 0.2 (1) 0.2 (1™)
Myocardial Infarction % (n) 2.7 (12) 2.9 (13)
Q-wave Mi 0.7 (3) 0.9 (4)
Non Q-wave Mi 2.0 (9) 2.0 (9)
Ischemia driven TLR % (n) 0.4 (2) 1.8 (8)
CABG 0.0 (0) 0.2 (1)
PCI 0.4 (2) 1.6 (7)
Hierarchical MACE % (n) 2.9 (13) 4.2 (19)
Scaffold Thrombosis (ARC Def/Prob) % (n) 0.7 (3) 0.9 (4)

*Reflects an interim snapshot of patients with 12 month follow-up as of the cut-off date of 03 Dec 2012
**No ABSORB BVS was implanted in the target lesion.

Chevalier B, ABSORB EXTEND données préliminaires a 1 an, PCR Focus Group 2013

Absorb is authorized for sale in CE Mark and certain independently regulated countries outside the United States. Please check the regulatory status of the device in your geographical location before distribution.
Information contained herein for presentation outside the U.S. and Japan only.



Faible taux de thromboses

ABSORB EXTEND J

Absorb Extend First 250 patients
SP123 XV patients with 2.5x18 or 3x18 or 3x28

ABSORB Cohorte A

2 »
0.0% ST durant 5 ans? ﬁ
Q0
&
2
=
ABSORB Cohorte B1 J 2
: — T
0.0% STjUSC]U'é 3 ans? 5 sl 7 8 9 10 11 12 13
Time Post Index Procedure (Months)
ABSORB EXTEND 4 Number at risk

0.8% 3 12 mois3 Time after index

procedure (days)

LSerruys PW, Résultats Cohorte A a 5 ans et Cohorte Ba 2 ans : SPIRIT Pooled

Insights Intégrés, TCT2011 EXTEND
2Smits P. ABSORB Cohort B données a 3 ans, TCT 2012;

3Bartorelli, A, ABSORB EXTEND données préliminaires a 6 mois
et 1an, TCT 2012;

Les bases de données sont issues de différentes études et présentées dans un but descriptif uniquement.

Absorb is authorized for sale in CE Mark and certain independently regulated countries outside the United States. Please check the regulatory status of the device in your geographical location before distribution.
Information contained herein for presentation outside the U.S. and Japan only.



Revascularise comme un DES de référence

® Evolution des courbes de distribution de fréquences cumulées du Late Loss en
fonction du temps : Absorb Cohort B et XIENCE V (Non-Matched Population, ITT)

__2vos

J
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BVS: 0.19 = 0.18 mm (n=42) BVS: 0.27 = 0.32 mm (n=56) BVS: 0.27 = 0.19 mm (n=38)
XIENCE V: 0.10 + 0.23 mm (n=22) XIENCE V: 0.23 + 0.29 mm (n=22) XIENCE V: 0.33 + 0.36 mm (n=100)
vV 4 »

® Absorb fournit le support radial aussi longtemps que nécessaire (Perte tardive
inchangée entre 12 et 24 mois*)

Serruys, PW., TCT 2011. *Données a 1 an issues de ABSORB Cohort B Group 2 (n=56) et données a 2 ans de Cohort B Group 1 (n=45)

Absorb is authorized for sale in CE Mark and certain independently regulated countries outside the United States. Please check the regulatory status of the device in your geographical location before distribution.
Information contained herein for presentation outside the U.S. and Japan only.



IN\Touilwdtio LvuUlliIpydlvo a

XIENCE

Taux de MACE Absorb comparable et numériquement inférieur a
celui observé avec XIENCE

A 3 ans dans ABSORB Cohorte B A 1 an dans ABSORB EXTEND

BVS (ABSORB EXTEND)

ABSORS BVS(B1+82) 11 XIENCE V (SPIRIT Il and )

HR
XV(3.0 x 18mm subgroup, SPI+SPIFSPIIRCT) 088 .42, 1.84)
p=0.7366

Xience: 11.4%

A=-15%
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Xience: 5.3%
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Time Post Index Procedure (Days)

Au sein d’ une population similaire de patients - Analyse Au sein d’ une population similaire de patients - Analyse
poolée SPIRIT I+1I+1Il. PW Serruys ACC 2013 poolée SPIRIT II+lll. B Chevalier ACC 2013

Absorb is authorized for sale in CE Mark and certain independently regulated countries outside the United States. Please check the regulatory status of the device in your geographical location before
distribution. Information contained herein for presentation outside the U.S. and Japan only.



Conclusion

- Results from ABSORB Cohort B continue to be encouraging with :

e Clinical Procedure Success 98%

* ABSORB B Group 1 — MACE rate of 6.8% at 2 and 3
years (1 peri-procedural MI & 2 TLR)

e No additional MACE between 1 year and 3 years
e No scaffold thrombosis event

e Clinical data very comparable to Xience-V data from
SPIRIT I- III



Programme clinique — Les études

2011 2012

ABSORB Cohort A*
n =30; FIM
ABSORB Cohort B*
n=101; FIM
posorsxend pamenasoiowve @y —)
n =up to 1,000
RN cramenarotowss oy
n="~330
ABSORB FIRST : cvoimenarotowsy
=10,000
ABSORB Il Enrollment & Follom
n="2,250

ABSORB Japan Enrollment & Fw
n="~375

ABSORB China Enroliment & Fw
n ="~500

*Marquage CE

Total patients étudiés n=131 n~931 n~8,400 n~13,334 n~15,590 n~15,590
Note: Les tailles de I’ échantillon représentent les patients ABSORB
* amid@e@hf/u a 1 an. 1.000 patients f/u & 3 ans, 1.000 patients & 2-4 ans  >1000 patients traités a date représente les patients des études cliniques plus les patients hors études traités dans la vraie vie

Absorb is authorized for sale in CE Mark and certain independently regulated countries outside the United States. Please check the regulatory status of the device in your geographical location before distribution.
Information contained herein for presentation outside the U.S. and Japan only.






| euro

PCR Methods

* Academic (no industry support) prospective single
center registry

* 87 consecutive STEMI pts underwent emergent CAG
during 5 months period (Dec 16, 2012 — May 15,
2013)

* Study is planned for 3 years follow-up (incl. CTA at 1
vear and CAG+OCT at 3 years)

* Early outcomes presented here

Information contained herein for presentation to physicians practicing outside the US, France and Japan only. Absorb is authorized for sale in CE mark and
certain independently regulated countries outside of the U.S. and Japan. Please check the regulatory status of the device in your geographic location prior to
distribution. AP2938569-OUS Rev. A 05/2013 PRAGUE-19 is an Investigator Sponsored Study.



| euro

PCR
2013

Baseline characteristics

BVS group Other stent group Patients with Killip HlI-IV
Killip I-1l only Killip I-1l only and/or without stent

|N= 22 31 34
|Mean age = SD 58,5+ 9,96 60,8 + 13,54 69 £13,3
|Fema|es % 18% 14% 45%
IMean Killip class £ SD 1,09 £ 0,29 1,14 £ 0,36 2,45 * 1,26
[LAD as infarct artery % 59% 42% 48,6%
[LCX as infarct artery % 13,6% 7% 16%
[RCA as infarct artery % 27,2% 46% 27%
[LMCA as infarct artery % 0% 0% 0%
|Diabetes mellitus % 4,5% 10,7% 32%
|Prior MI % 4,5% 7% 16,2%
|Prior CABG % 0% 7% 2,7%

4,5% 3,5% 21,6%

|Prior PCl %

Information contained herein for presentation to physicians practicing outside the US, France and Japan only. Absorb is authorized for sale in CE mark and
certain independently regulated countries outside of the U.S. and Japan. Please check the regulatory status of the device in your geographic location prior to

distribution. AP2938569-OUS Rev. A 05/2013




Conclusion

» Concept original

« Absence de métal

» Résorbable sans réaction inflammatoire
* Resténose identique a Xience

* Faible taux de thromboses

* |l Fait le JOB !

* A suivre .... Mais disponible (marquage CE)



« The Next Revolution ?
Bittl JA Circulation 2010 ; 122 : 2236-8

An Evolution or Revolution ?
Gogas BD et al Hellenic J Cardiol 2012 ; 533 : 301-9






ABS-ORB B qbrfﬂ,gp 61\/&23 12 Months 2 Years
ClintcalResylts - Intent tq treat .

=1

Cardiac Death % 0 0 0 0
EV(I)y((r)‘c):ardial Infarction 2.0 (2) 3.0 (3) 3.0 (3) 3.0 (3)

Q-wave Mi 0 0 0 0

Non Q-wave Mi 2.0 (2) 3.0 (3) 3.0 (3) 3.0 (3)
'Zc(':)*mia driven TLR 0 20(2)  4.0(4) 6.0 (6)

CABG 0 0 0 0

PCI 0 2.0 (2) 4.0 (4) 6.0 (6)
rierar‘?hic_a' MACE™ 202 5.0 (5) 6.9 (7) 9.0 (9)

N)one patient missed the 2-year FUP

Hierarchical TVR\% ¢ahffol2.0H{2)mbosiSOWARC or BB @0l  11.0 (11)

MACE: Cardiac death, MI, ischemia-driven TLR; TVF: Cardiac death, Ml, ischemia-driven TLR, ischemia-driven TVR




KM estimate of MACE rate in patients treated with Absorb BVS
(ABSORB Cohort B, n=101) vs. patients treated with a single
3.0x 18 mm metallic XIENCE V (SPIRIT FIRST+II+1lI, n=227)

24.0%1___ ABSORB BVS (B1+B2)
22.0% | —— XV(3.0 x 18mm subgroup, SPI+SPII+SPIll RCT)

20.0%
18.0% | 1123-day HR

0.88 [0.41,1.89]
o]
16.0% p=0.7401
14.0%1

0
12 0% 11.4%

10.0% ._,_,—f A=2.5%
6.0% 1
4.0%]
2.0%1
O0% T TTTTTTTT I T I T T T T T T I T T T I T T T T T T T T TTTITT]
0 6 12 18 24 30 36
Time Post Index Procedure (Months)

MACE (C-Death, MI, ID-TLR)

Time After Index Procedure (days)

112

0 37 | 194 | 284 | 393 | 573 | 758 3

ABSORB BVS(B1+B2)
At Risk

XV(3.0 x 18mm
subaroun. SPI+SPlI 227 | 224 1 219 1 211 |1 204 1202 11911 182

101 99 9% | 96 94 | 92 | 91 | 41

P-Values are not|from formal hiypotheses Yesting and alle displayed|Tor explorgtory purpose only




