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Tipode lesionesen AbsorbA y B

30 pacientes

ohorte B
101 pacientes

Lesiones Unicas, de novo
Diametro de referencia: 3 mm

3.0 x 12 mm scaffolds

AHA/ACC lesion classification (%)

B1 65%
B2 35%
Lesion length (mm) 3:66 (3:97)
Stable angina 18 (69%)
Unstable angina 7 (27%)

Silent ischaemia 1(4%)

lancg 2009: 3/ 338 9 71 !

Hasta 2 lesiones de novo en diferentes
vasos, <de 14 mm de largo

Diametro de referencia: 3.0 mm
3.0 x 18 mm scaffolds

AHA/ACC | A, n (%) 1(1)

lesion o

classifi- B1, n (%) 99 (59)

cation | B2 n (%) 40 (40)
C,n (%) 4 (4)

Lesion length (mm) 9.9+3.6

Eurointerventior014:9:127184
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S AbsorbEXTEND

S BVS EXPAND
S AbsorbFIRST
S BVS STEMI first / Prague 19
S Bifurcaciones

S Desolve



AbsorbExtend




AbsorbExtend

Non-RandomizedSingleArm Trial

~1,000 patients
Up to 100 global sites (non-US)

Clinical Follow-Up I I I I I

Clinical Follow-up (months)

MSCT follow up (n=100) I l
OCT follow up (n=50)

ST \Xe - (- Continued Access trial. FPI: Jan 11, 2011

Typical PCI clinical endpoints

Up to 2 de novo lesions in different epicardial vessels H=SlON
Treatiess Planned overlapping allowed in lesions >22 and = 28 mm LARGAS

- : Scaffold diameters: 2.5, 3.0, 3.5 mm
Device Sizes Scaffold lengths: 12*%, 18, 28 mm



AbsorbExtend

ClinicalResults Hrst 450 patients

(

6 Months* 12 Months*

Non-Hierarchical 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 M| 2.0(9) 2.0(9)
Ischemia Driven TLR % (n) 0.4(2) 1.8 (8)

PCI 0.4 (2) 1.6 (7)

CABG 0.0 (0) 0.2 (1)
Hierarchical MACE % (n) 2.9 (13) 4.2 (19)
Scaffold Thrombosis 0.7 (3)
(ARC Def/Prob) % (n)

*Reflects an interim snapshot with only cleaned data as of the cut-off date of 03 December 2012
**No Absorb BVS was implanted in the target lesion

MACE: cardiac death, M|, ischemia-driven TLR

Chevalier BRotterdamEuroPCHrocus on BVS 2013



AbsorbExtend

Impactode lapresenciade superposiciorfoverlap

Protocol MACE

15.0% ~

10.0% -
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Absorb Extend Overlap

=== Absorb Extend Non-Overlap
‘Overlappopulation res rlap
4.8% 48%
o 48%
| 27% N
| | | | I | |
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Time Post Index Procedure (Days)

Farooq EXTENDverlapSubgroup Rotterdam PCR Focus on BVS, 20



Impactode laposdilatacioren los

resultadosa 1ano

: : WithPD  Without PD  P-value*
Non-Hierarchical %
(N = 526) (N=242)
Non-Hierarchical MACE Components
Cardiac Death, % 0.5 0.5 1.0
Myocardial Infarction, % 4.1 1.6 0.1
- Q-wave M| 0.5 1.1 0.6
periprocedural - Non Q-wave MI 3.5 0.5 0.04
Ischemia driven TLR, % 1.6 1.1 0.7
- PCI 1.4 1.1 1.0
- CABG 0.3 0.0 1.0
Hierarchical MACE, % 5.4 2.6 0.1
Hierarchical TVF, % 5.4 4.7 0.7
Hierarchical TLF, % 54 2.6 0.1
Def/Probable Scaffold Thrombosis, % 0.8 0.5 1.0

D.Chamié onbehalfof the ABSORB EXTENE2Stigators



Impactode laposdilatacioren los

resultadosa 1ano

15.0%

Subjects with Post Dilation Performed
= = = Subjects without Post Dilation Performed

10.0%
P=0.10

5.0% — r,_-'_'

Protocol MACE

0 60 120 180 240 300 360 420

Time Post Index Procedure (Days)

Postdilatation wasnot identified as apredictor for MACE or NQMbasedon univariate

and multivariable logisticregressionanalysis
D.Chamié onbehalfof the ABSORB EXTENE2Stigators



ABSORBXTEND
Fracasosgudosy tardios

e

'S 3casoge desinsersion0.67% S 4 casosde trombosissubagudao tardia

0)
Todosen la Cx £590)

S Tortuosidad (dia6) en elsitio de overlappingentre 2Absorb
S Angulacion (dia29) dosdiasluegode lainterrupcionde la
< Calcificacion DAP

~ Sent metalicoen la DA

En dosasoduegode

tentativade reinsercion (dia239) de causdesconocidal
picadurade avispa

(dia75) probableresistenciaal clopi el

na

Ishibashi Y et aEurointerventionahead_ of print2014-01-08
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- BV&EXxpand SingleCenterReqgistry

(ThoraxcenterRotterdam)

BVSSTEMIFirst
wSingle centeregistry BVS in STEMVOCTat baselinefor apposition

Dec 15th 2012

Room352B
Tuesday, May 20, 2014 17:117:18 RobertJan varGeuns onbehalfof the EXPANDvest



BV3Expana lesion& procedural

characteristics

Till Oct 2013 All (N=200, L=275) Directstenting | 19/234 (8.1%)

MVD 77 (38.5%) Lesion 215/234 (91.9%)

Bif 80 / 275 (29.1%) Preparation

Total Occlusion 33/ 275 (12.0%) | Overlap 88 / 275 (32.0%) |
CTO 167275 (5.8) Total scaffolds 390

B2 or higher 113(41.1%) Scaffolds per 1.95

Calcification 126/ 275 (45.8%) procedure

Lesion Length 25.41 N13.52 mm Failure to deliver 7 (3.7%)

Range 5.32, 80.01 mm Device succes 269 /274 (98.2)

Room352B
Tuesday, May 20, 2014 17:117:18 RobertJan varGeuns onbehalfof the EXPANIDvest



BVSExpand

190 patients, 258sions

Room352B
Tuesday, May 20, 2014 17:117:18 RobertJan varGeuns onbehalfof the EXPANDvest



BVExpand 6monthsoutcome

All-cause mortality 2,0%(4/200)
Cardiac death 1,5%(3/200)

Possible cardiac death 0,5%(1/200)

All reMl 1,7%(3/180)

N=180 TV MI 1,7%(3/180)

Non-TV M 0%(0/ 180)

TR 2,2%(4/180)
IZ_fNon-TLR “TVR 0%(0/180) |

Non-TVR 0,6%(1/180)

Def/ Pro Scaffold thrombosis 2,2 %(4/180)

Definite Scaffold thrombosis 2,2%(4/180)
Probable Scaffold thrombosis 0%(0/ 180)

MACE 3,3%(6/180)
Bleeding 1,1%(2/180)
CVA/ TIA 0,6%(1/180)

Room352B
Tuesday, May 20, 2014 17:117:18 RobertJan varGeuns onbehalfof the EXPANIDvest



BVExpanda Summary

S BVSExpand Real World (SAP, UAP, NOhEMI)

S MVD(38%), Bifurcations (29%}alcifiedesions(48%),
longlesions(mean25 mm),Overlap(32%)

S Stentlike resultswith atemporaryscaffold

S Encouragin@ monthsoutcome

Room352B
Tuesday, May 20, 2014 17:117:18 RobertJan varGeuns onbehalfof the EXPANDvest
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ABSORB FIRST

AABSORB FIRST is designed to evaluate more complex
lesions and patients in a post-approval, aeal worldosetting.

AThis first interim report presents results up to 30 days post
PCI in the first 800 patients from this large, global study.

EricEekhout onbehalfof the ABSORB FIRBJest



ABSORB FIRSIudydesign

Prospective, open-label, multi- ABSORB BVS
center, single-arm registry > N Q1800
real-world patient population At ~ 90 sites

Study Objective:
A Post-market registry to evaluate safety and effectiveness of Absorb BVS
Clinical Endpoints:

A Death, MI, Revascularization, ST, TLF, MACE, etc.;
Clinical endpoint events are independently adjudicated

A Device success and Procedural success




ABSORB FIRST :

worlwide participatingclinicalsites and

first 800 ptsdistributedby country

Germany (16;290)

Poland (2;1) Thailand (6; 2)
Switzerland (6; 21)

‘ﬂ‘?

France (3;10)
)

Turkey (3; 0)

~
Hong Kong (1; 0)
\ 7

o Vietnam (2;0)

Belgium (5; 36)

UAE (1 29) Philippines(1;0)

LT~
Sngapore (3; 55)

Malaysia (6; 46)

[

r Indonesia (4; 29)

Golombia (2; 7)

7

Saudi Arabia (5; 15) J Bahrain (1; 22) New Zealand (2; 22) o

(#sites, #patients)
A Total 1305 patients enrolled by May 19th, 2014

EricEekhout onbehalfof the ABSORB FIRBMes



ABSORB FIRST
Evidence ofschemiaat index (N=800)

Angina (43.7%)

/\ Ml (Total 38%)
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