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ﬁ' The company announced its intention to stop selling the bioresorbable
&Qéﬁ scaffold in all countries but said follovs-up of existing studies viill
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rf,}hﬂﬁ NEWS - INTERVENTIONAL

Boston Scientific Scraps Bmdeggﬁdable

Scaffold Program 4
5 - . 1'. 3

['he thinner sttut Renuvia scafiold w -'_:éf'r be studied any

further based on discouraging resuli Abbott’s Absorb BVS,

the company confirmed. &
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Phases of Absorb™ Functionality

Revascularization Restoration

A

Mechanical Support

Mass loss
Drug Elution
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ABSORB Il - 517 patients randomized 2:1 to Absorb or Xience

Absorb

Xience P value

MLD (mm)

Pre-procedure 1.06 £ 0.33 1.06 + 0.31 0 51

Post-procedure 2.22 £0.33 290 £ 0.33 <0.0001

- Acute gain 1.16 £ 0.38 145 + 037 <0.0001
3-Year follow-up 1.86 + 0.54 225+ 037 <0.0001 |
0.80 = 0.61 1.20 + .044

<(0.0001

Net gain

Late loss* 0.37 £ 0.45 025 + .025
(Binary restenosis (%) 7.0% | 0.7%

*Co-pnmary endpoimint. MLD = minimal lumen diameter

%, UENFRYTA | Ferrarctio Hospita serruys PW, et al. Lancet. 2016;388:2479-2491
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Comparative Vasomotion of BVS and EES
ABSORB Il - 501 patients randomized 2:1 to Absorb or Xience

1
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ﬁ ; Absorb n=258 0.047 % 5.109 nm
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0
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Vasomotion at 3 years (rnm)
CRNFRST | Ferrarcito Hospit serruys PW, et al. Lancet. 2016;388 :2479-2451
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Comparative Angina of BVS and EES

ABSORE il - 501 patients randomized 2:1 to Absorb or Xience

Absor Seattle Angina Questionnaire
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Serruys PW, et al. Lancet. 2016;388:2479-2491
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DEfInltEwﬂba ble Scaffold/Stent Thrombosis*

25 —

?‘1 BVS XIENCE Ma sl:li:nl:lura..caﬂnm' thrombosis between 3
& HR [95% Cl]= NA [NA] and 4 years”
ﬁaﬁ‘ - p=0.033 (Log rank test) 55
: ‘ &°
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*Per ARC. Cutlip et al., Circulation. 2007;115:2344-2351
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S“caffold/Stent Thrombosis

Eaﬁ_::."-"
& 4 years
o Absorb BVS XIENCE e B
beaf‘aé N=335 N=166 G ::ﬁ‘

ﬁflmte ST* 0-1488 days (%) 2.6 0.0 D.@BES
,.;p Acute/sub-acute (0-30 days 0.6 0.0 ‘@f.ﬂﬂﬂﬂ
& Late (31-365 days) 0.0 0.0 & 1.0000
e Very late (365 — 14888 days) 1.8 0.0 & 0.1851

® Very late between 3 — 4 year follow-up (N) 0 g@‘f NA
Definite/Probable ST* 0-1488 days(%) 3.0 0.0 0.0347
Acute/sub-acute (0-30 days) 0.6 gﬁﬂﬁ 0.0 1.000
Late (31-365 days) 0.3 ;tw-;::i‘ 0.0 1.0000
Very late (365 — 1488 days) 1:.‘&& 0.0 0.1851

Very late between 3 - 4 year follow-up (N) >0 0 NA

ch
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Intraluminal Scaffold Dismantling
A BRS-specific Thrombosis Mechanism
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Strut discontinuity with marked suppression of neointimal hyper:iasia resuling in prolapse of a scaffold
segment into the vessel lumen before absorption is complete

%, CNVERGT | Fermarctto Hospital Raber L, et al. J Am Coll Cardiol. 2015;66:1901-14
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BVS vs. EES In Routine Clinical Practice
AIDA Investigators

Hezard ratio, 5.39 (95% CI, 2.08-14.00)
P<0.001
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4-year Cgmﬁ:al Outcomes Composite Endpoints

N
TVF (%) 14.0 140  ,0.9970

PoCE (Patient oriented Composite Endpaint): g}a
All death, all myocardial infarction, and all revascularisation 1-.
MACE (Major Adverse Cardiac Events):

Cardiac death, all myocardial infarction, and clinically indicated tar esion revasculansation (TLR)

DoCE [Device oriented Compeosite Endpeoint)/ TLF (Target Lesio S%ﬁl: re):

Cardiac death, target-vessel myocardial infarction, and cinhcay-mmmted target-lesion revasculansation (TLR})

TVF (Target Vessel Failure): @

Cardiac death, all myocardial infarction, clinically mdm.a;ﬁ?‘target vessel revascularisation (TVR)
M
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magresium alloy stent - &
Coronary @ — Coronary Coronary .
angiography by | | Baloon ltﬁu}p'hl‘nl‘- andgioplasty premounted | | Drug-eluting | | S ¢ SGSS BH'Q.C.:’
| F. Mason Sones by Angdreas Grintzig | | via radial artery NIK stent Cypher stent e

1958 1964 1877 1986

&"3‘1?

s .
Aurscyics r@i} by Charles | Palmaz-Schatz Frimary Bioresorbable
Theadere Dotter stent angioplasty | | lgaki- Tamal stent
.:5@ for STEMI

’E}

» M Rewi L ardiolof
Thrombosis oF ature Reviews | Cardiology

a8 PW Serruys
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Le concept existait dej 1"9r TAVI en 2001 !
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Durable Biodegradable Bioresorbahble
polymer-coated stent polymer-coated stent drug-eluting stent

Abbott/ 6“#\
mdunmﬁp Blasensors Terumio Translumina Boston Biatronik Abbott
Boston \:}_}3
s Qﬁ'ﬁl BioMatrix Uttimaste b 259 syn ABSORE
ule a master eIy
8]
l:nn‘.'_r.FP:;;égé' CoMi-ZES 316L-BES Collr-5ES J16L-5E5 PtCr-EES ColCr-S5ES PLLA-EES

Strut thickness




Device Thrombosis:

ABSERBE Il
Stratified by Vessel Size
RVD <2.25 mm RVD 22.25 mm
HR [95% CI] = 3.34 [0.75, 14.91] HR [95% CI] = 3.08 [0.91, 10.47]
10%= p=0.09 10%= p = 0.06
3? B8%< —— Absc 8%~ ~—— Absorb
@ XIEHCE XIENCE
N
.E 6%~ 6%~
E 4 6% 4.6% = 9.0%
E 4% 4 %o~
a
ot
=
3 =% L e 1.5% i 0o% 1.2% g 1.T%
. - 0.5%
ﬂlﬁ-I 1 | | | | | | 0% 1 | g?h | | 'D:'i% T | |
0 6 12 18 24 a0 36 42 0 6 12 18 24 30 36 42
Time Post Procedure (Months) Tine Post Procedure (Months)
No. at Risk:
Absorb 242 224 222 216 1074 1036 1016 arT
Xience 133 128 120 114 549 535 525 514
N dicvascular At G
F'_ HI:ZEar e: u
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Maultivariable Predictors:
Absorb

0 -3 Years
Outcome | Variable | Relative Risk
[95% CI]

| .
| Pre-procedure RVD <225 mm* | 1.72[1.28, 2.32]

Prior coronary intervention 1.37 [1.04, 1.81]

|
 Pre-procedure RVD <225 mm* | 2.80[1.37, 5.71]
Scaffold -

| thrombosis | _ _ _
| ' Diabetes mellitus 2.77 [1.3%, 5.64]

*By QCA

Vanabies oriered into the TLF maltpds model ACCIAHA, lesson class, agn (median 64 year: | reatment anm:, cabchcabon
{moderatafsevers), pror cardiac intenaenbons, amy dabobes, ypercholieserolomia requiricy medicalion, Sex, yperisnson e guirng
madicalion, presentation junstable anging and recend Ml vs. Slable Echomic syndroma)?, sfurcation, rged vessel; LAD, argoei kesion
lengih (mm, median), pior eadiae nlenenson, pre-procedune MLD (mm, median ) soonbar of Wepel esions, P2Y 12 eceplor aneganis
(aging |, pre-procedural RYD (<225 mm ws. =2 25 mm), cament iehacos use

Waliahies enteded inlo the ST muitple model. ACCMMA k=wson dass, thoatment »m, Any diabeies, presentabon (unsiable sngana and
mecent Wi ve. stable schemic syndrome), el eson length (mm, median), Hhe-procedural BVD (<2 75 mm vs. 22 26 mim)
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PSP Analysis — Def/Prob ST KM Through 3-Years
(Absorb Patients, As-Ireated Population)

LT
d'a:l,;, Mon-FFSP

Log-tank p=0.13
— e PADRET W PSP ws Non-PSP)

4% = = = |Propar paal-tl
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54 F a0 010
Time Poat Index Precedure (Daya)

_ 0 | 365 | 730 1095
[Non-PsP 2549 [ 283 | 1350 | 291

Pr-:-perﬁl:llng | 2261 | 2211 | <47 | 238
|
|

[Proper post-dil 365 ELT) EET 26
[Psp 297 | 250 192 | M

0-365 days population: A-EXTEND, A-l, A-Japan, A-China, A-lll
% tct2o16 366-730 days population: A-E¥ (END, A-ll, A-~Japan, A-China
731-1085 days population: A-n




6 AU 8 DECEMBRE 2017
7 Novotel Paris Tour Eiffel

France Passion Communication Education

&
&

2
fad

LES LIMITES

i

«g”
d: o
¢ &
‘-.E{ﬂa

@

encagement




6 AU 8 DECEMBRE 2017
] 7 Novotel Paris Tour Eiffel

France - ®.ssion Communication Education

Preprocedure

5 Min. After Methergine

Mean LD
L0 mm
|= 3%}
Minémal LD 1. 58 mem y - Foalmal LD 233 mwim

Magn LD 311 mm . r dean LD 267 mim

LL (pre-vasomotion): -0.01mm
LL{post vasomotion): +0.13mm

Serruys PW, ] Am Coll Cardiol 2011
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A Lipid-laden neointima. B Neq&htlma with calcification

p SY. Lee, Circ Cardiovasc Interv. 2015;
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® Overalie” ™ 1st-generation DES  m 2nd-generation DES
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{E..
Stent .jl{g,l.? (year)
o S.Y. Lee, Circ Cardiovasc Interv. 2015;
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MACCE/DOCE : cardiac death, TVRMI, TLR

o ; .
A &5 Primary endpoint
ﬁ{-’.} L
&
&
ﬁgﬁ & 404 .
eae“” & _g‘ﬁ
&"f’@ 5 - gﬂﬁ
o ] &
<2 E MRS {@q
Cp%ﬂ“ - 20 f,r_*_—f: &
& ! e g 6;9{\
5 - = @Fﬁb
& i / CYPHER 23.5% "
| Ao 58
' XIENCE 19.5% ,:F":’
: ' ; T
) | _ ]
Patients at risk Years after randomisation &-&
ko o S ISAR-TEST4, S.Kufner
' -l ﬁ-":}' Eurointervention 2014
XIENCE 652 48 520 & ] 450 390
CYPHER 195 o 458 32
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“And we k@%{:ﬂ that metallic DES from years 3
to 199 ‘and probably for the life of the
patleht have about a 2-3% per year rate oj
TLFSE&SD if Absorb or a bioresorbable scafﬁeﬁd
< can capture back a 1% or a half percaﬁt of
@4@# those events on a per year beneflﬁthen it
won’t be many years at all beforaﬁt makes up
that early dlffereryé.”

© G STONE, TCT 2017
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g “The reason to persevere is
&a‘%nt because of any expectation that scaffolds can
fp beat metal stentsin the intermediate term, but the
concern that metal stents will begin to produce significant*
adverse events many years after implantation. "
That will have to become a demonstrated reali
rather than a hypothetical speculation for bioresgrbable

F
scaffolds to replace metal stents.” >
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Absorb G

Reduced Strut
Thickness

Reduced Strut Thickness from 157 Microns to 99 Microns @@"""
* May reduce acutethrombogenicity and achieve full endothelialization earlier -qﬁb

* Increasesease of usewith substantially improved deliverability in simulated clj;ﬁal models

& Courtesy of Mr Raposa- Abbott
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Coatedrod

Centerless grinding ,,iﬁaSET cutting (CFC12017)
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