Dedicated bifurcation
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Background Standard stents in Bifurcations

Optimal treatment Compromise

* Vessel healing
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Variation in anatomy

({;\\ e Vessel size A : "
%«9 it Immediate risk
VR e Plaques distribution .
g0y e Periprocedural Ml
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Conventional stent

e Difficult wire access SB

e Size mismatch

e SB compromise

e Stent deformation

e Double-layered struts

Late risk

Over expansion e Restenosis
e Drug disruption ® Th rOmbOSIS

e Plaque prolapse
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Requirements Dedicated stents in Bifurcations

Procedure

Conformance e Simplify
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e Shorten times
e Reduce contrast

e Vessel contour
e No disruption

Hospitaller Ord®% of o

o ° Drug coatmg

Success

>

e [mprove success rate
e Permanent SB access

Side branch | ate risk

e Restenosis

e Preservation e Thrombosis
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b Classification Dedicated stents in Bifurcations

Y- stents Through DBS- stent on both MB & SB
* MB&SB stent

* BARD, AVE, Guidant, Cordis, MDT
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: A type MB device with some scaffolding of SB
<I;,.;> e Parent = Main * Xience SBA, Minvasys Nile PAX, Antares,
4N e SB Invatec TwinRail, Multilink Frontier,
dCCess Pathfinder, BSC Petal, Y-med SideKick,
Hogills 0rf f Trireme Medical (TMI), STENTYS, BIOSS

r 5L]oh:1~:.5(id'_ ; S type

Side branch stents

e Side branch
e DA DES P=> M e Tryton, Sideguard ¢

M type Proximal bifurcation stent

e Parent vessel
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Classification  Through DBS- stent on MB & SB

I:,Y' stents  BARD AVE Guidant Cordis

e MIB&SB stent

F%T‘E,BNFRUE_U'
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A type

e Parent =» Main

( e SB access
aller O:d&oz |
mGod Y

~HL S type

e Many problems have limited clinical
.nd pES p> v | Progress: system complexity and
profile, stent design, wire handling (andi
s Paront vecsel | WIAPPING), delivery systems, variable |
R =remeee lesion morphologies, ..
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Classification &MB BDS scaffolding/access of SB |

e MB&SB stent
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e Parent =» Main
e SB access
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e Side branch
e 2N DES P2 M

: D C

e Parent vessel
e SB access
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Classification = MB BDS scaffolding/access of SB

Y- stents Two systems
e MB&SB stent e Delivers over 2 wires
' e Wires my wrap

FATEBENEFRATELLI
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Technique

k

e Parent =» Main

e \Wire management
e SB access &

e System torqueing
e SB alignment

e Variable SB ostial coverage
e Side branch
e >nd DES P> M Development in bifurcation PTCA

e EBC consensus documents
e Parent vessel * New generation stents
* SB access * New generation wires
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Classification = MB BDS scaffolding/access of SB

| STENTYS
e MB&SB stent Xposition S

FATEBENEFRATELL
PROVINCIA LOMBARDO VENETA

* Nitinol + Sirolimus

@ 1 « Self-expanding
I | ¢ Parent =»Main | < Balloon-delivery

(\\ "‘;} e SB access * Interconnections

: lallcr(énﬂgf - =
meiy S type 5

e Side branch

o 2MDESPRM | | Saniess stee

M type Bottled balloon

Two parts stent

e Parent vessel Biodegradable

e SB access

| TCTAP2016 &5t
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Classification

e MB&SB stent

e Parent =» Main
e SB access

Sideguard

* Nitinol
 Self-expanding
* Trumpet shape
 BMS

~

[EopE=—2

e Side branch
e 2N DES P2 M

M type
e Parent vessel
e SB access

Tryton

« Chromo Cobalt
Balloon expanding
SB zone
Transition zone
Main vessel zone
MBS

Side branch BDS scaffolding

| Capella > -




Classification A type - sp_ecial design

Y- stents AXXess
Nickel titanium

A type Self-expanding
Conical shape
e Parent =»Main Biolimus A9
e SB access Bioabsorbaple PLA
Abluminal
S type 1 proximal marker

3 distal markers
e Side branch No false carina

Physiology
nd
22T DIES P A Precise placement

No rotation

Span both vessels
7F GC

e SB access 2nd or even 3 DES
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DBS Standard one/two technique

Y- stents
e MIB&SB stent

A type
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e Parent =» Main
e SB access
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GRCZEE S type

e Side branch
e DA DES P=2M

e Parent vessel
e SB access
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Y- stents
¥ . MB&SB stent

A FATEBENEFRATELLI

S type
» Side branch
‘M type

. Parent vessel
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STENTYS Xposition S
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M - type

STENTYS Xposition S

rNitinol + Sirolimus

I Self-expanding
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I Interconnections
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= M - type STENTYS X.position S ‘

ID paziente:
O di mizio procedura: Settembre 10, 2015 13:59
1D laboratorio: Emodinamica

NltanI + Ser“mus Norne struttura: Sacra Famigia-Erba

ID vaso: LAD intermedia

Pa Pd
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Self-expanding
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é o - D paziente
Ora di wnize procadura: Sattembre 10, 2015 1359
D laberatorio; Emodinamica

Balloon-delivery Drt et

I Interconnections
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STENTYS Xposition S

r ~|
Nitinol + Sirolimus

I Self-expanding

~|
Balloon-delivery

ﬁ|
Interconnections
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M - type STENTYS Xposition S - Studies
Six month outcome analysis of the OPEN I study

DS S UGS Table 3. Restenosis results in the side branch.
DES (n=26) BMS (n=33)

SB stent 5 13
Restenosis 0 (0%) 1 (8%)

Without SB stent 21 20
Restenosis 4 (19%) 4 (20%)
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Self-expanding

Hospitaller Ordf of
M. Jabin of God

" Table 1. Cumulative MACE at six months in both BMS and DES groups.
DES=27 BMS=33

Balloon-delivery n (%) n (%)
_ i :

Q- wave MI 0
Non-Q-wave MI 0
Clinically driven TLR 1(3.7)
Total MACE 1(3.7)

Interconnections

TCTAP2016 e
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M - type BIOSS LIM on LM

r——

‘ rStainIess steel

I Sirolimus

I Bottled balloon

I Two parts stent

I Biodegradable
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BIOSS LIM on LM

Stainless steel

I Sirolimus

I Bottled balloon

F

I Two parts stent
I Biodegradable
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BIOSS LIM on LM

Stainless steel

PROVINCIA LOMBARDO VENETA
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Sj

I irolimus
I ottled balloon
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I Two parts stent
ﬁl
Biodegradable
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M - type BIOSS LIM on LM final

S | —

Stainless steel

I Sirolimus

I Bottled balloon

I Two parts stent

I Biodegradable
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M - type BIOSS: POLBOS I+1l Studies 12 m

Gl sk Can J oo, 3005 M SURSTA

Stainless steel

Sirolimus

_
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ottled balloon

C
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16(13.3%)  12(11.8%)  28(126%) 30 (13.5%)
2(1.7%) 1(1%) 3 (1.4%) 8 (2.7%)
0 0 0 5 (2.2%)
2(1.6%) 2(1.9%) 4 (1.8%) 7(3.1%)
1(0.8%) 1(1%) 2(0.9%) 1(0.5%)

14 (11.5%) 10(98%)  24(108%) 18 (8.07%)

Two parts stent
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Biodegradable 7(58%) 5(4.9%) 12 (5.4%)

7(3.2%)"
19(158%)  14(137%)  33(149%) 24 (108%)
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Balloon expanding
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[Chromo Cobalt

II Balloon expanding
II SB zone

I Transition zone
I Main vessel zone
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rChromo Cobalt

I _ IVUS LAD IVUS CX IVUS LM
Balloon expanding =S -
_ T ok

SB zone
I N g-:_
_ i

o CARINA LAD/CX
I Transition zone
I Main vessel zone
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Study/Registry
Chromo Cobalt

Tryton Side-Branch Stent: First In Man

Published

Eurolnterv, 2008

Patients FU(M) TLR Thrombosis

!! IUVANT

CCl 2014

Rotterdam-Poznan Real World Registry

CCI 2011

Balloon expandlng E-Tryton Registry 150-Benelux

Eurolnterv. 2012

|| Wolverhampton Experience

Abstract TCT 2011

Dublin Experience

Abstract TCT 2011

SB zone SAFE-TRY

IntJ. Card 2013

E-Tryton Spain
|

Poster - Abstract TCT
2011

AMC experience

Neth Heart J 2012

Transition zone

Patient Level Pooled Analysis (8
registries)

Eurolnterv. 2013

&%

Main vessel zone k4

JACC 2015
Full Population

47%

CCl 2015
Intended Population

35% 0%

HConﬂnnatory Study

TCT 2015

August 2016
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?A - type lexess in acute occlusion STEMI |

¥ Nickel titanium

p
B Conical shape

I

B Self-expanding
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@ Biolimus A9
P

I

@ Bioabsorbaple PLA

m Abluminal
Bl
® 3 distal markers

l

proximal marker

2 No false carina
B Phy
E Precise
® No rotation
BS
2 7F GC
2"dor even 39 DES

siology
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A - type Axxess — DIVERGE study 5y

EUROPE +
. @ i
Self-expanding 0.

multicenter Trial Syear follow-up

Nickel titanium P A
Prospective single-arm : MACE 2t morths 2 Study completed
Conical shape
Biolimus A9
Bioabsorbaple PLA
m Abluminal

FATEBENEFRATELLI
PROVINCIA LOMBARDO VENETA

8o ﬁ’ ) ""Ordine Ospedaliero San Glovanni di Dio

|

k

1 proximal marker
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distal markers

l

No false carina

== MACE: any death, M|, id-TLR

Physiology

Precise placement

l

No rotation

Span both vessels

7F GC
2nd or even 3@ DES

I
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A - type Axxess — COBRA study

Nickel titanium
Self-expanding
Conical shape

Biolimus A9

[ —— |
SRR NS N L] AXXESS + BIOMATRIX (N=20) | [l] CULOTTE XIENCE (N=20)
QCA @ 9 months

In-stent Late Lumen Loss (mm)
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Abluminal

v
)

P=0.10

1 proximal marker

P=0.09

P=0.002 P=0.05 1

o R 3 distal markers |
g ———ce— e
‘ No false carina ‘ '
e s S N -
Physiology ﬁ ‘L
D -

Precise p|acement Proximal Bifurcation "AXXESS” Distal side

Main Vessel Core Segment Main Vessel Branch

No rotation Clinical Outcomes @ 1 Year
30 -

Span both vessels P=0.54 _ o
20 - p—— - [ ]
TF GC | [ g s

10 - Enq ol n=1 n=1 i

d d 0
2 5 or even 3r D E S Cardiac Myocardial TLR TVR Stent MACE
Death Infarction Thrombosis {Caediac doath, M1, TUR)

P=0.97
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Conclusions Take home messages

Bifurcation anatomy is variable

e A family of DBS may be required
e BDS dedicate themselves to all patients?
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Current BDS designs

e Still technically complex and unfriendly
e Require skilful expertise to handle them
e Different indications due to anatomical factors

All BDS regarding outcome

e Have shown positive clinical outcomes
e Lack of comparative studies between them
e Lack of studies against standard techniques

TCTAP2016 e
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Conclusions Take home messages

Provisional technique when intention is KB
Avoid 2" DES as the struts thickness is high
Good for big vessels and LM

Needs good preparation

Stentys
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o

Provisional technique when intention is KB or not
Good if intention is 2"4 DES on SB

Good for big vessels and LM

Needs good preparation

\
\
\

M0

When intention is 2 stent strategy
Good when SB has difficult access

Needs good preparation and good SB wire
Avoid in diabetics and SB < 2,0 mm

Apil 26:29,2016

Arrif rrmmn
ALY AN - !
vaiUdIivYaoLuild ST 5
»
" N
~ ’ ¢
apy Spnt Xnren BB
LA AN vVl Wike »

Perfect BDS as preserves the carina and flow
Avoid 2"d/3 DES as the struts thickness is high
Needs good preparation and 7F GC

Unpredictable!!
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