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Side Branch Device Attributes

Abbott MULTI-LINK

Attribute : . XIENCE V FRONTIER
Bifurcation DES EU Launch in 2004

Stent Material CoCr Alloy CoCr Alloy Stainless Steel

Stent Pattern

Strut Thickness 0.0032" 0.0032" 0.0039"

Balloon Material Pebax Pebax Nylon

Everolimus with Everolimus with
Coating Biocompatible Biocompatible No drug coating
Fluoropol Fluoropol

Information contained herein for distribution outside the U.S. and Japan only.
Abbott Bifurcation DES is currently under development at Abbott Vascular. Not available for sale.
SE2926303 Rev.B




Y) Abbott bifurcation system (ABS)

= preclinical evaluation

Protocol

Porcine coronary model

Aselect implantation of ABS/Xience (SB>1.8 mm)
Recrossing and ‘kissing postdilatation

Acute and 1 week imaging
QCA (2D & 3D)

IVUS

OCT
Micro-CT
Macroscopy
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EBC
Procedure

1. Selection
. Stent placement
3/3.5x18 mm
. Xience recrossing ,
. Xience kissing : g

postdilation » o |
PE: pre PF; position i

. Imaging protocol

PF, max balloon & X, kissing



-

) 2D-

— o
)

Fle Toos Help

=R =Y R N e N
Analysis
QCa 3D
C ' . C C @, C . Edit Contour @ —
Soft Correction Discard
Hard Canrect 2
i Canection Ben 2 Dprox (min, %) 291 mm8 %
Delete Al * . .
©bstruction Analysis - DdISt (m In‘ %) 2' 54 mm 2 %
[Pitormate ) [ LocalFeet =] ; Dside (min, %) 1.99 mm7 %

Plaque(POC,Obstr) 13 14 %V
Lobstr(Main,Side) 7.51 7.19 mm
i 2.71 mm

Mean Diam e
0.01 £0.29 (o)
M B (m m) Fage Up

Page Down

Tw

183 %

Analysis Information

Mean Diam SB .
0.02+0.21 S -

I+

ocwe@

(mm) =
Dist angle (%) 1.89 + 7.45 el 535

Dizrn b ity Diamidres Main
Diam Side Diamédrea Side

I+

Diamn M ainkSide

Cathlab Name CAm Setup Plane A48
Dierprosvenlab ~| a4

Auto Rotate Hide Graphics | B

Image Information

mm

L
__CL_“ Ratate madel ar create renart







P i

Observer 2

Interobserver variability
angle distal MB-SB
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Y/ 3D-QCA

Pathfinder
(n=12)
main branch (mm) 2.96 £ 0.28 3.45 £ 0.55
SB (mm) 2.02+£0.24 2.08 £0.28
dist angle (°) 56.10 + 29.60 48.45 + 21.19
xience V Pre Post
(n=11)
main branch (mm) 3.08+041 3.30 + 0.53
SB (mm) 2.04 £0.29 1.90+0.32 *
dist angle (°) 57.44 + 13.34 55.26 £ 12.18 *




Y) Abbott bifurcation system

N oreclinical evaluation (QCA
Pathfinder
(n=12)
Mean D MB 2.91 +£0.22 3.30+0.38
Mean D SB 1.97 £0.29 1.99 £0.24
Dist angle (°) 51.20 = 23.69 46.59 + 17.84
Pathfinder Pre Post
3D (n=12)
Mean D MB 2.96 + 0.28 3.45 + 0.55
Mean D SB 2.02 £0.24 2.08 £0.28
Dist angle (°) 56.10 + 29.60 48.45 + 21.19
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In-vivo porcine coronary artery
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Results:
Case Example ‘é‘

Dist Ref. Dist Stent Carina Prox Stent Prox Ref.

FUP 7d

P 0119; ABB 015
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Case Exami

BL:
Normal
Intimal

layer

Dist Ref.

FUP:
Focal
Intimal
thickening

P 0119; ABB 015



Results:
Case Example

Dist Ref. Dist Stent

FUP:

Thin

Strut
coverage

P 0119; ABB 015



Results:
Case Example

Dist Ref.

FUP:
Persistent
dissection

P 0119; ABB 015



({) Results OCT:

NEBC Qualitative analysis
Total of =23 Stent Stent Stent
Proximal |Carina Distal

Dissection 7 (30.4) 1 (4.3) 2 (8.7)
Intraluminal 4 (17.4) 1 (4.3) 2 (8.7)
tissue
Incomplete 8 (34.8) 7(36.8) |5(21.7)
apposition

)




Abbott bifurcation system (ABS)
preclinical evaluation







Y ) Abbott bifurcation system (ABS)
b preclinical evaluation

e Micro-CT

e Analysis

* Xience V
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Y) Abbott bifurcation system
SEBC preclinical evaluation

e Preliminary Conclusions

— ABS supports the SB ostium, as evidenced by a
preserved diameter on QCA, microCT and
Macroscopy

— OCT may form the new ‘gold standard’ for optimizing
stent placement

— 3D QCA has excellent inter-observer variability for
diameter and distal angle and it's angle
measurements are in good agreement with

macroscopy
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