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Percutaneous Coronary Intervention:

Progressive improvements in success, safety, and durability
as serial new technologies have been launched.
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Increase in Complexity of PCl-treated Patients
Challenges technology for continuing improvements
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Advancing DES technology

Drug Eluting Stents,. ..

platform and a drug

a delivery balloon and catheter, a polymer (or notl), a stent

...all can be better.

Technology Challenges

Acute performance

Stent design

Stent delivery system

Maintain and/or improve safety and efficacy
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The safety & effectiveness of the everolimus-eluting stent

(EES, PROMUS/XIENCE V) has been demonstrated in
randomized controlled trials with low rates of restenosis &
stent thrombosis*

Novel platinum chromium EES (PROMUS Element)T was
developed with the same polymer & designed to improve:

o Deliverability

¢ Vessel conformability
¢ Side-branch access

¢ Radiopacity
+ Radial strength
¢ Fracture resistance
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Everolimus-Eluting Stents ':"fi':'"'

Everolimus concentration: 100 ug/cm? PLATINUM

Polymer: PBMA & PVDF—HFP (7um thickness)
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PBMA=poly {n—bubyd methacrylate] (pimer layer); PVWDF-HFP=poly (vinylidene fluoride—co—hemafiuompropylens) (dneg matnx layer)
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o Tl
PROMUS Element and o L
PROMUS Stents:

Equivalent Polymer Thickness and Drug Release Profiles

Same Polymer and Comparable Kinetic Drug
Strut Thickness (um) Release Profiles

81

| — PROMUS Element Stent

m— PROMUS Stent

PROMUS Element Stent PROMUS Stent

BSC Data on file, average over all sizes, PROMUS Stent 2.5mm x 8mm N=12, 3.0mm x 16mm N=6,
4 Omm x 28mm N=6, PROMUS Element Stent 2.5mm x 8mm N=12, 3.0mm x 15mm N=6, 4 0mm x
28mm N=6._
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The Element™ Stent Series
Three new components

| Stent Design
Platinum Chromium Element

® Designed for coronary stenting * Thin struts - 0.0032" (.081mm)

* improve radiopacity * New geometry, 4 stent models

* low recoil, high radial strength * improved conformability

Catheter _
Improved Deliverabill

¢ New balloon system
* Robust shaft — push and flex

® Low profile
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Thin Strut Impacts Clinical Outcomes
Historical Data with Bare Metal

Reduce deep wall trauma

- ISAR STEREQO! ISAR STEREO?

& month binary restenosis & month binary restenosis
31%

26%

Binary Restenosis (B manth) Binary Restenasis (6 month)

Strut thickness appears to have a significant
impact on long-term restenosis after stent
implantation.*2

HELLENIC INSTITUTE OF CARDIOVASCULAR DISEASES




Element™ Stent Series Strut Thickness

38% reduction in strut thickness compared to the TAXUS~Express™
Stent and 16% compared to the TAXUS™~Liberté~ Stent

Cypher™ Express"  Liberté™

0.0053 0.0052" 0.0038" 0.0036" 0.0032" 0.0032"

0140 mm 03132 mm 98 mm 9] mm 181 mm 7T mm

Stainless Cobalt Platinum
Steel Chromium Chromium
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Element™ Stent Series’
Over 80% More Radial Strength than Leading CoCr Stents"

Radial Strength
Amount of Radial Force Required to Reduce the Diameter of a Deployed Stent
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TAXUS™ Element™ TAXUS™ Liberte™  Cypher™ Xiemce Prime™ Endeavor™ Xience W™

PtCr Alloy Stainless Steel CoCr Alloy
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Element™ Stent Series’
Engineered to Minimize Recoil’

Post Expansion Stent Diameter Recoil @

Percentage the stent diameter decreases after balloon deflation

Xience Prime™ Xience W™ Cypher™ TAXUS™ Element™ TAXUS™ Liberte™

Stainless Steel PtCr Alloy Stainless Steel
Alloy Alloy
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Fracture Resistance & Strut Thickness = ...
Element Stent Platform "PLATINUM
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The PROMUS™ Element™ Stent was engineered for
superior visibility’

Dens ity Values

* Platinum Chromium alloy is a
higher density material than 316L
Stainless Steel and Cobalt
Chromium which provides

superior visibility on the thinnest ' © pae

strut stent (Stainless  Chromium (Cohalt (Cobalt
Cobalt Chromium Stainless Steel
081mm (0.0032") 0.139mm (0.0055")

Platinium Iridium marker bands
designed to ensure accurate
stent placement

Platinum Chremium Cobalt Nickel Stainless Steel
0.081mm (0.00327) 0.091mm (0.0036") 0.096mm (0.0038")
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Newtons.mm

Conformability

Measures the ability of the stent to naturally conform to the vessel

0,06

0,04
I I

Cypher™

Stainless Steel
Alloy

Alence ™ TAXUS ™ Liberté

CoCr Alloy Stainless Steel
Alloy

Endeavor ™
CoCr Alloy

TAXUS ™ Element™
PtCr Alloy
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The delivery catheter of the PROMUS™ Element™ improves
both deliverability and pushability

The PROMUS™ Element™ Stent was engineered

as a system so that the design of the catheter

matches the design of the stent to create a highly

deliverable stent platform. Proximal segment
improves pushability

NEW! Bi-Segment™ inner lumen

*Designed to provide enhanced trackability by
improving push without compromise to flexibili

Distal segment
improves trackability

«Dynaleap ™ Balloon Material
Single layer 72D Pebax™
*RBP 18atm (1827 kPa)




PROMUS ™
Element™ Stent

TAXUS™ Liberte™

Stent

Circular Cell Dlameter (0.91mm)

Maximum Expanded Cell Diameter (4.4mm)
Circular Cell Diameter (0.64mm)

PROMUS™ Stent

Maximum Expanded Cell Diameter (4.4mm)
Circular Cell Diameter (1.08mm)

Cypher™ Select™
Plus Stent

Maximum E:panded Cell Diameter (4. Imml
Circular Cell Diameter (1.20mm)

e

XIENCE Prime™
Stent

Maximum Expanded Cell Diameter (4.5mm)
Circular Cell Diameter (1.07mm)

‘Endeavor™ Stent

| 3 (on ends)

2 (on body)

Maximum Expanded Cell Diameter (6.4mm)

| Circular Cell Diameter (0.74mm)




Effect of Platform on Re-Endothelialization

BMS Express™ vs. Libertée™ vs. Element™ Stents

% Uncovered Struts (14 Days) % Uncovered Struts (21 Days)

23,1

p=007 vs Express
13

p=01 vs. '-“;“n’:‘! p=0.4 vs_Liberts
| e == p=0.6 vs

E!,]'*EE ) a Egp£955

Element™ Express™ Element™

Kinetics of strut coverage impacted by stent platform
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Scanning electron microscopy - 30 days:

Complete strut endothelial cell coverage for all device types

PROMUS™ Element™
Everolimus—Eluting Stent

PROMUS™
Everolimus—Eluting Stent

Polymer—only Element™
Stent
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Element™
Bare Metal Stent
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Trial Design

—

PLATINUM

(IDE & Chiken Todoke)

PLATINUM QCA
" {non-IDE) d

7
Trial/Subtrial

Workhorse h Small Vessel

Long Lesion

" QCA&IVUS )

# of Patients

1,532

94

102

100

# of Sites

160 (Worldwide)

20 (US & Japan)

20 (US & Japan)

20
{(Intercontinental)

Trial Design

1:1 Randomized,
Single Blind

single Arm

single Arm

Single Arm

Success
Criteria

Non-inferiority

Non-inferiority

Non-inferiority

QCA & IVUs
Performance Goals

Test Stent

PROMUS Element

Control Stent

FROMUS

Historical PROMUS Data from SPIRIT Trials

Primary
Endpoint

12M TLF*

12M TLF*

12M TLF"

30D Cardiac Events

Efficacy
Endpoints

MNone

A

None

9M In-Stent Late Loss &

Post-Procedure

\![H.:umplete Appusiﬁny

* TLF = any ischemia-driven TLR or MiI (Q-wave and non—Q-wave)/cardiac death related to the target vessel
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PLATINUM QCA Study

PLATINUM

Key Enroliment Criteria

Inclusion Exclusion

De novo lesion Excessive target lesion tortuosity
Lesion length =34 mm Extreme target lesion angulation
Stenosis =50 to <100%; TIMI>1 Moderate/severe lesion calcification
RVD >2.25 to =4.25 mm Side branch >2.0 mm diameter
Target lesion covered by 1 stent’ | MI <30 days prior/elevated enzymes

LVEF 230% Stroke/TIA <6M before procedure
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