











submissions for USA and Japan. There are also concur-
rent small vessel and long lesion subtrials with histori-
cal controls ongoing in the US, Japan and Europe. The
primary endpoint is twelve-month target lesion failure
(TLF) rate, defined as anyischemia-driven revascularizati-
on ofthe targetlesion (TLR), myocardial infarction (Ml, Q-
wave and non-Q-wave) related to the target vessel, or car-
diac death related to the target vessel. Clinical endpoints
will be measured in hospital and at 30 days, 6 months,
12 months, 18 months, 2 years, 3 years, 4 years, and
5 years in the randomized clinical trial and non-
randomized small vessel and long lesion subtrials.
Finally, the non-randomized QCA study has completed
enrollment of 100 patients receiving the PROMUS Ele-
ment stent at sites in the Asia Pacific region.

Table 4:
PLATINUM Studies
Parameter PLATINUM WH PLATINUM SV PLATINUM LL PLATINUM QCA
(N=1532) Subtrial Subtrial (N=100)
(N=94) (N=102)
Prospective, Prospective, Prospective, Prospective,
Study design multicenter, multicenter, multicenter, multicenter,
randomized, single-blind, single-blind, single arm,
single-blind, non-randomized | non-randomized observational
non-inferiority non inferiority non inferiority study
subtrial subtrial
Up to 160 sites Up to 30 sites Up to 30 sites Up to 20 sites
No. of sites | (US, Europe, (US, Europe and | (US Europe and (Asia Pacific
Asia Pacific and | Japan) Japan) region)
Japan)
Upto2denovo | SV subtrial, <28 LL subtrial, >24 One de novo
. lesions, single mm length, RVD mm and <34 mm lesionin a
Le{sw‘n stent per lesion, | >2.25 mm to in length, RVD major coronary
G <24 mm length, | <2.50 mm >2.50 mm to <4.25 | artery or branch
RVD of 2.75 mm mm with visually
to 4.25 mm estimated
stenosis >50%
and <100% and
TIMI flow >1
Study PROMUS PROMUS PROMUS Element | PROMUS
Stent Plat- | Element Stent Element Stent Stent (N=102 ) Element Stent
form (N=766 ) (N=94) (N=100)
Control PROMUS Stent | Historical PRO- Historical PRO- Not applicable
Stent Plat- | (N=766) MUS data from MUS data from
form SPIRIT trials SPIRIT trials
30 day cardiac
Primary 12-m TLF 12-m TLF 12-m TLF events and 9
endpoint m in-stent late
loss and post-
procedure |A
Clinical 1m, 6m, 12m, 1m, 6m, 12m, 1m, 6m, 12m, 1m. 9m. 12m:
. "'"'ca 18m, 2,3, 4, 18m,2,3,4,and5 | 18m,2,3,4,and 5 OnIQI'G(?Ii\IGm
ONOW=UP ™| 2nd 5 years: years: ONGOING | years: ONGOING
ONGOING

Abbreviations: IA=Incomplete apposition; LL=long lesion; WH=work horse; SV=small
vessel; m=month; QCA=quantitative coronary angiography; RVD=reference vessel diameter;

TIMI=thrombolysis in myocardial infarction; TLF=target lesion failure defined as any ischemia-

driven revascularization of the target lesion (TLR), myocardial infarction or cardiac death
related to the target vessel; US = United States.

3. SUMMARY

TAXUS stents have demonstrated favorable outcomes
throughout their clinical program and demonstrate
highly reproducible safety and efficacy based on clini-
cal, angiographic and IVUS outcomes. The consistent
results of the proven drug/polymer combination used
on three different stent platforms (NIR™, Express™ and
Liberté™ Stents) support the transferability of this stable
drug/polymer combination from one stent platform to
another.

Similarly, clinical outcomes of the SPIRIT First, SPIRIT I,
and pivotal SPIRIT Il trials demonstrate that the Everoli-
mus drug and polymer combination utilized in PROMUS
(Xience V) Stent is safe and effective in treating de novo
coronary lesions.

Boston Scientific has an established history of success-
fully transferring proven drug/polymer combinations to
improved stent platforms. The PtCr Element stent is the
next design iteration for both the TAXUS and PROMUS
Stent programs.

Extensive investigation and analysis of both TAXUS
Element and PROMUS Element Stent Systems has been
undertaken to support regulatory approvals and further
corroborating data from the PERSEUS and PLATINUM
clinical studies will define the promise of these new
stent systems.

On behalf of Keith D. Dawkins, MD, Mary V. Jacoski,
MS, Barbara Huibregste, DVM, Tim Mickley, BSME, and
Donald S. Baim, MD
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Appendix 2:
Summary of TAXUS" Express™ Studies

Parameter

Study design

No. of subjects

No. of sites

Lesion criteria

Stent platform

PTx formulation

No. of stents

Primary endpoint

Follow-up

Latest follow-up

TLR

TVR

MACE

Cardiac Death

ST

WISDOM

Prospective, web-based;
multicenter, observational,
transitional registry

778
22 WW

De novo, <20 mm length,
RVD 2.5-3.5mm

Express?
SR
Single or Multiple

1-yr physician reported target
lesion reintervention rate

2.0%

3-, 6-,9-, 12-mo: clinical®
(site visit or phone contact)

Complete - 1 year
2.0%
NA
5.2%

2.2%
0.6%

MILESTONE II

Web-based, multicenter,
observational, postapproval
registry

3,688
164 WW

Unspecified®

Express?
SR
Single or Multiple

1-yr usage pattern analysis of
TAXUS™ Express by lesion type
and patient subset

6- and 12-mo: clinical
(site visit or phone contact)

Complete - 1 year
NA
5.5%
15%
1.5%
1.7%

ARRIVE 1

Web-based, multicenter,
observational, FDA-mandated
periapproval registry

2,487

50 US¢

Unspecified®

Express?
SR
Single or Multiple

ARRIVE 2

Web-based, multicenter,
observational, BSC-initiated
postapproval registry

4820

53 US¢

Unspecified®

Express?
SR
Single or Multiple

1-yr TAXUS™-related CE rateb

6.5%

1and 6-mo and 1 and 2 years:
clinicalc (site visit or phone
contact)

1and 6-mo and 1 and 2 years:

clinicalc (site visit or phone
contact)

Complete, 2 year - Pooled data (n=7,274)
1.7%
10.2%
9.3%*
1.2%
2.5%

SYNTAX

Prospective, multicenter,
randomized, all-comers design
with nested PCl-only and
CABG-only registries

903 (RCT PCI arm)
85 EU and US

de novo 3VD** and/or LM*
disease (isolated or associated
with 1,2, 3VD)

Express?
SR
Multiple
12-mo MACCE
17.8%
1-and 6-moand 1,2,3,4,and 5

years: clinical

Ongoing - 1 year

13.7%*

3.7%
4.4%

Abbreviations: BSC: Boston Scientific Corporation; CE=cardiac event; CEC=Clinical Events Committee; EU=Europe; FDA: Food and Drug Administration; MACE=majoradverce cardiac event;
MACCE=major adverse cardiac and cerebrovascular event; Ml=myocardial infarction; mo=month; PCl=percutaneous coronary intervention; PTx=paclitaxel; RCT=randomized clinical trial;
RVD=reference vessel diameter; SR=slow release; TVR=target vessel revascularization; US=United States; WW=worldwide; yr=year.

a.
b.

TVR in SYNTAX is equal to any revascularization.
TAXUS™ stent-related major cardiac events (MCE), defined as cardiac death, MI, and TVR, were adjudicated by the CEC and were included in the primary

endpoint. The CEC also adjudicated stent thromboses.

could have been enrolled in the registry.

* |solated or in conjunction with 1, 2, 3VD and ** revascularization for all 3 vascular territories

Additionally, patients requiring target vessel reintervention >365 days following stent implantation were to be followed for 1 year postreintervention.
Two (2) sites were excluded from study analysis due to site GCP non-compliance.
All patients admitted to the cardiac catheterization laboratory for a coronary angioplasty procedure and eligible for use of a TAXUS™ Express? stent

FOR INFORMATION PURPOSES ONLY. The TAXUS™ Element™ and PROMUS™ Element™ Stent Systems are pending CE mark, not available for sale in the European Economic Area, Japan or USA.
Element™ Bare Stent System is under development, not available for sale.
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Element™ Bare Stent System is under development, not available for sale.
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Appendix 4:

Summary of SPIRIT Clinical Trials

Parameter

Study design

No. of sites

Lesion criteria

Study Stent Platform

SPIRIT First

Prospective, multicenter, rando-
mized, single-blind, first human use

9 sites in Europe

de novo, single lesion, single ves-
sel, <12 mm length, RVD of 3.0 mm

XIENCE V™ Stent (N = 27)

SPIRIT II

Prospective, multicenter,
randomized, single-blind

28 sites in Europe, India, and NZ

Up to 2 de novo lesions in diffe-
rent vessels, <28 mm length,
RVD of >2.5 to <4.25 mm

XIENCE V (N = 223)

SPIRIT Il RCT

Pivotal, US, Prospective, multi-
center, randomized, single-blind

65 sites in US

Up to 2 de novo lesions in
different vessels, <28 mm
length, RVD of >2.5 to <3.75 mm

XIENCE V (N = 669)

SPIRIT Ill Registry 4.0mm

Prospective, multicenter, single-arm
registry to study larger (4.0 mm) vessels

4.0 mm =12 sites

Up to 2 de novo lesions in
different vessels, <28 mm length,
RVD of >3.75 mm to <4.25 mm

XIENCE V (N =69)

Control Stent Platform

No. of stents

Postprocedure
antiplatelet therapy

Vision Stent (N = 29)

Single

ASA: 12 mo; Clopidogrel / ticlopidi-
ne: 3 mo minimum

TAXUS™ Express™ Stent (N = 77)

Single

ASA: 12 mo; Clopidogrel /
ticlopidine:
6 mo minimum

TAXUS Express? stent
(N =333)

1 or 2 Contiguous

ASA: 5yr; Clopidogrel / ticlopi-
dine: 6 mo minimum

Not applicable

Single

ASA: 12 mo; Clopidogrel / ticlopidine: 6
mo minimum

Latest Follow-up

TLR

MACE

Cardiac death

ST

30, 180, 270 days, 1to 5 yrs

Complete - 5 years

8.3% 28.0%
16.7% 28.0%
0.0% 0.0%
0.0% 0.0%

clinical; 180 days and 2 yrs:
angiographic and IVUS

3years
4.6% 10.1%
1.2% 15.9%
0.5% 4.3%
0.9% 1.4%

angiographic, IVUS; 1, 2,3, 4,
and 5 yrs: clinical

3years
5.4% 8.9%
9.7% 16.4%
1.4% 1.6%
1.2% 1.6%

Primary Endpoint In-stent late loss at 180 days (mm) | In-stent late loss at 180 days (mm) | 9 month Target Vessel Failure* In-segment late loss at 240 days (mm)
XIENCE™ Vision™ XIENCE™ TAXUS XIENCE™ TAXUS XIENCE V
0.10+0.23 0.85+0.36 0.11+0.27 0.36+0.39 7.6% 9.7% 0.17 £ 0.38

Follow-up 30, 180, 270 days, 1to 5 yrs: 30-d: clinical; 6-mo: clinical, 30-d and 4-mo: clinical; 9-mo: clinical,

angiographic, IVUS; 1,2, 3,4, and 5 yrs:
clinical

2 years
1.5%
1.7%
3.0%
0.0%

Note: Statistically significant comparisons presented in bold type.
Abbreviations: d=day; ITT=intent-to-treat; IVUS=intravascular ultrasound; MACE=major adverse cardiac events; mo=month; NZ=New Zealand; RVD=reference vessel diameter;
rec. indef.=recommended indefinitely; ST=stent thrombosis (ARC definite-probable); TVR=target vessel revascularization; US=United States; yr=year.

#TVF is defined as hierarchical composite of cardiac death, MI, ischemic-driven TLR and ischemic-driven non-TLR TVR. P-value for superiority was not pre-specified. P-value was

met (statistically significant) for non-inferiority.

FOR INFORMATION PURPOSES ONLY. The TAXUS™ Element™ and PROMUS™ Element™ Stent Systems are pending CE mark, not available for sale in the European Economic Area, Japan or USA.
Element™ Bare Stent System is under development, not available for sale. PROMUS™ is a trademark of Boston Scientific Corporation. PROMUS stent is a private-labeled XIENCE V™ Everolimus Eluting
Coronary Stent System manufactured by Abbott and distributed by Boston ScientAbbott Vascular Ltd. Spirit family of trials are sponsored by Abbott Vascular Ltd.
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