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Abstract

Aims: To evaluate clinical outcomes in patients receiving the next-generation, paclitaxel-eluting, platinum-
chromium TAXUS Element stent in a real-world setting. The PERSEUS Workhorse and Small Vessel studies
showed positive results with the TAXUS Element stent in a clinical trial setting.
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chromium Methods and results: TE-PROVE was a prospective, open-label, multicentre, “all-comers” study which

enrolled 1,014 patients at 37 European sites. Follow-up was at 30 days, six months and one year, and will
continue annually up to five years. The primary endpoint was overall and stent-related target vessel failure
(TVF), defined as cardiac death, target vessel-related myocardial infarction (MI) and target vessel revascu-
larisation (TVR) at one year post implantation. Secondary endpoints included the components of TVF, all-
cause mortality, and ARC definite/probable stent thrombosis. Follow-up was available in 97.3% (987/1,014)
of patients. Patients were 75.0% male (760/1,014), mean age was 65.1+10.8 years, 25.5% had medically
treated diabetes (259/1,014), and 10.7% (109/1,014) were treated for STEMI. At baseline, mean lesion length
among 1,299 treated lesions was 19.8+12.0 mm and mean reference vessel diameter was 3.1+0.5 mm. At
one year, the rate of TVF (primary endpoint) was 6.0% (59/987) overall; 3.7% (37/987) of TVF events were
stent-related. Cardiac death was 0.7% (7/987), target vessel-related MI was 1.1% (11/987), and TVR was
4.7% (46/987). All-cause death occurred in 1.2% (12/987) of patients and ARC definite/probable ST was
0.5% (5/987).

Conclusions: The primary endpoint results from the TE-PROVE registry demonstrate good performance
and safety for the TAXUS Element paclitaxel-eluting stent at one year in everyday clinical practice. Clinical
Trial Registration Information: NCT01242696.
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Introduction
First-generation stainless steel paclitaxel-eluting stents (PES) are
known to reduce angiographic restenosis and target vessel revascu-
larisation (TVR) compared with bare metal stents'*. However, repeat
revascularisation with first-generation PES is still required in 7-10%
of patients’. Strut thickness may impact on the ability of a stent to
reduce restenosis: thinner struts are associated with less stent-induced
arterial injury and inflammation, potentially resulting in better deliv-
erability but at the price of reduced radiopacity and radial strength®1°,
The TAXUS® Element™ stent (Boston Scientific, Marlborough,
MA, USA) uses the same polymer, antiproliferative agent and
drug release kinetics as previous-generation PES, but incorporates
a thin-strut platinum-chromium (PtCr) alloy platform intended to
improve deliverability, radial strength and radiopacity while preserv-
ing safety and efficacy. In the PERSEUS (Prospective Evaluation
in a Randomized Trial of the Safety and Efficacy of the Use of
the TAXUS Element Paclitaxel-Eluting Coronary Stent System)
Workhorse trial, the TAXUS Element PES showed comparable effi-
cacy to the TAXUS Express PES (Boston Scientific), with no safety
concerns related to the novel PtCr platform''. In this manuscript, we
report the one-year results of all-comers patients undergoing implan-
tation of TAXUS Element PtCr PES in a real-life setting.

Methods

STUDY DESIGN

The TE-PROVE (TAXUS® Element™ Paclitaxel-Eluting Coronary
Stent System European Post-Approval Surveillance Study) was
an international multicentre, prospective, open-label, single-arm,
post-marketing, observational study (ClinicalTrials.gov identifier
NCTO01242696).

All candidates for percutaneous coronary intervention (PCI) with
stent implantation were eligible for inclusion. PCI procedures and
periprocedural adjunctive pharmacotherapy were performed accord-
ing to local practice. Follow-up was conducted via standard practice or
telephone. Additional methods are described in the Online Appendix.

The study was conducted according to the Declaration of Helsinki
and was approved by local medical ethics committees at enrolling

sites. Written informed consent was obtained from all patients.

DEVICE DESCRIPTION

The TAXUS Element stent system is a PtCr alloy stent with a nomi-
nal strut thickness of 81 pm, coated with paclitaxel incorporated at
1 pg/mm? into a poly(styrene-b-isobutylene-b-styrene) polymer''.

STUDY ENDPOINTS

The primary endpoint was target vessel failure (TVF): cardiac
death, myocardial infarction (MI) related to the target vessel, and
TVR at 12 months post stent implantation. Additional endpoints are
described in the Online Appendix.

STATISTICAL ANALYSIS
The analysis consisted of all enrolled patients in whom a TAXUS
Element stent was attempted and/or implanted. A secondary analysis

compared outcomes in the PERSEUS-like and non-PERSEUS-like
patient subgroups. Additional statistical methods are described in
the Online Appendix.

ESTIMATION OF COMPARATOR 12-MONTH OUTCOMES

The pooled rates of TVF, MACE, and death at 12 months from
recent, published all-comers PCI studies were assessed. In keeping
with established methodologies and the MOOSE (Meta-analysis
Of Observational Studies in Epidemiology) group recommenda-
tions'>!3, studies were included after a literature search if they sat-
isfied the criteria included in the Online Appendix (Methods). No
statistical comparison was performed.

Results

PATIENT POPULATION

A total of 1,014 patients from 37 centres in 10 European countries
were enrolled between November 2010 and October 2011. Clinical
follow-up at 12 months was available in 987/1,014 (97.3%)
patients. Baseline patient and lesion characteristics are listed in
Online Table 1 and Online Table 2. The mean age was 65+11 years,
and diabetes mellitus was present in 28.9% (8.9% were on insulin
therapy). Mean lesion reference vessel diameter and length were
3.1£0.5 and 19.8+12.0 mm, respectively. More than half (56%) of
lesions were of class B2/C.

PROCEDURAL DETAILS AND MEDICATIONS

A total of 1,566 stents in 1,029 procedures were implanted.
Predilatation was performed in 61% of lesions. The mean num-
bers of treated lesions and vessels per patient were 1.3+0.57
and 1.1£0.37, respectively. Mean stent length per patient
was 31.3£20.4 mm and placement of overlapping stents was
required in 12.6% of lesions. Technical success was achieved in
1,010/1,014 (99.6%) of patients. Clinical procedural success was
achieved in 997/1,014 (98.3%) of patients. Dual antiplatelet ther-
apy was prescribed at discharge in 96.9% of patients and main-
tained at 12-month follow-up in 84.3%.

CARDIAC EVENTS AT FOLLOW-UP

Binary rates of cardiac events at 12 months are reported in Table 1.
Corresponding Kaplan-Meier curves for TVF and cardiac death/
MI are shown in Figure 1. At 12 months, TVF (primary endpoint)
occurred in 59 (6.0%) patients. The clinical events committee
adjudicated 37 TVRs as stent-related (3.7%). This figure was rea-
sonably consistent across multiple subgroups (Figure 2). MACE
occurred in 6.2% and death in 1.2% of patients over 12 months
(Table 1).

ESTIMATION OF COMPARATOR RATES OF TVF, MACE AND
DEATH AT 12 MONTHS

To put the results of the TE-PROVE registry into the perspec-
tive of recent all-comers PCI studies, we identified 13 stent stud-
ies reporting on TVF, MACE and/or death at 12 months (Online
Table 3-Online Table 5, Online Figure 2). After weighting each rate



Table 1. Binary rates of cardiac events at follow-up.

Efficacy and safety measures | 30 days 6 months 12 months
TVF 1.5% (15/1,010) |4.4% (44/1,001) | 6.0% (59/987)
MACE 1.5% (15/1,010) | 4.5% (45/1,001) | 6.2% (61/987)
All death or MI 1.3% (13/1,010) | 1.7% (17/1,001) | 2.5% (25/987)
Cardiac death or MI 1.3% (13/1,010) | 1.6% (16/1,001) | 2.0% (20/987)
All death 0.4% (4/1,010) | 0.5% (5/1,001) | 1.2% (12/987)
Non-cardiac death 0.0% (0/1,010) | 0.1% (1/1,001) | 0.5% (5/987)
Cardiac death 0.4% (4/1,010) | 0.4% (4/1,001) | 0.7% (7/987)
Mi 0.9% (9/1,010) |1.2% (12/1,001) | 1.4% (14/987)

Q-wave MI 0.2% (2/1,010) | 0.2% (2/1,001) | 0.3% (3/987)

Non-Q-wave MI 0.7% (7/1,010) | 1.0% (10/1,001)| 1.1% (11/987)
TVR (by patient) 0.3% (3/1,010) |3.2% (32/1,001)| 4.7% (46/987)
ARC ST definite/probable 0.4% (4/1,010) | 0.4% (4/1,001) | 0.5% (5/987)
Numbers are % (count/sample size). Target vessel failure (TVF) includes cardiac death,
myocardial infarction (MI) related to target vessel, and target vessel revascularisation
(TVR). MACE includes cardiac death, Ml including Q- and non-Q-wave MI, and TVR.

by the number of patients per study, the overall weighted means for
TVF, MACE and death at 12 months by a random effects model
were 8.1%, 7.4% and 2.1%, respectively (Online Figure 1).
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Figure 2. Incidence of 12-month target vessel failure in subgroups of
interest.

OUTCOMES OF NON-PERSEUS-LIKE VERSUS PERSEUS-
LIKE PATIENTS

A total of 69.8% of patients presented with >1 clinical and/or angi-
ographic characteristics of extended use over the eligibility crite-
ria of the PERSEUS trial. At 12 months, PERSEUS-like patients
had a lower incidence of MACE, the composite of cardiac death
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Figure 1. Cumulative 12-month incidences of target vessel failure (TVF: panels A and C), and the composite of cardiac death or myocardial
infarction (MI: panels B and D) in the overall cohort (panels A and B) and in the non-PERSEUS-like (solid line) and PERSEUS-like (dotted

line) subgroups (panels C and D).
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or MI, and non-Q-wave MI compared to those with more complex
characteristics included in the non-PERSEUS-like group (Table 2,
Figure 1). There was an overall trend towards lower event rates in
the less complex group though these differences did not reach sig-
nificance (Table 2).

Table 2. Kaplan-Meier estimates of cardiac events at 12 months.

Efficacy and safety measures |Non-PERSEUS-like| PERSEUS-like | p-value

TVF 6.9% 3.6% 0.048
MACE 7.2% 3.6% 0.03
Cardiac death or MI 2.6% 0.7% 0.048
All death 1.4% 0.7% 0.31
Cardiac death 0.9% 0.3% 0.36
MI 1.9% 0.3% 0.06
Q-wave MI 0.3% 0.3% 0.91
Non-Q-wave MI 1.6% 0% 0.03
TVR (by patient) 54% 3.0% 0.11
ARC ST definite/probable 0.4% 0.7% 0.63
Target vessel failure (TVF) includes cardiac death, myocardial infarction (MI) related to
target vessel, and target vessel revascularisation (TVR). MACE includes cardiac death,
Ml including Q- and non-Q-wave MI, and TVR.

Discussion

The TE-PROVE study demonstrates that, in unselected patients
with coronary artery disease undergoing PCI with implantation of
a novel PtCr PES, TVF occurs at the relatively low rate of 6.0%
at 12 months. These findings compare favourably with recent all-
comers PCI trials and registries of DES. In particular, from studies
between 2010 and 2013, we calculated a weighted mean of 8.1%
for TVF (versus 6.0% in TE-PROVE), 7.4% for MACE (versus
6.2%), and 2.1% for death (versus 1.2%). Although useful to put
the TE-PROVE results into perspective, and despite the base-
line characteristics of those studies being largely similar to those
of TE-PROVE, this comparison is intended for descriptive pur-
poses only. Interestingly, the TVF rate of the overall population
at 12 months was reasonably consistent in multiple subgroups of
interest (with 8.8% and 6.6% estimates for patients with diabetes
mellitus and B2/C lesions, respectively).

Strut thickness is known to impact on angiographic and clinical
outcomes after coronary artery stenting®’. Newer-generation 316L
stainless steel stent designs have reduced strut thickness while pre-
serving radial strength and minimising recoil, but with significantly
less radiopacity'®. The TAXUS Element PES incorporates a new
PtCr alloy with high radial strength and high radiopacity which ena-
bled the design of a thin-strut, flexible, trackable and conformable
stent platform, while improving stent visibility'>.

The TAXUS PERSEUS clinical trial programme evaluated the
TAXUS Element PES in two parallel studies'’. In the PERSEUS
Workhorse trial, target lesion failure (TLF) at 12 months was
reported in 5.6% of patients treated with the TAXUS Element
PES and in 6.1% of patients treated with the TAXUS Express
PES, meeting the criteria for non-inferiority (posterior probability

p=0.9996)"". In the PERSEUS Small Vessel trial, the TAXUS
Element PES was superior to the Express BMS in terms of late
loss (0.38+0.51 vs. 0.80+0.53 mm, respectively, p<0.001), and TLF
(7.3% vs. 19.5%, p<0.001)'s. TE-PROVE provides further assur-
ance of the safety and efficacy of the PtCr PES in a larger real-
world population than those included in the PERSEUS trials. No
safety concerns were observed, with low incidences of death and
MI at 12 months.

The incidence of ARC definite and probable ST was 0.5% over-
all, with 0.4% occurring early (0 to 30 days) and 0.1% occurring late
(31 to 365 days). These figures are reassuring for a PES!', and may
suggest a role of the PtCr platform in reducing thrombogenicity
and promoting vascular healing'®. Additionally, increased radiopac-
ity of PtCr platforms may help to identify underexpanded stents
and, potentially, aid in reducing the rate of ST. The optimal length
of dual antiplatelet therapy after placement of a stent is a matter of
ongoing investigation. In this registry, about 84% of patients were
taking dual antiplatelet therapy at 12 months, a high rate and in
keeping with the guidelines available at the time of the study'’.

Limitations

This study carries some obvious limitations. First, the TE-PROVE
registry lacked a concurrent comparator, but the objectives were to
extend the results of the PERSEUS trials in a broader patient popu-
lation and more precise detection of low-frequency events. Second,
although random monitoring of source data from 20% of patients
enrolled at each site was employed, the potential for under-report-
ing of adverse events cannot be entirely ruled out. Third, quantita-
tive coronary angiography data were based on site-reported data
with no collection by a core laboratory reflecting the “real-world”
approach of the study. Fourth, patients were not consecutively
enrolled and there may have been some selection bias. Lastly, we
do not know the total number of DES patients treated at these sites
during the enrolment.

Conclusions

The post-marketing surveillance TE-PROVE study showed favour-
able early and 12-month safety profiles and high-level efficacy of
the novel PtCr PES in the treatment of coronary lesions in a “real-
world” patient population. The 12-month rate of TVF was compa-
rable to rates reported across other contemporary studies.

Impact on daily practice

The introduction of a thin-strut platinum-chromium alloy plat-
form with increased radiopacity is intended to address multi-
ple technical conundrums of stent-based percutaneous coronary
intervention, including stent deliverability, radial strength and
visibility. The TE-PROVE, a large post-marketing surveillance
real-world registry of a novel platinum-chromium paclitaxel-
eluting stent, demonstrated low 12-month rates of target vessel
failure, in the range of those reported across other contemporary
stent studies, and low rates of stent thrombosis.
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Appendix. Methods

STUDY DESIGN

No exclusion criteria were applied beyond contraindications to
TAXUS Element implantation according to the “Instructions for
Use”. The non-PERSEUS-like group was defined as patients with
acute myocardial infarction (AMI), graft stenting, left main disease,
chronic total occlusion, in-stent restenosis, failed brachytherapy,
a bifurcation lesion, an ostial lesion, severe tortuosity, moderate or
severe calcification by visual estimate in target lesion or target ves-
sel proximal to target lesion, multivessel stenting, RVD <2.25 mm,
RVD >4.00 mm, lesion length >28 mm, cardiogenic shock, or acute
or chronic renal dysfunction (serum creatinine >3.0 mg/dL or sub-
ject on dialysis). Twelve-month follow-up was conducted via stand-
ard practice (n=56) or telephone (n=917).

DEVICE DESCRIPTION

The TAXUS Element stent system is a PtCr alloy stent with a nomi-
nal strut thickness of 81 pm, coated with a slow release formulation
of paclitaxel incorporated at 1 pg/mm? into a poly(styrene-b-isobu-
tylene-b-styrene) polymer!!'. The stent was available in seven sizes
between 2.25 and 4.5 mm and eight lengths ranging from 8 to
38 mm. At the time of the study, the TAXUS Element stent had
a CE mark and was available for use in routine clinical practice in

the participating hospitals.

ENDPOINTS

Secondary endpoints included technical success (defined as success-
ful delivery or deployment of the stent to the target lesion without
device malfunction), clinical procedural success (defined as mean
lesion diameter stenosis <30%, a TIMI flow of 3 as visually assessed
by the physician, and no occurrence of in-hospital cardiac events), the
components of TVF, major adverse cardiac events (MACE: includ-
ing cardiac death, MI and TVR), the composite of cardiac death or
M1, all-cause death and definite/probable stent thrombosis using the
Academic Research Consortium (ARC) definition at 30 days, six
months and 12 months®. MI was categorised as either Q-wave MI,
defined as the development of new pathological Q-waves in two or
more leads lasting >0.04 seconds with post-procedure CK-MB lev-
els elevated above normal, or non-Q-wave MI, defined as de novo
elevation of CK total levels >2.0 x ULN without the presence of
new Q-waves. Clinical follow-up was at 30 days, six months and one
year, and will continue annually up to five years. Source data verifi-
cation was carried out for 20% of subjects randomly selected at each
site and with a risk-based monitoring approach, and on all subjects
with reported death, MACE, ST and device malfunction. Overall
and stent-related TVF, MACE, cardiac death, MI, TVR and ARC ST
definite/probable rates were calculated. A clinical events committee
(CEC) adjudicated all deaths, MACE and stent thrombosis events.
The CEC classified an event as “stent-related” if the event occurred
at the stented segment or relationship to the TAXUS stent could not

Primary endpoint of the TE-PROVE study

be excluded based upon available information. Blood samples were
taken as per local practice.

STATISTICAL METHODS

The pre-specified plan was to collect outcome data for approxi-
mately 1,000 patients. All statistical analyses were performed using
SAS Version 9.2 (SAS Institute Inc., Cary, NC, USA). Subject base-
line characteristics, lesion characteristics, procedure characteristics,
and outcome variables were summarised using descriptive statistics
for continuous variables and frequency tables for discrete variables.
Continuous variables following a normal distribution were com-
pared using the Student’s unpaired t-test, while continuous variables
not following a normal distribution were compared with the Mann-
Whitney rank-sum test. Categorical variables were compared by
means of the chi-square test or Fisher’s exact test when at least 25%
of values showed an expected cell frequency below five. Kaplan-
Meier plots of time-to-event variables were constructed with 95%
confidence intervals at appropriate time points. The log-rank test was

used for comparison of Kaplan-Meier estimates.

ESTIMATION OF COMPARATOR 12-MONTH OUTCOMES

To put the results of the TE-PROVE into clinical perspective,
we assessed the rates of TVF, MACE, and death at 12 months
from published results of recent large, all-comers PCI studies. In
keeping with established methodologies and the MOOSE (Meta-
analysis Of Observational Studies in Epidemiology) group'>'3, the
studies were included after a literature search if they satisfied all
of the following criteria: 1) 100 or more patients; 2) published
in the English language in peer-reviewed journals, or presented
at major cardiology conferences; 3) published between January
2010 and August 2013; and 4) provided the rate of TVF, MACE,
and/or death at 12 months. The TVF, MACE rates reported were
consistent with each individual study definition and death was
defined as death from any cause, unless only cardiac death was
available. Pooled incidence rates of individual outcomes were
estimated (as detailed in single-arm studies or in each arm of com-
parative studies) with associated 95% confidence interval (95%
CI), by using both fixed and random effects (DerSimonian-Laird
method) models to address heterogeneity, if any, among reported
rates. Such evaluation was descriptive only and did not lead to any

statistical comparison.

Online results

Of all patients in the study population, 12 (1.2%) died, seven of
a cardiac cause (0.7%). MACE and the composite of cardiac death
or MI occurred in 61 (6.2%) and 20 (2.0%) patients, respectively.
Forty-six (4.7%) patients underwent a TVR. Definite/probable ST
according to the ARC definitions were adjudicated in five (0.5%)
patients (four occurred within 30 days). There were four definite ST
and one probable ST.
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Online Figure 1. Cumulative 12-month incidences of major adverse cardiac events (MACE; panels A and C) and all-cause death (panels B
and D) in the overall cohort (panels A and B) and in the non-PERSEUS-like (solid line) and PERSEUS-like (dotted line) subgroups (panels C
and D).
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Online Figure 2. Cardiac outcomes at 12 months in the TE-PROVE
cohort in the weighted meta-analyses of large contemporary trials of
percutaneous coronary intervention.




Online Table 1. Baseline demographics and clinical characteristics.
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Online Table 2. Pre-procedural lesion description.
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Variable ‘ Variable Patient-based Lesion-bhased
Male 75.0% (760/1,014) De novo lesions 93.7% (950/1,014) 93.4% (1,213/1,299)
Age (yrs) 65.1+10.8 (1,014) (34.7, 92.0) Culprit lesion for STEMI 10.7% (109/1,014) 8.8% (114/1,299)
Weight (ke) 81.8+15.8 (953) (42.0, 150.0) In-stent restenosis (DES) 3.2% (32/1,014) 2.6% (34/1,299)
Smoking status Current smoker 25.5% (259/1’014) In-stent restenosis (BMS) 2.9% (29/1,014) 2.2% (29/1,299)
Previous smoker 31.2% (316/1,014) Restenotic lesion (nO stent) 0.2% (2/1,014) 0.2% (2/1,299)
- 39.1% (396/1,014) Total occlusion (<3 mo) 8.6% (87/1,014) 6.8% (88/1,299)
Unknown 1.2% (43/1,014) Chrl0n|c t?tal occlusion (>3 mo) 3.4% (34/1,014) 2.9% (38/1,299)
Family history of diabetes mellitus 9.8% (99/1,014) Ostia lesion 6.6% (61/1,014) 54% (T0/1,259)
i 2.4% (24/1,014 2.5% (32/1,2
Current diabetes mellitus 28.9% (293/1,014) Grat stenting aiil) ol
— - LMCA stenting 4.9% (50/1,014) 3.8% (50/1,299)
Diabetic (treated by diet)* 10.6% (107/1,014) - -
Bifurcated lesion 16.3% (165/1,014) 13.5% (175/1,299)
Diabetic (medically treated)* 25.5% (259/1,014) Lesion reference vessel diameter
|n3U|in 89% (90/1&14) (mm) - 31105 (1,299) (20, 50)
Oral agent 19.3% (196/1,014) <2.5mm - 19.4% (252/1,299)
Diabetic (treatment unknown) 0.8% (8/1,014) >3.5mm - 10.6% (138/1,299)
History of hyperlipidaemia requiring medication 65.4% (663/1,014) Lesion length (mm) = 19.8+12.0(1,299) (2.0, 100.0)
History of hypertension requiring medication 68.7% (697/1,014) Lesion length >34 mm = 10.2% (133/1,299)
History of bleeding disorder 2.3% (23/1,014) ION stents 1.5+0.86 (1,014) 1.2+0.51 (1,299)
Family history of CAD 38.8% (393/1,014) e - 2 (W, 2
History of MI >24 hours prior to index procedure 36.4% (359/1,014) i - s (il )
History of CHF 12.2% (124/1,014) B2 - 29.9% (388/1,299)
Current angina status Stable angina 41.9% (425/1,014) G — 25.8% (335/1,299)
Unstable angina 30.8% 312/1,014) B2/C - 25.7% (123/1,2%9)
Lesion None - 55.4% (719/1,299)
None 24.7% (250/1,014) ot
calcification " yig - 27.7% (360/1,299)
Unknown 2.7% (27/1,014)
T ST e 97% G/1018) Moderate - 12.0% (156/1,299)
e'a ien S:\”C silent ischaemia 30. /o 309/,1 . Severs - 4.9% (64/1.299)
sy Sl Predilatation target lesion %DS - 843118 (1,299) 00, 100.)
AL LEL Elie Ll Vessel None - 63.9% (830/1,299)
History of arrhythmia 10.2% (103/1,014) tortuosity Mild B 26.8% (348/1,299)
LVEF 56.4%+12.1% (599) _ %
(minimum, maximum) (10.0, 93.0) g"derate ;zj (22; izzg)
History of multivessel disease 35.4% (359/1,014) - evere - 0% (26/1,2%9)
- — - Vessel location | RCA - 30.9% (401/1,299)
History of transient ischaemic attacks 2.5% (25/1,014)
History of cereb lar accident 3.6% (36/1,014 o — 39.6% (171,259
istory of cerebrovascular accidents 6% (36/1,014) X ~ 23.2% (301/1.299)
History of renal disease 1.7% (78/1,014) LMCA ~ 3.8% (50/1.299)
History of peripheral vascular disease 7.2% (73/1,014) Graft ~ 2.5% (32/1.299)
Numbers are % (count/sample size) or mean=SD (N) (min, max). *Not mutually exclusive.
CABG: coronary artery bypass grafting; CAD: coronary artery disease; CHF: congestive heart Thrombus present -
failure; LVEF: left ventricular ejection fraction; MI: myocardial infarction; PCI: percutaneous Yes - 7.5% (98/1,299)

coronary intervention

Numbers are % (count/sample size). BMS: bare metal stents; DES: drug-eluting stents;
DS: diameter stenosis; LAD: left anterior descending; LCX: left circumflex; LMCA: left main
coronary artery; RCA: right coronary artery; STEMI: ST-segment elevation myocardial infarction




Online Table 3. Target vessel failure in recent all-comers PClI trials.
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Study name Stent Follow-up | Sample size Binary rate 95% LCL 95% UCL
PE PROVE EES 12 mo 1,010 60 0.0594059 0.0463966 0.0757731
RESOLUTE AC EES 12 mo 1,126 108 0.0959147 0.080039 0.1145474
RESOLUTE AC ZES 12 mo 1,119 101 0.0902592 0.0748169 0.1085149
TWENTE ZES 12 mo 695 57 0.0820144 0.0637899 0.1048623
TWENTE EES 12 mo 692 56 0.0809249 0.0627936 0.1037121
RESOLUTE international ZES 12 mo 2,229 177 0.0794078 0.0688836 0.0913821
E-FIVE ZES 12 mo 2,095 141 0.0673031 0.0573357 0.0788584
RESOLUTE China ZES 12 mo 197 12 0.0609137 0.0349145 0.1041833
RESOLUTE China PES 12 mo 200 26 0.13 0.0900466 0.1840941
Fixed effects model - - 0.0798532 0.0744948 0.0855615
Random effects model - - 0.0807013 0.0712126 0.09133
EES: everolimus-eluting stent; LCL: lower confidence limit; PES: paclitaxel-eluting stent; TVF: target vessel failure; UCL: upper confidence limit;
ZES: zotarolimus-eluting-stent

Online Table 4. Major adverse cardiac events in recent all-comers PCI trials.

Study name Stent Follow-up | Sample size MACE Binary rate 95% LCL 95% UCL
PE PROVE EES 12 mo 1,010 64 0.0633663 0.0499017 0.0801576
RESOLUTE AC EES 12 mo 1,126 97 0.0861456 0.071107 0.1040088
RESOLUTE AC ZES 12 mo 1,119 107 0.0956211 0.0797242 0.1142942
TWENTE ZES 12 mo 695 70 0.1007194 0.0804468 0.1254041
TWENTE EES 12 mo 692 62 0.0895954 0.0704717 0.1132762
RESOLUTE international ZES 12 mo 2,229 188 0.0843428 0.0734993 0.0966192
ProEnCy SES 12 mo 493 47 0.0953347 0.0723759 0.1245982
ProEnCy EES 12 mo 444 23 0.0518018 0.0346617 0.0767437
ProEnCy ZES 12 mo 368 32 0.0869565 0.0621534 0.1203872
ProEnCy EES 12 mo 380 12 0.0315789 0.0180193 0.0547733
E-FIVE ZES 12 mo 2,095 140 0.0668258 0.0568944 0.0783468
RESOLUTE China ZES 12 mo 197 11 0.0558376 0.031188 0.0979984
RESOLUTE China PES 12 mo 200 24 0.12 0.0817413 0.172796
FOCUS SES 12 mo 5,013 174 0.0347098 0.0299842 0.0401493
Galasso et al ZES 12 mo 366 31 0.0846995 0.0601942 0.117929
e-SELECT SES 12 mo 336 32 0.0952381 0.0681441 0.1315835
Fixed effects model — — 0.0713308 0.0673887 0.0754848
Random effects model = = 0.0745352 0.0613507 0.0902806
EES: everolimus-eluting stent; LCL: lower confidence limit; MACE: major adverse cardiac events; PES: paclitaxel-eluting stent; SES: sirolimus-eluting
stent; UCL: upper confidence limit; ZES: zotarolimus-eluting-stent
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Online Table 5. Death in recent all-comers PClI trials.
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Study name Stent Follow-up | Sample size | All-cause death| Binary rate 95% LCL 95% UCL
PE PROVE EES 12 mo 1,010 26 0.0257426 0.0175851 0.0375396
PEXIP EES 12 mo 150 g 0.02 0.0064647 0.0601587
PEXIP EES 12 mo 150 4 0.0266667 0.0100444 0.0688828
XIENCE V USA EES 12 mo 5,054 131 0.0259201 0.0218816 0.0306805
RESOLUTE AC EES 12 mo 1,126 31 0.0275311 0.0194265 0.0388827
RESOLUTE AC ZES 12 mo 1,119 18 0.0160858 0.0101574 0.0253855
TWENTE ZES 12 mo 695 15 0.0215827 0.0130522 0.0354882
TWENTE EES 12 mo 692 14 0.0202312 0.0120175 0.0338664
RESOLUTE international ZES 12 mo 2,229 56 0.0251234 0.0193831 0.0325073
ProEnCy SES 12 mo 493 18 0.0365112 0.0231217 0.0572003
ProEnCy EES 12 mo 444 5 0.0112613 0.0046949 0.0267646
ProEnCy ZES 12 mo 368 6 0.0163043 0.0073429 0.0358082
ProEnCy EES 12 mo 380 6 0.0157895 0.0071104 0.034692
E-FIVE ZES 12 mo 2,095 36 0.0171838 0.0124198 0.0237312
RESOLUTE China ZES 12 mo 197 2 0.0101523 0.0025404 0.0396642
RESOLUTE China PES 12 mo 200 2 0.01 0.0025023 0.0390827
FOCUS SES 12 mo 5,013 69 0.0137642 0.010885 0.0173915
Galasso et al ZES 12 mo 366 15 0.0409836 0.0248555 0.0668593
e-SELECT SES 12 mo 336 7 0.0208333 0.0099637 0.0430455
RESOLUTE US ZES 12 mo 1,376 18 0.0130814 0.0082568 0.0206663
Fixed effects model - - 0.0215492 0.0197252 0.0235378
Random effects model - - 0.0208625 0.0177075 0.0245655
EES: everolimus-eluting stent; LCL: lower confidence limit; PES: paclitaxel-eluting stent; SES: sirolimus-eluting stent; UCL: upper confidence limit;
ZES: zotarolimus-eluting stent




