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Several recent randomized trials suggested similar one-year 
clinical outcomes between everolimus-eluting stent (EES) and 
sirolimus-eluting stent (SES).

However, none of these trials was adequately powered to 
evaluate the efficacy outcomes after stent implantation such as
TLR or TVR.

Backgrounds

Forest Plot with Hazard Ratio for Target Vessel Revascularization 



RESET Trial
(Randomized Evaluation of Sirolimus-eluting versus Everolimus-eluting stent Trial)

Imaging Sub-studies at 8-12 months: 
Angiography (500 patients), IVUS/OCT (120 patients), Endothelial function (100 patients)

(Scheduled follow-up angiography by local site protocol was allowed beyond 240 days. )



RESET: Study Organization
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Primary Endpoints and Sample Size Calculation



Primary Endpoints and Sample Size Calculation



Angiographic Primary Endpoint and Sample Size Calculation



RESET Patient Flow



Baseline Patient Characteristics



Baseline Patient Characteristics



Baseline Lesion Characteristics



Procedural Characteristics



Baseline QCA Data



Procedural Results



Non-inferiority Assessment for the Primary Efficacy Endpoint

Target-Lesion Revascularization



Target-Lesion Revascularization



Target-Vessel Revascularization



Proportion of TLR/TVR Events 
Adjudicated by the Angiographic Core Laboratory

All the angiograms of patients with TVR were to be analyzed by the angiographic core laboratory 
in an attempt to discriminate TLR from non-TLR TVR and to identify clinically-driven TLR.



All-cause Death



Myocardial Infarction



Definite/Probable Stent Thrombosis



Death/Myocardial Infarction



Pre-specified Subgroup Analysis for TLR
EES versus SES



Impact of Diabetes on TLR



Impact of Insulin-treated Diabetes on TLR



Non-inferiority Assessment for the Primary Angiographic Endpoint

In-segment Late Loss



Cumulative Distribution Function Curves of Late Loss



Cypher™ (SES) had already left the coronary DES arena. 

Therefore, the current trial result could not provide guidance regarding

selection of coronary DES in clinical practice. 

However, sirolimus-eluting stent (SES) was the most widely used 

and most extensively studied first generation DES. 

Clinical outcome after SES implantation should be regarded as 

the benchmark for the current and future generation drug-eluting 

stents.  

Limitations and Implications



Despite the all-comers trial design, the study population actually enrolled

seemed to represent relatively low-risk patients, resulting in event rates 

lower than anticipated. Furthermore, the trial strategy of evaluating 

only the index procedure also lead to the observed low TLR rates.

TLR outcome favoring EES in the insulin-treated diabetic subgroup 

(one of the highest risk subset) is intriguing and hypothesis generating,

although we should be very careful in interpreting the observation 

in the subgroup analysis.

In the DES versus DES trials, it might be difficult to demonstrate

clinically meaningful differences in TLR rates among low risk patients. 

Future stent trials should focus more on complex patients, in whom

coronary artery bypass grafting could be a reasonable alternative. 

Limitations and Implications



In this large scale randomized controlled trial comparing EES with SES,

EES was demonstrated to be non-inferior to SES with respect to

target-lesion revascularization rate at 1 year and angiographic 

in-segment late loss at 8-12 months.

One-year clinical outcome after both EES- and SES-use was excellent

with low rate of target-lesion revascularization and very low rate of stent 

thrombosis.

Longer-term follow-up is important to address whether EES could 

positively affect the late adverse events beyond 1 year reported after 

SES implantation such as late restenosis and very late stent thrombosis.

Conclusions



Backgrounds
In the recent large randomized controlled trials comparing 
everolimus-eluting stent (EES) with paclitaxel-eluting stent (PES), 
EES demonstrated consistent clinical benefit over PES in terms 
of reduced rates of myocardial infarction, stent thrombosis, and
target-lesion revascularization up to 2 years of follow-up.



Definition and Adjudication of Endpoints



Secondary Endpoints 



Definition and Adjudication of Endpoints



Definition of Secondary Endpoints



Proportion of Patients Enrolled in the RESET
According to Participating Centers 

N of patients    N of patients    Proportion of patients 
Enrolled       PCI using DES              Enrolled

3206               9534                           37.5% 



Clinically-driven Target-Lesion Revascularization



Any Coronary Revascularization



Cardiac Death



Definite Stent Thrombosis



Definite Stent Thrombosis



Definite/Probable Stent Thrombosis



A device-oriented composite
Cardiac death, Target vessel MI, or TLR



A patient-oriented composite
Death, MI, or Any Coronary Revascularization
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Follow-up QCA Data in Angiographic Sub-study



Target-Lesion Revascularization
Lesion-based Analysis Among Lesions Treated Exclusively With the Assigned Stents 

SES
EES

Log-rank P=0.15
HR 0.78: 95% CI (0.55-1.09)

20

10

Days after PCI
Interval 0 day 30 days 180 days 240 days 365 days
EES group

N of events 1 13 19 61
N of patients at risk 1889 1874 1846 1824 1421
Incidence 0.1% 0.7% 1.0% 3.3%

SES group
N of events 6 18 28 74
N of patients at risk 1858 1841 1799 1777 1382
Incidence 0.3% 1.0% 1.5% 4.2%
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