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• Randomized trial, published or presented at meetings

assessing sirolimus-eluting stent (SES) vs. paclitaxel-

eluting stent (PES) or bare metal stent (BMS)

• ≥1 year clinical follow-up

Inclusion Criteria



To analyze long-term outcome individual patient data of 
2 kinds of randomized trials:

Sirolimus-Eluting Stents vs. Paclitaxel-Eluting Stents

Sirolimus-Eluting Stents vs. Bare Metal Stents

Objective of the Study



Primary end point:

- All cause mortality

Secondary end points:
- Composite of death or myocardial infarction (MI)
- Composite of death, MI or target lesion

revascularization (MACE)

during the entire available follow-up interval

Study End Points



Mantel-Cox method for calculating hazard ratios for

individual trials.

Fixed and random effect models for calculating overall

harzard ratios and check for hetereogeneity.

Kaplan-Meier survival curves for all trials combined.

Statistical Methods
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Main Characteristics of the SES vs. PES Trials

Overall
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Test for Inconsistency: I2 =0.0%
Hazard Ratio

Hazard Ratios for Death or MI
-All Patients-

0.86 (0.72, 1.02)
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Test for Heterogeneity: Cochran Q=9.9 (d.f.=8) P=.27

Test for Inconsistency: I2 =19.6%
Hazard Ratio

Hazard Ratios for MACE
-All Patients-

0.78 (0.66, 0.92)
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Main Characteristics of the SES vs. BMS Trials

Overall
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P<0.0001

Diabetes: An Adverse Prognostic Factor
In SES vs. BMS Trials
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SES effect
Pinteraction(Death) =0.19
Pinteraction(Death/MI) =0.39
Pinteraction(MACE) =0.49
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Hazard Ratios for Death
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1.27 (0.83, 1.95)
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• These individual patient data based analyses do not

show any difference in long-term mortality and MI 

between SES and BMS as well as SES and PES.

• SES retains its superiority over BMS and PES in terms

of overall reduction of MACE at long-term.

Conclusions, I



• Diabetes remains an adverse prognostic factor after

the use of both drug-eluting stents, SES and PES. 

The lack of the expected negative impact of diabetes in 

the BMS arm of the SIRIUS trial needs to be clarified

• With regard to mortality and MI, there was no 

significant interaction between presence of diabetes

and type of stent implanted.

Conclusions, II


