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A brief history of catheter intervention
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Drug-eluting stents: breakthrough technology

Recommendations Class Level

DES are recommended over BMS for any PCI irrespective of:
• clinical presentation,
• lesion type,
• planned non-cardiac surgery,
• anticipated duration of DAPT,
• concomitant anticoagulant therapy.

I A



The only medical device-specific guidance in Europe!

EC Guidance Documents





ESC-EAPCI Task Force on Coronary Stents

ESC-EAPCI Stent Task Force | Eur Heart J 2015

Systematic review of 
158 RCTs
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CHECKLIST for non-
clinical testing
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ESC-EAPCI Task Force on Bioresorbable Scaffolds
Target lesion failure

Scaffold thrombosis (def/prob)



Take Home Messages | Evaluation of Coronary Stents

• Common Specifications are an important component of the regulatory process 
for high risk medical devices under EU MDR

• Unmet need exists for a device specific guidance document or Common 
Specification for coronary stents

• Drug-eluting stents are a mature technology with standardized endpoints for 
clinical trials and well established

• Development of objective performance criteria for coronary stents would 
facilitate single arm clinical investigations for novel coronary stents
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For more information, visit: www.core-md.eu

CORE-MD, Coordinating Research and Evidence for Medical Devices, 
aims to translate expert scientific and clinical evidence on study designs 
for evaluating high-risk medical devices into advice for EU regulators.
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