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Conclusions

BIOFLOW-III

= |n this all-comers setting a low TLF rate of 5.1 % was observed within the first 12 months, which
demonstrates safety and effectiveness of the Orsiro Hybrid Stent
= The results observed in this “real world” population demonstrate a low TLF rate comparable to other state

of the art DES at 12 months

= |n comparison with other published trials in patients with STEMI, Orsiro shows a low TLF rate

Study design

International, prospective, multi-center open-label,
registry of the Orsiro drug-eluting stent in daily
clinical practice.

Coordinating clinical investigator
= Prof. Johannes Waltenberger,
M.D. Universitatsklinikum Minster, Germany

Primary endpoint
= Target Lesion Failure! [TLF) at 12 months

Subgroups

Pre-defined

= Diabetic patients

= Small vessels (€2.75 mm)

= Chronic Total Occlusion

= Acute MI ([STEMI and NSTEMI)

Post-hoc

= B2/C lesions

» Multivessel disease (MVD)
= STEMI vs NSTEMI

Patient and lesion characteristics

Patients [n =1,356]
Hypertension 76 % (1,029)
Hypercholesteremia 60 % (815)
Smoking 55 % (741)
Diabetes mellitus 30 % (402)
Acute MI 33 % (442)
Lesions [n=1,738]
Small vessels (<2.75 mm) 48 % (828)
Chronic Total Occlusion 4 % (83)
Lesion characteristics

Lesion length (mm + SD) 15.8+ 9.1
Ref. vess. diameter (mm + SD) 3.0+04
Diameter stenosis (% + SD) 863+ 11.1
ACC/AHA lesion classification

A B1 B2 C
12 % 36 % 32% 20 %

1,356 pts across 43 centers in
14 countries
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Primary endpoint results
TLF rate out to 12 months
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Subgroup results
TLF rates out to 12 months
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Major Secondary Endpoints:
Device and Procedural Success

Devices n=1738
Device success 98.8 %
Procedures n=1,356
Procedure success 98.2 %
Sources:
Presentation, Prof. Johannes Waltenberger, EuroPCR 2015
Presentation, Prof. Johannes Waltenberger, CRT 215
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