
APPOSITION I STUDY RESULTS

OBJECTIVE: To evaluate the safety and performance of the STENTYS® Self-expanding 

Coronary Stent System in Acute Myocardial Infarction (STEMI)

DESIGN: Prospective, non-randomized, single-arm, multi-center feasibility study

 

FOLLOW-UP: At 3 days, 1, 6 and 12 months post study procedure; follow-up at

3 days and at 6 months includes angiography and OCT/IVUS

CONCLUSIONS:
•	 Safety was demonstrated with low MACE at 12 months. 

•	 Performance was validated by 100% procedural success and excellent stent apposition. 

•	 The STENTYS® nitinol platform accommodates early changes in AMI vessel anatomy that are 
caused by thrombus dissolution and vasodilation.

IVUS image 3 days after
procedure in this patient 
showing a 17% increase
in mean lumen area.

Post-PCI IVUS image of
a STENTYS® Stent

in an AMI patient.

IVUS 3 DAY RESULTS

Excellent Apposition at 3 days
Minimum Lumen Area Increase: 19%

The distal Mean Reference Area (MRA) reveals a 19% growth 3 days after the procedure, which 

is followed by the stent as shown by the 18% increase in Mean Stent Area (MSA) thus ensuring 

continued excellent apposition and a resultant Minimum Lumen Area increase of 19% at 3 days.
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MRA
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(p < 0.02)

MRA
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(p = NS)

MSA
∆ =  +18%

(p < 0.001)
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STUDY ENDPOINTS
Primary safety endpoints
•	 Composite endpoint of all cause mortality, re-infarction or stroke at discharge, at 1 month and at 6 months 
•	 Stent thrombosis 

Primary performance endpoints 
•	 Apposition and expansion of the stent at 3 days and at 6 months 
•	 Vessel lumen diameter 
•	 Technical, device and procedural success 

Secondary efficacy endpoints
•	 Binary angiographic restenosis at 6 months 
•	 Ischemia-driven TLR 
•	 Late loss at 6 months 

BASELINE RESULTS

Total Patients 25
Target Vessel

LAD/LCX/RCA
13/2/10

Age (years) 58 (32-78) Procedural Success 100%

Male 15/25 Final TIMI 3 (operator) 24/25

n=25

RVD Post-Stent (mm) 2.86 ± 0.37

In-stent DS post-procedure (%) 14.47 ± 10.15

In-segment late loss (mm) 0.58 ± 0.61

In-stent late loss (mm) 0.71 ± 0.70

Angiographic restenosis (>50%) 5/20* (25%)

n=25

Death 0

Stent Thrombosis 0

Re-AMI 0

Clinically driven TLR 4

TOTAL 4

ST-API-110624

* 5 patients did not return for their 6 month angiography;
all were free from ischemia

LONG-TERM RESULTS

QCA at 6 months MACE at 12 months

IVUS 3 DAY RESULTS

Baseline 3 day ∆ p

Mean Reference Area (mm2)

Proximal 7.80 ± 2.33 8.21 ± 2.33 +5% NS

Distal 6.24 ± 2.05 7.41 ± 3.22 +19% < 0.02

Mean Lumen Area (mm2) 7.55 ± 1.92 8.96 ± 2.27 +17% < 0.001

Mean Stent Area (mm2) 7.60 ± 1.90 9.13 ± 2.41 +18% < 0.001

Minimum Lumen Area (mm2) 5.19 ± 1.52 6.25 ± 1.61 +19% 0.001


