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Background  

ÅThe self-apposing STENTYS stent showed a 

19% minimal lumen area increase after three 

days in STEMI patients (APPOSITION I) 

 

ÅOCT follow-up showed all STENTYS stents 

perfectly apposed, while 28% were 

malapposed in the balloon-expandable group 

(APPOSITION II) 



Rationale 

ÅThe STENTYS nitinol platform therefore seems 

to accommodate early changes in AMI vessel 

anatomy that are caused by thrombus 

dissolution and resolution of vessel spasm 

 

ÅThe APPOSITION III study evaluates the long-

term clinical benefit of the STENTYS stent in 

STEMI patients in a real life setting 



APPOSITION III trial  

DESIGN 
Å Prospective, non-randomized, single-arm, multi-center 

study of the STENTYS Coronary Stent  

 

OBJECTIVE 
Å Evaluate safety and performance of the STENTYS 

stent, in routine clinical practice in 1000 STEMI patients 

 

PRIMARY ENDPOINT 
Å MACE at 12 months  

(MACE defined as cardiac death, target vessel re-MI, 

emergent CABG, or clinically-driven TVR by 

percutaneous or surgical methods at 12 months) 

 

SECONDARY ENDPOINTS 
Å MACE at 30 days and 24 months  

Å Target vessel failure at 30 days and 24 months  

Å Reperfusion measured by TIMI Flow, ST elevation 

resolution 

Å Incidence of stroke at 30 days, 12 and 24 months 

Å Stent thrombosis at 30 days, 12 and 24 months 

Å Abrupt closure of Side Branch >2.25 mm (TIMI<3) 

1000 patients 

600 patients  

interim analysis 

Clinical follow-up at 1 month 



Inclusion criteria 

ÅPatients presenting with acute myocardial 

infarction (STEMI) caused by a de novo 

stenotic lesion in a native coronary artery 

ÅReference vessel diameter ²2.5mm and 

¢4.5mm by visual estimate 

 

- No limitation concerning onset of symptoms 

(ischemic time) 

- No age limitation  



Exclusion criteria 

ÅUnprotected left main coronary artery 

ÅCardiogenic shock 

ÅAny vasculature lesions or characteristics preventing 

PCI, introduction of the STENTYS delivery system or 

placement of the STENTYS stent 

ÅContra-indication for dual anti-platelet therapy 

ÅInability to give informed consent 

 



Procedure guidelines 

ÅRecommendation to perform thrombo-aspiration 

ÅPre-dilatation left to the discretion of the operator 

ÅOverlapping stents allowed 

ÅTreatment of other lesions in the target vessel is allowed 

ÅSide Branch treatment left to the discretion of the operator; 
ódisconnectionô of STENTYS stent  to create SB-access 

ÅPost-dilatation 

ÁCohort A (pt 1-390): recommended for residual stenosis >30% 

ÁCohort B (pt 391-600): generally recommended 

ÅHigh pressures are generally not needed due to the self-
expanding properties of the STENTYS stent 

ÅMedication according to ESC and local guidelines 

 



Guidelines on post-dilatation  

Cohort A 

Post-dilatation only recommended with a residual stenosis >30%  

(Pts 1-390) 

 

Cohort B 

Post-dilatation at the culprit lesion is recommended using a short 

balloon at nominal pressure to ensure optimal expansion of the stent 

(Pts 391-600) 

 



Patient Characteristics 
N=600 

Age (mean; years) 60.3  ±  12.0 (30 ï 96) 

Male (%) 77.3 

Diabetes mellitus (%) 15.3 

Hypertension (%) 48.3 

Hypercholesterolemia (%) 44.3 

Smoking (current/previous)(%) 55.5 

Family history (%) 36.3 

Previous MI (%) 4.5 

Previous PCI (%) 5.7 

Mean  AMI time  

Median 

5 hrs 56 min  

3 hrs 30 min 
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Lesion characteristics 
N=600 

Culprit lesion site (%) 

LM 0.3 

LAD 36.2 

RCA 47.9 

CX 15.5 

Lesion length (mm) 18.2 ±  6.2 

Lesion bifurcation (%) 13.1 

Lesion AHA/ACC class  % 

A 6 

B1 27 

B2 42 

C 25 



Lesion characteristics 
N=600 

Thrombectomy performed (%)      73.2 
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N of lesions treated in target vessel     1.1 

Ó 2 lesions treated in target vessel (%)      61 

Preprocedural TIMI-flow (%) 

0-1              72.6 

2              15.6 

3              11.8* 

* Horizons AMI 27% 



Stent characteristics 
N=600 

Total number of stents implanted / patient  1.2 ±0.4 

STENTYS BMS/ DES (%) 82 / 18 

Small size (%): 2.5 - 3.0mm 6 

Medium size (%): 3.0 - 3.5mm 46 

Large size (%): 3.5 - 4.5mm 47 

22 mm length (%) 56 

27 mm length(%) 43 

Second stent used at target lesion (%) 21 

STENTYS stent  8 

Other stent 13 
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Pre- and post-dilatation 

N=600 

Pre-dilatation performed (%)  53.1 

Mean Maximal pressure (atm) 13.1 ±3.7 

Balloon diameter (mm) 2.6 ±0.5 

Post-dilatation performed (%) 62.9 

Mean Maximal pressure (atm) 15.1 ± 4.1 

Balloon diameter (mm) 3.4  ± 0.6 
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Result in post-dilatation cohorts 

Cohort A 

N=390 

Cohort B 

N=210 

  P 

Pre-dilatation performed (%) 54.6 50.2 0.345 

Maximal pressure (atm) 13.1 13.2 0.700 

Balloon diameter (mm) 2.7 2.5 0.068 

Post-dilatation performed (%) 59.2 69.9 0.010 

Maximal pressure ï atm 15.5 14.4 0.020 

Balloon diameter ï mm 3.4 3.5 0.929 

Pre- and post dilatation 27.2 31.1 0.343 

No pre- nor post dilatation 13.3 11.0 0.440 

Only pre-dilatation (%) 27.4 19.1 0.028 

Only post-dilatation (%) 32.1 38.8 0.105 
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Medication 


