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Percutaneous coronary intervention



Valgimigli et al, Eur Heart J. 2018 Jan 14;39(3):213-260. 



• Randomized  

• Multicenter 

• Registry-based 
o SWEDEHEART registry

Erlinge et al, N Engl J Med. 2017 21;337(12):1132-1142.

• Target population: patients undergoing PCI for STEMI/NSTEMI
o Co-treatment with potent P2Y12 inhibitor (ticagrelor/prasugrel/cangrelor)
o Without planned used of GPIIb/IIIa inhibitor

• Randomized to
o Bivalirudin (0.75 mg bolus followed by 1.75mg/kg/hour) 
o Heparin only (70-100U/kg)

• Primary endpoint: death, MI or major bleeding (BARC≥2) within 180 days 

• 6006 patients with STEMI/NSTEMI
o 97.5% statistical power to detect a hazard ratio of 0.75 in favor of bivalirudin



Erlinge et al, N Engl J Med. 2017 21;337(12):1132-1142. 

No significant difference between bivalirudin and heparin



Erlinge et al, N Engl J Med. 2017 21;337(12):1132-1142. 



Major bleeding-pooled analysis

Ge Z, Chandrasekhar J, Mehran R, CVIA 2018, in press



NACE: pooled analysis from 7 AMI trials

Excluding HEAT-PPCI trial

Ge Z, Chandrasekhar J, Mehran R, CVIA 2018, in press



Cannon et al, N Engl J Med. 2017 19;377(16):1513-1524

• Primary composite endpoint: 
o major bleeding (ISTH)
o clinically relevant non-
major bleeding

• Secondary composite endpoint
o Thromboembolic events
o Death

RE-DUAL PCI trial



Cannon et al, N Engl J Med. 2017 19;377(16):1513-1524. 

Mean follow-up : 14 months

Dual antiplatelet therapy with dabigatran is associated with less bleeding 
than triple therapy with VKA



Cannon et al, N Engl J Med. 2017 19;377(16):1513-1524. 



Golwala et al Eur Heart J. 2018 Apr 13. 



In both trials

All-comers undergoing PCI with at least on native artery with 40-70% stenosis

iFR threshold : 0.89    vs.     FFR (adenosine) threshold 0.8

One-year follow-up for the composite of death, MI or unplanned revascularization.

Goteborg et al, N Engl J Med. 2017 May 11;376(19):1813-1823. 

Davies et al, N Engl J Med. 2017 May 11;376(19):1824-1834.     



Götberg et al Davies et al

• 2037 patients, 62% stable angina

• No difference for the primary endpoint
p < 0.001 for non-inferiority

• More frequent periprocedural chest        
discomfort with FFR

• 2492 patients, 80.2% stable angina

• No difference for the primary endpoint
p =0.007 for non-inferiority

• More frequent heart-rhythm disturbance
With FFR  

Goteborg et al, N Engl J Med. 2017 May 11;376(19):1813-1823. 

Davies et al, N Engl J Med. 2017 May 11;376(19):1824-1834.     

iFR (threshold at 0.89) is non inferior to FFR 



Inclusion criteria

• Age ≥ 75 year, undergoing PCI

o Randomized to DES or BMS 

• Pre-specified DAPT duration

o On-month if stable CAD

o 6-month if ACS

SENIOR trial

Primary endpoint

• MACCE: Death, MI, stroke or ischemia-driven target lesion revascularization

• Within on-year of index PCI

Varenne et al, Lancet 2018 Jan 6;391(10115):41-50

1200 patients randomized

596 patients with DES
54.9% to 1-month DAPT
45.1% to 6-month DAPT

604 patients with DES
58.9% to 1-month DAPT
41.1% to 6-month DAPT



SENIOR trial

• Mean age 8.4 ± 4.3 years
• Clinical indication for PCI: ACS in 45.3% of the patients

Varenne et al, Lancet 2018 Jan 6;391(10115):41-50

In the elderly, with short DAPT duration,
DES > BMS



Weisbord et al, N Engl J Med. 2018 Feb 15;378(7):603-614. 

Target population: 
• eGFR between 15 to 44.9ml/min/1.73m²
• eGFR between 45 to 59.9ml/min/1.73m² 
AND diabetes

Primary endpoint: death, need for dialysis or 
>50% increase of creatinine from baseline 

PRESERVE trial



Weisbord et al, N Engl J Med. 2018 Feb 15;378(7):603-614. doi:10.1059/NEJMoa1710933.

Target population: 
• eGFRbetween 15 to 44.9ml/min/1.73m²
• eGFR between 45 to 59.9ml/min/1.73m² 
AND diabetes

PRESERVE trial

No difference between Sodium chloride and Sodium bicarbonate 
No impact of Acetylsteine



Percutaneous structural intervention



ARTE trial

Rodes-cabau JACC cardiovasc Interv 2017 10;10(13):1357-1365

222 patients randomized after successful TAVI to
• 3 months SAPT
or
• 3 months DAPT



Capodanno JACC cardiovasc Interv 2017 10;10(13):1366-1369



Baumgartner et al Eur. Heart J.2017 Sep 21;38(36):2739-279

Nishimura et al J Am Coll Cardiol. 2017 Jul 11;70(2):252-289



• 663 patients with cryptogenic stroke and PFO with atrial septal aneurysm or 
large interatrial shunt

• Randomized to
o Antiplatelet therapy (Aspirin / Clopidogrel / Aspirin and dypiridamol)
o Oral anticoagulant: VKA (INR:2-3) or NOACs
o PFO percutaneous closure and antiplatelet  

• Primary : fatal or non-fatal stroke recurrence

Mas et al, N Engl J Med. 2017 14;337(11):1011-1021

CLOSE trial



Mean follow-up 5.3 ± 2.0 years

PFO + antiplatelet  > antiplatelet therapy only for the primary endpoint

No significant difference between PFO + antiplatelet vs. oral anticoagulant



• 980 patients with cryptogenic stroke and PFO

• Randomized to
o PFO percutaneous closure and antiplatelet 
o Medical therapy only (Aspirin or Clopidogrel or Warfarin or Aspirin + Dypiridamol)

• Primary  endpoint: fatal or non-fatal stroke recurrence or early death 

Saver et al, N Engl J Med. 2017 14;337(11):1022-1032

RESPECT trial



Median follow-up 5.9 years (IQR 4.2 to 8.0) years

PFO closure > medical therapy overall
• PFO closure > antiplatelet only
• No difference between PFO closure and anticoagulant



• 664 patients with cryptogenic stroke and PFO

• Randomized to
o Antiplatelet therapy (Aspirin / Clopidogrel / Aspirin and dypiridamol)
o PFO percutaneous closure and antiplatelet  

• Systematic MRI evaluation at baseline and  24 month

• Co-Primary endpoints: 
• Freedom from ischemic stroke during follow-up
• 24-month incidence of new brain infarction (including silent infarction)

Søndergaard et al, N Engl J Med. 2017 14;337(11):1033-1042

Gore REDUCE trial



Median follow-up: 3.2 years (IQR 2.2 to 4.8)

PFO closure and antiplatelet > Antiplatelet only



De Rosa et al, Ann Inter Med. 2018 6;168(5):343-350



Fauchier et al, J Am Coll Cardiol. 2018 Apr 10;71(14):1528-1536

• Mean Follow-up 13 ± 13 months

• Thrombus  on device was diagnosed with 
8.3% of the patients (TEE or CT scan)

• Mean time to thrombus detection 
was 3.1 ± 2.6 months

Real-world data



Fauchier et al, J Am Coll Cardiol. 2018 Apr 10;71(14):1528-1536



Chieffo et al, JACC Cardiovasc Inter. 2018 Jan 8;11(1):1-12

WIN-TAVI Registry



Ongoing trials



Primary endpoint:
• Clinically relevant bleeding (≥BARC 2)

Key secondary endpoint:
• Composite of death, MI or stroke

Baber et al, Am Heart J. 2016 Dec; 182:125-134



Primary efficacy endpoint

Composite of death, stroke, MI, symptomatic valve thrombosis, PE, DVT and 

non-central nervous system embolism

Primary safety endpoint: Bleeding events

• TIMI major and minor bleeding

• ISTH major bleeding

• BARC 2 or more



4D computed tomography scanner 3 months after TAVR 

with 300 patients

• Detection of prosthetic leaflet thrombosis

o >50% motion reduction (primary endpoint)

o Hypoattenuated leaflet thickening (secondary endpoint)

4D-CT scan



Primary efficacy endpoint

• Composite of death, stroke, MI, ischemic stroke, systemic embolism 

event, valve thrombosis and ISTH major bleeding

Primary safety endpoint

• ISTH major bleeding

Successful TAVR
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