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The most important late breaking clinical trials

New evidences about PFO occlusion

Søndergaard L, et al. NEJM. 2017;377(11):1033-1042.

- 664 patients

- Mean age 45.2

-PFO closure plus antiplatelet vs. antiplatelet alone

-Randomization 2:1 

-20% of aneurysm in the closure group
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RESPECT Trial

New evidences about PFO occlusion
Saver JL, et al. NEJM. 2017;377(11):1022-1032.

- 980 patients

- Mean age 45.9

- Drop-out rate  33.3% Therapy vs 20% PFO closure

- Median follow-up of 5.9 years

- 1:1 randomization



RESPECT Trial

New evidences about PFO occlusion
Saver JL, et al. NEJM. 2017;377(11):1022-1032.



PC Trial

New evidences about PFO occlusion
B. Meier, et al. NEJM 2017; 377(11):1011-1021 

- 404 patients

- Mean age 45.9

- Median follow-up of 4.2 years

- Low event rate

-  3.7% in the closure group

- 5.2% in the medical therapy group



PC Trial

New evidences about PFO occlusion
B. Meier, et al. NEJM 2017; 377(11):1011-1021 
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Validate SWEDEHEART
Lack of efficacy of bivalirudine administration in ACS

Erlinge D, et al. NEJM 2017 ;377(12):1132-1142

6006 patients

3005 STEMI

3001 NSTEMI

PATIENTS TREATED WITH PCI 

P2Y12   (CANGRELOR, TICAGRELOR, PRASUGREL)

UNPLANNED USE OF IIBIIIA INHIBITORS

1:1 RANDOMIZATION TO RECEIVE HEPARIN OR BIVALIRUDINE DURING PCI 
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iFR: a new diagnostic tool for the interventional cardiologist
Davies JE et al. NEJM. 2017; 376(19):1824-1834.

DEFINE FLAIR trial

- 2492 patients

- Evaluation of intermediate lesions

- Randomization to treat CAD with FFR or iFR

- Evaluation at follow-up 



iFR: a new diagnostic tool for the interventional cardiologist
Davies JE et al. NEJM. 2017; 376(19):1824-1834. DEFINE FLAIR trial
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iFR: a new diagnostic tool for the interventional cardiologist
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DEFINE FLAIR trial



iFR: a new diagnostic tool for the interventional cardiologist
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iFR SWEDEHEART

- 2492 patients

- Randomization to treat CAD with FFR or iFR

- Evaluation at follow-up 
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RE-DUAL PCI trial

Management of triple therapy in ischemic cardiomyopathy

Dual Antithrombotic Therapy with Dabigatran after PCI in Atrial Fibrillation, 

Cannon C.P. et al, NEJM. 2017

2725 patients

with atrial fibrillation

who had undergone PCI

randomly assigned to

• 981 triple therapy with warfarin

+ P2Y12 inhibitor (clopidogrel or 

ticagrelor) + aspirin (1-3 months)

• 763 dual therapy with

dabigatran 150 mg twice daily + 

P2Y12 inhibitor

• 981 dual therapy with

dabigatran 110 mg twice daily + 

P2Y12 inhibitor



RE-DUAL PCI trial

Management of triple therapy in ischemic cardiomyopathy

Dual Antithrombotic Therapy with Dabigatran after PCI in Atrial Fibrillation, 

Cannon C.P. et al, NEJM. 2017

Primary end point: major or clinically relevant nonmajor bleeding event 

DUAL (110 mg) vs TRIPLE THERAPY

15.4% vs 26.9%

SUPERIORITY

DUAL (150 mg) vs TRIPLE THERAPY

20.2% vs 25.7%

NONINFERIORITY



RE-DUAL PCI trial

Management of triple therapy in ischemic cardiomyopathy

Dual Antithrombotic Therapy with Dabigatran after PCI in Atrial Fibrillation, 

Cannon C.P. et al, NEJM. 2017

Secondary Efficacy end-point: composite of thromboembolic events, death, revascularization

DUAL (110 and 150 mg) vs TRIPLE THERAPY            13.7% vs 13.4%      NONINFERIORITY

SIMILAR RATE OF 

SERIOUS ADVERSE EVENTS

42.7% 110-mg dual-therapy group (3.9% fatal)

39.6% 150-mg dual-therapy group (3.2% fatal)

41.8%  triple-therapy group (4.3% fatal)



RE-DUAL PCI trial

Management of triple therapy in ischemic cardiomyopathy

Dual Antithrombotic Therapy with Dabigatran after PCI in Atrial Fibrillation, 

Cannon C.P. et al, NEJM. 2017
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CANTOS trial

First evidence of anti-inflammatory therapy in CAD

Antiinflammatory Therapy with Canakinumab for Atherosclerotic Disease, 

Ridker P.M. et al NEJM. 2017; 377(12):1119-1131

10061 patients

with previous MI and a high-sensitivity C-

reactive protein level of (> 2 mg/l)

1 : 1 : 1 : 1,5  randomization 

CANAKINUMAB  
(therapeutic monoclonal antibody targeting IL-1β)

• 50 mg

• 150 mg administered subcutaneously every 3 months

• 300 mg

versus PLACEBO



CANTOS trial
First evidence of anti-inflammatory therapy in CAD
Antiinflammatory Therapy with Canakinumab for Atherosclerotic Disease, 

Ridker P.M. et al NEJM. 2017; 377(12):1119-1131



CANTOS trial

First evidence of anti-inflammatory therapy in CAD

Antiinflammatory Therapy with Canakinumab for Atherosclerotic Disease, 

Ridker P.M. et al NEJM. 2017; 377(12):1119-1131

EFFECTS of CANAKINUMAB  at 48 months

Reduction from baseline CPR

26%   50-mg dose group

37%  150-mg dose group

41%  300-mg dose group

No effects on cholesterol levels



CANTOS trial

First evidence of anti-inflammatory therapy in CAD

Antiinflammatory Therapy with Canakinumab for Atherosclerotic Disease, 

Ridker P.M. et al NEJM. 2017; 377(12):1119-1131

Primary Efficacy End Point: nonfatal myocardial infarction, nonfatal stroke, or CV death

50 mg

NOT SIGNIFICANT

150 mg

NOT SIGNIFICANT

300 mg

P=0,031



CANTOS trial

First evidence of anti-inflammatory therapy in CAD

Antiinflammatory Therapy with Canakinumab for Atherosclerotic Disease, 

Ridker P.M. et al NEJM. 2017; 377(12):1119-1131

Secondary end point: nonfatal myocardial infarction, nonfatal stroke, or CV death + 

hospitalization for unstable angina that led to urgent revascularization

Canakinumab was associated with a 

higher incidence of fatal infection 

than placebo (p=0,02)

No significant difference in all-cause 

mortality


