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Evolocumab Outcomes Trial: Objective 

FOURIER: Further cardiovascular OUtcomes Research with PCSK9 
Inhibition in subjects with Elevated Risk 

 Designed to test whether patients with established 
cardiovascular disease who are already on optimal 
cardiovascular therapy, including high to moderate intensity 
statins, benefit from maximal LDL-C reduction with evolocumab 

 Additionally, will evaluate the clinical efficacy and safety of 
achieving unprecedented levels of low LDL-C with evolocumab 

 Global randomized, placebo-controlled, double-blind trial 
(n = 27,564; 49 countries; 1,242 sites) 

PCSK9, proprotein convertase subtilisin/kexin type 9. 

Sabatine MS, et al. Am Heart J. 2016;173:94-101. 

Sabatine MS, et al . NEJM. [published online ahead of print March 17, 2017]. doi: 10.1056/NEJMoa1615664 
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Disposition of Patients During the Study 

Sabatine MS, et al. NEJM. [published online ahead of print March 17, 2017]. doi: 10.1056/NEJMoa1615664  
(Supplemental Figure S1 – Trial Consort Diagram). Sabatine MS, et al.  American College of Cardiology – 66th Annual Scientific 
Session Late-Breaking Clinical Trial.  Washington, D.C. March 17, 2017. 

Randomized (n = 27,564)  

Randomized to Evolocumab (n = 13,784) 

Received ≥ 1 dose (n = 13,769, > 99%) 

Never received a dose (n = 15) 

Premature Permanent Drug Discontinuation  
(n = 1,682 [5.6% per annum]) 

Randomized to Placebo (n = 13,780) 
Received ≥ 1 dose (n = 13,756, > 99%) 

Never received a dose (n = 24) 

Premature Permanent Drug Discontinuation 
(n = 1,746 [5.8% per annum]) 

Died During Follow-up (n = 444 [3.2%]) 
Withdrew Consent (n = 88 [0.6%]) 

Lost to Follow-up (n = 5 [< 0.1%]) 

Died During Follow-up (n = 426 [3.1%]) 
Withdrew Consent (n = 105 [0.8%]) 

Lost to Follow-up (n = 13 [< 0.1%]) 

Included in Primary Efficacy Analysis 
 (n = 13,784) 

Included in Primary Safety Analysis 
 (n = 13,769) 

Included in Primary Efficacy Analysis 
 (n = 13,780) 

Included in Primary Safety Analysis 
 (n = 13,756) 

Baseline Lipid-Lowering Therapies and Lipid Parameters 

*Statin intensity was categorized per the ACC/AHA Guidelines.  Note, that in some countries where FOURIER was conducted, 
higher statin doses are not approved. HDL, high-density lipoprotein; LDL, low-density lipoprotein; Lp(a) = Lipoprotein(a); IQR = Inter-
quartile range 
Sabatine MS, et al . NEJM. [published online ahead of print March 17, 2017]. doi: 10.1056/NEJMoa1615664 

Malinowski HJ, et all. J Clin Pharmacol. 2008;48:900-908 

Characteristics 
Evolocumab 
(N = 13,784) 

Placebo 
(N = 13,780) 

Statin use* – n (%)   

High intensity 9,585 (69.5) 9,518 (69.1) 

Moderate intensity 4,161 (30.2) 4,231 (30.7) 

Low intensity, unknown intensity, or no data  38 (0.3) 31 (0.2) 

Ezetimibe – n (%) 726 (5.3) 714 (5.2) 

Other cardiovascular medications – n/total n (%)  

Aspirin and/or P2Y12 inhibitor 12,766/13,772 (92.7) 12,666/13,767 (92.0) 

Beta-blocker 10,441/13,772 (75.8) 10,374/13,767 (75.4) 

ACE inhibitor or ARB and/or aldosterone antagonist 10,803/13,772 (78.4) 10,730/13,767 (77.9) 

Lipid measures - Median (IQR) – mg/dL 

LDL cholesterol – mg/dL 92 (80, 109) 92 (80, 109) 

Total cholesterol – mg/dL 168 (151, 188) 168 (151, 189) 

HDL cholesterol – mg/dL 44 (37, 53) 44 (37, 53) 
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Median LDL-C Levels Over Time: All Patients 

Data shown are median values with 95% confidence intervals in the two arms; ITT.  

Sabatine MS, et al . NEJM. [published online ahead of print March 17, 2017]. doi: 10.1056/NEJMoa1615664 

Placebo 
Median 92 mg/dL 

Evolocumab 
Median 30 mg/dL 

13,251 13,151 12,954 12,596 12,311 10,812 6,926 3,352 790 13,779 Placebo 

13,288 13,144 12,964 12,645 12,359 10,902 6,958 3,323 768 13,784 Evolocumab 

No. at risk 
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Primary Endpoint: Composite of CV Death, MI, Stroke, 
Hospitalization for UA, or Coronary Revascularization 

CV = Cardiovascular; MI = Myocardial infarction; UA = Unstable angina; HR = Hazard ratio 

Sabatine MS, et al . NEJM. [published online ahead of print March 17, 2017]. doi: 10.1056/NEJMoa1615664 

HR 0.85 (95% CI 0.79 to 0.92); P < 0.001 
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No. at Risk 
Placebo 13,780 13,278 12,825 1 1,871 7,610 3,690 686 

Evolocumab 13,784 13,351 12,939 12,070 7,771 3,746 689 
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Primary, Key Secondary, and Other Endpoints 

*Time to CV death, myocardial infarction, stroke, hospitalization for unstable angina, or coronary revascularization, whichever occurs first †CV 
death, myocardial infarction, or stroke, whichever occurs first ‡Given the hierarchical nature of the statistical testing, the P values for the 
primary and key secondary endpoint should be considered statistically significant, whereas all other P values should be considered nominal. 
**CTTC stands for Cholesterol Treatment Trialists Collaboration and the composite endpoint consists of coronary heart death, nonfatal MI, 
stroke, or coronary revascularization 
MI = Myocardial infarction; UA = Unstable angina; TIA  = Transient ischemic attack 
Sabatine MS, et al . NEJM. [published online ahead of print March 17, 2017]. doi: 10.1056/NEJMoa1615664 

Outcome 
Evolocumab  
(n = 13,784) 

n (%) 

Placebo  
(n = 13,780) 

n (%) 

HR  
(95% CI) 

P-value‡ 

Primary endpoint* 1,344 (9.8) 1,563 (11.3) 0.85 (0.79-0.92) <0.001 

Key secondary endpoint† 816 (5.9) 1,013 (7.4) 0.80 (0.73-0.88) <0.001 

Other endpoints  

CV death 251 (1.8) 240 (1.7) 1.05 (0.88-1.25) 0.62 

Death from any cause 444 (3.2) 426 (3.1) 1.04 (0.91-1.19) 0.54 

MI 468 (3.4) 639 (4.6) 0.73 (0.65-0.82) <0.001 

Hospitalization for UA 236 (1.7) 239 (1.7) 0.99 (0.82-1.18) 0.89 

Stroke 207 (1.5) 262 (1.9) 0.79 (0.66-0.95) 0.01 

Coronary revascularization 759 (5.5) 965 (7.0) 0.78 (0.71-0.86) <0.001 

CV Death or Hospitalization for 
Worsening Heart Failure 

402 (2.9) 408 (3.0) 0.98 (0.86-1.13) 0.82 

Ischemic stroke or TIA 229 (1.7) 295 (2.1) 0.77 (0.65-0.92) 0.003 

CTTC composite endpoint** 1,271 (9.2) 1,512 (11.0) 0.83 (0.77-0.90) <0.001 

Effects of Anacetrapib on Blood Lipids and Lipoproteins at Trial 
Midpoint. 

The HPS3/TIMI55–REVEAL Collaborative Group. N Engl J Med 2017;377:1217-1227 
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Essai First Major Coronary Event during Follow-up. 

The HPS3/TIMI55–REVEAL Collaborative Group. N Engl J Med 2017;377:1217-1227 

Primary and Secondary Outcomes. 

The HPS3/TIMI55–REVEAL Collaborative Group. N Engl J Med 2017;377:1217-1227 
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Effects of Canakinumab, as Compared with Placebo, on Plasma Levels of High-Sensitivity C-
Reactive Protein, Low-Density Lipoprotein (LDL) Cholesterol, High-Density Lipoprotein (HDL) 

Cholesterol, and Triglycerides. 

Ridker PM et al. N Engl J Med 2017;377:1119-1131 

Cumulative Incidence of the Primary End Point and the Key Secondary Cardiovascular End 
Point. 

Ridker PM et al. N Engl J Med 2017;377:1119-1131 
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CANTOS: inflammation et 
atheroclerose 

 Ridker PM, Everett BM, Thuren T, et al. Antiinflammatory Therapy with Canakinumab 
for Atherosclerotic Disease. N Engl J Med 2017;NEJMoa1707914. 

Apixaban et Cardioversion: etude 
EMANATE 
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DETOX2-AMI 
Objectif 
L’objectif était d’évaluer l’effet de 
l’oxygénothérapie sur la mortalité à 1 an chez les 
patients suspects d’infarctus du myocardique 
normoxémique. 
 
Design de l’étude 
 
Ils étaient randomisés pour recevoir une 
oxygénothérapie au masque à 6 litres par minute 
pendant 6 à 12 heures ou étaient ventilés en air 
ambiant sans masque. 
Le critère de jugement principal était la mortalité 
à 1 an. 
Les critères de jugement secondaires étaient la 
mortalité à 1 mois, une ré hospitalisation pour 
insuffisance cardiaque et la mortalité cardio-
vasculaire. 
 
Résultats 
Dans ce travail, 6 629 patients ont été inclus, 3 
311 dans le groupe oxygénothérapie et 3 318 
dans le groupe air ambiant. L’âge médian était de 
68 ans et 2/3 des patients étaient de sexe 
masculin. Au total, 2952 infarctus du myocarde 
avec sus-décalage du segment ST ont été inclus. 
Les caractéristiques à l’admission étaient 
comparables entre les 2 groupes. La durée de 
l’oxygénothérapie était de 11,6 heures.  

Hofmann R, James SK, Jernberg T, Lindahl B, Erlinge D, Witt N, et al.  
Oxygen Therapy in Suspected Acute Myocardial Infarction. N Engl J Med. 2017 Aug 28; 

Dabigatran post PCI : REDUAL PCI 

Cannon CP et al. Dual Antithrombotic Therapy with Dabigatran after PCI in Atrial 
Fibrillation. N Engl J Med. 2017 Aug 27. -   
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Cannon CP et al. Dual Antithrombotic Therapy with Dabigatran after PCI in Atrial Fibrillation. N Engl J Med. 2017 Aug 27. -   

Rivaroxaban: étude COMPASS 

Eikelboom et al. Rivaroxaban with or without aspirine in stable cardiovascular disease. NEJM 
august 2017 
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Objectif 

Ablation versus traitement conventionnel chez des IC 
avec FA   

sur la survenue de critères durs   

(mortalité – progression de l’insuffisance cardiaque)  
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Conclusion 

• Réduire la Pression Arterielle avec la Denervation 
rénale 

• Réduire les LDL avec les anti PCSK9 

• Restaurer le HDL avec l’ancatrapib 

• Reduire l’inflammation  

• Reduire la FA par ablation chez l’insuffisant cardiaque 

• Rivaroxaban et risque CV 

• Refuser Dabigatran dans la prise en charge post PCI 

• Reduire la FA avec apixaban 

 

 


