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FOURIER Clinical Trial



Receptor
Apo B

Proprotein Convertase Subtilisin/Kexin type 9 (PCSK9)

– Accompanies LDL-R towards degradation   circulating LDL-C

– Loss-of-fxn genetic variants   LDL-R   LDL-C &  risk of MI

Evolocumab
– Anti-PCSK9 mAb

–  LDL-C ~ 60%

– Safe & well-tolerated in 

phase 2 & 3 studies

– Exploratory data 

suggested  CV events

Fully human 

anti-PCSK9 

mAb

Sever P & Mackay J. Br J Cardiol 2014;21:91-3

Giugliano RP, et al. Lancet 2012;380:2007-17 

Sabatine MS, et al. NEJM 2015;372:1500-9



N= 27,564 patients + follow-up (median) 2.2 years

Atherosclerotic CV disease and LDL-C > 70 mg/dL; receiving statin therapy

Patients randomly assigned to receive subcutaneous injections of evolocumab:

140 mg every 2 weeks or 420 mg monthly matching placebo

Test whether the addition of evolocumab reduces the incidence of major CV events

Examine the long-term safety & tolerability of evolocumab as well as to investigate the 

efficacy and safety of achieving unprecedented low levels of LDL-C

Methods & Objectives:

Primary efficacy endpoint: composite of CV death, MI, stroke, hospitalization for 

unstable angina, or coronary revascularization

Key Secondary Efficacy Endpoint: composite of CV death, MI, or stroke 

N Engl J Med 2017;376(18):1713-22. 

Follow-up Q 12 weeks Follow-up Q 12 weeks



N Engl J Med 2017;376(18):1713-22. 

FOURIER - Characteristics of the Patients at Baseline

Argentina, Brazil, Chile, and Colombia 



FOURIER - LDL-Cholesterol Levels Over Time

N Engl J Med 2017;376(18):1713-22. 

“to investigate 

the efficacy and 

safety of 

achieving 

unprecedented 

low levels of 
LDL-C”



FOURIER - Primary & Key Secondary Efficacy Endpoints

N Engl J Med 2017;376(18):1713-22. 

Key Secondary Efficacy EndpointPrimary Efficacy Endpoint



FOURIER - Secondary Endpoints
N Engl J Med 2017;376(18):1713-22. 



FOURIER - Efficacy Endpoints in Key Subgroups

Supplementary Appendix (page55). N Engl J Med 2017;376(18):1713-22. 



FOURIER
Comparison of 

Fourier Data 

versus

CTT Collaboration 

Data*
Supplementary Appendix

N Engl J Med 2017;376(18):1713-22. 

* Data from Cholesterol Treatment Trialists Collaboration 

(CTT) are from Lancet 2010;376:1670-81



N Engl J Med 2017;376(18):1713-22. 

FOURIER - Adverse Events Results in Both Groups


