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 Countries Consented Deceased Enrolled 

United Kingdom 412 52 464 

Netherlands 429 35 464 

South Africa 27 9 36 

TOTAL  868 96 964 

 
 

A welcome from the RCC Principal Investigator 
 

Dear National Coordinating Centres,  

 

Thank you for your continued support with the FOURIER Legacy study, especially during the 

coronavirus pandemic. 

 

Despite the pandemic, we are still progressing with our planned seven national coordinating centers 

with the exciting prospect of Spain and Ukraine joining us.  

 

South Africa has recently opened recruitment and has consented their first patients.  

 

The Europe/South Africa RCC is recruiting the largest number of subjects (4000).  

To date, we have recruited 964 (25% of our RCC target). Globally, 1,066 subjects  

have been recruited for the study so far. 

 
 
 
 

964 
Patients enrolled  

It has been 9 months since the first FOURIER Legacy site was opened to 

recruitment. Huge progress has been made over this time as more NCCs 

and sites join in the study.  

 

Recruitment will be extending into next year, dependent on local country 

ethics. This will help us work towards the RCC recruitment target of 4000 

participants. 

 

 

Professor Peter Sever 

EUROPE AND SOUTH AFRICA REGIONAL RECRUITMENT UPDATES 
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REGIONAL RECRUITMENT UPDATES 
 

GLOBAL RECRUITMENT UPDATES 
 

Country breakdown 

EUROPE & SOUTH AFRICA RCC 

 Participant consents 

United Kingdom 412 

Netherlands 429 

South Africa 36 

OTHER RCCs 

 Participant consents 

United States 42 

Nordic Countries 20 

Australia & Pacific - 

 
 

 
 

 
 
 

Patient status                             

Contacted for assent 1,309 

Consented 996 

Enrolled 1,041 

 
 
 

Survey collection & Outcome events 

Completed 1,096 

Outcome forms completed 412 

Deaths with data verfication 109 

Events selected for adjudication 134 
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South Africa 

Congratulatins to the NCC in South Africa, TREAD 
Research led by Professor Lesley Burgess, who 
recruited their first patient at the end of October. A 
further 35 participants have since been recruited. The 
other South African sites will be activated soon.    

Hungary 

We are pleased to be working with CRU International who will be coordinating FOURIER Legacy. Arrangements are in 
hand for working rapidly towards their initiation. 

Czech Republic 

After some initial problems with the contractual process, the Czech Republic NCC is now working towards completing 

study set up activities and reaching out to their FOURIER sites. 

Poland 

Our Polish NCC is in the process of setting up FOURIER Legacy. We hope they will be coming on board in early 2021.  

 

NCC UPDATES 
 

United Kingdom 

The Imperial College National Coordinating Centre 
(NCC) has the largest national target and is over 45% 
of the way towards their 1000 recruitment aim.  The UK 
has over 50 sites activated and is working closely with 
the remaining sites. Recruitment has been extended 
until 30th June 2021, which should be enough time to 
reach all the potential participants.    
Site teams are also busy collecting medical event 
information, and we appreciate the hard work of our 
partners, team members, and GPs. 

The Netherlands 

The Netherlands are continuing to recruit in excess of their initial targets. They are planning to take on six new sites, 
and increasing their total recruitment to approximately 750 participants. They have recruited 464 subjects to date, 
representing a recruitment rate of 82% of their potential patients. 

Russia 

The Russian NCC has now received  initial ethics approval to run FOURIER Legacy. The team is busy completing set-
up activities and reaching out to site Investigators. We aim to have Russia activated early in the new year. 
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Ukraine 

We also have exciting news that we will be bringing in Ukraine to participate in the FOURIER Legacy study. We are in 
communication with the NCC and are working towards a planned initiation in early 2021. 

     

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

WCN, the Dutch NCC. From left to right: Astrid Schut (Managing Director), Simone Hayen (Monitor), Marjelle van Leeuwen (Project Manager). 

 

Spain 

We are excited to announce Spain has very recently been given sponsor approval to run FOURIER Legacy. The team 
is working hard to prepare ethics approval and have their essential study documents ready. The NCC is also reaching 
out to the Spanish FOURIER sites who we hope will join us in the new year.  

  

The Netherlands NCC – Their NCC experience working on FOURIER LEGACY 
 

In the Netherlands, FOURIER Legacy sites are all member of the WCN investigator network, founded in 1988. The 
connection between the network sites and the central organization of trials supports start-up, recruitment and, 
retention. In FOURIER Legacy, the positive network spirit has proven to be stronger than the negative impact of 
social distancing. Just before the COVID-19 pandemic started, we were able to start up several sites during our 
Central Investigator Meeting (already with a lot of sites attending digitally). Different than in most countries, the 
Dutch sites (20 in total) are recruiting their own patients and also are responsible for the follow-up during the course 
of the study. We, as NCC are facilitating and supporting the sites with this. 
 
The main benefit of this set-up is that the research personnel already knows the patient from the FOURIER 
Outcomes study, and usually, they have a good connection with the patient. Most of the patients have indicated that 
they prefer contact by phone, as they like the personal attention from the site staff. We think this personal contact 
with the patient is one of the reasons that we have a low percentage of patients that don’t want to participate in the 
study in the Netherlands. 
 
Setting up of the study was difficult in the beginning, as everyone was required to work from home as much as 
possible, or had to work at other departments of the hospital in order to control the first wave of COVID-19. As you 
can imagine this sometimes required some creativity, but eventually, we were able to manage thanks to the excellent 
support of both our RCC (Imperial College) and GCC (NHMRC). All of our sites have now been activated, and 
inclusion is progressing well. We hope that we’re able to include all eligible patients by the end of this year. 
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GLOBAL RECRUITMENT UPDATED MAP 
 

Map of Current and Proposed Global National Coordinating Centres  

COVID-19 & FOURIER LEGACY 

 

A message from the RCC principal investigator regarding COVID-19 & FOURIER Study 
 

COVID-19 has affected all our lives in one way or another. Many of our investigators, particularly those working in 

hospitals will have been on the front line looking after sick patients during the peak of admissions in the early summer. 

Fortunately, hospitalisations for COVID-19 are currently much lower, but numbers are increasing during the second wave 

which we are now experiencing. Hopefully new measures to protect virus transmission will prevent a return to the high 

levels we experienced earlier this year. 

 

In many countries clinical trial activities operating from hospital sites have been suspended and this has applied to a 

number of FOURIER sites in the UK. Several are now back in action with others coming on board in the next few weeks. 

General practitioner sites have been less affected by restrictions and since site activity is essentially based on telephone 

contact with patients this has continued unhindered by COVID-19. In fact, largely because of lockdown, teams have found 

it surprisingly easier to contact patients in the UK and this has also been the case in the Netherlands. So far, the UK 

recruitment rate is around 72% of those potentially eligible for our legacy study, which is very encouraging. The 

Netherlands have over 80% enrolment from their potential patients which is just fantastic. We are very appreciative for 

the commitment of all the sites to the recruitment of patients during these difficult times and we are hopefully on course 

to meet our recruitment goal. 

 

To our patients who have agreed to be followed up, we are very thankful for their participation in this important study and 

we look forward to keeping in touch with them over the next 18 months. 
 

 

Professor Peter Sever 
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There continues to be a proliferation of major publications arising from the 
FOURIER Study. 

There have been 25 publications to date, 9 published in 2020. 
 

1 Nick Marston and colleagues showed that combining a conventional risk prediction based on the number of risk factors with a genetic risk 
score derived from a 27 single-nucleotide polyporphism, that high genetic risk regardless of clinical risk was associated with high event rates 
and greatest benefit from evolocumab. Marston NA, Kamanu FK, Nordio F, Gurmu Y, Roselli C, Sever PS, et al. Predicting benefit from 
evolocumab therapy in patients with atherosclerotic disease using a genetic risk score. Results from the FOURIER Trial. Circulation 
2020;141:616-623. 
 

2 In a separate paper the same authors reported an extremely novel finding that PCSK9 inhibition with evolocumab reduced the risk of venous 
thromboembolism and that this benefit may have been mediated by a reduction in Lp(a). Marston NA, Gurmu Y, Melloni GEM, Bonaca M, 
Gencer B, Sever PS, et al. The effect of PCSK9 inhibition on the risk of venous thromboembolism.  Circulation 2020;141:1600.1607. 

 
3 Guigliano and colleagues extended the preliminary observations reported in the main FOURIER outcome paper and showed that evolocumab 

in combination with statins reduced the incidence of stroke including recurrent ischaemic stroke. Giugliano RP, Pedersen TR, Saver JL, Sever 
PS, Keech AC, Bohula EA, et al. Stroke prevention with the PCSK9 (proprotein convertase subtilisin-kexin type 9) inhibitor evolocumab added 
to statin in high-risk patients with stable atherosclerosis. Stroke 2020;51:1546-1554. 
 

4 Bergmark and colleagues reported the results of an exploratory analysis in which Lp(a) levels were found to be associated with a higher risk 
of aortic stenosis events in the trial  and that PCSK9 inhibition showed a trend , particularly after the first year of treatment to reduce the 
incidence of these events. Bergmark BA, O'Donoghue ML, Murphy SA, Kuder JF, Ezhov MV, Ceška R, et al. An exploratory analysis of 
proprotein convertase subtilisin/kexin Type 9 inhibition and aortic stenosis in the FOURIER Trial.  JAMA Cardiol 2020;5(6):709-713. 
 

5 Gencer and colleagues looked at those patients in FOURIER who had had a recent myocardial infarct prior to entry into the trial. Such patients 
are at much higher risk than those whose infarction occurred at a longer time interval prior to randomisation. Gencer B, Mach F, Murphy SA, 
De Ferrari GM, Huber K, Lewis BS, et al. Efficacy of evolocumab on cardiovascular outcomes in patients with recent myocardial  infarction: A 
prespecified secondary analysis from the FOURIER Trial.  JAMA Cardiol. Published online May 20, 2020. doi:10.1001/jamacardio.2020.0882. 
 

6 Patients with a recent MI experienced higher absolute risk reduction than those with more remote MIs which supported the guidelines concept 
to aggressively lower LDL-cholesterol in very high risk papers. There have been a number of reports claiming that very low LDL-cholesterol 
levels could be associated with cognitive impairment, although meta-analyses have failed to confirm this. Ebbinghaus- a substudy of FOURIER 
showed that there was no evidence that low LDL- cholesterol was associated with a decline in cognitive function. In the other publication 
Gencer et al showed that in over 22,000 patients who completed a detailed survey on a number of aspects of cognition, that evolocumab had 
no impact on patient-reported cognition after 2.2 years of treatment , even among those patients who achieved very low cholesterol levels. 
Gencer B , Mach F, Guo J,  Im K, Ruzza A, Wang H, et al. Cognition after lowering LDL-cholesterol with evolocumab. J Am Coll Cardiol, 
2020;75(18):2283-2293. 
 

7 Sever and colleagues carried out a prespecified analysis of the FOURIER outcomes to evaluate the effects of increasing age and gender on 
the benefits of evolocumab. Despite some suggestions that  older patients might not achieve the full benefits of statins  and some unfounded 
reports that women do not share the same benefits of lipid lowering as men, in FOURIER we showed conclusively that the benefits of PCSK9 
inhibition continued throughout the whole age range , including the very elderly and that women benefited to the same extent as men. Sever 
P, Gouni-Berthold I, Keech A, Giugliano R, Pedersen TR, Im K, et al.  LDL-cholesterol lowering with evolocumab, and outcome according to 
age and sex in patients in the FOURIER Trial.  Euro J of Preventive Cardiol 2020 Feb 4:2047487320902750. 
 

8 Deedwania and colleagues emphasised that patients with atherosclerotic disease and the metabolic syndrome were at very high residual risk 
despite statin treatment. They showed that evolocumab reduced their cardiovascular risk without increasing new-onset diabetes, worsening 
glycemic control or other adverse events. Deedwania P, Murphy SA , Scheen A , Badariene J , Pineda AL, Honarpour N, et al.  Efficacy and 
safety of PCSK9 inhibition with evolocumab in reducing cardiovascular events in patients with metabolic syndrome receiving statin therapy: 
secondary analysis from the FOURIER Randomized Clinical Trial.  JAMA Cardiol 2020 Aug 12. doi: 10.1001/jamacardio.2020.3151. Online 
ahead of print. 
 

9 Finally, prior to writing this update, Wiviott and colleagues subdivided MI outcomes by size( severity) and whether they were STEMI or non-
STEMI. Outcomes in the evolocumab arm of the trial were similar irrespective of the size or type of the MI. Wiviott SD, Giugliano RP, Morrow 
DA, De Ferrari GM, Lewis BS, Huber K, et al. Effect of evolocumab on type and size of subsequent myocardial infarction: A prespecified 
analysis of the FOURIER Randomized Clinical Trial. JAMA Cardiol 2020;5(7):787-793. 

 
Many analyses are ongoing and further publications in the pipeline. 

Watch this space! 

FOURIER PUBLICATIONS 

FOURIER  
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Chief Investigator 
Regional Coordinating  
Centre  Imperial College 
London 

Professor Peter Sever 
Tel: +44 (0)207 594 1100 

Email: p.sever@imperial.ac.uk  

PA: Yvonne Green: 

UK Principal 
Investigator 

Primary Contact for General 
Protocol Queries including eligibility 
questions and protocol management 

 
Dr. Judith Mackay 

Tel: +44 (0)207 594 9890 
Mob: +44 (0)795 659 8006 
Email: j.mackay@imperial.ac.uk; 
judith.mackay1@nhs.net 

 

Project Manager Sarah Chopping 
Tel: +44 (0)207 594 3414 

Mob: +44 (0)752 392 0650 

Email: s.chopping@imperial.ac.uk 
 

Senior Research Coordinator Ruth Brooks 
Tel: +44 (0)759 258 9979 

Email: r.brooks@imperial.ac.uk 
 

Senior Trial Coordinator Martha Nabunjo 
Tel: +44 (0)793 909 0022 

Email: m.nabunjo@imperial.ac.uk 
 

Administrator & PA to Professor Sever Yvonne Green 
Tel: +44 (0)207 594 1100 

Email: y.green@imperial.ac.uk 

Global Coordinating Centre  

NHMRC Clinical Trials Centre 

Postal Address:  
 NHMRC Clinical Trials Centre  
 Locked Bag 77  
 CAMPERDOWN NSW  1450  

AUSTRALIA  

Courier Address:  
 NHMRC Clinical Trials Centre  
 Medical Foundation Building, Level 4-6,   
 92-94 Parramatta Road,    
 CAMPERDOWN  NSW  2050  

 AUSTRALIA  

NHMRC CTC Switchboard 
 

Tel: +61 (02) 9562 5000 

Project Manager   
Rebecca Mister 

Tel: +61 (02) 9562 5342 

Email: fourier.legacy@ctc.usyd.edu.au  

Data Manager 
Portia Westall 

Tel: +61 (02) 9562 5093 

Email: fourier.legacy@ctc.usyd.edu.au  

Fourier Legacy Study  
 
National Heart & Lung Institute  
Imperial College London 
ICTEM Building, 3rd Floor  
Du Cane Road 
London W12 0NN, UK 
Email: fourier.legacy@imperial.ac.uk 
 

 AUSTRALIA & PACIFIC RCC CONTACT LIST  
 

EUROPE & SOUTH AFRICA RCC CONTACT LIST  
 

We are here to help! Please do not hesitate to contact us if you have any 
queries or questions about the study. 
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