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Objectives

New COVID-19 treatments
Translate research findings into measures
Strengthen Europe’s pandemic (research) preparedness

Determine mechanisms of disease





9



Methods

Randomized Controlled 
Trials

Master
protocols

Adaptive
trials

Adaptive
platform

trials

Woodcock J, LaVange LM, N Engl J Med 2017; 377:62-70
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COVID-19 Therapeutic Alert 

CEM/CMO/2021/001                   8 January 2021  

Interleukin-6 inhibitors (tocilizumab or sarilumab) for patients 

admitted to ICU with COVID-19 pneumonia (adults)  

Summary 

The REMAP-CAP trial has reported a finding of survival and time to recovery benefits for 
tocilizumab or sarilumab, over and above current standard of care (including 
corticosteroids), in the immune modulation therapy domain of the REMAP-CAP platform 
trial.  Mortality was reported as 35.8% in the placebo group, compared to 27% in the 
treatment group, an overall reduction in the risk of death of 24%.  The treatment also 
reduced the time patients spent in the intensive care unit (ICU) by more than a week on 
average. The published UK wide Interim Position Statement has therefore been revised to 
support access to either tocilizumab or sarilumab (when available), administered 
intravenously, for eligible COVID-19 positive patients in the intensive care setting. 

As supply of sarilumab is more limited at the current time, provision is likely to need to 
initially focus predominantly on tocilizumab.  Initial stocks of additional tocilizumab supply 
for the UK have been secured. 

Work is now underway to develop a UK clinical commissioning policy for tocilizumab and 
sarilumab, which will be based on a NICE review of the available research evidence.  The 
policy will replace the Interim Position Statement. 

Action  

NHS acute trusts / health boards are asked to take the following immediate steps to support 

treatment of patients admitted to intensive care with COVID-19:  

1. RECOVERY trial sites should continue to enrol patients into the study to help determine 
whether tocilizumab has a role in the future routine treatment of the wider cohort of 
admitted COVID-19 positive patients. 
 

2. Organisations are encouraged to consider prescribing either tocilizumab or 
sarilumab in the treatment of patients admitted to intensive care with COVID-19 
pneumonia. Any organisation treating patients with either intervention, as off-label 
products, will be required to assure itself that the necessary internal governance 
arrangements have been completed before the medicine is prescribed. These 
arrangements may be through the health board / trust drugs and therapeutics 
committee, or equivalent.  
 

>3800 trials […]
RECOVERY, WHO SOLIDARITY, DISCOVERY, REMAP-CAP and ACTIV

Publication of the RECOVERY and REMAP-CAP trials […] 
triggered this recommendation
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Long term outcomes
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Conclusion Result Publications

Corticosteroids Benefit JAMA 2020;324(13):1317-1329

Lopinavir/ritonavir
Hydroxychloroquine

Likely harm
Harm

ICM 2021 Aug;47(8):867-886

Tocilizumab
Sarilumab
Anakinra
Interferon beta-1a

Benefit
Benefit
Futile
Operationally futile

NEJM 2021;384(16):1491-1502

Heparin – moderate Benefit NEJM 2021;385(9):790-802

Heparin – severe Futile NEJM 2021;385(9):777-789

Convalescent plasma Futile JAMA 2021;326(17):1690-1702

Aspirin Futile JAMA 2022;327(13):1247–1259

ACEi and ARB Likely harm JAMA 2023;329(14):1183–1196

Long term outcomes Consistent JAMA 2023;329(1):39-51

continued TAC - severe Likely harm
ICM 2023 May 31
doi: 10.1007/s00134-023-07095-8

in preparation: vitamin C, simvastatin, ivermectin



impact



0

10000

20000

30000

40000

50000

60000

70000

80000

2010 2020 2021

Research Publications

Breast cancer HIV Covid-19

Based on Lancet Infect Dis; 2022 Mar;22(3):297



Nat Rev Drug Discovery 2021 Apr;20(4):254-255 https://covid-nma.com/dataviz/#



Angus, DC JAMA 2020;323(19):1895-1896

Do Learn



Impact

14 conclusions directly impacting patient care
learning while doing

immediate uptake in (inter-)national guidelines
modes of collaboration: pMA, mpRCT
educating the community

@remap_cap @REMAPCAP REMAP-CAP

https://twitter.com/remap_cap


Lessons learned

PREPARE seed funding crucial
Trust versus control
A pandemic is different from peacetime

F2F
Inspections

Prioritization (all levels) needed
National vs international needs

Embedding (staff shortages)
Lab infrastructure
Work needed on different intervention types in APTs





Recommendations for scientists, healthcare workers
and policy makers

Collaboration
Strong leadership – prioritization
Pandemic Research Preparedness
Funding – we need to remain active

The world of clinical trials is changing…



for the next pandemic
ready


