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Dear Sir or Madam 
 
Trial:    Randomised evaluation of Covid-19 therapy (RECOVERY) 
EudraCT:   2020-001113-21 
CESP Submission No: 1140248  
 
Please find enclosed an application for an expedited authorisation of a clinical trial investigating 
the treatment of COVID-19. This trial will operate at a large number of hospitals in the UK and 
compare the safety and efficacy of four different treatments: 

1. Standard care; 

2. Lopinavir/ritonavir; 

3. Interferon β1a; 

4. Dexamethasone 

The trial is designed to be very streamlined so as to cause minimal impact on the clinical service 
which is likely to be operating under extreme pressure as the number of cases of COVID-19 
increase over the coming weeks.  
 
Only essential data will be collected (using bespoke IT systems). It is intended that all 
investigational medicinal products will be prescribed by the treating clinicians and will be stored, 
labelled and accounted for as per routine care, with no additional trial-specific requirements to 
minimise the impact on clinical services. 
 
The trial is funded by a grant to the University of Oxford from UK Research and 
Innovation/National Institute for Health Research (NIHR) and by core funding provided by NIHR 
Oxford Biomedical Research Centre, the Wellcome Trust, the Bill and Melinda Gates 
Foundation, Health Data Research UK, and the Medical Research Council Population Health 
Research Unit, and NIHR Clinical Trials Unit Support Funding. 
 
The following documents are included with this submission: 
1.  Covering letter 
2a, b.  Application form (PDF and XML) 
3.  Clinical Trial Protocol 
4a, b c.. Investigators’ Brochure (for Interferon β1a) and Summary of Product 

Characteristics for lopinavir/ritonavir and dexamethasone 
5.  IMPD for Interferon β1a 
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6a-e.  Manufacturer’s Authorisation for Interferon β1a 
 
7a-c.  TSE statements 
 
I believe this all the necessary documentation required for this submission and look forward to 
hearing the outcome. 
 
Yours faithfully 

 

 

 

 

Professor Peter W. Horby   

BSc MSc MBBS FRCP FFPH PhD 

Chief Investigator, RECOVERY Trial 

Professor of Emerging Infectious Diseases and Global Health 


