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IRAS Ref: 289109. Facilitating AcceLerated Clinical evaluation of Novel diagnostics 

for COVID-19 (FALCON C-19) 
Dear Sir or Madam, 

I would be very grateful if you would kindly consider this submission for ethical 
approval. The COVID-19 pandemic has put an unprecedented strain on the NHS and 
the economy. The UK national mass testing strategy is crucial to plan our response 
and recovery from the pandemic. While over 200 tests have received CE marking to 
assist with the diagnosis of COVID-19, there have (to date) been no large, multi-
centre, methodologically robust prospective evaluations of the diagnostic accuracy 
of these tests. We must understand the accuracy of the tests in order for our 
pandemic response to be effective. This understanding will lead to informed 
procurement decisions and will inform the use cases for the tests, ensuring that 
infected patients are appropriately isolated without putting others at risk. 

The FALCON study fits into a wider programme of work called CONDOR, which has 
received NIHR urgent public health badging for rapid delivery in the NHS and UKRI 
funding. CONDOR incorporates two prospective studies: FALCON, which will evaluate 
new tests in a hospital setting; and RAPTOR, which will evaluate tests in community 
settings. This study has already been given Favourable Opinion by Wales REC 5 on 4th 
June 2020 (REC Ref: 20/WA/0169, IRAS: 284229). 

We anticipate evaluating 5 to 10 new tests using this umbrella protocol. The protocol 
will be adapted in accordance with the requirements of each evaluation. No 
additional samples will be collected without a protocol amendment, but some tests 
do not require all of the serial sampling to be undertaken over 90 day. (Serial 
sampling will mainly be of interest for antibody tests). Therefore, we will instruct 
sites if they may forego sampling at given time points for a particular evaluation. 

We will ask companies to provide the tests for evaluation without charge, but the 
study will otherwise be independent of industry. 

Please find a list of documents included in this application on the next page.  At 
present we have not identified an independent contact for the sites, therefore these 
will be added to the Information Sheets once an appropriate person has been 
identified. 

Thank you for your consideration.  

Yours faithfully, 
 

 
 
Prof Richard Body, 
Chief Investigator 
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FALCON Protocol 1.3 09/09/2020 

CV for Chief Investigator N/A 21/05/2020 

FALCON PIS 1.2 14/07/2020 

FALCON Participant ICF 1.3 14/07/2020 

FALCON PIS Regained Capacity (Scotland) 1.0 08/10/2020 

FALCON Participant Regained Capacity ICF (Scotland) 1.0 09/10/2020 

FALCON Personal Legal Representative Information 
Sheet (Scotland) 

1.0 15/10/2020 

FALCON Personal Legal Representative Consent Form 
(Scotland) 

1.0 15/10/2020 

Wales REC 5 Favourable Opinion Letter N/A 04/06/2020 

 


