


1. The TWG proposes to distinguish in the EU common list between those RATs that have been 
evaluated by prospective field studies and RATs that were evaluated based on retrospective in 
vitro studies. This will be done either by splitting up the EU common list in two sections or to 
highlight those tests that have been evaluated by prospective field studies. As of a certain date 
(see below), RATs that have solely be evaluated based on retrospective studies will no longer be 
accepted for inclusion. What are the views of the HSC on this? 
 

2. The TWG proposes that the new definition, criteria and approach should be applied to the 
proposals for new RATs to be included as of the next update, and for those RATs already 
included in the EU common list as of a certain date in the future. Either May 2022 or Sept 2022 – 
what are the views of the HSC on this? 
 

3. The TWG believes that only RATs based on NP/OP/Nasal swabs should be included. If certain 
RATs that are based on these swabs can also be used for saliva sampling, these will be removed. 
The grace period will be applied to give manufacturers time to make the necessary changes 
(revise the IFU of the device included in the common list and therefore the info submitted to the 
JRC database).  
 

4. Does the HSC agree to change the interim agreement of a grace period of 8 weeks into a final 
decision?  

 
 

 

CONFIDENCIALIDAD. El contenido de este mensaje y el de cualquier documentación anexa es confidencial y va 
dirigido únicamente al destinatario del mismo. Si Usted no es el destinatario, le solicitamos que nos lo indique, no 
comunique su contenido a terceros y proceda a su destrucción. 
 
CONFIDENTIALITY. The content of this message and any attached information is confidential and exclusively for 
the use of the addresser. If you are not the addresser, we ask you to notify to the sender, do not pass its content and 
delete the original. 
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