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1. Introduction 
 

This deliverable pertains to the approval of the clinical protocol for the validation of the SOLUS system for 
multi-modal imaging in real settings.  

On March 10, 2021, the Ethics Committee of OSR gave a favorable opinion to the clinical validation, but 
suspended it conditional on the presentation of missing or not final documents. Specifically, the report 
stated the following (translated from the original document in Italian):  
“The Ethics Committee, while considering the study of great interest and approvable, suspends the opinion 
pending the following: 1) Receipt of the notification of clinical investigation to the Ministry of Health; 2) 
Finalization of the monitoring activity; 3) Receipt of the final insurance policy; 4) Receipt of the definitive 
Privacy Policy and Consent.” 

All requested documents were regularly submitted, and the final approval of the Ethics Committee of OSR 
to perform the clinical validation was obtained on July 14, 2021.  

The initial suspended opinion and the final approval of the Ethics Committee are included as Annex 1 and 
Annex 2, respectively. The English translation of the final approval is available in the Annexes of D9.1: H 
– Requirement No.1. 
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Annex 1: Initial suspended opinion of the Ethics Committee (Italian) 
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Annex 2: Approval of the Ethics Committee (Italian) 
 












