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F13 The Role of the Ethics Committee in Research Activities During the SARS-CoV2 Pandemic 

Barbara Abenante, MD*, University of Turin, Italy, Turin, Piemonte, ITALY; Francesca Capello, MD*, University of Turin, Italy, Torino, Piemonte, 
ITALY; Giancarlo Di Vella, PhD, University of Turin, Italy, Turin, Piemonte, ITALY; Lucia Tattoli, PhD, University of Turin, Torino, Piemonte, ITALY  

Learning Objective: After attending this presentation, attendees will understand that COVID-19 epidemic had changed Ethics Committees (Ecs) 
activity that should respond in a timely manner to new evaluation requests by adapting its standard operating procedures to the new reality. 

Impact Statement: This presentation will impact the forensic science community by showing that, in emergency conditions, it is necessary to proceed 
as quickly as possible in the review and assessment of the research by safeguarding, at the same time, both scientific transparency and compliance with 
ethical requirements. 

Research participants’ safety is guaranteed by ethical guidelines (e.g., Declaration of Helsinki and good clinical practice), legislation to protect 
participants’ privacy, research ethics committees, and informed consent. “Ethics Committee,” according to Directive 2001/20/EC, is an independent 
body consisting of health care and non-medical members responsible for protecting the rights and safety of subjects involved in a trial through 
“expressing an opinion on the trial protocol, the suitability of the investigators and the adequacy of facilities, and on the methods and documents to be 
used to inform trial subjects and obtain their informed consent”. In Italy, the establishment of ECs is provided by the law in public health facilities, 
private hospitals, and care institutions. At the beginning of pandemic, World Health Organization and the European Commission provided indications 
regarding the research's evaluation by adopting an “expedited” approach of ECs approval.1,2  

In Italy, both the Council of Ministers and the Italian Medicines Agency (AIFA—Agenzia Italiana del Farmaco) issued some measures for a national 
coordination of clinical trials and therapeutic programs management in COVID-19 emergency in 2020.3 The EC of the National Institute for Infectious 
Diseases “Lazzaro Spallanzani” in Rome, as National Unique EC for the evaluation of clinical trials of medicines for human use and medical devices 
for patients with COVID-19, formulates a national opinion also on the basis of the evaluation of the AIFA Technical Scientific Committee. AIFA 
introduced a “fast track” for the online transmission of research documentation and the submission of request for clinical trials authorization relating 
to the treatment of COVID-19. The applicants were allowed to defer the sending of paper documents, which in any case must be sent as soon as possible 
to the Clinical Trials Office. During the COVID-19 public health emergency, applications for trials in oncology, transplants, and urgent clinical 
conditions requiring interventions that could not be postponed were admitted besides trials to address the COVID-19 emergency. In Turin, the Inter-
Company Ethics Committee (IEC) was established in 2019 and includes three hospitals (University Hospital “City of Science and Health,” Hospital 
“Ordine Mauriziano,” and “ASL Città di Torino”).  

From January 2020 to December 2021, the IEC evaluated 1,100 studies of which 134 referred to COVID-19. IEC evaluated: in 2020, 472 non-COVID-
19 (NCS) studies and 90 COVID-19 studies (CS); in 2021, 492 NCS and 46 CS. The trend in the number of evaluations showed two peaks, in March-
–July 2020 and September–November 2020, just when pandemic waves occurred and before the Comirnaty vaccine authorization. The majority of 
studies were observational (86.5% of CS, 59.1% of NCS). CS focused on impact on other pathologies and therapies (n=35), SARS-CoV2 characteristics 
(n=22), therapy (n=21), long-term effects (n=17), diagnosis (n=14), COVID-19 vaccines (n=9), epidemiology (n=8); 6.7% of total CS and 2.3% of 
NCS referred to emergency management research. The role of ECs is fundamental in promoting ethical values in research and in ensuring ethical 
protection and standards for all the individuals involved in COVID and non-COVID research, even in emergency situations. None the less, the need to 
accelerate the research for guiding public health interventions should not come at the expense of a thorough ethics review. 
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