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The monoclonal antibodies challenge for the 
Covid-19 treatment 

Tocilizumab repurposing in emergency
conditions - Case study
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9 marzo 2020

21 febbraio 2020

Just to reconnect - 2020 just started when…

Everything

changed

The announcement
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The monoclonal antibodies challenge for the Covid-19 treatment - Tocilizumab repurposing in 
emergency status 

▪ Tocilizumab is a humanised IgG1 monoclonal antibody against the interleukin-6 (IL-6) receptor
▪ Approved and reimbursed in Italy for immunological pathologies such as Rheumatoid Arthritis and related 

disorders

interleukin-6 (IL-6) cascade 
Covid-19 activated

▪ First evidences in China =  March 2020 tocilizumab has been officially included in the Diagnostic Protocol 
and treatment guidelines for the new COVID-19 (7th edition ad interim) published by the China National 
Health Commission (NHC)

dialogue opened with our

Global network on this

possibility
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First evidences and the Roche engagement

➢ Off - label

➢ Tocivid-19 study
efficacy and safety of 
tocilizumab in the 
treatment of the 
ongoing pneumonia 
Covid-19
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*https://www.aifa.gov.it/documents/20142/1267737/Tocilizumab_09.06.2021.pdf



Emergency requires flixibility
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Temporary distribution of monoclonal antibodies represented a real opportunity

D.Lgs 219/2006, Art. 5(2) “Uso emergenziale”
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AIFA was the first Regulatory Agency in the world that approved the 
reimbursement of tocilizumab in Covid-19

Ref:https://www.gazzettaufficiale.it/atto/serie_generale/caricaDettaglioAtto/originario?atto.dataPubblicazioneGazzetta=2021-06-

17&atto.codiceRedazionale=21A03738&elenco30giorni=false
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And 6 months later…

Ref:https://www.ema.europa.eu/en/news/ema-recommends-approval-use-roactemra-adults-severe-covid-

19#:~:text=EMA's%20human%20medicines%20committee%20(CHMP,supplemental%20oxygen%20or%20mechanical%20ventilation



Italy was the first EU Country to grant authorisation for the temporary distribution 

of monoclonal antibodies

EU National Countries Filing/Approval date Description of activity Type of Authorization

Italy 08 Feb 2021 Authorization received Emergency authorization for distribution of an unauthorized 

product

Germany 27 Nov 2020 Submitted 1st EUA package Emergency authorization for distribution of an unauthorized 

product12 Feb 2021 Authorization received

Czech Republic 04 Feb 2021 Submitted EUA package Emergency authorization for distribution of an unauthorized 

product01 Mar 2021 Authorization received

France 16 Feb 2021 Submitted EUA package Authorization for temporary use (ATU) supported by emergency 

authorization for distribution of an unauthorized product08 Mar 2021 Authorization received

Denmark 3 Mar 2021 Submitted EUA package Compassionate use permit

19 Mar 2021 Authorization granted

Iceland 3 Mar 2021 Submitted EUA package Special licence for specific prescriber program supported by 

emergency authorization for distribution of an unauthorized 

product
17 Mar 2021 Authorization granted

Hungary 12 Apr 2021 Authorization granted Compassionate use permit

Sweden 14 Apl 2021 Authorization granted Emergency authorization for distribution of an unauthorized 

product

Netherland 3020 Apr 2021 Authorization granted Emergency authorization for distribution of an unauthorized 

product

Estonia 23 Apr 2021 Authorization granted Emergency authorization for distribution of an unauthorized 

product

Belgium 19 May22 Apr 2021 Authorization granted Emergency authorization for distribution of an unauthorized 

product

Switzerland 16 Apr 2021 Authorization granted (based on MAA 

submission and Annex 5 listing - Swiss 

COVID-19 Ordinance)

Emergency authorization for distribution of an unauthorized 

product

US 21 Nov 2020 Authorization granted Emergency authorization for distribution of an unauthorized

product



Thank you for your attention! 

Take home message:

Early dialogue between 
AIFA/Company is crucial to find 
flexible and pragmatic solutions

Emergency requires speed and 
flexibility
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