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COVID-19 vaccines have been authorised by the Commission in accordance with the EU 
pharmaceutical law, including all legal provisions of Regulation (EC) 507/20061. Marketing 
authorisations for COVID-19 vaccines have been granted by the Commission on the basis of 
scientific evaluations performed by the European Medicines Agency, i.e. only after their 
quality, safety and efficacy have been evaluated and a positive benefit-risk balance related to 
its use has been concluded.  Such Commission Decisions specify the conditions or restrictions 
regarding the supply and use of the medicine, i.e. whether the medicinal product subject to 
medical prescription (like for COVID-19 vaccines) or not, or to special and/or restricted 
prescription. In the context of the national campaigns of vaccination against COVID-19, it is 
the responsibility of the physicians to duly inform the patients on the safety, efficacy and 
quality of the vaccines. Vaccination remains the final choice of each individual after having 
consulted his doctor in case of any doubts.

With regards to the specific reference to Article 8 of Regulation (EC) 507/2006, the 
Commission Decisions granting the conditional marketing authorisations clearly specify that 
they are conditional marketing authorisation. The summary of the product characteristics 
(SmPC) and the package leaflet annexed to the Commission Decisions also indicate that the 
medicinal product has been authorised under a ‘conditional approval’ scheme. They also 
specify that the European Medicines Agency will review new information on the medicinal 
product at least every year and that the SmPC will be updated as necessary. This information 
can be found on the Union Register of Medicinal Products2.

1 Regulation (EC) 507/2006 on the conditional marketing authorisation for medicinal products for human use 
falling within the scope of Regulation (EC) No 726/2004 of the European Parliament and of the Council. 
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32006R0507&from=IT
2 https://ec.europa.eu/health/documents/community-register/html/
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