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Introduction to EMA's simplified requirements of package leaflets and labels
for COVID-19 vaccines and therapeutics
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Abstract: EMA issued the Questions and answers on labelling flexibilities for COVID19 vaccines in December 2020 and the
Labelling flexibilities for COVID-19 therapeutics in March 2021 to promote the development and application of COVID-19 vaccines
and therapeutics in the EU. The two documents indicate that EMA has adopted flexible measures different from the conventional
practice in the approval of the package leaflets and labels of the COVID-19 vaccines and therapeutics, so as to accelerate the
approval of the package leaflets and labels of the COVID-19 vaccines and therapeutics. Among them, it mainly explains the specific
simplified requirements, for example, it can only use English instead of national language; in the early stage, it can omit the
packaging leaflet in the outer carton; the number of printed packaging leaflets can be less than the number of doses; in the early
stage, some details can be omitted from the label, and so on. Although China has issued a series of guidelines on the COVID-19
vaccine, there are no packaging leaflets and labels involved. This paper introduces the two documents of EMA, which will have
enlightenment for our work in this field. In particular, it has direct reference value for domestic vaccines used by EU Member States.
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