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Exemption request for COVID-19 mRNA Vaccine Comirnaty

BioNTech Manufacturing GmbH is asking to be temporarily exempted from the provision of the

safety (serialisation) features on the outer packaging (label of the 195 vials containing carton)

as demanded in Article 54 of Directive 2001/83/EC.

The applicant is requesting a temporary permission to supply the COVID-19 mRNA Vaccine

Comirnaty concentrate for dispersion for injection in all European Economic Area (EEA) member

states initially without the full national safety (serialisation) features on the outer packaging

enabling verification of authenticity of the vaccine and identification of individual packs until July

2021.

The request is based on Article 63(3) of Directive 2001/83/EC and the guideline

“Recommendations for the implementation of the exemptions to the labelling and package leaflet

obligations in the centralised procedure Quality Review of Documents (QRD) group”

(EMA/135540/2019 rev.4*) [1, 2].

Article 83(3) of Directive 2001/83/EC clarifies “Where the medicinal product is not intended to

be delivered directly to the patient, or where there are severe problems in respect of the

availability of the medicinal product, the competent authorities may, subject to measures they

consider necessary to safeguard human health, grant an exemption to the obligation that certain

particulars should appear on the labelling and in the package leaflet.” [1].

Each handling step - dilution and administration, including storage - will be performed by

healthcare professionals only; never by patients or any other laypersons and the vaccine will not

be delivered directly to patients.

Due to the extremely urgent and global-wide need for the vaccine, BioNTech and its partner

Pfizer have already manufactured vaccine batches using the labelling approved by the FDA for

Emergency Use Authorisation (EUA) without the unique identifier (serialisation).

However, the second safety feature required by the Delegated Regulation (EU) 2016/161 [1],

which is the anti-tamper device provided on each unit of sale through application of the seal label

across the opening of the 195 vial-containing carton to provide clear evidence of opening prior

to delivery, is being applied. This is also the case for batches with labels approved by the EMA

for the first months of 2021.

Given the compressed timeline towards earliest possible delivery, the manufacturing sites are

not in a position to establish a fully automated packaging line with serialisation for the 31 different

EEA countries earlier than July 2021.
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