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Flucelvax 
Procedural steps taken and scientific information after the authorisation 

Application 

number 

Scope Opinion/ 

Notification
1 issued on 

Commission 

Decision 

Issued2 / 

amended 

on 

Product 

Information 

affected3  

Summary 

II/0001 Extension of indication to include treatment of 

children from 6 months of age and older for 

FLUCELVAX, based on results from study V130_14. 

This is a Phase III, Randomised, Observer-blind, 

Multicenter Study to Evaluate the Efficacy, 

Immunogenicity and Safety of Seqirus Cell-Based 

27/03/2025 10/04/2025 SmPC, 

Labelling and 

PL 

Please refer to Scientific Discussion for Flucelvax Procedure 

No. EMEA/H/C/006532/II/0001 

 
1 Notifications are issued for type I variations and Article 61(3) notifications (unless part of a group including a type II variation or extension application or a worksharing application). Opinions 
are issued for all other procedures. 
2 A Commission decision (CD) is issued for procedures that affect the terms of the marketing authorisation (e.g. summary of product characteristics, annex II, labelling, package leaflet). The 
CD is issued within two months of the opinion for variations falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within one year for other procedures. 
3 SmPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet). 
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Quadrivalent Subunit Influenza Virus Vaccine (QIVc) 

Compared to a Non-Influenza Vaccine When 

Administrated in Healthy Subjects Aged 6 Months 

Through 47 Months. As a consequence, sections 4.1, 

4.2, 4.8 and 5.1 of the SmPC are updated. The 

package leaflet is updated in accordance. Version 4.0 

of the RMP has been approved. In addition, the 

Marketing authorisation holder (MAH) took the 

opportunity to update the list of local representatives 

in the Package Leaflet and to implement changes to 

sections 4.4 and 4.5 of the SmPC to align them with 

the QRD guideline and reflect experience on co-

administration with other vaccines. 
The variation leads to amendments to the Summary 

of Product Characteristics, Labelling and Package 

Leaflet and to the Risk Management Plan (RMP). 
 
C.I.6.a - Change(s) to therapeutic indication(s) - 

Addition of a new therapeutic indication or 

modification of an approved one 

 

 


