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Equilis West Nile 
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 

IB/0006 B.II.f.1.b.5 - Stability of FP - Extension of the shelf 
life of the finished product - Biological/immunological 
medicinal product in accordance with an approved 
stability protocol 

03/10/2018   SPC The Agency accepted the variation to extend the currently 
registered shelf life for the finished product from 1 year to 
2 years. 

IG/0967/G This was an application for a group of variations. 
 
C.I.9.b - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change(s) in the 
safety database and/or major contractual 
arrangements for the fulfilment of PhV obligations, 
and/or change of the site undergoing PhV activities 
C.I.9.c - Changes to an existing pharmacovigilance 
system as described in the DDPS - Other change(s) to 
the DDPS that does not impact on the operation of 
the PhV system 

26/07/2018  n/a  The Agency accepted the group of variations to introduce 
an updated version of the existing DDPS, with changes to a 
site and other (non-operational) changes. 

R/0005 Renewal of the marketing authorisation. 18/01/2018  16/04/2018 SPC, Annex II, 
Labelling and 
PL 

The European Commission renewed the marketing 
authorisation for Equilis West Nile. 

                                                
1 Notifications are issued for type I variations (unless part of a group including a type II variation or higher procedure or a worksharing application). Opinions are issued for all other 
procedures. 
2 A CD is issued for procedures that affect the terms of the marketing authorisation (e.g. SPC, Annex II, Labelling, PL). The CD is issued within 2 months of the opinion for variations 
falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within 1 year for other procedures. 
3 SPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet). 
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IB/0004 B.II.b.4.f - Change in the batch size (including batch 
size ranges) of the finished product - The scale for a 
biological/immunological medicinal product is 
increased/decreased without process change (e.g. 
duplication of line) 

17/02/2017  n/a  The Agency accepted the variation for a change in the 
batch size. 

IG/0718/G This was an application for a group of variations. 
 
C.I.9.b - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change(s) in the 
safety database and/or major contractual 
arrangements for the fulfilment of PhV obligations, 
and/or change of the site undergoing PhV activities 
C.I.9.c - Changes to an existing pharmacovigilance 
system as described in the DDPS - Other change(s) to 
the DDPS that does not impact on the operation of 
the PhV system 

22/09/2016  n/a  The Agency accepted the group of variations to update the 
Detailed Description of the Pharmacovigilance System 
(DDPS). 

IA/0002 B.II.c.3.z - Change in source of an excipient or 
reagent with TSE risk - Other variation 

20/02/2015  n/a  The Agency accepted a variation to introduce a change in 
the source of the sheep wool used in the production of the 
adjuvant Iscom-Matrix 

IG/0465 C.I.9.a - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change in the 
QPPV and/or QPPV contact details and/or back-up 
procedure 

20/08/2014  n/a  The Agency accepted the variation to change the qualified 
person for pharmacovigilance (QPPV). 

 


