EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Pumarix
Procedural steps taken and scientific information after the authorisation

Application Opinion/ Commission | Product Summary
number Notification® | DéCision Information
issued on Isswed? / affected?
amended
on
PSUV/0009 Periodic Safety Update. 18/12/2013 28/02/2014 SmPC and PL Refer to Scientific conclusions and grounds recommending
the variation to terms of the Marketing Authorisation(s)’ for
PSUV/0009.
1G/0306 C.l.z - Changes (Safety/Efficacy) of Human and 12/06/2013 n/a

Veterinary Medicinal Products - Other variation

1G/0297 C.l.z - Changes (Safety/Efficacy) of Human and 19/04/2013 n/a

Veterinary Medicinal Products - Other variation

1 Notifications are issued for type | variations and Article 61(3) notifications (unless part of a group including a type Il 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 I, 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.

¥ SmPC (Summary of Product Characteristics), Annex Il, Labelling, PL (Package Leaflet).
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1G/0265/G This was an application for a group of variations. 28/01/2013 n/a
C.1.9.e - Changes to an existing pharmacovigilance
system as described in the DDPS - Changes in the
major contractual arrangements with other persons
or organisations involved in the fulfilment of
pharmacovigilance obligations and described in the
DD
C.1.9.h - 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 pharmacovigilance system
1B/0004 Increase in storage condition for reconstituted 22/08/2012 29/10/2012 SmPC, Annex The Product Information was updated to reflect an increase
product and formatting of Product Information. 11, Labelling in the in-use storage temperature resulting in changes to
and PL the to recommend storage for up to 24 hours at up to 30°C
C.l.z - Changes (Safety/Efficacy) of Human and after mixing of the antigen and adjuvant components. In
Veterinary Medicinal Products - Other variation addition the Product Information was updated in line with
the QRD template version 8.
WS/0153 This was an application for a variation following a 17/11/2011 09/01/2012 SmPC and PL Based on a review of literature and a search in the global
worksharing procedure according to Article 20 of safety database performed by the MAH, the CHMP
Commission Regulation (EC) No 1234/2008. recommended including a wording on psychogenic syncope
to the product information of the MAH injectable vaccines.
This was an application for a group of variations The literature review showed an incidence peak occurred
following a worksharing procedure according to around the age of 15 years, with females having more than
Article 20 of Commission Regulation (EC) No twice the incidence of males. The syncope reports with
1234/2008. Update of section 4.4 of the SmPC to secondary injuries were reported most frequently in
include a warning on psychogenic syncope based on children and adolescents.
the available safety data. The PL was proposed to be Given that psychogenic syncope is not a true side effect, it
updated in accordance. In addition, the company was not considered appropriate to include syncope as an
took the opportunity to update the list of local undesirable effect in section 4.8 of the SmPC. However, as
representatives in the PL of Pumarix, Ambirix, such events can result in injury, and may not have occurred
Pandemrix, Pandemic influenza vaccine (H5N1) (split in the absence of the vaccination, the CHMP recommended
Pumarix
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virion, inactivated, adjuvanted) GlaxoSmithKline

Biologicals, Prepandrix and Fendrix.

C.1.4 - Variations related to significant modifications
of the SPC due in particular to new quality, pre-

clinical, clinical or pharmacovigilance data

to add a reference to such events in section 4.4 ‘Warning

and Precaution’ of the SmPC and in the PL.

1G/0133 C.1.9.h - Changes to an existing pharmacovigilance 22/11/2011 n/a
system as described in the DDPS - Other change(s)
to the DDPS that does not impact on the operation of
the pharmacovigilance system
1G/0081 C.1.9.c - Changes to an existing pharmacovigilance 07/07/2011 n/a
system as described in the DDPS - Change of the
back-up procedure of the QPPV
Pumarix
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