EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

FLUENZ

Procedural steps taken and scientific information after the authorisation

Application Opinion/ Summary

number Notification?® isi Information
issued on affected®

PSUV/0060 Periodic Safety Update 10 ‘07/2014 n/a PRAC Recommendation - maintenance

1G/0405 C.l1.8.a - Introduction of or changes to a sunzimary Hf 26/02/2014 n/a
Pharmacovigilance system - Changes in'w2P\
(including contact details) and/or change=<n the PSMF

location

PSUV/0055 Periodic Safety Updae 09/01/2014 n/a PRAC Recommendation - maintenance

! Notifications are issug@d f(rype I 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 piocedures.

2 A Commission decisitn (ED) is issued for procedures that affect the terms of the marketing authorisation (e.g. summary of product characteristics, annex 1, labelling, package leaflet). The
CD is issued within tw» 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 I1, Labelling, PL (Package Leaflet).
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1B/0058

IAIN/0057

IAIN/0056

11/0053

N/0054

1B/0052/G

B.1.b.2.e - Change in test procedure for AS or starting
material/reagent/intermediate - Other changes to a
test procedure (including replacement or addition) for

the AS or a starting material/intermediate

C.1.8.a - Introduction of or changes to a summary of
Pharmacovigilance system - Changes in QPPV
(including contact details) and/or changes in the PSMF

location

C.1.12 - Inclusion or deletion of black symbol and
explanatory statements for medicinal products in the
list of medicinal products that are subject to additional

monitoring

Annual Strain Update

B.l.a.5.a - Changes to the AS of a seasonal,
prepandemic or pandemic vaccine against human
influenza - Replacement of the strain(s) in a seasonal,
prepandemic or a pandemic vaccine against human

influenza

Minor change in labelling or package le xflev not

connected with the SPC (Art. 61.5 Notificction)

This was an application fur a group of variations.

B.l.a.4.z - CHia.xge to in-process tests or limits applied
during the marufacture of the AS - Other variation
R |.a. 1.z Change to in-process tests or limits applied
during the manufacture of the AS - Other variation

B.l.a.4.z - Change to in-process tests or limits applied

19/12/2013

22/10/2013

21/10/2013

26/07/2013

30/07/2013

02/07/2013

n/a

n/a

14/08/2013

n/a

SmPC and 2L

SmPC,
Labelling and
PL

PL

Seasonal update of the composition of the strains to those
officially recommended by WHO and CHMP for the season
2013/2014, and these are the following:

A/California/7/2009 (H1IN1) pdmO09-like strain
A/Victoria/361/2011 (H3N2)-like strain
B/Massachusetts/2/2012 (B-strain)-like strain
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1B/0049

1B/0043/G

1B/0044

1A/0045

11/0037

during the manufacture of the AS - Other variation
B.l.a.4.z - Change to in-process tests or limits applied

during the manufacture of the AS - Other variation

B.l11.f.1.z - Stability of FP - Change in the shelf-life or
storage conditions of the finished product - Other

variation

This was an application for a group of variations.

B.l.a.2.a - Changes in the manufacturing process of
the AS - Minor change in the manufacturing process of
the AS

A.7 - Administrative change - Deletion of

manufacturing sites

B.l.a.4.z - Change to in-process tests or limits applied

during the manufacture of the AS - Other variation

A.4 - Administrative change - Change in the name
and/or address of a manufacturer or supplier of the
AS, starting material, reagent or intermediate 1sed! I

the manufacture of the AS

Changes in the manufacturing process of the active

substance.

B.l.a.2.c - Chaiige! in th2 manufacturing process of
the AS - The'Cian e refers to a [-] substance in the
manufactu e 2f‘a biological/immunological medicinal

aroduct and is not related to a protocol

24/06/2013

15/05/2013

07/05/2013

30/84/2013

25/04/2013

SmPC and PL

n/a

n/a

n/a

25/04/2013
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1B/0042

1B/0039

1A/0041

1B/0040

1A/0038

1B/0034

1A/0035

11/0031

B.11.b.3.z - Change in the manufacturing process of

the finished product - Other variation

C.l.z - Changes (Safety/Efficacy) of Human and

Veterinary Medicinal Products - Other variation

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

B.l.a.1.f - Change in the manufacturer of AS or of a
starting material/reagent/intermediate for AS -
Changes to quality control testing arrangements for
the AS -replacement or addition of a site where batch

control/testing takes place

A.5.b - Administrative change - Change in the name
and/or address of a manufacturer of the finished
product, including quality control sites (excluding

manufacturer for batch release)

B.l.a.2.a - Changes in the manufacturiry pro-ess of
the AS - Minor change in the marifacturi2g process of

the AS

A.5.b - Administrative chai.ge - Change in the name
and/or addrecs cf avmanufacturer of the finished
product, inc udii'g quality control sites (excluding

mai faxturer for batch release)

Anriual Strain Update

06/03/2013

06/03/2013

27/02/2013

19/02/2013

17/0172013

17/01/2013

10/12/2012

03/08/2012

n/a

n/a

n/a

n/a

n/a

n/a

28/08/2012

SmPC, Annex
11, Labelling
and PL

SmPC,

Seasonal update of the composition of the strains to those
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1B/0021/G

1B/0032

1B/0018

1B/0025

1AIN/0033

B.l.a.5.a - Changes to the AS of a seasonal,
prepandemic or pandemic vaccine against human
influenza - Replacement of the strain(s) in a seasonal,
prepandemic or a pandemic vaccine against human

influenza

This was an application for a group of variations.

B.l.a.4.z - Change to in-process tests or limits applied
during the manufacture of the AS - Other variation
B.l.a.4.z - Change to in-process tests or limits applied
during the manufacture of the AS - Other variation
B.11.b.5.z - Change to in-process tests or limits applied
during the manufacture of the finished product - Other

variation

C.l.z - Changes (Safety/Efficacy) of Human and

Veterinary Medicinal Products - Other variation

B.l.a.2.a - Changes in the manufacturing process of
the AS - Minor change in the manufacturing prosess €

the AS

B.1l.b.1.z - Replacement or additicnh of a

manufacturing site for the FP -<Ovaer variation

B.l.b.1.a - Chatige in the specification parameters
and/or limitg’ol ar AS, starting

materia’zi texxediate/reagent - Tightening of
=neciiicauen limits for medicinal products subject to

O:ficial Batch Release

16/07/2012

12/07/2012

14/07/2012

27/06/2012

25/06/2012

Labelling and
PL

n/a

12/07/2012 Annex 11

n/a

n/a

n/a

officially recommended by WHO and CHMP for the season
2012/2013, and these are the following:

A/California/7/2009 (H1N7%) pa=23-like strain;
A/Victoria/361/2011.(A3:12} ke strain;

B/Wisconsin/1/201¢ (b -strain)-like strain
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IAIN/0030/G

This was an application for a group of variations. 20/06/2012 n/a

C.1.9.d - Changes to an existing pharmacovigilance
system as described in the DDPS - Change in the
safety database

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/0029 B.l1l.e.3.b - Change in test procedure for the 20/06/2012 n/a
immediate packaging of the finished product - Other
changes to a test procedure (including replacement or
addition)
1B/0028 B.l.a.4.z - Change to in-process tests or limits applieu 20,/06/2012 n/a
during the manufacture of the AS - Other varia®ion
1B/0026 B.11.b.3.z - Change in the manufacturii g piocess of 14/06/2012 n/a
the finished product - Other variavon
N/0027 Minor change in labeliing or package leaflet not 07/06/2012 24/08/2012 PL
connected withthe SPC (Art. 61.3 Notification)
1B/0024 B.1.b.2.2 - Ciiange in test procedure for AS or starting 25/05/2012 n/a
matz2ial,rcagent/intermediate - Other changes to a
tet procedure (including replacement or addition) for
the AS or a starting material/intermediate
FLUENZ
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11/0016

1B/0020

1B/0019/G

1A/0022

1A/0023

to introduce changes to the manufacturing process of 24/05/2012 24/05/2012

the active substance

B.1.b.2.d - Change in test procedure for AS or starting
material/reagent/intermediate - Change
(replacement) to a biological/immunological/
immunochemical test method or a method using a

biological reagent for a biological AS

B.l.a.2.a - Changes in the manufacturing process of 23/05/2012 n/a
the AS - Minor change in the manufacturing process of

the AS

This was an application for a group of variations. 23/05/2012 n/c

B.l1.b.2.e - Change in test procedure for AS or starting
material/reagent/intermediate - Other changes to a
test procedure (including replacement or addition) for
the AS or a starting material/intermediate

B.l.a.1.z - Change in the manufacturer of AS or of &
starting material/reagent/intermediate for AS -“Oher
variation

B.1.b.2.e - Change in test procedure fo. AS or starting
material/reagent/intermediate - Cther chunges to a
test procedure (including replaser ent or addition) for

the AS or a starting rnate vials ntermediate

B.ll.e.5.b - Glicng? in pack size of the finished product 11/05/2012 24/08/2012

- Deletizn »tanack size(s)

B.l'a.4.a - Change to in-process tests or limits applied 01/05/2012 n/a

SmPC,
Labelling and
PL
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11/0014

1B/0013/G

1B/0015

1B/0012/G

during the manufacture of the AS - Tightening of

in-process limits

Addition of two test methods for active substance 16/02/2012

B.1.b.2.d - Change in test procedure for AS or starting
material/reagent/intermediate - Change
(replacement) to a biological/immunological/
immunochemical test method or a method using a

biological reagent for a biological AS

This was an application for a group of variations. 20/12/2011

B.l.a.4.f - Change to in-process tests or limits applied
during the manufacture of the AS - Addition or
replacement of an in-process test as a result of a
safety or quality issue

B.l.a.4.f - Change to in-process tests or limits applied
during the manufacture of the AS - Addition or
replacement of an in-process test as a result of a

safety or quality issue

B.l1.b.1.c - Change in the specification parai ete.= 18/11/2011
and/or limits of an AS, starting

material/intermediate/reagent - Aldition 2f a new

specification parameter to _the 2pe cification with its

corresponding test methcd

This was an &g olication for a group of variations. 18/11/2011

R Il G 1.c+"Change in the specification parameters

aird/or limits of the finished product - Addition of a

new specification parameter to the specification with

16/02/2012

n/a

n/a

n/a
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11/0008/G

1B/0011/G

11/0003/G

its corresponding test method
B.1l.d.1.z - Change in the specification parameters

and/or limits of the finished product - Other variation

This was an application for a group of variations. 20/10/2011

To introduce changes to the test procedures of the

active substance.

B.1.b.2.d - Change in test procedure for AS or starting
material/reagent/intermediate - Change
(replacement) to a biological/immunological/
immunochemical test method or a method using a
biological reagent for a biological AS

B.l1.b.2.a - Change in test procedure for AS or starting
material/reagent/intermediate - Minor changes to an

approved test procedure

This was an application for a group of variations. 17/7:3/2011

B.1.b.2.a - Change in test procedure for AS or startiry
material/reagent/intermediate - Minor changes al.
approved test procedure

B.11.d.2.d - Change in test procedure i r tf 2 1inished
product - Other changes to a test | rocedu.e (including

replacement or addition)

This was an applici tion i»r a group of variations. 22/09/2011

To introzuve shanges to the manufacture of the active
subitoncasdnd to change the testing plan to
accommodate the changes.

B.l.a.2.b - Changes in the manufacturing process of

20/10/2011

n/a

22/09/2011
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11/0009

11/0004

11/0001

the AS - Substantial change to the manufacturing
process of the AS which may have a significant impact
on the quality, safety or efficacy of the medicinal
product

B.l.a.4.z - Change to in-process tests or limits applied

during the manufacture of the AS - Other variation

To introduce changes to the mixing of the blended bulk 21/07/2011 21/07/2011
finished product.

B.11.b.3.b - Change in the manufacturing process of
the finished product - Substantial changes to a
manufacturing process that may have a significant
impact on the quality, safety and efficacy of the

medicinal product

to introduce changes to the manufacture of the active 23/06/2011 23/0,6/2011

substance.

B.l.a.2.b - Changes in the manufacturing process of
the AS - Substantial change to the manufacturing
process of the AS which may have a significant i&iipact
on the quality, safety or efficacy of the mec cinc!

product

To introduce changes to the manu‘acture of the active 23/06/2011 23/06/2011

substance.

B.l1.b.1.g - C%cngu. in the specification parameters
and/or Viitsafian AS, starting
mai2iianiniermediate/reagent - Widening of the
aporoved specs for starting mat./intermediates,

which may have a significant effect on the quality of
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1A/0010

1B/0006

1B/0005

1B/0002/G

the AS and/or the FP

A.7 - Administrative change - Deletion of 07/06/2011

manufacturing sites

B.11.b.5.z - Change to in-process tests or limits applied 18/05/2011
during the manufacture of the finished product - Other

variation

B.l.b.1.c - Change in the specification parameters 18/05/2011
and/or limits of an AS, starting

material/intermediate/reagent - Addition of a new

specification parameter to the specification with its

corresponding test method

This was an application for a group of variations. 10/05/2011

B.l.a.1.f - Change in the manufacturer of AS or of a
starting material/reagent/intermediate for AS -
Changes to quality control testing arrangements for
the AS -replacement or addition of a site where bateii
control/testing takes place

B.l.a.1.f - Change in the manufacturer of Al or ¢fa
starting material/reagent/intermediate for .\S -
Changes to quality control testing arrangements for
the AS -replacement or additio’i ¢© a site where batch
control/testing takes plac=

B.l1.b.1.b - Change in the specification parameters
and/or limitsro® ar AS, starting

materia’sn texediate/reagent - Tightening of

sneciicadzn limits

n/a

n/a

n/a

n/a
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