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Procedural steps taken and scientific information after the authorisation

Application

Scope

number

Opinion/

Commission

Product

Notification

Decision

Information

1

Issued 2 /

affected 3

issued on

Summary

amended
on
T/0015

Transfer of Marketing Authorisation

26/09/2018

08/11/2018

SmPC,
Labelling and
PL

IAIN/0014

B.II.e.5.a.1 - Change in pack size of the finished

07/09/2018

08/11/2018

SmPC,

product - Change in the number of units (e.g. tablets,

Labelling and

ampoules, etc.) in a pack - Change within the range of

PL

the currently approved pack sizes

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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X/0005/G

This was an application for a group of variations.

31/05/2018

26/07/2018

SmPC, Annex
II, Labelling

Annex I_2.(c) Change or addition of a new

and PL

strength/potency
C.I.6.a - Change(s) to therapeutic indication(s) Addition of a new therapeutic indication or
modification of an approved one
II/0006

C.I.6.a - Change(s) to therapeutic indication(s) -

26/04/2018

25/06/2018

Addition of a new therapeutic indication or

SmPC, Annex II
and PL

modification of an approved one
II/0008

Over the course of ORAL Strategy, responses with

14/06/2018

08/11/2018

17/05/2018

n/a

SmPC and PL

tofacitinib 5 mg twice daily + MTX were numerically
similar compared to adalimumab 40 mg + MTX and
both were numerically higher than tofacitinib 5 mg
twice daily. Please refer to the Summary of Product
Characteristics for more information from the ORAL
Strategy study.
Serious and sometimes fatal infections due to
bacterial, mycobacterial, invasive fungal, viral, or
other opportunistic pathogens have been reported in
RA patients receiving XELJANZ. Rheumatoid arthritis
patients taking corticosteroids may be predisposed to
infection.
C.I.13 - Other variations not specifically covered
elsewhere in this Annex which involve the submission
of studies to the competent authority
PSUSA/10588

Periodic Safety Update EU Single assessment -

/201711

tofacitinib
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II/0010

C.I.4 - Change(s) in the SPC, Labelling or PL due to

19/04/2018

25/06/2018

12/04/2018

n/a

07/12/2017

21/06/2018

30/11/2017

n/a

24/05/2017

21/06/2018

SmPC and PL

new quality, preclinical, clinical or pharmacovigilance
data
II/0009

C.I.13 - Other variations not specifically covered
elsewhere in this Annex which involve the submission
of studies to the competent authority

II/0003

C.I.13 - Other variations not specifically covered

SmPC

elsewhere in this Annex which involve the submission
of studies to the competent authority
PSUSA/10588

Periodic Safety Update EU Single assessment -

/201705

tofacitinib

IB/0001

B.II.e.5.a.2 - Change in pack size of the finished

PRAC Recommendation - maintenance

SmPC,

product - Change in the number of units (e.g. tablets,

Labelling and

ampoules, etc.) in a pack - Change outside the range

PL

of the currently approved pack sizes
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