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Procedural steps taken and scientific information after the authorisation*

*Due to the Agency s update of its procedure management systems, an additional document, reflecting the historical lifecycle may be available in the
'Assessment history' section. For the complete product lifecycle procedures, you may need to also refer to EPAR - Procedural steps taken and scientific

information after authorisation (archive).

Application number Opinion/ Commission Product Summary

Notification | Decision Information
ljssued on | Issued? / affected?®
amended on

Variation type IB / B.I ACTIVE SUBSTANCE - B.I.z Other 27/05/2025 N/A

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).

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
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EMA/VR/0000268783

Variation type II /
EMA/VR/0000255149

Variation type IA /
EMA/VR/0000267379

variation - Accepted

C.I HUMAN AND VETERINARY MEDICINAL
PRODUCTS - C.I.4 Change(s) in the

Summary of Product Characteristics,

22/05/2025

Labelling or Package Leaflet due to new
quality, preclinical, clinical or

pharmacovigilance data - Accepted

Update of sections 4.2, 4.8 and 5.1 of the
SmPC in order to update clinical efficacy and
safety information for paediatric patients
based on final results from study AVA-PED-
301; this is a Phase 3b, Multi-center,
Randomized, Double-blind, Placebo-
controlled, Parallel-group Trial with an Open-
label Extension Phase to Evaluate the
Efficacy and Safety of Avatrombopag for the
Treatment of Thrombocytopenia in Pediatric
Subjects with Immune Thrombocytopenia for
=6 Months.

This was an application for a group of 29/04/2025

variations.

A. ADMINISTRATIVE CHANGES - A.4 Change
in the name and/or address of: a
manufacturer (including where relevant
quality control testing sites); or an ASMF
holder; or a supplier of the active substance,

starting material, reagent or intermediate

N/A

SmPC

Section 4.2 Paediatric population: “Currently
available data for paediatric patients 1 year of age
and older and less than 18 years are described in
section4.8 and 5.1.” Section 4.8: Chronic immune
thrombocytopenia: The safety patient population
description is updated to included the paediatric
population of the trial. Thromboembolic events: the
following text is added: “In paediatric patients with
persistent or chronic immune thrombocytopenia,
thromboembolic events occurred in 1.4% (1/73) of
patients receiving avatrombopag.” Section 5.1 a
section is added for Persistent or chronic immune
thrombocytopenia study in paediatric patients
summarizing the results of the study. For more
information, please refer to the Summary of Product

Characteristics.

Page 2/4



used in the manufacture of the active
substance (where specified in the technical
dossier) where no Ph. Eur. Certificate of
Suitability is part of the approved dossier; or
a manufacturer of a novel excipient (where

specified in the technical dossier) - Accepted

A. ADMINISTRATIVE CHANGES - A.4 Change
in the name and/or address of: a
manufacturer (including where relevant
quality control testing sites); or an ASMF
holder; or a supplier of the active substance,
starting material, reagent or intermediate
used in the manufacture of the active
substance (where specified in the technical
dossier) where no Ph. Eur. Certificate of
Suitability is part of the approved dossier; or
a manufacturer of a novel excipient (where

specified in the technical dossier) - Accepted

B.I.a.1 Change in the manufacturer of a
starting material/reagent/intermediate used
in the manufacturing process of the active
substance or change in the manufacturer
(including where relevant quality control
testing sites) of the active substance, where
no Ph. Eur. Certificate of Suitability is part of
the approved dossier - B.I.a.1.f Changes to
quality control testing arrangements for the
active substance-replacement or addition of
a site where batch control/testing takes

place - Accepted
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