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Procedural steps taken and scientific information after the authorisation

Application Opinion/ Commission | Product
number Notification Decision Information

1 jssued on Issued? / affected?

amended
on

1I/0005 Update of section 5.1 of the SmPC in order to update 19/06/2025 SmPC
immunogenicity data based on the validation report
for the new method (8951-ME-0016) to replace the
method originally used to test ADA samples from the
pivotal studies SPOTLIGHT and GLOW. In addition,
the MAH took the opportunity to introduce minor

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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11/0006/G

11/0003/G

formatting changes to the PI.

C.I1.4 - Change(s) in the SPC, Labelling or PL due to
new quality, preclinical, clinical or pharmacovigilance
data

Periodic Safety Update EU Single assessment - 10/04/2025

zolbetuximab

This was an application for a group of variations. 13/02/2025

B.II.e.5.c - Change in pack size of the finished
product - Change in the fill weight/fill volume of
sterile multidose (or single-dose, partial use)
parenteral medicinal products, including
biological/immunological medicinal products
B.II.b.3.c - Change in the manufacturing process of
the finished or intermediate product - The product is
a biological/immunological medicinal product and the

change requires an assessment of comparability

This was an application for a group of variations. 23/01/2025

Submission of results from studies GLOW (8951-CL-
0302) and SPOTLIGHT (8951-CL-0301). GLOW is a
Phase 3, Global, Multi-Center, Double-Blind,
Randomized, Efficacy Study of Zolbetuximab
(IMAB362) Plus CAPOX Compared with Placebo Plus
CAPOX as First-line Treatment of Subjects with
Claudin (CLDN) 18.2-Positive, HER2-Negative,
Locally Advanced Unresectable or Metastatic Gastric
or Gastroesophageal Junction (GEJ) Adenocarcinoma.

n/a

n/a

SmPC,
Labelling and
PL

PRAC Recommendation - maintenance
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1B/0002/G

1B/0001

SPOTLIGHT is a Phase 3, Global, Multicenter, Double-
Blind, Randomized, Efficacy Study of Zolbetuximab
(IMAB362) Plus mFOLFOX6 Compared with Placebo
Plus mFOLFOX6 as First-line Treatment of Subjects
with Claudin (CLDN) 18.2-Positive, HER2-Negative,
Locally Advanced Unresectable or Metastatic Gastric

or Gastroesophageal Junction (GEJ) Adenocarcinoma.

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

C.I.13 - Other variations not specifically covered
elsewhere in this Annex which involve the submission

of studies to the competent authority

This was an application for a group of variations.

B.II.f.1.b.3 - Stability of FP - Extension of the shelf
life of the finished product - After dilution or
reconstitution (supported by real time data)

B.II.z - Quality change - Finished product - Other

variation

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

the finished or intermediate product - Other variation

07/01/2025

22/11/2024

n/a

SmPC and PL
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