
BEMARA
Bemarituzumab in patients with FGFR2b-positive advanced or metastatic
adenocarcinoma of the stomach or gastroesophagealjunction, who failed at
Ieast one prior Iine of palliative chemotherapy - The IKF-AIO-BEMARA Phase lla
trial

Public declaration regarding the manufacture and use of in-house devices by
health institutions (in accordance with Annex A of MDCG 2023-011

EU CT number:
Sponsor's Protocol Code:

Nanie of health institution:

Address:

2024-512484-31-40
BEMARA

lnstitut für Pathologie der Universitätsmedizin der
Johannes Gutenberg-Universität Mainz

Langenbeckstraße 1

55131 Mainz

We, the lnstitut für Pathologie der Universitätsmedizin der Johannes Gutenberg-

Universität Mainz as Central Pathology in the above mentioned trial, declare that the

devices described in the accompanying table will only be manufactured and used

within the lnstitut für Pathologie der Universitätsmedizin der Johannes Gutenberg-

Universität Mainz and will meet the applicable general safety and performance

requirements (GSPR) of the medical devices Regulation (EU 20171745) or of the tn

vitro diagnostic medical devices Regulation (EU 20171746). A reasoned justification

would be provided in case applicable general safety and performance requirements

were not fully met.
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