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HEADS OF AGENCIES — CMDh

No updates since December 18%, 2025.

HEADS OF AGENCIES — PAEDIATRIC REGULATION

Article 45 work-sharing: click here

EUROPEAN MEDICINES AGENCY (EMA)

Date

Content

Status

22/12/2025

Medicine: Osvyrti
denosumab

Updated

22/12/2025

Medicine: Aybintio
bevacizumab

Updated

22/12/2025

Medicine: Zemcelpro
allogeneic umbilical cord-derived CD34- cells, non-expanded; dorocubicel

Updated

22/12/2025

Document: HMA-EMA joint Network Data Steering Group meeting - 6
November 2025

New

22/12/2025

Page: Funding

Updated

22/12/2025

Document: List of centrally authorised products with safety-related changes
to the product information

Updated

22/12/2025

Event: EMA roundtable with stakeholders on the 20th anniversary of the
SME Regulation

Updated

22/12/2025

Document: Report - EMA roundtable with stakeholders on the 20th
anniversary of the SME regulation

New

22/12/2025

Event: Joint Heads of Medicines Agencies (HMA)/European Medicines
Agency (EMA) multistakeholder workshop on Patient Registries for
Alzheimer's disease

Updated

Date: 2025-12-29
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http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/osvyrti
https://www.ema.europa.eu/en/medicines/human/EPAR/aybintio
https://www.ema.europa.eu/en/medicines/human/EPAR/zemcelpro
https://www.ema.europa.eu/en/documents/minutes/hma-ema-joint-network-data-steering-group-meeting-6-november-2025_en.pdf
https://www.ema.europa.eu/en/documents/minutes/hma-ema-joint-network-data-steering-group-meeting-6-november-2025_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/governance-reporting/funding
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/events/ema-roundtable-stakeholders-20th-anniversary-sme-regulation
https://www.ema.europa.eu/en/events/ema-roundtable-stakeholders-20th-anniversary-sme-regulation
https://www.ema.europa.eu/en/documents/report/report-ema-roundtable-stakeholders-20th-anniversary-sme-regulation_en.pdf
https://www.ema.europa.eu/en/documents/report/report-ema-roundtable-stakeholders-20th-anniversary-sme-regulation_en.pdf
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-multistakeholder-workshop-patient-registries-alzheimers-disease
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-multistakeholder-workshop-patient-registries-alzheimers-disease
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-multistakeholder-workshop-patient-registries-alzheimers-disease
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NOTICE TO APPLICANTS

No updates since October 30, 2025.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

No updates since December 16, 2025.

BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

No updates since December 16, 2025.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

No updates since December 19, 2025.

PHARMEUROPA TEXTS FOR COMMENT

Information on Pharmeuropa updates will be presented quarterly.

Trotz regelmiBiger Aktualisierung und sorgfiltiger Uberwachung der Veréffentlichungen konnen wir keine Haftung oder Garantie fiir die
Aktualitdt, Richtigkeit und Vollstédndigkeit der hier bereitgestellten Informationen iibernehmen.

Dieser Newsletter enthélt Links zu anderen Websites. Trotz sorgféltiger inhaltlicher Kontrolle iibernehmen wir keine Haftung fiir die Inhalte
externer Links. Fiir den Inhalt der verlinkten Seiten sind ausschlieBlich deren Betreiber verantwortlich.

Despite regular updating and careful monitoring of the publications, we cannot take any responsibility or guarantee for the topicality,
correctness and completeness of the information provided here.

This Newsletter contains links to other websites. Despite careful control of the content we would like to point out that we are not liable for the
contents of external web links. The editors of the respective websites are fully responsible for their contents.
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