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HEADS OF AGENCIES — CMDh
27 August
UPDATE - Contact Points
HEADS OF AGENCIES — PAEDIATRIC REGULATION
Article 45 work-sharing: click here
EUROPEAN MEDICINES AGENCY (EMA)
Date Content Status
01/09/2025 | Event: European Platform for Regulatory Science Research meeting | New
September 2025
01/09/2025 | Referral: Finasteride- and dutasteride-containing medicinal products - | Updated
referral
01/09/2025 | Document: Organisation chart: Administration and Corporate Management | Updated
29/08/2025 | Medicine: Nintedanib Accord Updated
29/08/2025 | Medicine: Jakavi Updated
29/08/2025 | Medicine: Darzalex Updated
29/08/2025 | Medicine: Talzenna Updated
29/08/2025 | Document: Minutes of the CAT meeting 11-13 June 2025 New
29/08/2025 | Medicine: Nubega Updated
29/08/2025 | Medicine: Vevzuo Updated
29/08/2025 | Document: List of centrally authorised products with safety-related changes | Updated
to the product information
29/08/2025 | Medicine: Jeraygo Updated
29/08/2025 | Medicine: Spexotras Updated
29/08/2025 | Shortage: Dynastat Updated
28/08/2025 | Medicine: Rivaroxaban Accord Updated
28/08/2025 | Medicine: Pyzchiva Updated
28/08/2025 | Medicine: Zolgensma Updated
28/08/2025 | Medicine: Attrogy Updated
28/08/2025 | Page: Good pharmacovigilance practices (GVP) Updated
28/08/2025 | Medicine: Afinitor Updated
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https://www.hma.eu/human-medicines/cmdh/contact-points.html
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting-september-2025
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting-september-2025
https://www.ema.europa.eu/en/medicines/human/referrals/finasteride-dutasteride-containing-medicinal-products
https://www.ema.europa.eu/en/medicines/human/referrals/finasteride-dutasteride-containing-medicinal-products
https://www.ema.europa.eu/en/documents/other/organisation-chart-administration-corporate-management_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/nintedanib-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/jakavi
https://www.ema.europa.eu/en/medicines/human/EPAR/darzalex
https://www.ema.europa.eu/en/medicines/human/EPAR/talzenna
https://www.ema.europa.eu/en/documents/minutes/minutes-cat-meeting-11-13-june-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/nubeqa
https://www.ema.europa.eu/en/medicines/human/EPAR/vevzuo
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/medicines/human/EPAR/jeraygo
https://www.ema.europa.eu/en/medicines/human/EPAR/spexotras
https://www.ema.europa.eu/en/medicines/human/shortages/dynastat
https://www.ema.europa.eu/en/medicines/human/EPAR/rivaroxaban-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/pyzchiva
https://www.ema.europa.eu/en/medicines/human/EPAR/zolgensma
https://www.ema.europa.eu/en/medicines/human/EPAR/attrogy
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/good-pharmacovigilance-practices-gvp
https://www.ema.europa.eu/en/medicines/human/EPAR/afinitor
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Date Content Status
28/08/2025 | Page: Pre-authorisation guidance under the Veterinary Medicinal Products | Updated

Regulation (Regulation (EU) 2019/6)
28/08/2025 | Medicine: Sarclisa Updated
27/08/2025 | Medicine: Icatibant Accord Updated
27/08/2025 | Medicine: Nilotinib Accord Updated
27/08/2025 | Medicine: Tabrecta Updated
27/08/2025 | Medicine: Laventair Ellipta (previously Laventair) Updated
27/08/2025 | Medicine: Roteas Updated
27/08/2025 | Medicine: Lixiana Updated
27/08/2025 | Medicine: Kyntheum Updated
27/08/2025 | Medicine: Itovebi Updated
27/08/2025 | Shortage: Zypadhera Updated
27/08/2025 | Medicine: Enzalutamide Viatris Updated
27/08/2025 | Medicine: Betmiga Updated
27/08/2025 | Medicine: Pregabalin Accord Updated
27/08/2025 | Event: 14th industry stakeholder platform on research and development | Updated
support
27/08/2025 | Document: Highlight report from the 14th Industry stakeholder platform on | New
research and development support
27/08/2025 | Document: Minutes - PDCO minutes of the 17-20 June 2025 meeting New
27/08/2025 | Medicine: Felisecto Plus Updated
27/08/2025 | Medicine: Revolade Updated
26/08/2025 | Medicine: Iscover Updated
26/08/2025 | Medicine: Dimethyl fumarate Accord Updated
26/08/2025 | Medicine: Ocrevus Updated
26/08/2025 | Medicine: Zykadia Updated
26/08/2025 | Medicine: Klisyri Updated
26/08/2025 | Page: Assessment templates and guidance Updated
26/08/2025 | Page: Development of the Clinical Trials Information System Updated
26/08/2025 | Page: Clinical Trials Regulation: progress on implementation Updated
26/08/2025 | Medicine: Bosulif Updated
26/08/2025 | Page: Accessibility Updated
26/08/2025 | Page: Website outages and upgrades Updated
26/08/2025 | Shortage: Biltricide New
26/08/2025 | Medicine: Winlevi Updated
25/08/2025 | Medicine: Trugap Updated
25/08/2025 | Medicine: Tyverb Updated
25/08/2025 | Medicine: Sunosi Updated
25/08/2025 | Event: Meeting of the Executive Steering Group on Shortages and Safety of | Updated
Medicinal Products (MSSG) — July 2025
25/08/2025 | Medicine: Galafold Updated
25/08/2025 | Medicine: Rotarix Updated

NOTICE TO APPLICANTS

No updates since July 07, 2025.
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https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
https://www.ema.europa.eu/en/medicines/human/EPAR/sarclisa
https://www.ema.europa.eu/en/medicines/human/EPAR/icatibant-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/nilotinib-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/tabrecta
https://www.ema.europa.eu/en/medicines/human/EPAR/laventair-ellipta
https://www.ema.europa.eu/en/medicines/human/EPAR/roteas
https://www.ema.europa.eu/en/medicines/human/EPAR/lixiana
https://www.ema.europa.eu/en/medicines/human/EPAR/kyntheum
https://www.ema.europa.eu/en/medicines/human/EPAR/itovebi
https://www.ema.europa.eu/en/medicines/human/shortages/zypadhera
https://www.ema.europa.eu/en/medicines/human/EPAR/enzalutamide-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/betmiga
https://www.ema.europa.eu/en/medicines/human/EPAR/pregabalin-accord
https://www.ema.europa.eu/en/events/14th-industry-stakeholder-platform-research-development-support
https://www.ema.europa.eu/en/events/14th-industry-stakeholder-platform-research-development-support
https://www.ema.europa.eu/en/documents/report/highlight-report-14th-industry-stakeholder-platform-research-development-support_en.pdf
https://www.ema.europa.eu/en/documents/report/highlight-report-14th-industry-stakeholder-platform-research-development-support_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-pdco-minutes-17-20-june-2025-meeting_en.xlsx
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/felisecto-plus
https://www.ema.europa.eu/en/medicines/human/EPAR/revolade
https://www.ema.europa.eu/en/medicines/human/EPAR/iscover
https://www.ema.europa.eu/en/medicines/human/EPAR/dimethyl-fumarate-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/ocrevus
https://www.ema.europa.eu/en/medicines/human/EPAR/zykadia
https://www.ema.europa.eu/en/medicines/human/EPAR/klisyri
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/assessment-templates-guidance
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system/development-clinical-trials-information-system
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-regulation/clinical-trials-regulation-progress-implementation
https://www.ema.europa.eu/en/medicines/human/EPAR/bosulif
https://www.ema.europa.eu/en/about-us/about-website/accessibility
https://www.ema.europa.eu/en/about-us/about-website/website-outages-upgrades
https://www.ema.europa.eu/en/medicines/human/shortages/biltricide
https://www.ema.europa.eu/en/medicines/human/EPAR/winlevi
https://www.ema.europa.eu/en/medicines/human/EPAR/truqap
https://www.ema.europa.eu/en/medicines/human/EPAR/tyverb
https://www.ema.europa.eu/en/medicines/human/EPAR/sunosi
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-july-2025
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-july-2025
https://www.ema.europa.eu/en/medicines/human/EPAR/galafold
https://www.ema.europa.eu/en/medicines/human/EPAR/rotarix
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BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

Date

Title

01.09.2025

Finasterid- und dutasteridhaltige Arzneimittel: Suizidale Gedanken und
Verhaltensweisen

Wirkstoff: Finasterid, Dutasterid

Der Durchfiihrungsbeschluss der Europdischen Kommission ist veroffentlicht.

29.08.2025

Rote-Hand-Brief zu Lipidem Emulsion zur Infusion der Firma B. Braun
Melsungen: subvisuelle Agglomerate, Verwendung eines Infusionsfilters fiir
Fettemulsionen

Wirkstoff: Raffiniertes Sojadl, Mittelkettige Triglyceride, Omega-3-Sauren-
Triglyceride

Die Firma B. Braun Melsungen AG informiert tiber Agglomerate aus
tropfchenartigen Strukturen, die in einzelnen Chargen des Arzneimittels festgestellt
wurden.

28.08.2025

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom
19.06.2025 betreffend die Zulassungen fiir Humanarzneimittel mit dem/den
Wirkstoff/Wirkstoffkombinationen Miconazol, Hydrocortison/Miconazolnitrat,
Miconazolnitrat/Zinkoxid

Das BfArM veroffentlicht den Umsetzungsbescheid fiir den Wirkstoff/die
Wirkstoffkombinationen Miconazol, Hydrocortison/Miconazolnitrat,
Miconazolnitrat/Zinkoxid infolge des Europédischen PSUR Single
Assessment Verfahrens nach Artikel 107d) bis g) der Richtlinie 2001/83/EG.

25.08.2025

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe
EMA/CMDh/162039/2025 vom 22.05.2025 betreffend die Zulassungen fiir
Humanarzneimittel mit dem Wirkstoff Levosimendan

Das BfArM veroffentlicht den Umsetzungsbescheid fiir den Wirkstoff
Levosimendan infolge des Europdischen PSUR Single Assessment Verfahrens nach
Artikel 107d) bis g) der Richtlinie 2001/83/EG.

BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

Date Title

26.08.2025 | Wissenswertes zu DiGA
Weitere Informationen fiir das Schreiben der DiGA in die ePA/Implementierung der
GesundheitsID wurden ergénzt.

26.08.2025 Authentifizierung im DiGA-/DiPA-Antragsportal iiber Zertifikate
Authentifizierung im DiGA-/DiPA-Antragsportal tiber Zertifikate
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https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/a-f/finasterid.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/a-f/finasterid.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2025/rhb-lipidem.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2025/rhb-lipidem.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2025/rhb-lipidem.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Miconazol2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Miconazol2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Miconazol2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Miconazol2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/g-l/Levosimendan2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/g-l/Levosimendan2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/g-l/Levosimendan2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Medizinprodukte/Aufgaben/DiGA-und-DiPA/DiGA/Wissenswertes/_artikel.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/diga_dipa_anleitung_authentifizierung.html
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PEI - VIGILANZ (SPECIFIC FOR GERMANY)

No updates since May 22", 2025.

PHARMEUROQOPA TEXTS FOR COMMENT

Information on Pharmeuropa updates will be presented quarterly.

Trotz regelmiBiger Aktualisierung und sorgfiltiger Uberwachung der Verdffentlichungen kénnen wir keine Haftung oder Garantie fiir die
Aktualitit, Richtigkeit und Vollsténdigkeit der hier bereitgestellten Informationen iibernehmen.

Dieser Newsletter enthélt Links zu anderen Websites. Trotz sorgfiltiger 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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