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HEADS OF AGENCIES — CMDh

15 September

NEW - 16-18 September CMDh agenda

HEADS OF AGENCIES — PAEDIATRIC REGULATION

Article 45 work-sharing: click here

EUROPEAN MEDICINES AGENCY (EMA)

Date

Content

Status

19/09/2025

Event: Questions and answers clinic on Product Management Service (PMS)
Product User Interface (PUI) and Application Programming Interface (API)
- August 2025

Updated

19/09/2025

Event: Ist EMA/HMA multi-stakeholder forum on EudraVigilance and
signal detection

Updated

19/09/2025

Event: HMA/EMA multi-stakeholder workshop on reporting and

qualification of mechanistic models for regulatory assessment

Updated

19/09/2025

Medicine: Epysqli

Updated

19/09/2025

Medicine: Jubbonti

Updated

19/09/2025

Medicine: Wezenla

Updated

19/09/2025

Medicine: Calquence

Updated

19/09/2025

Medicine: Ordspono

Updated

19/09/2025

Medicine: Tepkinly

Updated

19/09/2025

Medicine: Ervebo

Updated

19/09/2025

Referral: Ixchiq - referral

Updated
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https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2025_09_CMDh_Agenda.pdf
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-august-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-august-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-august-2025
https://www.ema.europa.eu/en/events/1st-ema-hma-multi-stakeholder-forum-eudravigilance-signal-detection
https://www.ema.europa.eu/en/events/1st-ema-hma-multi-stakeholder-forum-eudravigilance-signal-detection
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-reporting-qualification-mechanistic-models-regulatory-assessment
https://www.ema.europa.eu/en/medicines/human/EPAR/epysqli
https://www.ema.europa.eu/en/medicines/human/EPAR/jubbonti
https://www.ema.europa.eu/en/medicines/human/EPAR/wezenla
https://www.ema.europa.eu/en/medicines/human/EPAR/calquence
https://www.ema.europa.eu/en/medicines/human/EPAR/ordspono
https://www.ema.europa.eu/en/medicines/human/EPAR/tepkinly
https://www.ema.europa.eu/en/medicines/human/EPAR/ervebo
https://www.ema.europa.eu/en/medicines/human/referrals/ixchiq

DiaMed GmbH

Regulatory News DIA
Date Content Status
19/09/2025 | Document: EVVet3 EVWeb Production - Release notes Updated
19/09/2025 | Medicine: Enflonsia New
19/09/2025 | Medicine: Imaavy New
19/09/2025 | News: First treatment recommended for rare immunoglobulin-related | New

autoimmune disease
19/09/2025 | Medicine: Acvybra New
19/09/2025 | Medicine: Denosumab Intas New
19/09/2025 | Medicine: Degevma New
19/09/2025 | Medicine: Rivaroxaban Koanaa New
19/09/2025 | Medicine: Ponlimsi New
19/09/2025 | Medicine: Lynkuet New
19/09/2025 | Medicine: Kefdensis New
19/09/2025 | Medicine: Gobivaz New
19/09/2025 | Medicine: Usgena New
19/09/2025 | Medicine: Kyinsu New
19/09/2025 | Medicine: Zvogra New
19/09/2025 | Medicine: Atropine sulfate FGK Updated
19/09/2025 | Medicine: Omforro New
19/09/2025 | Medicine: Tuzodi New
19/09/2025 | Medicine: Lutathera Updated
19/09/2025 | News: Meeting highlights from the Committee for Medicinal Products for | New
Human Use (CHMP) 15-18 September 2025
19/09/2025 | Post-authorisation: Uplizna - opinion on variation to marketing authorisation | New
19/09/2025 | Post-authorisation: Keytruda - opinion on variation to marketing | New
authorisation
19/09/2025 | Post-authorisation: Lunsumio - opinion on variation to marketing | New
authorisation
19/09/2025 | Post-authorisation: Bimervax - opinion on variation to marketing | New
authorisation
19/09/2025 | Post-authorisation: Norvir - opinion on variation to marketing authorisation | New
19/09/2025 | Post-authorisation: Koselugo - opinion on variation to marketing | New
authorisation
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https://www.ema.europa.eu/en/documents/other/evvet3-evweb-production-release-notes_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/enflonsia
https://www.ema.europa.eu/en/medicines/human/EPAR/imaavy
https://www.ema.europa.eu/en/news/first-treatment-recommended-rare-immunoglobulin-related-autoimmune-disease
https://www.ema.europa.eu/en/news/first-treatment-recommended-rare-immunoglobulin-related-autoimmune-disease
https://www.ema.europa.eu/en/medicines/human/EPAR/acvybra
https://www.ema.europa.eu/en/medicines/human/EPAR/denosumab-intas
https://www.ema.europa.eu/en/medicines/human/EPAR/degevma
https://www.ema.europa.eu/en/medicines/human/EPAR/rivaroxaban-koanaa
https://www.ema.europa.eu/en/medicines/human/EPAR/ponlimsi
https://www.ema.europa.eu/en/medicines/human/EPAR/lynkuet
https://www.ema.europa.eu/en/medicines/human/EPAR/kefdensis
https://www.ema.europa.eu/en/medicines/human/EPAR/gobivaz
https://www.ema.europa.eu/en/medicines/human/EPAR/usgena
https://www.ema.europa.eu/en/medicines/human/EPAR/kyinsu
https://www.ema.europa.eu/en/medicines/human/EPAR/zvogra
https://www.ema.europa.eu/en/medicines/human/EPAR/atropine-sulfate-fgk
https://www.ema.europa.eu/en/medicines/human/EPAR/omforro
https://www.ema.europa.eu/en/medicines/human/EPAR/tuzodi
https://www.ema.europa.eu/en/medicines/human/EPAR/lutathera
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-15-18-september-2025
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-15-18-september-2025
https://www.ema.europa.eu/en/medicines/human/variation/uplizna
https://www.ema.europa.eu/en/medicines/human/variation/keytruda-1
https://www.ema.europa.eu/en/medicines/human/variation/keytruda-1
https://www.ema.europa.eu/en/medicines/human/variation/lunsumio
https://www.ema.europa.eu/en/medicines/human/variation/lunsumio
https://www.ema.europa.eu/en/medicines/human/variation/bimervax-0
https://www.ema.europa.eu/en/medicines/human/variation/bimervax-0
https://www.ema.europa.eu/en/medicines/human/variation/norvir
https://www.ema.europa.eu/en/medicines/human/variation/koselugo
https://www.ema.europa.eu/en/medicines/human/variation/koselugo

DiaMed GmbH

Regulatory News DIA
Date Content Status
19/09/2025 | Post-authorisation: Tezspire - opinion on variation to marketing | New
authorisation

19/09/2025 | Post-authorisation: Keytruda - opinion on variation to marketing | New
authorisation

19/09/2025 | Post-authorisation: Dupixent - opinion on variation to marketing | New
authorisation

19/09/2025 | Document: Veterinary Dictionary for Drug Regulatory Activities | Updated
(VeDDRA) dataload friendly file including deprecated terms

19/09/2025 | Event: EMA Cancer Medicines Forum (CMF) meeting with industry | Updated
stakeholders on cancer treatment optimisation

19/09/2025 | Page: The procedure to be followed when a batch of a vaccine finished | Updated
product is suspected to be contaminated with bovine viral diarrhoea virus -
Scientific guideline

19/09/2025 | Page: Duration of immunity achieved by veterinary vaccines - Scientific | Updated
guideline

19/09/2025 | Document: Substances considered as not falling within the scope of | Updated
Regulation (EC) No. 470/2009, with regard to residues of veterinary
medicinal products in foodstuffs of animal origin

19/09/2025 | Document: Procedural advice on appointment and responsibilities of the | Updated
CVMP rapporteur and co-rapporteur in accordance with Article 140(6) of
Regulation (EU) 2019/6, and peer reviewer

19/09/2025 | DHPC: Rapamune - direct healthcare professional communication (DHPC) | New

19/09/2025 | Referral: Finasteride- and dutasteride-containing medicinal products - | Updated
referral

18/09/2025 | Medicine: mResvia Updated

18/09/2025 | Medicine: Zonegran Updated

18/09/2025 | Medicine: Obodence Updated

18/09/2025 | Medicine: Vfend Updated

18/09/2025 | Shortage: Visudyne Updated

18/09/2025 | Medicine: Increlex Updated

18/09/2025 | Medicine: Lyrica Updated

18/09/2025 | Event: ACT EU workshop on ICH E6 R3 (principles and Annex 1) Updated

18/09/2025 | Document: Management Board meeting dates 2026-2027 New

18/09/2025 | Event: Q&A clinic on Substance, Organisation, Referentials Management | Updated
Services

18/09/2025 | Event: Cancer Medicines Forum: June 2025 New

Date: 2025-09-22 3/7


https://www.ema.europa.eu/en/medicines/human/variation/tezspire
https://www.ema.europa.eu/en/medicines/human/variation/tezspire
https://www.ema.europa.eu/en/medicines/human/variation/keytruda-3
https://www.ema.europa.eu/en/medicines/human/variation/keytruda-3
https://www.ema.europa.eu/en/medicines/human/variation/dupixent-1
https://www.ema.europa.eu/en/medicines/human/variation/dupixent-1
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/veterinary-dictionary-drug-regulatory-activities-veddra-dataload-friendly-file-including-deprecated-terms_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/veterinary-dictionary-drug-regulatory-activities-veddra-dataload-friendly-file-including-deprecated-terms_en.xlsx
https://www.ema.europa.eu/en/events/ema-cancer-medicines-forum-cmf-meeting-industry-stakeholders-cancer-treatment-optimisation
https://www.ema.europa.eu/en/events/ema-cancer-medicines-forum-cmf-meeting-industry-stakeholders-cancer-treatment-optimisation
https://www.ema.europa.eu/en/procedure-be-followed-when-batch-vaccine-finished-product-suspected-be-contaminated-bovine-viral-diarrhoea-virus-scientific-guideline
https://www.ema.europa.eu/en/procedure-be-followed-when-batch-vaccine-finished-product-suspected-be-contaminated-bovine-viral-diarrhoea-virus-scientific-guideline
https://www.ema.europa.eu/en/procedure-be-followed-when-batch-vaccine-finished-product-suspected-be-contaminated-bovine-viral-diarrhoea-virus-scientific-guideline
https://www.ema.europa.eu/en/duration-immunity-achieved-veterinary-vaccines-scientific-guideline
https://www.ema.europa.eu/en/duration-immunity-achieved-veterinary-vaccines-scientific-guideline
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/substances-considered-not-falling-within-scope-regulation-ec-no-470-2009-regard-residues-veterinary-medicinal-products-foodstuffs-animal-origin_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/substances-considered-not-falling-within-scope-regulation-ec-no-470-2009-regard-residues-veterinary-medicinal-products-foodstuffs-animal-origin_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/substances-considered-not-falling-within-scope-regulation-ec-no-470-2009-regard-residues-veterinary-medicinal-products-foodstuffs-animal-origin_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-appointment-responsibilities-cvmp-rapporteur-co-rapporteur-accordance-article-1406-regulation-eu-2019-6-peer-reviewer_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-appointment-responsibilities-cvmp-rapporteur-co-rapporteur-accordance-article-1406-regulation-eu-2019-6-peer-reviewer_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-appointment-responsibilities-cvmp-rapporteur-co-rapporteur-accordance-article-1406-regulation-eu-2019-6-peer-reviewer_en.pdf
https://www.ema.europa.eu/en/medicines/dhpc/rapamune
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/medicines/human/EPAR/mresvia
https://www.ema.europa.eu/en/medicines/human/EPAR/zonegran
https://www.ema.europa.eu/en/medicines/human/EPAR/obodence
https://www.ema.europa.eu/en/medicines/human/EPAR/vfend
https://www.ema.europa.eu/en/medicines/human/shortages/visudyne
https://www.ema.europa.eu/en/medicines/human/EPAR/increlex
https://www.ema.europa.eu/en/medicines/human/EPAR/lyrica
https://www.ema.europa.eu/en/events/act-eu-workshop-ich-e6-r3-principles-annex-1
https://www.ema.europa.eu/en/documents/other/management-board-meeting-dates-2026-2027_en.pdf-0
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-services-0
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-services-0
https://www.ema.europa.eu/en/events/cancer-medicines-forum-june-2025

DiaMed GmbH

Regulatory News DIA
Date Content Status
18/09/2025 | Medicine: Leqvio Updated
18/09/2025 | Medicine: Replagal Updated
18/09/2025 | Page: Network Data Steering Group (NDSG) Updated
18/09/2025 | Document: Overview of Network Data Steering Group (NDSG) change | New

management activities 2025-2026
17/09/2025 | Document: Letter of intent for the submission of a worksharing procedure to | Updated

the European Medicines Agency according to Article 65 of Regulation (EU)

2019/6
17/09/2025 | Medicine: Jemperli Updated
17/09/2025 | Medicine: Ogluo Updated
17/09/2025 | Medicine: Roclanda Updated
17/09/2025 | Medicine: Abecma Updated
17/09/2025 | Medicine: Conexxence Updated
17/09/2025 | Document: Quick guide to competing interests for EMA experts New
17/09/2025 | Document: Questions and answers on Implementing Regulation (EU) | Updated

2025/1466: Amendment of Regulation (EU) No 520/2012 and Conclusion

of the Signal Detection in EudraVigilance Pilot by marketing authorisation

holders
17/09/2025 | Document: Article 57 product data Updated
17/09/2025 | Page: Website outages and upgrades Updated
17/09/2025 | Medicine: Cabometyx Updated
17/09/2025 | Event: Workshop on a tailored clinical approach in biosimilar development | Updated
17/09/2025 | Medicine: Viagra Updated
17/09/2025 | Medicine: Revatio Updated
17/09/2025 | Medicine: Pregabalin Viatris Pharma (previously Pregabalin Pfizer) Updated
17/09/2025 | Page: Worksharing of variations (veterinary medicines) Updated
17/09/2025 | Document: UPD registration guide for UI and API users Updated
17/09/2025 | Medicine: Stoboclo Updated
17/09/2025 | Medicine: Bomyntra Updated
17/09/2025 | Medicine: Zirabev Updated
17/09/2025 | EU-M4all: Dengue Tetravalent Vaccine (Live, Attenuated) Takeda - | Updated

opinion on medicine for use outside EU
17/09/2025 | Medicine: Xalkori Updated
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https://www.ema.europa.eu/en/medicines/human/EPAR/leqvio
https://www.ema.europa.eu/en/medicines/human/EPAR/replagal
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/network-data-steering-group-ndsg
https://www.ema.europa.eu/en/documents/other/overview-network-data-steering-group-ndsg-change-management-activities-2025-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/overview-network-data-steering-group-ndsg-change-management-activities-2025-2026_en.pdf
https://www.ema.europa.eu/en/documents/template-form/letter-intent-submission-worksharing-procedure-european-medicines-agency-according-article-65-regulation-eu-2019-6_en.docx
https://www.ema.europa.eu/en/documents/template-form/letter-intent-submission-worksharing-procedure-european-medicines-agency-according-article-65-regulation-eu-2019-6_en.docx
https://www.ema.europa.eu/en/documents/template-form/letter-intent-submission-worksharing-procedure-european-medicines-agency-according-article-65-regulation-eu-2019-6_en.docx
https://www.ema.europa.eu/en/medicines/human/EPAR/jemperli
https://www.ema.europa.eu/en/medicines/human/EPAR/ogluo
https://www.ema.europa.eu/en/medicines/human/EPAR/roclanda
https://www.ema.europa.eu/en/medicines/human/EPAR/abecma
https://www.ema.europa.eu/en/medicines/human/EPAR/conexxence
https://www.ema.europa.eu/en/documents/leaflet/quick-guide-competing-interests-ema-experts_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementing-regulation-eu-2025-1466-amendment-regulation-eu-no-520-2012-conclusion-signal-detection-eudravigilance-pilot-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementing-regulation-eu-2025-1466-amendment-regulation-eu-no-520-2012-conclusion-signal-detection-eudravigilance-pilot-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementing-regulation-eu-2025-1466-amendment-regulation-eu-no-520-2012-conclusion-signal-detection-eudravigilance-pilot-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementing-regulation-eu-2025-1466-amendment-regulation-eu-no-520-2012-conclusion-signal-detection-eudravigilance-pilot-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/about-us/about-website/website-outages-upgrades
https://www.ema.europa.eu/en/medicines/human/EPAR/cabometyx
https://www.ema.europa.eu/en/events/workshop-tailored-clinical-approach-biosimilar-development
https://www.ema.europa.eu/en/medicines/human/EPAR/viagra
https://www.ema.europa.eu/en/medicines/human/EPAR/revatio
https://www.ema.europa.eu/en/medicines/human/EPAR/pregabalin-viatris-pharma
https://www.ema.europa.eu/en/veterinary-regulatory-overview/post-authorisation-veterinary-medicines/worksharing-variations-veterinary-medicines
https://www.ema.europa.eu/en/documents/other/upd-registration-guide-ui-api-users_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/stoboclo
https://www.ema.europa.eu/en/medicines/human/EPAR/bomyntra
https://www.ema.europa.eu/en/medicines/human/EPAR/zirabev
https://www.ema.europa.eu/en/opinion-medicine-use-outside-EU/human/dengue-tetravalent-vaccine-live-attenuated-takeda
https://www.ema.europa.eu/en/opinion-medicine-use-outside-EU/human/dengue-tetravalent-vaccine-live-attenuated-takeda
https://www.ema.europa.eu/en/medicines/human/EPAR/xalkori

DiaMed GmbH

Regulatory News DIA
Date Content Status
17/09/2025 | Event: First European Medicines Agency (EMA) and Association of | Updated

Clinical Research Organizations (ACRO) bilateral meeting
17/09/2025 | Medicine: Vyndagel Updated
17/09/2025 | Medicine: Rapamune Updated
17/09/2025 | Medicine: Pemetrexed Pfizer (previously Pemetrexed Hospira) Updated
17/09/2025 | Medicine: Mylotarg Updated
17/09/2025 | Medicine: Levetiracetam Hospira Updated
17/09/2025 | Medicine: Elrexfio Updated
17/09/2025 | Medicine: Daptomycin Hospira Updated
17/09/2025 | Medicine: Besponsa Updated
17/09/2025 | Medicine: Emblaveo Updated
17/09/2025 | Medicine: Attrogy Updated
16/09/2025 | Document: EU Implementation Guide (IG) on veterinary medicines product | Updated
data in the Union Product Database - Chapter 2: Format for the electronic
submission of veterinary medicinal product information
16/09/2025 | Medicine: Tevimbra Updated
16/09/2025 | Page: Mpox Updated
16/09/2025 | Orphan: EU/3/07/434 - orphan designation for treatment of Leber's | Updated
hereditary optic neuropathy
16/09/2025 | Orphan: EU/3/12/1063 - orphan designation for treatment of multiple | Updated
myeloma
16/09/2025 | Event: LinkedIn Live: Smarter trials, stronger Europe. New targets for | New
clinical research.
16/09/2025 | Page: Human Medicines Updated
16/09/2025 | Document: Organisation chart: Human Medicines Updated
15/09/2025 | Medicine: Baqsimi Updated
15/09/2025 | Event: Committee for Advanced Therapies (CAT) workshop on gene editing | Updated
15/09/2025 | Medicine: Emselex Updated
15/09/2025 | Event: Committee for Medicinal Products for Human Use (CHMP): 15-18 | Updated
September 2025
15/09/2025 | Document: Annex to agenda of the CHMP meeting 15-18 September 2025 | New
15/09/2025 | Document: Agenda of the CHMP meeting 15-18 September 2025 New
15/09/2025 | Page: Scientific Advisory Group on Immune and Inflammatory Diseases Updated
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https://www.ema.europa.eu/en/events/first-european-medicines-agency-ema-association-clinical-research-organizations-acro-bilateral-meeting
https://www.ema.europa.eu/en/events/first-european-medicines-agency-ema-association-clinical-research-organizations-acro-bilateral-meeting
https://www.ema.europa.eu/en/medicines/human/EPAR/vyndaqel
https://www.ema.europa.eu/en/medicines/human/EPAR/rapamune
https://www.ema.europa.eu/en/medicines/human/EPAR/pemetrexed-pfizer
https://www.ema.europa.eu/en/medicines/human/EPAR/mylotarg
https://www.ema.europa.eu/en/medicines/human/EPAR/levetiracetam-hospira
https://www.ema.europa.eu/en/medicines/human/EPAR/elrexfio
https://www.ema.europa.eu/en/medicines/human/EPAR/daptomycin-hospira
https://www.ema.europa.eu/en/medicines/human/EPAR/besponsa
https://www.ema.europa.eu/en/medicines/human/EPAR/emblaveo
https://www.ema.europa.eu/en/medicines/human/EPAR/attrogy
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-2-format-electronic-submission-veterinary-medicinal-product-information_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-2-format-electronic-submission-veterinary-medicinal-product-information_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-2-format-electronic-submission-veterinary-medicinal-product-information_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/tevimbra
https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/mpox
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-07-434
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-07-434
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-12-1063
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-12-1063
https://www.ema.europa.eu/en/events/linkedin-live-smarter-trials-stronger-europe-new-targets-clinical-research
https://www.ema.europa.eu/en/events/linkedin-live-smarter-trials-stronger-europe-new-targets-clinical-research
https://www.ema.europa.eu/en/about-us/who-we-are/human-medicines
https://www.ema.europa.eu/en/documents/other/organisation-chart-human-medicines_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/baqsimi
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-workshop-gene-editing
https://www.ema.europa.eu/en/medicines/human/EPAR/emselex
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-15-18-september-2025
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-15-18-september-2025
https://www.ema.europa.eu/en/documents/agenda/annex-agenda-chmp-meeting-15-18-september-2025_en.xlsx
https://www.ema.europa.eu/en/documents/agenda/agenda-chmp-meeting-15-18-september-2025_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp-working-parties-other-groups/scientific-advisory-group-immune-inflammatory-diseases

DiaMed GmbH

Regulatory News DIA
Date Content Status
15/09/2025 | Document: Public call for expression of interest for experts to become | Updated

members of the European Medicines Agency's Scientific Advisory Group

on Immune and Inflammatory Diseases
15/09/2025 | Medicine: Takhzyro Updated
15/09/2025 | Medicine: Locametz Updated
15/09/2025 | Medicine: Thalidomide Lipomed Updated
15/09/2025 | Document: Network Portfolio Roadmap Updated

NOTICE TO APPLICANTS

No updates since September 03, 2025.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

Date

Title

17.09.2025

Wirkstoffkombination Acetylsalicylsiure/Bisoprolol

Acetylsalicylsdure/Bisoprolol infolge des Europdischen PSUR Single

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom
24.07.2025 betreffend die Zulassungen fiir Humanarzneimittel mit der

Das BfArM veroffentlicht den Umsetzungsbescheid fiir die Wirkstoftkombination

Assessment Verfahrens nach Artikel 107d) bis g) der Richtlinie 2001/83/EG.

16.09.2025

Verhaltensweisen

Wirkstoff: Finasterid, Dutasterid

national um.

Finasterid- und dutasteridhaltige Arzneimittel: Suizidale Gedanken und

Das Bundesinstitut fiir Arzneimittel und Medizinprodukte (BfArM) setzt mit
Bescheid vom 09.09.2025 den Durchfiihrungsbeschluss der EU-Kommission

BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

No updates since August 26™, 2025.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

Date

Title

18.09.2025

Rote-Hand-Brief: Ixchiq (Chikungunya-Impfstoff)

Date: 2025-09-22

6/7


https://www.ema.europa.eu/en/documents/other/public-call-expression-interest-experts-become-members-european-medicines-agencys-scientific-advisory-group-immune-inflammatory-diseases_en.pdf
https://www.ema.europa.eu/en/documents/other/public-call-expression-interest-experts-become-members-european-medicines-agencys-scientific-advisory-group-immune-inflammatory-diseases_en.pdf
https://www.ema.europa.eu/en/documents/other/public-call-expression-interest-experts-become-members-european-medicines-agencys-scientific-advisory-group-immune-inflammatory-diseases_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/takhzyro
https://www.ema.europa.eu/en/medicines/human/EPAR/locametz
https://www.ema.europa.eu/en/medicines/human/EPAR/thalidomide-lipomed
https://www.ema.europa.eu/en/documents/other/network-portfolio-roadmap_en.pdf
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Acetylsalicylsaeure-Bisoprolol-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Acetylsalicylsaeure-Bisoprolol-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Acetylsalicylsaeure-Bisoprolol-CMDh-Beschluss.html
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.pei.de/DE/newsroom/veroffentlichungen-arzneimittel/sicherheitsinformationen-human/2025/ablage2025/2025-09-18-rhb-ixchiq.html?nn=169638
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PHARMEUROPA 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
Aktualitdt, Richtigkeit und Vollstédndigkeit der hier bereitgestellten Informationen tibernehmen.

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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