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HEADS OF AGENCIES – CMDh 

 

16 September 

• CORRECTION - 24-25 February CMDh minutes 

 

14 September 

• NEW - 15-17 September CMDh Agenda 

 

 

HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 

Article 45 work-sharing: click here 

 

 

EUROPEAN MEDICINES AGENCY (EMA) 

 

Date Content Status 

18/09/2026 Document: Programme of the 2026 annual meeting of the European 

network of paediatric research at EMA (EnprEMA) 

Updated 

18/09/2026 Medicine: Nucalamepolizumab Updated 

18/09/2026 Medicine: Steqeymaustekinumab Updated 

18/09/2026 Medicine: Avtozmatocilizumab Updated 

18/09/2026 Post-authorisation: Enhertu - opinion on variation to marketing 

authorisationtrastuzumab deruxtecan 

New 

18/09/2026 Event: Quarterly System Demo - Q3 2026 Updated 

18/09/2026 Document: MedDRA important medical event terms list - version 29.1 Updated 

18/09/2026 Page: User safety for pharmaceutical veterinary medicinal products - 

Scientific guideline 

Updated 

18/09/2026 Document: Organisation chart: Human Medicines Updated 

18/09/2026 Document: Draft guideline on user safety for pharmaceutical veterinary 

medicinal products - Revision 2 

New 

18/09/2026 Page: User safety of topically administered products - Scientific guideline Updated 

18/09/2026 Document: Pharmacovigilance-related regulatory recommendations for 

centrally authorised veterinary medicinal products during 2026 

Updated 

18/09/2026 Document: Draft guideline on user safety of topically administered 

veterinary medicinal products - Revision 1 

New 

18/09/2026 Document: Highlight report - Combination Products Operational Group 

(COMBO) - Medical Devices stream - July 2026 

New 

https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html#c7861
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/documents/agenda/programme-2026-annual-meeting-european-network-paediatric-research-ema-enprema_en.pdf
https://www.ema.europa.eu/en/documents/agenda/programme-2026-annual-meeting-european-network-paediatric-research-ema-enprema_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/nucala
https://www.ema.europa.eu/en/medicines/human/EPAR/steqeyma
https://www.ema.europa.eu/en/medicines/human/EPAR/avtozma
https://www.ema.europa.eu/en/medicines/human/variation/enhertu-0
https://www.ema.europa.eu/en/medicines/human/variation/enhertu-0
https://www.ema.europa.eu/en/events/quarterly-system-demo-q3-2026
https://www.ema.europa.eu/en/documents/other/meddra-important-medical-event-terms-list-version-29-0_en.xlsx
https://www.ema.europa.eu/en/user-safety-pharmaceutical-veterinary-medicinal-products-scientific-guideline
https://www.ema.europa.eu/en/user-safety-pharmaceutical-veterinary-medicinal-products-scientific-guideline
https://www.ema.europa.eu/en/documents/other/organisation-chart-human-medicines_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-user-safety-pharmaceutical-veterinary-medicinal-products-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-user-safety-pharmaceutical-veterinary-medicinal-products-revision-2_en.pdf
https://www.ema.europa.eu/en/user-safety-topically-administered-products-scientific-guideline
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal-products-during-2026_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal-products-during-2026_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-user-safety-topically-administered-veterinary-medicinal-products-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-user-safety-topically-administered-veterinary-medicinal-products-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/report/highlight-report-combination-products-operational-group-combo-medical-devices-stream-july-2026_en.pdf
https://www.ema.europa.eu/en/documents/report/highlight-report-combination-products-operational-group-combo-medical-devices-stream-july-2026_en.pdf


DiaMed GmbH 

Regulatory News 

 

 

 

Date: 2026-09-21  2/5 

Date Content Status 

18/09/2026 Event: Regulatory sandboxes: Joint European Commission (EC) / 

European Medicines Agency (EMA) multi-stakeholder workshop 

Updated 

18/09/2026 Event: EMA annual call with General Practitioner Organisations' 

representatives 

New 

18/09/2026 Document: Antimicrobial Sales and Use (ASU) Platform: Release notes Updated 

18/09/2026 Shortage: Dynastatparecoxib Updated 

18/09/2026 Shortage: NexoBridconcentrate of proteolytic enzymes enriched in 

bromelain 

Updated 

18/09/2026 Event: Workshop on advancing proof-of-concept data in paediatric 

oncology drug development 

Updated 

18/09/2026 Medicine: Povofortaypovorcitinib New 

18/09/2026 Medicine: Pebrilzopertuzumab New 

18/09/2026 Medicine: Adcomfoomalizumab New 

18/09/2026 Medicine: Ruxolitinib Zentivaruxolitinib New 

18/09/2026 Medicine: Inijaqtofacitinib New 

18/09/2026 Medicine: Zeydovioglepaglutide New 

18/09/2026 Medicine: Sepalnasenaparib New 

18/09/2026 Medicine: Frehemgodenecimig New 

18/09/2026 Medicine: Lifyorlirelacorilant New 

18/09/2026 Post-authorisation: Anzupgo - opinion on variation to marketing 

authorisationdelgocitinib 

New 

18/09/2026 Post-authorisation: Cosentyx - opinion on variation to marketing 

authorisationsecukinumab 

New 

18/09/2026 Post-authorisation: Ocrevus - opinion on variation to marketing 

authorisationocrelizumab 

New 

18/09/2026 Medicine: XervytegAllogeneic faecal microbiota, pooled Updated 

18/09/2026 Medicine: VaxRabeorabies vaccine (inactivated) for human New 

18/09/2026 Referral: Ipidacrine-containing medicinal products - referralipidacrine Updated 

18/09/2026 Referral: Sodium oxybate-containing syrup and oral solution for alcohol 

dependence - referralsodium oxybate 

Updated 

18/09/2026 News: Benefits of sodium oxybate continue to outweigh risks in people 

with alcohol dependency 

New 

18/09/2026 News: EMA concludes review of ipidacrine-containing medicines New 

18/09/2026 News: Meeting highlights from the Committee for Medicinal Products for 

Human Use (CHMP) 14-17 September 2026 

New 

18/09/2026 Post-authorisation: Keytruda - opinion on variation to marketing 

authorisationpembrolizumab 

New 

18/09/2026 Post-authorisation: Pradaxa - opinion on variation to marketing 

authorisationdabigatran etexilate 

New 

18/09/2026 Post-authorisation: Kaftrio - withdrawal of application for variation to 

marketing authorisationivacaftor; tezacaftor; elexacaftor 

New 

18/09/2026 Post-authorisation: Kalydeco - withdrawal of application for variation to 

marketing authorisationivacaftor 

New 

18/09/2026 Post-authorisation: Alhemo - withdrawal of application for variation to 

marketing authorisationconcizumab 

New 

18/09/2026 Post-authorisation: Abiraterone Mylan - opinion on variation to 

marketing authorisationabiraterone acetate 

New 

18/09/2026 Post-authorisation: Jyseleca - opinion on variation to marketing 

authorisationfilgotinib 

New 

18/09/2026 Post-authorisation: Sogroya - opinion on variation to marketing 

authorisationsomapacitan 

Updated 

18/09/2026 Post-authorisation: Tecvayli - opinion on variation to marketing 

authorisationteclistamab 

New 

https://www.ema.europa.eu/en/events/regulatory-sandboxes-joint-european-commission-ec-european-medicines-agency-ema-multi-stakeholder-workshop
https://www.ema.europa.eu/en/events/regulatory-sandboxes-joint-european-commission-ec-european-medicines-agency-ema-multi-stakeholder-workshop
https://www.ema.europa.eu/en/events/ema-annual-call-general-practitioner-organisations-representatives
https://www.ema.europa.eu/en/events/ema-annual-call-general-practitioner-organisations-representatives
https://www.ema.europa.eu/en/documents/other/antimicrobial-sales-use-asu-platform-release-notes_en.pdf
https://www.ema.europa.eu/en/medicines/human/shortages/dynastat
https://www.ema.europa.eu/en/medicines/human/shortages/nexobrid
https://www.ema.europa.eu/en/events/workshop-advancing-proof-concept-data-paediatric-oncology-drug-development
https://www.ema.europa.eu/en/events/workshop-advancing-proof-concept-data-paediatric-oncology-drug-development
https://www.ema.europa.eu/en/medicines/human/EPAR/povofortay
https://www.ema.europa.eu/en/medicines/human/EPAR/pebrilzo
https://www.ema.europa.eu/en/medicines/human/EPAR/adcomfo
https://www.ema.europa.eu/en/medicines/human/EPAR/ruxolitinib-zentiva
https://www.ema.europa.eu/en/medicines/human/EPAR/inijaq
https://www.ema.europa.eu/en/medicines/human/EPAR/zeydovio
https://www.ema.europa.eu/en/medicines/human/EPAR/sepalna
https://www.ema.europa.eu/en/medicines/human/EPAR/frehemgo
https://www.ema.europa.eu/en/medicines/human/EPAR/lifyorli
https://www.ema.europa.eu/en/medicines/human/variation/anzupgo
https://www.ema.europa.eu/en/medicines/human/variation/anzupgo
https://www.ema.europa.eu/en/medicines/human/variation/cosentyx
https://www.ema.europa.eu/en/medicines/human/variation/cosentyx
https://www.ema.europa.eu/en/medicines/human/variation/ocrevus
https://www.ema.europa.eu/en/medicines/human/variation/ocrevus
https://www.ema.europa.eu/en/medicines/human/EPAR/xervyteg
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxrabeo
https://www.ema.europa.eu/en/medicines/human/referrals/ipidacrine-containing-medicinal-products
https://www.ema.europa.eu/en/medicines/human/referrals/sodium-oxybate-containing-syrup-oral-solution-alcohol-dependence
https://www.ema.europa.eu/en/medicines/human/referrals/sodium-oxybate-containing-syrup-oral-solution-alcohol-dependence
https://www.ema.europa.eu/en/news/benefits-sodium-oxybate-continue-outweigh-risks-people-alcohol-dependency
https://www.ema.europa.eu/en/news/benefits-sodium-oxybate-continue-outweigh-risks-people-alcohol-dependency
https://www.ema.europa.eu/en/news/ema-concludes-review-ipidacrine-containing-medicines
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-14-17-september-2026
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-14-17-september-2026
https://www.ema.europa.eu/en/medicines/human/variation/keytruda-2
https://www.ema.europa.eu/en/medicines/human/variation/keytruda-2
https://www.ema.europa.eu/en/medicines/human/variation/pradaxa
https://www.ema.europa.eu/en/medicines/human/variation/pradaxa
https://www.ema.europa.eu/en/medicines/human/variation/kaftrio
https://www.ema.europa.eu/en/medicines/human/variation/kaftrio
https://www.ema.europa.eu/en/medicines/human/variation/kalydeco
https://www.ema.europa.eu/en/medicines/human/variation/kalydeco
https://www.ema.europa.eu/en/medicines/human/variation/alhemo
https://www.ema.europa.eu/en/medicines/human/variation/alhemo
https://www.ema.europa.eu/en/medicines/human/variation/abiraterone-mylan
https://www.ema.europa.eu/en/medicines/human/variation/abiraterone-mylan
https://www.ema.europa.eu/en/medicines/human/variation/jyseleca
https://www.ema.europa.eu/en/medicines/human/variation/jyseleca
https://www.ema.europa.eu/en/medicines/human/variation/sogroya
https://www.ema.europa.eu/en/medicines/human/variation/sogroya
https://www.ema.europa.eu/en/medicines/human/variation/tecvayli
https://www.ema.europa.eu/en/medicines/human/variation/tecvayli
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Date Content Status 

18/09/2026 Page: Veterinary good pharmacovigilance practices (VGVP) Updated 

18/09/2026 Document: Draft guideline on veterinary good pharmacovigilance 

practices (VGVP) Module: Signal Management - Revision 1 

New 

18/09/2026 Post-authorisation: Padcev - opinion on variation to marketing 

authorisationenfortumab vedotin 

New 

18/09/2026 Document: Antimicrobial Sales and Use (ASU) - Use data template Updated 

18/09/2026 Document: Antimicrobial Sales and Use (ASU) - Sales data template Updated 

18/09/2026 Page: Clinical investigation of medicinal products for the treatment of 

systemic sclerosis 

Updated 

18/09/2026 Document: Draft reflection paper on the clinical investigation of 

medicinal products for the treatment of systemic sclerosis 

New 

18/09/2026 Page: Questions and answers on post approval change management 

protocols (veterinary) - Scientific guideline 

New 

18/09/2026 Document: Questions and answers on post approval change management 

protocols for veterinary medicinal products 

New 

18/09/2026 Page: Guideline on the summary of product characteristics (SPC) for 

veterinary medicinal products containing antimicrobial substances - 

Scientific guideline 

Updated 

18/09/2026 Document: Concept paper on the revision of the CVMP guideline on the 

summary of product characteristics (SPC) for veterinary medicinal 

products containing antimicrobial substances (EMA/CVMP/383441/2005-

Rev.1 Corr.1) 

New 

17/09/2026 Medicine: Grasustekpegfilgrastim Updated 

17/09/2026 Medicine: Finteplafenfluramine Updated 

17/09/2026 Medicine: Vevzuodenosumab Updated 

17/09/2026 Medicine: Denbraycedenosumab Updated 

17/09/2026 Medicine: Paxneuryguanfacine Updated 

17/09/2026 Medicine: Qinlockripretinib Updated 

17/09/2026 Medicine: Olumiantbaricitinib Updated 

17/09/2026 Document: Plasma master file timetable: 60-day - Period 2026-2028 Updated 

17/09/2026 Document: Plasma master file timetable: 30-day - Period 2026-2028 Updated 

16/09/2026 Page: Electronic product information (ePI) Updated 

16/09/2026 Medicine: Mepactmifamurtide Updated 

16/09/2026 Page: ICH E14/S7B (R1) Q&As: The clinical evaluation of QT/ QTc 

interval prolongation and proarrhythmic potential for non-antiarrhythmic 

drugs - Questions and Answers 

Updated 

16/09/2026 Page: Scientific publications Updated 

16/09/2026 Medicine: Wezenlaustekinumab Updated 

16/09/2026 Medicine: Procysbimercaptamine Updated 

16/09/2026 Medicine: Ontruzanttrastuzumab Updated 

16/09/2026 Medicine: Ezmeklymirdametinib Updated 

16/09/2026 Medicine: Symtuzadarunavir; cobicistat; emtricitabine; tenofovir 

alafenamide 

Updated 

16/09/2026 Medicine: Piqrayalpelisib Updated 

16/09/2026 Medicine: BrinsupriBrensocatib Updated 

16/09/2026 Document: List of eligible industry stakeholder organisations Updated 

15/09/2026 Medicine: Jaypircapirtobrutinib Updated 

15/09/2026 Document: Nominations to the Network Portfolio Advisory Group Updated 

15/09/2026 Medicine: Trodelvysacituzumab govitecan Updated 

15/09/2026 Document: Medicinal products for human use: monthly figures - August 

2026 

New 

15/09/2026 Event: Meeting of the Medicine Shortages Single Point of Contact 

(SPOC) Working Party 

Updated 

https://www.ema.europa.eu/en/veterinary-regulatory-overview/post-authorisation-veterinary-medicines/pharmacovigilance-veterinary-medicines/veterinary-good-pharmacovigilance-practices-vgvp
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/draft-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-signal-management-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/draft-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-signal-management-revision-1_en.pdf
https://www.ema.europa.eu/en/medicines/human/variation/padcev-0
https://www.ema.europa.eu/en/medicines/human/variation/padcev-0
https://www.ema.europa.eu/en/documents/template-form/antimicrobial-sales-use-asu-use-data-template_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/antimicrobial-sales-use-asu-sales-data-template_en.xlsx
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-systemic-sclerosis
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-systemic-sclerosis
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-reflection-paper-clinical-investigation-medicinal-products-treatment-systemic-sclerosis_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-reflection-paper-clinical-investigation-medicinal-products-treatment-systemic-sclerosis_en.pdf
https://www.ema.europa.eu/en/questions-answers-post-approval-change-management-protocols-veterinary-scientific-guideline
https://www.ema.europa.eu/en/questions-answers-post-approval-change-management-protocols-veterinary-scientific-guideline
https://www.ema.europa.eu/en/documents/scientific-guideline/questions-answers-post-approval-change-management-protocols-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/questions-answers-post-approval-change-management-protocols-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing-antimicrobial-substances-scientific-guideline
https://www.ema.europa.eu/en/guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing-antimicrobial-substances-scientific-guideline
https://www.ema.europa.eu/en/guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing-antimicrobial-substances-scientific-guideline
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-cvmp-guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing-antimicrobial-substances-ema-cvmp-383441-2005-rev1-corr1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-cvmp-guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing-antimicrobial-substances-ema-cvmp-383441-2005-rev1-corr1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-cvmp-guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing-antimicrobial-substances-ema-cvmp-383441-2005-rev1-corr1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-cvmp-guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing-antimicrobial-substances-ema-cvmp-383441-2005-rev1-corr1_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/grasustek
https://www.ema.europa.eu/en/medicines/human/EPAR/fintepla
https://www.ema.europa.eu/en/medicines/human/EPAR/vevzuo
https://www.ema.europa.eu/en/medicines/human/EPAR/denbrayce
https://www.ema.europa.eu/en/medicines/human/EPAR/paxneury
https://www.ema.europa.eu/en/medicines/human/EPAR/qinlock
https://www.ema.europa.eu/en/medicines/human/EPAR/olumiant
https://www.ema.europa.eu/en/documents/template-form/plasma-master-file-timetable-60-day-period-2026-2028_en.docx
https://www.ema.europa.eu/en/documents/template-form/plasma-master-file-timetable-30-day-period-2026-2028_en.doc
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/medicines/human/EPAR/mepact
https://www.ema.europa.eu/en/ich-e14-s7b-r1-qas-clinical-evaluation-qt-qtc-interval-prolongation-proarrhythmic-potential-non-antiarrhythmic-drugs-questions-answers
https://www.ema.europa.eu/en/ich-e14-s7b-r1-qas-clinical-evaluation-qt-qtc-interval-prolongation-proarrhythmic-potential-non-antiarrhythmic-drugs-questions-answers
https://www.ema.europa.eu/en/ich-e14-s7b-r1-qas-clinical-evaluation-qt-qtc-interval-prolongation-proarrhythmic-potential-non-antiarrhythmic-drugs-questions-answers
https://www.ema.europa.eu/en/news-and-events/publications/scientific-publications
https://www.ema.europa.eu/en/medicines/human/EPAR/wezenla
https://www.ema.europa.eu/en/medicines/human/EPAR/procysbi
https://www.ema.europa.eu/en/medicines/human/EPAR/ontruzant
https://www.ema.europa.eu/en/medicines/human/EPAR/ezmekly
https://www.ema.europa.eu/en/medicines/human/EPAR/symtuza
https://www.ema.europa.eu/en/medicines/human/EPAR/piqray
https://www.ema.europa.eu/en/medicines/human/EPAR/brinsupri
https://www.ema.europa.eu/en/documents/other/list-eligible-industry-stakeholder-organisations_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/jaypirca
https://www.ema.europa.eu/en/documents/other/nominations-network-portfolio-advisory-group_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/trodelvy
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-figures-august-2026_en.pdf
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-figures-august-2026_en.pdf
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-45
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-45
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15/09/2026 Medicine: Bekemveculizumab Updated 

15/09/2026 Medicine: Camcevileuprorelin Updated 

15/09/2026 Medicine: DuoPlavinclopidogrel; acetylsalicylic acid Updated 

15/09/2026 Medicine: Enwylmadenosumab Updated 

15/09/2026 Medicine: Joenjaleniolisib Updated 

14/09/2026 PSUSA: EMA/PASS/0000287665 - periodic safety update report single 

assessmentvalproate 

New 

14/09/2026 PSUSA: PSUSA/00010000/202601 - periodic safety update report single 

assessment5 fluorouracil (topical application) 

New 

14/09/2026 Medicine: Zumradsasanlimab Updated 

14/09/2026 Document: Annex to agenda of the CHMP meeting 14-17 September 

2026 

New 

14/09/2026 Document: Agenda of the CHMP meeting 14-17 September 2026 New 

14/09/2026 Medicine: Zonisamide Viatris (previously Zonisamide Mylan)zonisamide Updated 

14/09/2026 Event: Committee for Medicinal Products for Human Use (CHMP): 14-17 

September 2026 

Updated 

14/09/2026 Medicine: Zynlontaloncastuximab tesirine Updated 

14/09/2026 Medicine: Idefiriximlifidase Updated 

14/09/2026 Medicine: Abrysvorespiratory syncytial virus vaccine (bivalent, 

recombinant) 

Updated 

14/09/2026 Medicine: Fasenrabenralizumab Updated 

14/09/2026 Medicine: Xolremdimavorixafor Updated 

14/09/2026 Page: International collaboration on GMP inspections Updated 

14/09/2026 Document: Report on the International Active Pharmaceutical Ingredient 

Inspection Programme 2017 – 2024 

 

 

 

NOTICE TO APPLICANTS 

 

No updates since July 10th, 2026. 

 

 

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

17.09.2026 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 

23.07.2026 betreffend die Zulassungen für Humanarzneimittel mit dem 

Wirkstoff Coffein/Dimenhydrinat, Dimenhydrinat 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff 

Coffein/Dimenhydrinat, Dimenhydrinat (d.h. Monoarzneimittel mit dem Wirkstoff 

Dimenhydrinat und Kombinationsarzneimittel mit der Wirkstoffkombination 

Coffein/Dimenhydrinat) infolge des Europäischen PSUR Single Assessment 

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

 

15.09.2026 Aktuelle Hinweise zu Einreichung und Genehmigung von Schulungsmaterial 

Aktualisierung der Hilfestellungsdokumente zur Einreichung und Genehmigung von 

behördlich genehmigten Schulungsmaterialien. 

 

08.09.2026 Vorläufige Tagesordnung der 99. Routinesitzung am 28. September 2026 

Die 99. Routinesitzung nach § 63 AMG wird am 28. September 2026 ab 10:00 Uhr 

als Videokonferenz stattfinden. 

 

 

https://www.ema.europa.eu/en/medicines/human/EPAR/bekemv
https://www.ema.europa.eu/en/medicines/human/EPAR/camcevi
https://www.ema.europa.eu/en/medicines/human/EPAR/duoplavin
https://www.ema.europa.eu/en/medicines/human/EPAR/enwylma
https://www.ema.europa.eu/en/medicines/human/EPAR/joenja
https://www.ema.europa.eu/en/medicines/psusa/ema-pass-0000287665
https://www.ema.europa.eu/en/medicines/psusa/ema-pass-0000287665
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010000-202601
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010000-202601
https://www.ema.europa.eu/en/medicines/human/EPAR/zumrad
https://www.ema.europa.eu/en/documents/agenda/annex-agenda-chmp-meeting-14-17-september-2026_en.xlsx
https://www.ema.europa.eu/en/documents/agenda/annex-agenda-chmp-meeting-14-17-september-2026_en.xlsx
https://www.ema.europa.eu/en/documents/agenda/agenda-chmp-meeting-14-17-september-2026_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/zonisamide-viatris
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-14-17-september-2026
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-14-17-september-2026
https://www.ema.europa.eu/en/medicines/human/EPAR/zynlonta
https://www.ema.europa.eu/en/medicines/human/EPAR/idefirix
https://www.ema.europa.eu/en/medicines/human/EPAR/abrysvo
https://www.ema.europa.eu/en/medicines/human/EPAR/fasenra
https://www.ema.europa.eu/en/medicines/human/EPAR/xolremdi
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/international-collaboration-gmp-inspections
https://www.ema.europa.eu/en/documents/report/report-international-active-pharmaceutical-ingredient-inspection-programme-2017-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/report-international-active-pharmaceutical-ingredient-inspection-programme-2017-2024_en.pdf
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Coffein-Dimenhydrinat_Dimenhydrinat-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Coffein-Dimenhydrinat_Dimenhydrinat-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Coffein-Dimenhydrinat_Dimenhydrinat-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/Zusatzinformationen/aktuelle-hinweise.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/Routinesitzung/Protokolle/2026-09-28_99_rousi_to.html
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BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)  

 

Date Title 

08.09.2026 Die Handreichung für das Verzeichnis der Hilfsmittel- und Implantat- 

Schnittstellen nach § 374a SGB V 

Version 1.1 vom 31.08.2026 

 

 

 

PEI - VIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

17.09.2026 Informationsbrief von Biotest Pharma GmbH: Yimmugo 

 

 

PHARMEUROPA TEXTS FOR COMMENT 

 

Information on Pharmeuropa updates will be presented quarterly. 
 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

Trotz regelmäßiger Aktualisierung und sorgfältiger Überwachung der Veröffentlichungen können wir keine Haftung oder Garantie für die 
Aktualität, Richtigkeit und Vollständigkeit der hier bereitgestellten Informationen übernehmen. 

Dieser Newsletter enthält Links zu anderen Websites. Trotz sorgfältiger inhaltlicher Kontrolle übernehmen wir keine Haftung für die Inhalte 

externer Links. Für den Inhalt der verlinkten Seiten sind ausschließlich 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. 

https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/HIIS_Handreichung.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/HIIS_Handreichung.html
https://www.pei.de/DE/newsroom/veroffentlichungen-arzneimittel/sicherheitsinformationen-human/2026/ablage2026/2026-09-17-infobrief-yimmugo.html?nn=169638
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