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HEADS OF AGENCIES – CMDh 

 
23 March 2026 

 
NEW - 24-26 March CMDh agenda 
 
 
HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 
Article 45 work-sharing: click here 
 

 
EUROPEAN MEDICINES AGENCY (EMA) 

 

Date Content Status 

27/03/2026 Page: Classification of changes: questions and answers Updated 

27/03/2026 Page: Changing the labelling and package leaflet (Article 61(3) 
notifications) 

Updated 

27/03/2026 Event: Quarterly System Demo - Q1 2026 Updated 

27/03/2026 Document: Timetable: Initial (full) marketing authorisation application 

assessment 

Updated 

27/03/2026 Event: EnprEMA & ACT EU workshop on paediatric clinical trials New 

27/03/2026 Event: PCWP/HCPWP joint meeting Updated 

27/03/2026 Orphan: EU/3/25/3169 - orphan designation for treatment of cutaneous T-
cell lymphoma 
N-[[(2S)-4-[(4-Methyl-1H-imidazol-5-yl)methyl]-3-oxo-2-(phenylmethyl)-

1-piperazinyl]carbonyl]-L-leucine trihydrate 

New 

27/03/2026 Orphan: EU/3/25/3162 - orphan designation for treatment of gastric 
cancer 
domvanalimab 

New 

27/03/2026 Orphan: EU/3/25/3166 - orphan designation for treatment of focal 
segmental glomerulosclerosis 
[4-(6-aminopyridazin-3-yl)piperidin-1-yl][5-(4-fluorophenoxy)-4-
methoxypyridin-2-yl]methanone 

New 

27/03/2026 Orphan: EU/3/25/3174 - orphan designation for treatment of 
myelofibrosis 
amsulostat 

New 

https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html#c5391
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/classification-changes-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/changing-labelling-package-leaflet-article-613-notifications
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/changing-labelling-package-leaflet-article-613-notifications
https://www.ema.europa.eu/en/events/quarterly-system-demo-q1-2026
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-assessment_en.xlsx
https://www.ema.europa.eu/en/documents/other/timetable-initial-full-marketing-authorisation-application-assessment_en.xlsx
https://www.ema.europa.eu/en/events/enprema-act-eu-workshop-paediatric-clinical-trials
https://www.ema.europa.eu/en/events/pcwp-hcpwp-joint-meeting
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3169
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3169
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3162
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3162
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3166
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3166
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3174
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3174
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Date Content Status 

27/03/2026 Orphan: EU/3/25/3170 - orphan designation for treatment of alpha-1 
antitrypsin deficiency 
efdoralprin alfa 

New 

27/03/2026 Orphan: EU/3/25/3150 - orphan designation for treatment of B-
lymphoblastic leukaemia/lymphoma 
surovatamig 

New 

27/03/2026 Orphan: EU/3/25/3177 - orphan designation for treatment of ovarian 
cancer 
rezatapopt 

New 

27/03/2026 Medicine: Wakix 
pitolisant 

Updated 

27/03/2026 Medicine: Atazanavir Krka 
atazanavir 

Updated 

27/03/2026 Medicine: Duvyzat 
givinostat 

Updated 

27/03/2026 Referral: Levamisole-containing medicinal products - referral 
levamisole 

Updated 

27/03/2026 Medicine: Ziextenzo 
pegfilgrastim 

Updated 

27/03/2026 Document: EU implementation strategy of ICH E2D(R1) Guideline - Post-
approval safety data: Definitions and standards for management and 
reporting of individual case safety reports 

Updated 

27/03/2026 Medicine: Vevzuo 
denosumab 

Updated 

27/03/2026 Page: Transfer of marketing authorisation: questions and answers Updated 

27/03/2026 Page: Submitting results of paediatric studies Updated 

27/03/2026 Page: Periodic safety update reports (PSURs) Updated 

27/03/2026 Page: Data quality framework for medicines regulation Updated 

27/03/2026 Page: Risk management plans (RMP) in post-authorisation phase: 

questions and answers 

Updated 

27/03/2026 Document: Data Quality Framework for EU medicines regulation: 
application to Real-World Data 

New 

27/03/2026 Document: Outcome of the public consultation on the Data Quality 
Framework for EU Medicines Regulation: application to Real-World Data 

New 

27/03/2026 Page: Post-authorisation measures: questions and answers Updated 

27/03/2026 Page: Post-authorisation safety studies (PASS) Updated 

27/03/2026 Page: Type-IB variations: questions and answers Updated 

27/03/2026 Page: Worksharing: questions and answers Updated 

27/03/2026 Page: Grouping of variations: questions and answers Updated 

27/03/2026 Page: Pre-authorisation guidance Updated 

27/03/2026 Page: Type-IA variations: questions and answers Updated 

27/03/2026 Page: Extensions of marketing authorisations: questions and answers Updated 

27/03/2026 Page: Biosimilar medicines: Overview Updated 

27/03/2026 Page: Reflection paper on a tailored clinical approach in biosimilar 
development 

Updated 

27/03/2026 Page: Post-authorisation efficacy studies: questions and answers Updated 

27/03/2026 Page: Type-II variations: questions and answers Updated 

27/03/2026 News: New treatment for relapsed extensive-stage small cell lung cancer New 

27/03/2026 Post-authorisation: Tafinlar - opinion on variation to marketing 

authorisation 
dabrafenib 

New 

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3170
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3170
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3150
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3150
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3177-0
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3177-0
https://www.ema.europa.eu/en/medicines/human/EPAR/wakix
https://www.ema.europa.eu/en/medicines/human/EPAR/atazanavir-krka
https://www.ema.europa.eu/en/medicines/human/EPAR/duvyzat
https://www.ema.europa.eu/en/medicines/human/referrals/levamisole-containing-medicinal-products
https://www.ema.europa.eu/en/medicines/human/EPAR/ziextenzo
https://www.ema.europa.eu/en/documents/scientific-guideline/eu-implementation-strategy-ich-e2dr1-guideline-post-approval-safety-data-definitions-standards-management-reporting-individual-case-safety-reports_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/eu-implementation-strategy-ich-e2dr1-guideline-post-approval-safety-data-definitions-standards-management-reporting-individual-case-safety-reports_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/eu-implementation-strategy-ich-e2dr1-guideline-post-approval-safety-data-definitions-standards-management-reporting-individual-case-safety-reports_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/vevzuo
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/transfer-marketing-authorisation-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/paediatric-medicines-post-authorisation/submitting-results-paediatric-studies
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/periodic-safety-update-reports-psurs
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/data-quality-framework-medicines-regulation
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/risk-management-plans-rmp-post-authorisation-phase-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/risk-management-plans-rmp-post-authorisation-phase-questions-answers
https://www.ema.europa.eu/en/documents/other/data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
https://www.ema.europa.eu/en/documents/other/data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
https://www.ema.europa.eu/en/documents/smop/outcome-public-consultation-data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
https://www.ema.europa.eu/en/documents/smop/outcome-public-consultation-data-quality-framework-eu-medicines-regulation-application-real-world-data_en.pdf
https://www.ema.europa.eu/en/pharmacovigilance-post-authorisation/post-authorisation-measures-questions-and-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/post-authorisation-safety-studies-pass
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ib-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/worksharing-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/grouping-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ia-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/extensions-marketing-authorisations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/biosimilar-medicines-overview
https://www.ema.europa.eu/en/reflection-paper-tailored-clinical-approach-biosimilar-development
https://www.ema.europa.eu/en/reflection-paper-tailored-clinical-approach-biosimilar-development
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/post-authorisation-efficacy-studies-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ii-variations-questions-answers
https://www.ema.europa.eu/en/news/new-treatment-relapsed-extensive-stage-small-cell-lung-cancer
https://www.ema.europa.eu/en/medicines/human/variation/tafinlar
https://www.ema.europa.eu/en/medicines/human/variation/tafinlar
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Date Content Status 

27/03/2026 Post-authorisation: mResvia - opinion on variation to marketing 
authorisation 
Respiratory syncytial virus mRNA vaccine (nucleoside modified) 

New 

27/03/2026 Document: European Medicines Agency post-authorisation procedural 
advice for users of the centralised procedure: document with tracked 
changes 

Updated 

27/03/2026 Document: European Medicines Agency post-authorisation procedural 
advice for users of the centralised procedure 

Updated 

27/03/2026 Document: European Medicines Agency pre-authorisation procedural 

advice for users of the centralised procedure 

Updated 

27/03/2026 Document: European Medicines Agency pre-authorisation procedural 
advice for users of the centralised procedure: document with tracked 
changes 

Updated 

27/03/2026 Document: Template - Application for transfer of marketing authorisation 
from transferor to transferee - cover letter (human) 

Updated 

27/03/2026 Document: Transfer of marketing authorisation template - attachment 3 Updated 

27/03/2026 Post-authorisation: Retsevmo - opinion on variation to marketing 
authorisation 
selpercatinib 

New 

27/03/2026 Post-authorisation: Hetronifly - opinion on variation to marketing 
authorisation 
serplulimab 

New 

27/03/2026 Post-authorisation: Hetronifly - opinion on variation to marketing 
authorisation 
serplulimab 

New 

27/03/2026 Post-authorisation: Capvaxive - opinion on variation to marketing 

authorisation 
pneumococcal polysaccharide conjugate vaccine (21-valent) 

New 

27/03/2026 Post-authorisation: Feraccru - opinion on variation to marketing 
authorisation 

ferric maltol 

New 

27/03/2026 Post-authorisation: Besponsa - opinion on variation to marketing 
authorisation 
inotuzumab ozogamicin 

New 

27/03/2026 Medicine: Imdylltra 
tarlatamab 

New 

27/03/2026 Medicine: Adstiladrin 
nadofaragene firadenovec 

New 

27/03/2026 Medicine: Bopediat 
furosemide 

New 

27/03/2026 Medicine: Zepzelca 
lurbinectedin 

New 

27/03/2026 Medicine: Joenja 
leniolisib 

New 

27/03/2026 Orphan: EU/3/23/2876 - orphan designation for treatment of small cell 
lung cancer 
tarlatamab 

Updated 

27/03/2026 Orphan: EU/3/20/2339 - orphan designation for treatment of activated 
phosphoinositide 3-kinase delta syndrome 
Leniolisib 

Updated 

27/03/2026 Orphan: EU/3/19/2143 - orphan designation for treatment of small cell 
lung cancer 
lurbinectedin 

Updated 

https://www.ema.europa.eu/en/medicines/human/variation/mresvia
https://www.ema.europa.eu/en/medicines/human/variation/mresvia
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure-document-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure-document-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure-document-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure-document-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure-document-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure-document-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/template-form/template-application-transfer-marketing-authorisation-transferor-transferee-cover-letter-human_en.docx
https://www.ema.europa.eu/en/documents/template-form/template-application-transfer-marketing-authorisation-transferor-transferee-cover-letter-human_en.docx
https://www.ema.europa.eu/en/documents/template-form/transfer-marketing-authorisation-template-attachment-3_en.docx
https://www.ema.europa.eu/en/medicines/human/variation/retsevmo
https://www.ema.europa.eu/en/medicines/human/variation/retsevmo
https://www.ema.europa.eu/en/medicines/human/variation/hetronifly-0
https://www.ema.europa.eu/en/medicines/human/variation/hetronifly-0
https://www.ema.europa.eu/en/medicines/human/variation/hetronifly
https://www.ema.europa.eu/en/medicines/human/variation/hetronifly
https://www.ema.europa.eu/en/medicines/human/variation/capvaxive
https://www.ema.europa.eu/en/medicines/human/variation/capvaxive
https://www.ema.europa.eu/en/medicines/human/variation/feraccru
https://www.ema.europa.eu/en/medicines/human/variation/feraccru
https://www.ema.europa.eu/en/medicines/human/variation/besponsa
https://www.ema.europa.eu/en/medicines/human/variation/besponsa
https://www.ema.europa.eu/en/medicines/human/EPAR/imdylltra
https://www.ema.europa.eu/en/medicines/human/EPAR/adstiladrin
https://www.ema.europa.eu/en/medicines/human/EPAR/bopediat
https://www.ema.europa.eu/en/medicines/human/EPAR/zepzelca
https://www.ema.europa.eu/en/medicines/human/EPAR/joenja
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2876
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-23-2876
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-20-2339
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-20-2339
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-19-2143
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-19-2143
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Date Content Status 

27/03/2026 News: Meeting highlights from the Committee for Medicinal Products for 
Human Use (CHMP) 23-26 March 2026 

New 

27/03/2026 News: EMA recommends restricting use of Tecovirimat SIGA New 

27/03/2026 Medicine: Blarcamesine Anavex 

blarcamesine 

Updated 

27/03/2026 Referral: Tecovirimat SIGA - referral 
tecovirimat 

Updated 

27/03/2026 Post-authorisation: Hympavzi - opinion on variation to marketing 
authorisation 
marstacimab 

New 

27/03/2026 Post-authorisation: Namuscla - opinion on variation to marketing 
authorisation 
mexiletine hcl 

New 

27/03/2026 Post-authorisation: Sotyktu - opinion on variation to marketing 
authorisation 

deucravacitinib 

New 

27/03/2026 Post-authorisation: Sarclisa - opinion on variation to marketing 
authorisation 
isatuximab 

New 

27/03/2026 Post-authorisation: Lojuxta - opinion on variation to marketing 
authorisation 
lomitapide 

New 

27/03/2026 Post-authorisation: Imcivree - opinion on variation to marketing 
authorisation 
setmelanotide 

New 

27/03/2026 Post-authorisation: Tafinlar - opinion on variation to marketing 

authorisation 
dabrafenib 

New 

27/03/2026 Post-authorisation: Mekinist - opinion on variation to marketing 
authorisation 

trametinib 

New 

27/03/2026 Post-authorisation: Mekinist - opinion on variation to marketing 
authorisation 
trametinib 

New 

27/03/2026 Page: Melatonin product-specific bioequivalence guidance New 

26/03/2026 Medicine: Kisplyx 

lenvatinib 

Updated 

26/03/2026 Medicine: Lenvima 
lenvatinib 

Updated 

26/03/2026 Medicine: Lazcluze 
lazertinib 

Updated 

26/03/2026 Orphan: EU/3/25/3171 - orphan designation for treatment of inherited 

retinal dystrophy due to dysfunction in the CYP4V2-gene 
puliretgene parvec 

New 

26/03/2026 Orphan: EU/3/25/3163 - orphan designation for treatment of oesophageal 
cancer 
zimberelimab 

New 

26/03/2026 Orphan: EU/3/25/3165 - orphan designation for treatment of alpha-
mannosidosis 
autologous peripheral blood-derived CD34+ haematopoietic stem and 
progenitor cells transduced with a lentiviral vector containing the human 

MAN2B1 gene 

New 

https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-23-26-march-2026
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-23-26-march-2026
https://www.ema.europa.eu/en/news/ema-recommends-restricting-use-tecovirimat-siga
https://www.ema.europa.eu/en/medicines/human/EPAR/blarcamesine-anavex
https://www.ema.europa.eu/en/medicines/human/referrals/tecovirimat-siga
https://www.ema.europa.eu/en/medicines/human/variation/hympavzi
https://www.ema.europa.eu/en/medicines/human/variation/hympavzi
https://www.ema.europa.eu/en/medicines/human/variation/namuscla
https://www.ema.europa.eu/en/medicines/human/variation/namuscla
https://www.ema.europa.eu/en/medicines/human/variation/sotyktu
https://www.ema.europa.eu/en/medicines/human/variation/sotyktu
https://www.ema.europa.eu/en/medicines/human/variation/sarclisa
https://www.ema.europa.eu/en/medicines/human/variation/sarclisa
https://www.ema.europa.eu/en/medicines/human/variation/lojuxta
https://www.ema.europa.eu/en/medicines/human/variation/lojuxta
https://www.ema.europa.eu/en/medicines/human/variation/imcivree-0
https://www.ema.europa.eu/en/medicines/human/variation/imcivree-0
https://www.ema.europa.eu/en/medicines/human/variation/tafinlar-0
https://www.ema.europa.eu/en/medicines/human/variation/tafinlar-0
https://www.ema.europa.eu/en/medicines/human/variation/mekinist-0
https://www.ema.europa.eu/en/medicines/human/variation/mekinist-0
https://www.ema.europa.eu/en/medicines/human/variation/mekinist
https://www.ema.europa.eu/en/medicines/human/variation/mekinist
https://www.ema.europa.eu/en/melatonin-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/medicines/human/EPAR/kisplyx
https://www.ema.europa.eu/en/medicines/human/EPAR/lenvima
https://www.ema.europa.eu/en/medicines/human/EPAR/lazcluze
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3171
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3171
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3163
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3163
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3165
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3165
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Date Content Status 

26/03/2026 Orphan: EU/3/25/3173 - orphan designation for diagnosis of pancreatic 
cancer 
cyclo(arginyl-glycyl-aspartyl-D-tyrosyl-lysyl)-nizaracianine-1 

New 

26/03/2026 Medicine: Axumin 
fluciclovine (18F) 

Updated 

26/03/2026 Orphan: EU/3/25/3168 - orphan designation for treatment of oesophageal 
cancer 
domvanalimab 

New 

26/03/2026 Orphan: EU/3/25/3161 - orphan designation for treatment of autosomal 

dominant polycystic kidney disease 
humanised IgG1 kappa monoclonal antibody against pregnancy-associated 
plasma protein A 

New 

26/03/2026 Orphan: EU/3/25/3172 - orphan designation for treatment of biotin-

thiamine-responsive basal ganglia disease (BTBGD) 
biotin 

New 

26/03/2026 Orphan: EU/3/25/3164 - orphan designation for treatment of cutaneous T-
cell lymphoma 
human IgG1 monoclonal antibody against tumor necrosis factor receptor 

superfamily member 1B 

New 

26/03/2026 Orphan: EU/3/25/3167 - orphan designation for treatment of gastric 
cancer 
zimberelimab 

New 

26/03/2026 Orphan: EU/3/25/3160 - orphan designation for treatment of idiopathic 
pulmonary fibrosis 
adeno-associated virus vector serotype 6.2 containing human TERT gene 

New 

26/03/2026 Medicine: Ritonavir Viatris (previously Ritonavir Mylan) 
ritonavir 

Updated 

26/03/2026 Orphan: EU/3/25/3175 - orphan designation for treatment of glioma 

iniparib 

New 

26/03/2026 Orphan: EU/3/25/3176 - orphan designation for treatment in solid organ 
transplantation 
potravitug 

New 

26/03/2026 Page: Vaccine-preventable diseases: key facts Updated 

26/03/2026 Page: Vaccine Essentials: Supporting vaccine literacy New 

26/03/2026 Document: Vaccine Essentials: Meningococcal group B vaccines - facts 
and figures overview 

New 

26/03/2026 Medicine: Xtandi 
enzalutamide 

Updated 

26/03/2026 Page: Pharmaceutical quality system (PQS) effectiveness pilot project New 

26/03/2026 Event: 3Rs Working Party (3RsWP) stakeholder meeting - Public session 
on the 2026-2028 work plan 

Updated 

26/03/2026 Page: Clinical Trials Information System (CTIS): training and support Updated 

26/03/2026 Document: Clinical Trial Information System (CTIS) - Sponsor Frequently 
Asked Questions (FAQ) 

New 

26/03/2026 Document: Clinical Trial Information System (CTIS) - Sponsor handbook Updated 

25/03/2026 Orphan: EU/3/25/3183 - orphan designation for treatment idiopathic 
pulmonary fibrosis 
deupirfenidone 

New 

25/03/2026 Orphan: EU/3/25/3182 - orphan designation for treatment of 
hypoparathyroidism 
canvuparatide 

New 

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3173
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3173
https://www.ema.europa.eu/en/medicines/human/EPAR/axumin
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3168
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3168
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3161
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3161
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3172
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3172
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3164
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3164
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3167
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3167
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3160
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3160
https://www.ema.europa.eu/en/medicines/human/EPAR/ritonavir-viatris
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3175
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3176
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3176
https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/vaccine-preventable-diseases-key-facts
https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/vaccine-preventable-diseases-key-facts/vaccine-essentials-supporting-vaccine-literacy
https://www.ema.europa.eu/en/documents/other/vaccine-essentials-meningococcal-group-b-vaccines-facts-figures-overview_en.pdf
https://www.ema.europa.eu/en/documents/other/vaccine-essentials-meningococcal-group-b-vaccines-facts-figures-overview_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/xtandi
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/pharmaceutical-quality-system-pqs-effectiveness-pilot-project
https://www.ema.europa.eu/en/events/3rs-working-party-3rswp-stakeholder-meeting-public-session-2026-2028-work-plan
https://www.ema.europa.eu/en/events/3rs-working-party-3rswp-stakeholder-meeting-public-session-2026-2028-work-plan
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support
https://www.ema.europa.eu/en/documents/presentation/clinical-trial-information-system-ctis-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/en/documents/presentation/clinical-trial-information-system-ctis-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3183
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3183
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3182
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3182


DiaMed GmbH 

Regulatory News 

 

 

 

Date: 2026-03-30  6/11 

Date Content Status 

25/03/2026 Orphan: EU/3/25/3185 - orphan designation for treatment of autosomal 
dominant polycystic kidney disease 
human IgG1 kappa monoclonal antibody against pappalysin-1 

New 

25/03/2026 Orphan: EU/3/25/3178 - orphan designation for treatment of 
myelofibrosis 
navtemadlin 

New 

25/03/2026 Orphan: EU/3/25/3194 - orphan designation for treatment of 
fibrodysplasia ossificans progressiva 
saracatinib 

New 

25/03/2026 Medicine: Orserdu 
elacestrant 

Updated 

25/03/2026 Medicine: Lyrica 
pregabalin 

Updated 

25/03/2026 Orphan: EU/3/25/3184 - orphan designation for treatment of follicular 
lymphoma 
surovatamig 

New 

25/03/2026 Orphan: EU/3/25/3116 - orphan designation for treatment of tuberculosis 
alpibectir; ethionamide 

New 

25/03/2026 Medicine: Otulfi 

ustekinumab 

Updated 

25/03/2026 Medicine: SomaKit TOC 
edotreotide 

Updated 

25/03/2026 Medicine: Zirabev 
bevacizumab 

Updated 

25/03/2026 Document: Records of data processing activity on processing of personal 
data pertaining to staff absence 

New 

25/03/2026 Document: HMPC meeting report on European Union herbal monographs, 
guidelines and other activities - 2-4 March 2026 

New 

25/03/2026 Document: Revised rules for reimbursement of expenses for delegates 
attending meetings 

New 

25/03/2026 Page: Eltrombopag product-specific bioequivalence guidance New 

25/03/2026 Document: Decision of the Executive Director on the access to financial 
and administrative incentives for micro, small and medium-sized 
enterprises 

New 

25/03/2026 Event: ACT EU webinar on draft guidance on the conduct of clinical trials 
during public health emergencies 

New 

25/03/2026 Medicine: Ozempic 
semaglutide 

Updated 

25/03/2026 Document: QRD Appendix III to the Quality Review of Documents 
templates for human medicinal products 

Updated 

25/03/2026 Document: QRD Appendix V - Adverse-drug-reaction reporting details Updated 

25/03/2026 Document: QRD Appendix II - Medical Dictionary for Regulatory 
Activities terminology to be used in section 4.8 'undesirable effects' of the 
summary of product characteristics (Cover page) 

Updated 

25/03/2026 Document: QRD Appendix II - Medical Dictionary for Regulatory 
Activities terminology to be used in section 4.8 'undesirable effects' of the 
summary of product characteristics 

Updated 

25/03/2026 Document: Names of the European Union / European Economic Area 
countries 

Updated 

25/03/2026 Document: Tables of non-standard abbreviations to be used in the 

summary of product characteristics 

Updated 

25/03/2026 Document: List of official languages per country Updated 

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3185-0
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3185-0
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3178
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3178
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3194
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3194
https://www.ema.europa.eu/en/medicines/human/EPAR/orserdu
https://www.ema.europa.eu/en/medicines/human/EPAR/lyrica
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3184
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3184
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3116
https://www.ema.europa.eu/en/medicines/human/EPAR/otulfi
https://www.ema.europa.eu/en/medicines/human/EPAR/somakit-toc
https://www.ema.europa.eu/en/medicines/human/EPAR/zirabev
https://www.ema.europa.eu/en/documents/other/records-data-processing-activity-processing-personal-data-pertaining-staff-absence_en.pdf
https://www.ema.europa.eu/en/documents/other/records-data-processing-activity-processing-personal-data-pertaining-staff-absence_en.pdf
https://www.ema.europa.eu/en/documents/committee-report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-2-4-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/committee-report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-2-4-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/revised-rules-reimbursement-expenses-delegates-attending-meetings_en.pdf
https://www.ema.europa.eu/en/documents/other/revised-rules-reimbursement-expenses-delegates-attending-meetings_en.pdf
https://www.ema.europa.eu/en/eltrombopag-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/documents/other/decision-executive-director-access-financial-administrative-incentives-micro-small-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/documents/other/decision-executive-director-access-financial-administrative-incentives-micro-small-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/documents/other/decision-executive-director-access-financial-administrative-incentives-micro-small-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/events/act-eu-webinar-draft-guidance-conduct-clinical-trials-during-public-health-emergencies
https://www.ema.europa.eu/en/events/act-eu-webinar-draft-guidance-conduct-clinical-trials-during-public-health-emergencies
https://www.ema.europa.eu/en/medicines/human/EPAR/ozempic
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-iii-quality-review-documents-templates-human-medicinal-products_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-iii-quality-review-documents-templates-human-medicinal-products_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-ii-medical-dictionary-regulatory-activities-terminology-be-used-section-48-undesirable-effects-summary-product-characteristics-cover-page_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-ii-medical-dictionary-regulatory-activities-terminology-be-used-section-48-undesirable-effects-summary-product-characteristics-cover-page_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-ii-medical-dictionary-regulatory-activities-terminology-be-used-section-48-undesirable-effects-summary-product-characteristics-cover-page_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-ii-medical-dictionary-regulatory-activities-terminology-be-used-section-48-undesirable-effects-summary-product-characteristics_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-ii-medical-dictionary-regulatory-activities-terminology-be-used-section-48-undesirable-effects-summary-product-characteristics_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-ii-medical-dictionary-regulatory-activities-terminology-be-used-section-48-undesirable-effects-summary-product-characteristics_en.docx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/names-european-union-european-economic-area-countries_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/names-european-union-european-economic-area-countries_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/tables-non-standard-abbreviations-be-used-summary-product-characteristics_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/tables-non-standard-abbreviations-be-used-summary-product-characteristics_en.pdf
https://www.ema.europa.eu/en/documents/other/list-official-languages-country_en.pdf
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Date Content Status 

25/03/2026 Document: QRD Appendix III to the Quality Review of Documents 
templates for human medicinal products (Cover page) 

Updated 

25/03/2026 Event: 20th anniversary of European Medicines Agency's Patients' and 
Consumers' Working Party (PCWP) 

New 

25/03/2026 PIP: EMEA-003318-PIP01-22 - paediatric investigation plan 
modRNA encoding 4 influenza HA antigens (2 for influenza A and 2 for 
influenza B strains) (qIRV) 

Updated 

25/03/2026 PIP: EMEA-001484-PIP01-13-M01 - paediatric investigation plan 
Elobixibat 

Updated 

25/03/2026 PIP: EMEA-000814-PIP01-09 - paediatric investigation plan 
birch pollen; alder pollen; hazel pollen 

Updated 

25/03/2026 PIP: EMEA-000811-PIP01-09 - paediatric investigation plan 
grass pollen; rye pollen; birch pollen 

Updated 

25/03/2026 PIP: EMEA-000815-PIP01-09-M01 - paediatric investigation plan 
Dermatophagoides pteronyssinus and Dermatophagoides farinae extracts 

(50%/50%) 

Updated 

25/03/2026 PIP: EMEA-000808-PIP01-09-M01 - paediatric investigation plan 
Birch, hazel and alder pollen extracts 

Updated 

25/03/2026 Page: Changing the (invented) name of a centrally authorised medicine: 
questions and answers 

Updated 

25/03/2026 PIP: EMEA-000806-PIP01-09 - paediatric investigation plan 

12 Grass Pollen Extract and Cultivated Rye Pollen Extract 

Updated 

25/03/2026 PIP: EMEA-000807-PIP01-09 - paediatric investigation plan 
Dermatophagoides pteronyssinus and Dermatophagoides farinae extracts 
(50%/50%) 

Updated 

25/03/2026 PIP: EMEA-000812-PIP01-09 - paediatric investigation plan 
12 grass pollen extract, cultivated rye pollen extract and birch/alder/hazel 
pollen extract 

Updated 

25/03/2026 PIP: P/28/2010 - paediatric investigation plan 
dalcetrapib 

Updated 

25/03/2026 PIP: EMEA-002101-PIP02-18-M01 - paediatric investigation plan 
iodine (131-I) murine IgG1 monoclonal antibody against B7-H3 (131I-

omburtamab) 

Updated 

25/03/2026 PIP: EMEA-001964-PIP02-19 - paediatric investigation plan 
cannabidiol 

Updated 

25/03/2026 Medicine: Bemfola 
follitropin alfa 

Updated 

25/03/2026 PIP: EMEA-001964-PIP03-21 - paediatric investigation plan 

cannabidiol 

Updated 

25/03/2026 PIP: EMEA-002142-PIP01-17 - paediatric investigation plan 
trazodone (hydrochloride) 

Updated 

25/03/2026 PIP: EMEA-000977-PIP01-10 - paediatric investigation plan 
house dust mites allergen extract from Dermatophagoides pteronyssinus 
and Dermatophagoides farinae (50/50) 

Updated 

25/03/2026 PIP: EMEA-003277-PIP02-23 - paediatric investigation plan 
live attenuated respiratory syncytial virus (RSV) 

Updated 

25/03/2026 PSUSA: PSUSA/00000535/202504 - periodic safety update report single 
assessment 

captopril 

New 

25/03/2026 Medicine: Tepezza 
teprotumumab 

Updated 

25/03/2026 Medicine: Evrysdi 
risdiplam 

Updated 

https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-iii-quality-review-documents-templates-human-medicinal-products-cover-page_en.docx
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-iii-quality-review-documents-templates-human-medicinal-products-cover-page_en.docx
https://www.ema.europa.eu/en/events/20th-anniversary-european-medicines-agencys-patients-consumers-working-party-pcwp
https://www.ema.europa.eu/en/events/20th-anniversary-european-medicines-agencys-patients-consumers-working-party-pcwp
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003318-pip01-22
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001484-pip01-13-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000814-pip01-09
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000811-pip01-09
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000815-pip01-09-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000808-pip01-09-m01
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/changing-invented-name-centrally-authorised-medicine-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/changing-invented-name-centrally-authorised-medicine-questions-answers
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000806-pip01-09
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000807-pip01-09
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000812-pip01-09
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/p-28-2010
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002101-pip02-18-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001964-pip02-19
https://www.ema.europa.eu/en/medicines/human/EPAR/bemfola
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001964-pip03-21
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002142-pip01-17
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-000977-pip01-10
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003277-pip02-23
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000535-202504
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000535-202504
https://www.ema.europa.eu/en/medicines/human/EPAR/tepezza
https://www.ema.europa.eu/en/medicines/human/EPAR/evrysdi
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Date Content Status 

25/03/2026 Medicine: Trabectedin Accord 
trabectedin 

Updated 

25/03/2026 Medicine: Iclusig 
ponatinib 

Updated 

25/03/2026 Medicine: Bortezomib Accord 
bortezomib 

Updated 

25/03/2026 Document: Member states contact points for translations review Updated 

25/03/2026 Document: 2025 European Medicines Agency annual report on 
independence 

New 

25/03/2026 Page: List of medicines under additional monitoring Updated 

25/03/2026 Document: List of medicinal products under additional monitoring Updated 

25/03/2026 Document: List of medicinal products under additional monitoring Updated 

25/03/2026 Document: Mobile scanning and other technologies in the labelling and/or 
package leaflet of centrally authorised medicinal products 

Updated 

25/03/2026 Document: Request/declaration form for the provision of information via 
mobile scanning and other technologies in the centralised procedure 

Updated 

24/03/2026 Medicine: Sylvant 
siltuximab 

Updated 

24/03/2026 Medicine: Stivarga 
regorafenib 

Updated 

24/03/2026 Medicine: Kanuma 
sebelipase alfa 

Updated 

24/03/2026 Medicine: MenQuadfi 
meningococcal group A, C, W-135 and Y conjugate vaccine 

Updated 

24/03/2026 Page: Academia Updated 

24/03/2026 Medicine: Kadcyla 

trastuzumab emtansine 

Updated 

24/03/2026 Medicine: Noxafil 
posaconazole 

Updated 

24/03/2026 Event: Committee for Advanced Therapies (CAT): 18-20 February 2026 Updated 

24/03/2026 Document: Bioabsorbable orthopaedic screws - Notified body 0344 - 
14/05/2024 - Expert decision and opinion in the context of the clinical 

evaluation consultation procedure (CECP) 

New 

24/03/2026 Medicine: Grasustek 
pegfilgrastim 

Updated 

24/03/2026 Medicine: Qaialdo 
spironolactone 

Updated 

24/03/2026 Document: Minutes – Ad hoc Executive Steering Group on Shortages and 

Safety of Medicinal Products (MSSG) - 5 March 2026 

New 

24/03/2026 Medicine: Vafseo 
vadadustat 

Updated 

24/03/2026 Medicine: Artesunate Amivas 
artesunate 

Updated 

24/03/2026 Medicine: Roclanda 

latanoprost / netarsudil 

Updated 

24/03/2026 Medicine: Jardiance 
empagliflozin 

Updated 

24/03/2026 Medicine: Velphoro 
sucroferric oxyhydroxide 

Updated 

24/03/2026 Medicine: Zynyz 

retifanlimab 

Updated 

24/03/2026 Page: Medicine shortage communications (MSC) Updated 

24/03/2026 Page: Availability of medicines before and during crises Updated 

https://www.ema.europa.eu/en/medicines/human/EPAR/trabectedin-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/iclusig
https://www.ema.europa.eu/en/medicines/human/EPAR/bortezomib-accord
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/member-states-contact-points-translations-review_en.pdf
https://www.ema.europa.eu/en/documents/report/2025-european-medicines-agency-annual-report-independence_en.pdf
https://www.ema.europa.eu/en/documents/report/2025-european-medicines-agency-annual-report-independence_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xlsx
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/mobile-scanning-other-technologies-labelling-or-package-leaflet-centrally-authorised-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/mobile-scanning-other-technologies-labelling-or-package-leaflet-centrally-authorised-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/template-form/request-declaration-form-provision-information-mobile-scanning-other-technologies-centralised-procedure_en.docx
https://www.ema.europa.eu/en/documents/template-form/request-declaration-form-provision-information-mobile-scanning-other-technologies-centralised-procedure_en.docx
https://www.ema.europa.eu/en/medicines/human/EPAR/sylvant
https://www.ema.europa.eu/en/medicines/human/EPAR/stivarga
https://www.ema.europa.eu/en/medicines/human/EPAR/kanuma
https://www.ema.europa.eu/en/medicines/human/EPAR/menquadfi
https://www.ema.europa.eu/en/partners-networks/academia
https://www.ema.europa.eu/en/medicines/human/EPAR/kadcyla
https://www.ema.europa.eu/en/medicines/human/EPAR/noxafil
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-18-20-february-2026
https://www.ema.europa.eu/en/documents/other/bioabsorbable-orthopaedic-screws-notified-body-0344-14-05-2024-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf
https://www.ema.europa.eu/en/documents/other/bioabsorbable-orthopaedic-screws-notified-body-0344-14-05-2024-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf
https://www.ema.europa.eu/en/documents/other/bioabsorbable-orthopaedic-screws-notified-body-0344-14-05-2024-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/grasustek
https://www.ema.europa.eu/en/medicines/human/EPAR/qaialdo
https://www.ema.europa.eu/en/documents/minutes/minutes-ad-hoc-executive-steering-group-shortages-safety-medicinal-products-mssg-5-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-ad-hoc-executive-steering-group-shortages-safety-medicinal-products-mssg-5-march-2026_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/vafseo
https://www.ema.europa.eu/en/medicines/human/EPAR/artesunate-amivas
https://www.ema.europa.eu/en/medicines/human/EPAR/roclanda
https://www.ema.europa.eu/en/medicines/human/EPAR/jardiance
https://www.ema.europa.eu/en/medicines/human/EPAR/velphoro
https://www.ema.europa.eu/en/medicines/human/EPAR/zynyz
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/medicine-shortage-communications-msc
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises
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Date: 2026-03-30  9/11 

Date Content Status 

24/03/2026 Document: Recommendations of the Executive Steering Group on the 
Shortages and Safety of Medicinal Products on shortages of intravenous 
ifosfamide and cyclophosphamide 

New 

24/03/2026 Document: Medicine Shortage Communication (MSC): Endoxan / 
Sendoxan / Genoxal (cyclophosphamide), 100 mg, 200 mg, 500 mg, 1 g 
and 2 g, powder for solution for injection or infusion 

New 

24/03/2026 Document: Medicine Shortage Communication (MSC): Holoxan / 
Tronoxal / Mitoxana (ifosfamide), 500 mg, 1 g and 2 g powder for solution 
for injection 

New 

24/03/2026 PSUSA: PSUSA/00000777/202507 - periodic safety update report single 
assessmentcisatracurium 

New 

24/03/2026 Event: Meeting of the Executive Steering Group on Shortages of Medical 
Devices (MDSSG) 

Updated 

24/03/2026 Document: Cardiac valves - Notified Body 0344 - 07/12/2021 - Expert 
decision and opinion in the context of the clinical evaluation consultation 
procedure (CECP) 

New 

24/03/2026 Document: Medicinal products for human use: monthly figures - February 
2026 

New 

24/03/2026 Referral: Quarter-based selective dry cow therapy - referral Updated 

24/03/2026 Event: Paediatric Committee (PDCO): 24-27 March 2026 Updated 

24/03/2026 Page: Guidance on good manufacturing practice and good distribution 

practice: Questions and answers 

Updated 

24/03/2026 Document: Questions and answers on the implementation of 3DP 
technology (Additive Manufacturing Technology) for solid oral dosage 
forms 

New 

24/03/2026 Document: Records of data processing activity for the handling of data 
subjects’ requests 

Updated 

24/03/2026 Document: European Medicines Agency's data protection notice for the 
handling of data subjects’ requests 

Updated 

24/03/2026 PSUSA: PSUSA/00001456/202508 - periodic safety update report single 
assessment 
flutrimazole 

New 

24/03/2026 PSUSA: PSUSA/00010803/202508 - periodic safety update report single 
assessment 
copper chloride dihydrate / manganese chloride tetrahydrate / potassium 
iodide / sodium fluoride / sodium selenite anhydrous / zinc chloride 

New 

24/03/2026 PSUSA: PSUSA/00010163/202508 - periodic safety update report single 
assessment 
human plasma protease C1 inhibitor (nationally authorised products) 

New 

24/03/2026 Page: Website outages and upgrades Updated 

23/03/2026 Shortage: Eli Lilly insulin (various forms) New 

23/03/2026 Document: Medicine Shortage Communication (MSC): Insulin (human 
insulin) (various short-, rapid-, intermediate-, mixed- and long-acting 
forms) 2026 

New 

23/03/2026 Page: Good Manufacturing Practice (GMP) / Good Distribution Practice 
(GDP) Inspectors Working Group 

Updated 

23/03/2026 Medicine: Shingrix 
herpes zoster vaccine (recombinant, adjuvanted) 

Updated 

23/03/2026 Medicine: Sondelbay 
teriparatide 

Updated 

23/03/2026 Medicine: Qutenza 
capsaicin 

Updated 

https://www.ema.europa.eu/en/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-shortages-intravenous-ifosfamide-cyclophosphamide_en.pdf
https://www.ema.europa.eu/en/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-shortages-intravenous-ifosfamide-cyclophosphamide_en.pdf
https://www.ema.europa.eu/en/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-shortages-intravenous-ifosfamide-cyclophosphamide_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-endoxan-sendoxan-genoxal-cyclophosphamide-100-mg-200-mg-500-mg-1-g-2-g-powder-solution-injection-or-infusion_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-endoxan-sendoxan-genoxal-cyclophosphamide-100-mg-200-mg-500-mg-1-g-2-g-powder-solution-injection-or-infusion_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-endoxan-sendoxan-genoxal-cyclophosphamide-100-mg-200-mg-500-mg-1-g-2-g-powder-solution-injection-or-infusion_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-holoxan-tronoxal-mitoxana-ifosfamide-500-mg-1-g-2-g-powder-solution-injection_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-holoxan-tronoxal-mitoxana-ifosfamide-500-mg-1-g-2-g-powder-solution-injection_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-holoxan-tronoxal-mitoxana-ifosfamide-500-mg-1-g-2-g-powder-solution-injection_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000777-202507
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000777-202507
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-medical-devices-mdssg-0
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-medical-devices-mdssg-0
https://www.ema.europa.eu/en/documents/other/cardiac-valves-notified-body-0344-07-12-2021-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf-0
https://www.ema.europa.eu/en/documents/other/cardiac-valves-notified-body-0344-07-12-2021-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf-0
https://www.ema.europa.eu/en/documents/other/cardiac-valves-notified-body-0344-07-12-2021-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf-0
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-figures-february-2026_en.pdf
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-figures-february-2026_en.pdf
https://www.ema.europa.eu/en/medicines/veterinary/referrals/quarter-based-selective-dry-cow-therapy
https://www.ema.europa.eu/en/events/paediatric-committee-pdco-24-27-march-2026
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/documents/other/questions-answers-implementation-3dp-technology-additive-manufacturing-technology-solid-oral-dosage-forms_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementation-3dp-technology-additive-manufacturing-technology-solid-oral-dosage-forms_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementation-3dp-technology-additive-manufacturing-technology-solid-oral-dosage-forms_en.pdf
https://www.ema.europa.eu/en/documents/other/records-data-processing-activity-handling-data-subjects-requests_en.pdf
https://www.ema.europa.eu/en/documents/other/records-data-processing-activity-handling-data-subjects-requests_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-handling-data-subjects-requests_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-handling-data-subjects-requests_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001456-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001456-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010803-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010803-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010163-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010163-202508
https://www.ema.europa.eu/en/about-us/about-website/website-outages-upgrades
https://www.ema.europa.eu/en/medicines/human/shortages/eli-lilly-insulin-various-forms
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-insulin-human-insulin-various-short-rapid-intermediate-mixed-long-acting-forms-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-insulin-human-insulin-various-short-rapid-intermediate-mixed-long-acting-forms-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-insulin-human-insulin-various-short-rapid-intermediate-mixed-long-acting-forms-2026_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/good-manufacturing-practice-gmp-good-distribution-practice-gdp-inspectors-working-group
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/good-manufacturing-practice-gmp-good-distribution-practice-gdp-inspectors-working-group
https://www.ema.europa.eu/en/medicines/human/EPAR/shingrix
https://www.ema.europa.eu/en/medicines/human/EPAR/sondelbay
https://www.ema.europa.eu/en/medicines/human/EPAR/qutenza
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Date: 2026-03-30  10/11 

Date Content Status 

23/03/2026 Medicine: Arexvy 
recombinant respiratory syncytial virus pre-fusion F protein, adjuvanted 
with AS01E 

Updated 

23/03/2026 Medicine: Vaborem 
meropenem; vaborbactam 

Updated 

23/03/2026 Medicine: Tremfya 
guselkumab 

Updated 

23/03/2026 Medicine: Opzelura 
ruxolitinib 

Updated 

23/03/2026 Medicine: Waylivra 
volanesorsen 

Updated 

23/03/2026 Medicine: Rxulti 
brexpiprazole 

Updated 

23/03/2026 Document: Outcome of written procedures finalised during the period 
from 4 December 2025 to 3 March 2026 

New 

 
 
NOTICE TO APPLICANTS 

 

No updates since October 30th, 2025. 
 
 
BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

27.03.2026 Tecovirimat SIGA: Überprüfung der Wirksamkeit bei der Behandlung von 

Mpox 
Wirkstoff: TecovirimatDer Ausschuss für Humanarzneimittel (CHMP) der EMA hat 
empfohlen, Tecovirimat SIGA nicht länger zur Behandlung von Mpox anzuwenden. 

27.03.2026 Levamisol: Überprüfung des Risikos für eine Leukoenzephalopathie 

Wirkstoff: LevamisolDie Europäische Arzneimittel-Agentur (EMA) empfiehlt den 
Widerruf der Zulassungen levamisolhaltiger Arzneimittel. 

27.03.2026 Rote-Hand-Brief zu Accupaque Injektionslösung und Visipaque 

Injektionslösung: Risiko von Partikeln 
Wirkstoff: Iohexol, IodixanolDie Firma GE Healthcare 
Buchler GmbH & Co. KG informiert über das mögliche Risiko von Partikeln in 

bestimmten Chargen der beiden Arzneimittel Accupaque Injektionslösung und 
Visipaque Injektionslösung. 

25.03.2026 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 

29.01.2026 betreffend die Zulassungen für Humanarzneimittel mit den 

Wirkstoffkombinationen Coffein/Codein/Paracetamol/Propyphenazon und 

Acetylsalicylsäure/Coffein/Codein/Paracetamol 

Das BfArM veröffentlicht den Umsetzungsbescheid für die Wirkstoffkombinationen 
Coffein/Codein/Paracetamol/Propyphenazon und 
Acetylsalicylsäure/Coffein/Codein/Paracetamol infolge des 
Europäischen PSUR Single Assessment Verfahrens nach Artikel 107d) bis g) der 
Richtlinie 2001/83/EG. 

https://www.ema.europa.eu/en/medicines/human/EPAR/arexvy
https://www.ema.europa.eu/en/medicines/human/EPAR/vaborem
https://www.ema.europa.eu/en/medicines/human/EPAR/tremfya
https://www.ema.europa.eu/en/medicines/human/EPAR/opzelura
https://www.ema.europa.eu/en/medicines/human/EPAR/waylivra
https://www.ema.europa.eu/en/medicines/human/EPAR/rxulti
https://www.ema.europa.eu/en/documents/other/outcome-written-procedures-finalised-during-period-4-december-2025-3-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/outcome-written-procedures-finalised-during-period-4-december-2025-3-march-2026_en.pdf
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/s-z/tecovirimat.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/s-z/tecovirimat.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/g-l/levamisol.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2026/rhb-accupaque-visipaque.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2026/rhb-accupaque-visipaque.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Coffein-Codein-Kombis-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Coffein-Codein-Kombis-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Coffein-Codein-Kombis-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Coffein-Codein-Kombis-CMDh-Beschluss.html
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Date Title 

25.03.2026 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 

29.01.2026 betreffend die Zulassungen für Humanarzneimittel mit dem 

Wirkstoff Cefixim 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Cefixim 
infolge des Europäischen PSUR Single Assessment Verfahrens nach Artikel 107d) 
bis g) der Richtlinie 2001/83/EG. 

 
 
BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)  

 

Date Title 

24.03.2026 Feststellung des rechtlichen Status und Klassifizierung 
Zur Feststellung des rechtlichen Status sowie der Klassifizierung von 

Medizinprodukten werden die EU-Verordnungen 2017/745 (MDR) bzw. für In-
vitro-Diagnostika die EU-Verordnung 2017/746 (IVDR) herangezogen. Das 
Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) entscheidet gemäß § 
6 des Medizinprodukterecht-Durchführungsgesetzes (MPDG) auf Antrag unter 
anderem über die Klassifizierung und den rechtlichen Status von Produkten. Für die 
Entscheidungsfindung können auch weitere Quellen wie beispielsweise die MDCG-
Dokumente der Europäischen Kommission Hilfestellungen bieten. 

23.03.2026 Registrierung von Medizinprodukten: Übergang vom DMIDS zu EUDAMED 
Ab dem 28. Mai 2026 müssen neue Produkte verpflichtend 
in EUDAMED registriert werden, weiter in Verkehr gebrachte Produkte müssen bis 
zum 28. November in EUDAMED registriert sein. Die Pflicht zur Registrierung von 
Produkten im DMIDS entfällt. 

 
 
PEI - VIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

24.03.2026 Informationsschreiben 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/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Cefixim-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Cefixim-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Cefixim-CMDh-Beschluss.html
https://www.bfarm.de/DE/Medizinprodukte/Aufgaben/Feststellung-rechtlicher-Status-und-Klassifizierung/_artikel.html
https://www.bfarm.de/DE/Medizinprodukte/Ueberblick/Europa-und-EUDAMED/Uebergang-DMIDS-zu-EUDAMED/_artikel.html
https://www.pei.de/DE/newsroom/veroffentlichungen-arzneimittel/sicherheitsinformationen-human/2026/ablage2026/2026-03-24-infoschreiben-yimmugo.html?nn=169638

	Heads of Agencies – CMDh
	Heads of Agencies – Paediatric Regulation
	European Medicines Agency (EMA)
	Notice to Applicants
	BfArM - Pharmakovigilanz (specific for Germany)
	BfArM – Medizinprodukte (specific for Germany)
	PEI - Vigilanz (specific for Germany)
	Pharmeuropa texts for comment

