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HEADS OF AGENCIES – CMDh 

 

07 May 

 

CORRECTION - Questions and Answers on Variations 

 

 

HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 

Article 45 work-sharing: click here 

 

 

EUROPEAN MEDICINES AGENCY (EMA) 

 

Date Content Status 

11/05/2026 Document: Agenda of the COMP Meeting 11-12 May 2026 

 

New 

08/05/2026 Document: PDCO minutes of the 24-27 March 2026 meeting 

 

New 

08/05/2026 Page: PRIME: priority medicines 

 

Updated 

08/05/2026 PSUSA: PSUSA/00001232/202507 - periodic safety update report single 

assessment 

epinephrine (except for nasal use) 

New 

08/05/2026 Document: Recommendations on eligibility to PRIME scheme - Adopted 

at the CHMP meeting of 20-23 April 2026 

 

New 

08/05/2026 Document: List of medicines currently in PRIME scheme 

 

Updated 

08/05/2026 Medicine: Olanzapine Glenmark Europe 

olanzapine 

Updated 

08/05/2026 Medicine: Olanzapine Glenmark 

olanzapine 

Updated 

https://www.hma.eu/human-medicines/cmdh/questions-answers.html
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/documents/agenda/agenda-comp-meeting-11-12-may-2026_en.xlsx
https://www.ema.europa.eu/en/documents/minutes/pdco-minutes-24-27-march-2026-meeting_en.xlsx
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/prime-priority-medicines
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001232-202507
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001232-202507
https://www.ema.europa.eu/en/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-20-23-april-2026_en.pdf
https://www.ema.europa.eu/en/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-20-23-april-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/list-medicines-currently-prime-scheme_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/olanzapine-glenmark-europe
https://www.ema.europa.eu/en/medicines/human/EPAR/olanzapine-glenmark


DiaMed GmbH 

Regulatory News 

 

 

 

Date: 2026-05-11  2/8 

Date Content Status 

08/05/2026 Medicine: Elebrato Ellipta 

fluticasone furoate; umeclidinium; vilanterol 

Updated 

08/05/2026 Medicine: Trelegy Ellipta 

fluticasone furoate; umeclidinium; vilanterol 

Updated 

08/05/2026 Medicine: Opdivo 

nivolumab 

Updated 

08/05/2026 EU-M4all: Dengue Tetravalent Vaccine (Live, Attenuated) Takeda - 

opinion on medicine for use outside EU 

dengue tetravalent vaccine (live, attenuated) 

Updated 

08/05/2026 Medicine: Remsima 

infliximab 

Updated 

08/05/2026 Medicine: Arava 

leflunomide 

Updated 

08/05/2026 PSUSA: PSUSA/00002434/202508 - periodic safety update report single 

assessment 

piretanide / ramipril, piretanide 

New 

08/05/2026 Medicine: Pandemic influenza vaccine H5N1 AstraZeneca (previously 

Pandemic influenza vaccine H5N1 Medimmune) 

pandemic influenza vaccine (H5N1) (live attenuated, nasal) 

Updated 

08/05/2026 PSUSA: PSUSA/00000448/202508 - periodic safety update report single 

assessment 

buclizine / codeine / paracetamol, caffeine / codeine / paracetamol 

New 

08/05/2026 Medicine: Genvoya 

elvitegravir; cobicistat; emtricitabine; tenofovir alafenamide 

Updated 

08/05/2026 Medicine: Ixiaro 

Japanese encephalitis vaccine (inactivated, adsorbed) 

Updated 

08/05/2026 Medicine: Gardasil 9 

human papillomavirus 9-valent vaccine (recombinant, adsorbed) 

Updated 

08/05/2026 Medicine: Loargys 

pegzilarginase 

Updated 

08/05/2026 Medicine: Teriflunomide Viatris (previously Teriflunomide Mylan) 

teriflunomide 

Updated 

08/05/2026 Medicine: Esbriet 

pirfenidone 

Updated 

08/05/2026 Medicine: Tenofovir disoproxil Viatris (previously Tenofovir disoproxil 

Mylan) 

tenofovir disoproxil 

Updated 

08/05/2026 Medicine: Bimzelx 

bimekizumab 

Updated 

https://www.ema.europa.eu/en/medicines/human/EPAR/elebrato-ellipta
https://www.ema.europa.eu/en/medicines/human/EPAR/trelegy-ellipta
https://www.ema.europa.eu/en/medicines/human/EPAR/opdivo
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/remsima
https://www.ema.europa.eu/en/medicines/human/EPAR/arava
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002434-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002434-202508
https://www.ema.europa.eu/en/medicines/human/EPAR/pandemic-influenza-vaccine-h5n1-astrazeneca
https://www.ema.europa.eu/en/medicines/human/EPAR/pandemic-influenza-vaccine-h5n1-astrazeneca
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000448-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000448-202508
https://www.ema.europa.eu/en/medicines/human/EPAR/genvoya
https://www.ema.europa.eu/en/medicines/human/EPAR/ixiaro
https://www.ema.europa.eu/en/medicines/human/EPAR/gardasil-9
https://www.ema.europa.eu/en/medicines/human/EPAR/loargys
https://www.ema.europa.eu/en/medicines/human/EPAR/teriflunomide-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/esbriet
https://www.ema.europa.eu/en/medicines/human/EPAR/tenofovir-disoproxil-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/tenofovir-disoproxil-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/bimzelx
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08/05/2026 Medicine: Teduglutide Viatris 

teduglutide 

Updated 

08/05/2026 Medicine: Bylvay 

odevixibat 

Updated 

08/05/2026 Medicine: Strimvelis 

autologous CD34+ enriched cell fraction that contains CD34+ cells 

transduced with retroviral vector that encodes for the human ADA cDNA 

sequence 

Updated 

08/05/2026 Medicine: Latuda 

lurasidone 

Updated 

08/05/2026 Medicine: Talmanco (previously Tadalafil Generics) 

tadalafil 

Updated 

08/05/2026 Medicine: Rivaroxaban Viatris (previously Rivaroxaban Mylan) 

rivaroxaban 

Updated 

08/05/2026 Medicine: Ritonavir Viatris (previously Ritonavir Mylan) 

ritonavir 

Updated 

08/05/2026 Medicine: Itovebi 

inavolisib 

Updated 

08/05/2026 News: Meeting highlights from the Pharmacovigilance Risk Assessment 

Committee (PRAC) 4-7 May 2026 

 

New 

08/05/2026 Medicine: Pregabalin Viatris (previously Pregabalin Mylan) 

pregabalin 

Updated 

08/05/2026 Event: Good manufacturing practice: Multistakeholder workshop on 

expert contributions to artificial intelligence guidance development (Annex 

22) 

 

New 

08/05/2026 Medicine: Pomalidomide Viatris 

pomalidomide 

Updated 

08/05/2026 Medicine: Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris 

emtricitabine; rilpivirine; tenofovir alafenamide 

Updated 

08/05/2026 Medicine: Mayzent 

siponimod 

Updated 

08/05/2026 PIP: EMEA-001976-PIP02-18 - paediatric investigation plan 

3-[5-[(1R,2S)-2-(2,2-difluoropropanoylamino)-1-(2,3-dihydro-1,4-

benzodioxin-6-yl)propoxy]indazol-1- yl]-N-[(3R)-tetrahydrofuran-3-

yl]benzamide (AZD7594) 

Updated 

08/05/2026 PIP: EMEA-001017-PIP01-10-M01 - paediatric investigation plan 

chemically modified extract of grass pollen from Holcus lanatus, Phleum 

pratense and Poa pratensis 

Updated 

08/05/2026 PIP: EMEA-002183-PIP03-23 - paediatric investigation plan 

imlifidase 

Updated 

08/05/2026 PIP: EMEA-001013-PIP01-10-M01 - paediatric investigation plan 

chemically modified extract of trees pollen from birch and alder 

Updated 

https://www.ema.europa.eu/en/medicines/human/EPAR/teduglutide-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/bylvay
https://www.ema.europa.eu/en/medicines/human/EPAR/strimvelis
https://www.ema.europa.eu/en/medicines/human/EPAR/latuda
https://www.ema.europa.eu/en/medicines/human/EPAR/talmanco
https://www.ema.europa.eu/en/medicines/human/EPAR/rivaroxaban-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/ritonavir-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/itovebi
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-4-7-may-2026
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-4-7-may-2026
https://www.ema.europa.eu/en/medicines/human/EPAR/pregabalin-viatris
https://www.ema.europa.eu/en/events/good-manufacturing-practice-multistakeholder-workshop-expert-contributions-artificial-intelligence-guidance-development-annex-22
https://www.ema.europa.eu/en/events/good-manufacturing-practice-multistakeholder-workshop-expert-contributions-artificial-intelligence-guidance-development-annex-22
https://www.ema.europa.eu/en/events/good-manufacturing-practice-multistakeholder-workshop-expert-contributions-artificial-intelligence-guidance-development-annex-22
https://www.ema.europa.eu/en/medicines/human/EPAR/pomalidomide-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/emtricitabine-rilpivirine-tenofovir-alafenamide-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/mayzent
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001976-pip02-18
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001017-pip01-10-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002183-pip03-23
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001013-pip01-10-m01
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08/05/2026 PIP: EMEA-001011-PIP01-10-M01 - paediatric investigation plan 

chemically modified house dust mites allergen extract of 

Dermatophagoides pteronyssinus and Dermatophagoides farina 

Updated 

08/05/2026 PIP: EMEA-001374-PIP01-12 - paediatric investigation plan 

exon 53 specific phosphorothioate oligonucleotide 

Updated 

08/05/2026 PIP: EMEA-001369-PIP01-12 - paediatric investigation plan 

exon 45 specific phosphorothioate oligonucleotide 

Updated 

08/05/2026 Medicine: Nintedanib Viatris 

nintedanib 

Updated 

08/05/2026 PIP: EMEA-002051-PIP02-16 - paediatric investigation plan 

allopregnanolone 

Updated 

08/05/2026 Medicine: Kanjinti 

trastuzumab 

Updated 

08/05/2026 Medicine: Teizeild 

teplizumab 

Updated 

08/05/2026 Page: Revamp of marketing authorisation assessment templates 

 

New 

08/05/2026 Medicine: Dupixent 

dupilumab 

Updated 

08/05/2026 PSUSA: PSUSA/00002357/202508 - periodic safety update report single 

assessment 

pethidine 

New 

07/05/2026 Medicine: Mysildecard 

sildenafil 

Updated 

07/05/2026 Medicine: Febuxostat Viatris (previously Febuxostat Mylan) 

febuxostat 

Updated 

07/05/2026 Medicine: Entecavir Viatris (previously Entecavir Mylan) 

entecavir 

Updated 

07/05/2026 Medicine: Eltrombopag Viatris 

eltrombopag 

Updated 

07/05/2026 Medicine: Duloxetine Viatris (previously Duloxetine Mylan) 

duloxetine 

Updated 

07/05/2026 Medicine: Darunavir Viatris (previously Darunavir Mylan) 

darunavir 

Updated 

07/05/2026 Medicine: Ibandronic Acid Sandoz 

ibandronic acid 

Updated 

07/05/2026 Medicine: Dapagliflozin Viatris 

dapagliflozin 

Updated 

07/05/2026 Medicine: Cinacalcet Viatris (previously Cinacalcet Mylan) 

cinacalcet 

Updated 

07/05/2026 Medicine: Rapilysin 

reteplase 

Updated 

07/05/2026 Medicine: Afiveg 

aflibercept 

Updated 

07/05/2026 Medicine: Ambrisentan Viatris (previously Ambrisentan Mylan) 

ambrisentan 

Updated 

07/05/2026 Medicine: Loqtorzi 

toripalimab 

Updated 

07/05/2026 Medicine: Humira 

adalimumab 

Updated 

07/05/2026 Medicine: Atazanavir Viatris (previously Atazanavir Mylan) 

atazanavir 

Updated 

https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001011-pip01-10-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001374-pip01-12
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001369-pip01-12
https://www.ema.europa.eu/en/medicines/human/EPAR/nintedanib-viatris
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002051-pip02-16
https://www.ema.europa.eu/en/medicines/human/EPAR/kanjinti
https://www.ema.europa.eu/en/medicines/human/EPAR/teizeild
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/assessment-templates-guidance/revamp-marketing-authorisation-assessment-templates
https://www.ema.europa.eu/en/medicines/human/EPAR/dupixent
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002357-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002357-202508
https://www.ema.europa.eu/en/medicines/human/EPAR/mysildecard
https://www.ema.europa.eu/en/medicines/human/EPAR/febuxostat-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/entecavir-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/eltrombopag-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/duloxetine-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/darunavir-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/ibandronic-acid-sandoz
https://www.ema.europa.eu/en/medicines/human/EPAR/dapagliflozin-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/cinacalcet-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/rapilysin
https://www.ema.europa.eu/en/medicines/human/EPAR/afiveg
https://www.ema.europa.eu/en/medicines/human/EPAR/ambrisentan-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/loqtorzi
https://www.ema.europa.eu/en/medicines/human/EPAR/humira
https://www.ema.europa.eu/en/medicines/human/EPAR/atazanavir-viatris
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07/05/2026 Medicine: Ilumetri 

tildrakizumab 

Updated 

07/05/2026 Medicine: Comtan 

entacapone 

Updated 

07/05/2026 Medicine: Arixtra 

fondaparinux sodium 

Updated 

07/05/2026 News: EU recommendations for 2026/2027 seasonal flu vaccine 

composition 

 

Updated 

07/05/2026 Medicine: Fintepla 

fenfluramine 

Updated 

07/05/2026 Medicine: Uzpruvo 

ustekinumab 

Updated 

07/05/2026 Medicine: Dimethyl fumarate Mylan 

dimethyl fumarate 

Updated 

07/05/2026 Medicine: Beovu 

brolucizumab 

Updated 

07/05/2026 Medicine: Truvelog Mix 30 

insulin aspart 

Updated 

07/05/2026 PIP: EMEA-003192-PIP03-23 - paediatric investigation plan 

ensitrelvir 

New 

07/05/2026 PIP: EMA/PE/0000230710 - paediatric investigation plan 

rocatinlimab 

Updated 

07/05/2026 Medicine: CellCept 

mycophenolate mofetil 

Updated 

07/05/2026 Medicine: Uplizna 

inebilizumab 

Updated 

07/05/2026 Medicine: Olumiant 

baricitinib 

Updated 

07/05/2026 Medicine: Kerendia 

finerenone 

Updated 

07/05/2026 Medicine: Dovprela (previously Pretomanid FGK) 

pretomanid 

Updated 

07/05/2026 Medicine: Oncaspar 

pegaspargase 

Updated 

07/05/2026 Document: List of industry subject matter experts and list of planned calls 

for industry subject matter experts 

 

Updated 

07/05/2026 Document: Record of data processing activity for Modelling and 

Simulation Pilot - Use of clinical study data for scientific advice 

 

New 

07/05/2026 Document: European Medicines Agency's data protection notice for 

Modelling and Simulation Pilot - Use of clinical study data for scientific 

advice 

 

New 

07/05/2026 Event: Clinical Trials Information System (CTIS): Information day 

 

New 

07/05/2026 Medicine: Usgena 

ustekinumab 

Updated 

06/05/2026 Page: Clinical trials in human medicines 

 

Updated 

06/05/2026 Document: Minutes of PRAC meeting on 9-12 March 2026 

 

New 

https://www.ema.europa.eu/en/medicines/human/EPAR/ilumetri
https://www.ema.europa.eu/en/medicines/human/EPAR/comtan
https://www.ema.europa.eu/en/medicines/human/EPAR/arixtra
https://www.ema.europa.eu/en/news/eu-recommendations-2026-2027-seasonal-flu-vaccine-composition
https://www.ema.europa.eu/en/news/eu-recommendations-2026-2027-seasonal-flu-vaccine-composition
https://www.ema.europa.eu/en/medicines/human/EPAR/fintepla
https://www.ema.europa.eu/en/medicines/human/EPAR/uzpruvo
https://www.ema.europa.eu/en/medicines/human/EPAR/dimethyl-fumarate-mylan
https://www.ema.europa.eu/en/medicines/human/EPAR/beovu
https://www.ema.europa.eu/en/medicines/human/EPAR/truvelog-mix-30
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003192-pip03-23
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/ema-pe-0000230710
https://www.ema.europa.eu/en/medicines/human/EPAR/cellcept
https://www.ema.europa.eu/en/medicines/human/EPAR/uplizna
https://www.ema.europa.eu/en/medicines/human/EPAR/olumiant
https://www.ema.europa.eu/en/medicines/human/EPAR/kerendia
https://www.ema.europa.eu/en/medicines/human/EPAR/dovprela
https://www.ema.europa.eu/en/medicines/human/EPAR/oncaspar
https://www.ema.europa.eu/en/documents/other/list-industry-subject-matter-experts-list-planned-calls-industry-subject-matter-experts_en.pdf
https://www.ema.europa.eu/en/documents/other/list-industry-subject-matter-experts-list-planned-calls-industry-subject-matter-experts_en.pdf
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-modelling-simulation-pilot-use-clinical-study-data-scientific-advice_en.pdf
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-modelling-simulation-pilot-use-clinical-study-data-scientific-advice_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-modelling-simulation-pilot-use-clinical-study-data-scientific-advice_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-modelling-simulation-pilot-use-clinical-study-data-scientific-advice_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-modelling-simulation-pilot-use-clinical-study-data-scientific-advice_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-information-day-2
https://www.ema.europa.eu/en/medicines/human/EPAR/usgena
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines
https://www.ema.europa.eu/en/documents/minutes/minutes-prac-meeting-9-12-march-2026_en.pdf
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06/05/2026 Shortage: NexoBrid 

concentrate of proteolytic enzymes enriched in bromelain 

New 

06/05/2026 Medicine: Tolucombi 

telmisartan; hydrochlorothiazide 

Updated 

06/05/2026 PIP: EMA/PE/0000181993 - paediatric investigation plan 

mosunetuzumab 

Updated 

06/05/2026 PIP: EMA/PE/0000290054 - paediatric investigation plan 

human polyclonal immunoglobulin G against thymocyte 

New 

06/05/2026 PIP: EMA/PE/0000236886 - paediatric investigation plan 

baricitinib 

New 

06/05/2026 Medicine: Integrilin 

eptifibatide 

Updated 

06/05/2026 PIP: EMEA-002414-PIP01-18 - paediatric investigation plan 

Humanized anti-CD19, Fc engineered, monoclonal antibody (XmAb5871) 

Updated 

06/05/2026 PIP: EMEA-002299-PIP01-17 - paediatric investigation plan 

Enfortumab vedotin 

Updated 

06/05/2026 Medicine: Imcivree 

setmelanotide 

Updated 

06/05/2026 Medicine: Korjuny 

catumaxomab 

Updated 

06/05/2026 Medicine: Truqap 

capivasertib 

Updated 

06/05/2026 Medicine: Ifirmasta (previously Irbesartan Krka) 

irbesartan 

Updated 

06/05/2026 Medicine: Irbesartan Teva 

irbesartan 

Updated 

06/05/2026 Medicine: Ogsiveo 

nirogacestat 

Updated 

05/05/2026 Medicine: Rhapsido 

remibrutinib 

Updated 

05/05/2026 Document: Agenda - EnprEMA & ACT EU workshop on paediatric 

clinical trials 

 

Updated 

05/05/2026 Document: Agenda of the PRAC meeting 4-7 May 2026 

 

Updated 

05/05/2026 Document: European Medicines Agency’s data protection notice for the 

management of traineeships at EMA 

 

New 

05/05/2026 Document: Minutes of the CAT meeting 18-20 March 2026 

 

New 

05/05/2026 Document: Minutes of the COMP meeting 17-18 March 2026 

 

New 

05/05/2026 Page: Quality of medicines: questions and answers - Part 2 

 

Updated 

05/05/2026 Document: Questions and answers on implementation of Ph.Eur. 

Medicinal Product Monographs (MPM) 

 

Updated 

05/05/2026 Medicine: Bimervax 

COVID-19 Vaccine (recombinant, adjuvanted) 

Updated 

05/05/2026 Medicine: Onerji 

levodopa; carbidopa 

Updated 

05/05/2026 Medicine: Palsonify 

paltusotine 

Updated 

https://www.ema.europa.eu/en/medicines/human/shortages/nexobrid
https://www.ema.europa.eu/en/medicines/human/EPAR/tolucombi
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/ema-pe-0000181993
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/ema-pe-0000290054
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/ema-pe-0000236886
https://www.ema.europa.eu/en/medicines/human/EPAR/integrilin
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002414-pip01-18
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002299-pip01-17
https://www.ema.europa.eu/en/medicines/human/EPAR/imcivree
https://www.ema.europa.eu/en/medicines/human/EPAR/korjuny
https://www.ema.europa.eu/en/medicines/human/EPAR/truqap
https://www.ema.europa.eu/en/medicines/human/EPAR/ifirmasta
https://www.ema.europa.eu/en/medicines/human/EPAR/irbesartan-teva
https://www.ema.europa.eu/en/medicines/human/EPAR/ogsiveo
https://www.ema.europa.eu/en/medicines/human/EPAR/rhapsido
https://www.ema.europa.eu/en/documents/agenda/agenda-enprema-act-eu-workshop-paediatric-clinical-trials_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-enprema-act-eu-workshop-paediatric-clinical-trials_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-prac-meeting-4-7-may-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-management-traineeships-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-management-traineeships-ema_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-cat-meeting-18-20-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-comp-meeting-17-18-march-2026_en.xlsx
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-guidelines/quality-medicines-questions-answers-introduction/quality-medicines-questions-answers-part-2
https://www.ema.europa.eu/en/documents/other/questions-answers-implementation-pheur-medicinal-product-monographs-mpm_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementation-pheur-medicinal-product-monographs-mpm_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/bimervax
https://www.ema.europa.eu/en/medicines/human/EPAR/onerji
https://www.ema.europa.eu/en/medicines/human/EPAR/palsonify
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Date Content Status 

05/05/2026 Medicine: Ilaris 

canakinumab 

Updated 

05/05/2026 Document: QRD veterinary combined label-leaflet template v.9.1 

 

Updated 

05/05/2026 Medicine: Mvabea 

Ebola vaccine (MVA-BN-Filo [recombinant]) 

Updated 

05/05/2026 Medicine: Zabdeno 

ebola vaccine (Ad26.ZEBOV-GP [recombinant]) 

Updated 

05/05/2026 Medicine: Qutenza 

capsaicin 

Updated 

05/05/2026 Medicine: Comirnaty 

COVID-19 mRNA vaccine 

Updated 

04/05/2026 Document: Template - Request for compliance check on an agreed 

paediatric investigation plan (PIP) 

 

Updated 

04/05/2026 Document: FAQs: Supervise a Clinical Trial : Inspection records - CTIS 

Training Programme - Module 16 

 

Updated 

04/05/2026 Event: European Shortages Monitoring Platform (ESMP) training on 

readable IDs and general updates for industry 

 

Updated 

04/05/2026 Document: Meeting summary - Medicine Shortages SPOC Working Party 

meeting 16-17 March 2026 

 

New 

04/05/2026 Document: Minutes of the Management Board meeting: 12 March 2026 

 

New 

04/05/2026 Document: List of eligible industry stakeholder organisations 

 

Updated 

04/05/2026 Document: Minutes - Executive Steering Group on Shortages of Medical 

Devices (MDSSG) (23 March 2026) 

 

New 

04/05/2026 Shortage: Quetiapine 

 

Updated 

04/05/2026 Event: Pharmacovigilance Risk Assessment Committee (PRAC): 4 - 7 

May 2026 

 

Updated 

04/05/2026 Document: Agenda of the COMP Meeting 14-16 April 2026 

 

Updated 

04/05/2026 Event: Product Management Service (PMS) information day 2026 

 

Updated 

04/05/2026 Medicine: Leqembi 

lecanemab 

Updated 

04/05/2026 Medicine: Rapamune 

sirolimus 

Updated 

04/05/2026 Medicine: Yeytuo 

lenacapavir 

Updated 

 

 

NOTICE TO APPLICANTS 

 

No updates since October 30th, 2025. 

 

 

https://www.ema.europa.eu/en/medicines/human/EPAR/ilaris
https://www.ema.europa.eu/en/documents/template-form/qrd-veterinary-combined-label-leaflet-template-v91_en.docx
https://www.ema.europa.eu/en/medicines/human/EPAR/mvabea
https://www.ema.europa.eu/en/medicines/human/EPAR/zabdeno
https://www.ema.europa.eu/en/medicines/human/EPAR/qutenza
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/documents/template-form/template-request-compliance-check-agreed-paediatric-investigation-plan-pip_en.docx
https://www.ema.europa.eu/en/documents/template-form/template-request-compliance-check-agreed-paediatric-investigation-plan-pip_en.docx
https://www.ema.europa.eu/en/documents/other/faqs-supervise-clinical-trial-inspection-records-ctis-training-programme-module-16_en.pdf
https://www.ema.europa.eu/en/documents/other/faqs-supervise-clinical-trial-inspection-records-ctis-training-programme-module-16_en.pdf
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-readable-ids-general-updates-industry
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-readable-ids-general-updates-industry
https://www.ema.europa.eu/en/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-meeting-16-17-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-meeting-16-17-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-management-board-meeting-12-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/list-eligible-industry-stakeholder-organisations_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-executive-steering-group-shortages-medical-devices-mdssg-23-march-2026_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-executive-steering-group-shortages-medical-devices-mdssg-23-march-2026_en.pdf
https://www.ema.europa.eu/en/medicines/human/shortages/quetiapine
https://www.ema.europa.eu/en/events/pharmacovigilance-risk-assessment-committee-prac-4-7-may-2026
https://www.ema.europa.eu/en/events/pharmacovigilance-risk-assessment-committee-prac-4-7-may-2026
https://www.ema.europa.eu/en/documents/agenda/agenda-comp-meeting-14-16-april-2026_en.xlsx
https://www.ema.europa.eu/en/events/product-management-service-pms-information-day-2026
https://www.ema.europa.eu/en/medicines/human/EPAR/leqembi
https://www.ema.europa.eu/en/medicines/human/EPAR/rapamune
https://www.ema.europa.eu/en/medicines/human/EPAR/yeytuo
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BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

08.05.2026 Pharmacovigilance Risk Assessment Committee (PRAC) 

Das Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) veröffentlicht 

die neuen Signale, die im Rahmen der PRAC-Sitzung vom 04.05. - 07.05.2026 

behandelt wurden. 

 

08.05.2026 Rote-Hand-Brief zu Famenita 200 mg Weichkapseln: Fehlerhafte 

Kennzeichnung in der Blindenschrift 

Wirkstoff: Progesteron 

Die Firma Exeltis Germany GmbH informiert über eine fehlerhafte Kennzeichnung 

in der äußeren Umhüllung. 

 

06.05.2026 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 

25.02.2026 betreffend die Zulassungen für Humanarzneimittel mit dem 

Wirkstoff Albendazol 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff 

Albendazol infolge des Europäischen PSUR Single Assessment Verfahrens nach 

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

 

 

 

BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)  

 

No updates since April 17th, 2026. 

 

 

PEI - VIGILANZ (SPECIFIC FOR GERMANY) 

 

No updates since April 22nd, 2026. 

 

 

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/Ausschuesse-und-Gremien/PRAC/_artikel.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2026/rhb-famenita.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2026/rhb-famenita.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Albendazol-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Albendazol-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Albendazol-CMDh-Beschluss.html
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