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HEADS OF AGENCIES — CMDh

27 November
NEW - Presentations from the 19 November 2025 meeting with Interested Parties

NEW - Art. 46 PAR Cleviprex (clevidipine)

NEW - Art. 46 PAR Botox (botulinum toxin type A)

NEW - Art. 46 PAR Pentavac (Corynebacterium diphtheriae toxoid, Clostridium tetani toxoid,
Haemophilus influenzae type B polysaccharide, Bordetella pertussis, filamentous hemagglutinin,
Bordetella pertussis toxoid, poliovirus type 1, strain Mahoney, inactivated, poliovirus type 3, strain
Saukett, inactivated, poliovirus type 2, strain MEF-1, inactivated)

UPDATE - Instructions for RMS when preparing the PAR based on the FAR

UPDATE - PAR template (empty) - when prepared based on FAR

UPDATE - CMDh Best Practice Guide on the compilation of the dossier for New Applications
submitted in Mutual Recognition and Decentralised Procedures

UPDATE - D70 Overview AR Template (empty)

HEADS OF AGENCIES — PAEDIATRIC REGULATION

Article 45 work-sharing: click here

EUROPEAN MEDICINES AGENCY (EMA)

Date Content Status
28/11/2025 | Page: National competent authorities (human) Updated
28/11/2025 | Page: National competent authorities (veterinary) Updated

28/11/2025 | Page: Pre-authorisation guidance under the Veterinary Medicinal Products | Updated
Regulation (Regulation (EU) 2019/6)

Date: 2025-12-01 1/12


https://www.hma.eu/human-medicines/cmdh/about-cmdh/contacts-with-representative-organisations.html#c7839
https://www.hma.eu/human-medicines/cmdh/paediatric-regulation/assessment-reports/article-46-work-sharing.html
https://www.hma.eu/human-medicines/cmdh/paediatric-regulation/assessment-reports/article-46-work-sharing.html
https://www.hma.eu/human-medicines/cmdh/paediatric-regulation/assessment-reports/article-46-work-sharing.html
https://www.hma.eu/human-medicines/cmdh/paediatric-regulation/assessment-reports/article-46-work-sharing.html
https://www.hma.eu/human-medicines/cmdh/paediatric-regulation/assessment-reports/article-46-work-sharing.html
https://www.hma.eu/human-medicines/cmdh/paediatric-regulation/assessment-reports/article-46-work-sharing.html
https://www.hma.eu/human-medicines/cmdh/templates/assessment-reports/public-ar.html
https://www.hma.eu/human-medicines/cmdh/templates/assessment-reports/public-ar.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/application-for-ma.html#c1648
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/application-for-ma.html#c1648
https://www.hma.eu/human-medicines/cmdh/templates/assessment-reports/dcp-ar/comments.html#c481
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/partners-networks/eu-partners/eu-member-states/national-competent-authorities-human
https://www.ema.europa.eu/en/partners-networks/eu-partners/eu-member-states/national-competent-authorities-veterinary
https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6

DiaMed GmbH

Regulatory News DIA
Date Content Status
28/11/2025 | Page: Procedural advice for veterinary vaccine antigen master file (VAMF) | Updated
certification - Procedural Guidance

28/11/2025 | Document: Vaccine antigen master file (VAMF) submission letter template | New

28/11/2025 | Document: Vaccine platform technology master file (VPTMF) submission | New
letter template

28/11/2025 | Page: Procedural advice for vaccine platform technology master file | Updated
(VPTMF) certification - Procedural Guidance

28/11/2025 | Document: Procedural advice for veterinary vaccine antigen master file | Updated
(VAMF) certification

28/11/2025 | Document: Procedural advice for vaccine platform technology master file | Updated
(VPTMF) certification

28/11/2025 | Referral: Levamisole-containing medicinal products - referrallevamisole Updated

28/11/2025 | Page: Paediatric investigation plans: questions and answers Updated

28/11/2025 | Document: Guidance for stepwise PIPs (sPIPs) Updated

28/11/2025 | Medicine: Comirnaty Updated
COVID-19 mRNA vaccine

28/11/2025 | Event: Fifteenth meeting of the industry stakeholder platform on the | Updated
operation of the centralised procedure for human medicines

28/11/2025 | Medicine: Spikevax (previously COVID-19 Vaccine Moderna) Updated
COVID-19 mRNA vaccine

28/11/2025 | Medicine: MenQuadfi Updated
meningococcal group A, C, W-135 and Y conjugate vaccine

28/11/2025 | Event: Quarterly System Demo - Q4 2025 Updated

28/11/2025 | PSUSA: PSUSA/00002615/202504 - periodic safety update report single | Updated
assessment
reboxetine

28/11/2025 | Orphan: EU/3/08/548 - orphan designation for treatment of multiple | Updated
myelomacarfilzomib

28/11/2025 | Document: Meeting Summary - Medicine Shortages SPOC Working Party | New
14-15 October 2025

28/11/2025 | Medicine: Kyprolis Updated
carfilzomib

28/11/2025 | Page: Plasma master file certificates Updated

28/11/2025 | Medicine: Bilprevda Updated

Date: 2025-12-01 2/12


https://www.ema.europa.eu/en/procedural-advice-veterinary-vaccine-antigen-master-file-vamf-certification-procedural-guidance
https://www.ema.europa.eu/en/procedural-advice-veterinary-vaccine-antigen-master-file-vamf-certification-procedural-guidance
https://www.ema.europa.eu/en/documents/template-form/vaccine-antigen-master-file-vamf-submission-letter-template_en.docx
https://www.ema.europa.eu/en/documents/template-form/vaccine-platform-technology-master-file-vptmf-submission-letter-template_en.docx
https://www.ema.europa.eu/en/documents/template-form/vaccine-platform-technology-master-file-vptmf-submission-letter-template_en.docx
https://www.ema.europa.eu/en/procedural-advice-vaccine-platform-technology-master-file-vptmf-certification-procedural-guidance
https://www.ema.europa.eu/en/procedural-advice-vaccine-platform-technology-master-file-vptmf-certification-procedural-guidance
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-veterinary-vaccine-antigen-master-file-vamf-certification_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-veterinary-vaccine-antigen-master-file-vamf-certification_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/procedural-advice-vaccine-platform-technology-master-file-vptmf-certification_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/procedural-advice-vaccine-platform-technology-master-file-vptmf-certification_en.pdf
https://www.ema.europa.eu/en/medicines/human/referrals/levamisole-containing-medicinal-products
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-medicines-research-development/paediatric-investigation-plans/paediatric-investigation-plans-questions-answers
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-stepwise-pips-spips_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/events/fifteenth-meeting-industry-stakeholder-platform-operation-centralised-procedure-human-medicines
https://www.ema.europa.eu/en/events/fifteenth-meeting-industry-stakeholder-platform-operation-centralised-procedure-human-medicines
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/menquadfi
https://www.ema.europa.eu/en/events/quarterly-system-demo-q4-2025
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002615-202504
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002615-202504
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-08-548
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-08-548
https://www.ema.europa.eu/en/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-14-15-october-2025_en.pdf
https://www.ema.europa.eu/en/documents/minutes/meeting-summary-medicine-shortages-spoc-working-party-14-15-october-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/kyprolis
https://www.ema.europa.eu/en/human-regulatory-overview/plasma-master-file-pmf-certification/plasma-master-file-certificates
https://www.ema.europa.eu/en/medicines/human/EPAR/bilprevda

DiaMed GmbH

Regulatory News DIA

Date Content Status
denosumab

28/11/2025 | News: Meeting highlights from the Pharmacovigilance Risk Assessment | New
Committee (PRAC) 24 - 27 November 2025

28/11/2025 | Event: Kick-off meeting of the HMA-EMA group focused on Al with | New
industry stakeholders

28/11/2025 | Medicine: Hemosyvet Updated
etamsylate

28/11/2025 | PSUSA: PSUSA/00002203/202504 - periodic safety update report single | New
assessment
ofloxacin (systemic use)

28/11/2025 | PSUSA: PSUSA/00010377/202504 - periodic safety update report single | New
assessment
ivermectin (systemic use)

28/11/2025 | Document: List of centrally authorised products with safety-related changes | Updated
to the product information

28/11/2025 | Medicine: Atropine sulfate FGK Updated
atropine

28/11/2025 | Medicine: Byfavo Updated
remimazolam

28/11/2025 | Medicine: Talvey Updated
talquetamab

28/11/2025 | Medicine: Livogiva Updated
teriparatide

28/11/2025 | Medicine: Memantine Mylan Updated
memantine

28/11/2025 | Medicine: Fingolimod Mylan Updated
fingolimod

28/11/2025 | Medicine: Rinvoq Updated
upadacitinib

27/11/2025 | Page: Executive Steering Group on Shortages and Safety of Medicinal | Updated
Products (MSSG)

27/11/2025 | Event: Eighth European Medicines Agency (EMA) and Medicines for | New
Europe bilateral meeting

Date: 2025-12-01 3/12


https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-24-27-november-2025
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-24-27-november-2025
https://www.ema.europa.eu/en/events/kick-meeting-hma-ema-group-focused-ai-industry-stakeholders
https://www.ema.europa.eu/en/events/kick-meeting-hma-ema-group-focused-ai-industry-stakeholders
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/hemosyvet
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002203-202504
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002203-202504
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010377-202504
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010377-202504
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/atropine-sulfate-fgk
https://www.ema.europa.eu/en/medicines/human/EPAR/byfavo
https://www.ema.europa.eu/en/medicines/human/EPAR/talvey
https://www.ema.europa.eu/en/medicines/human/EPAR/livogiva
https://www.ema.europa.eu/en/medicines/human/EPAR/memantine-mylan
https://www.ema.europa.eu/en/medicines/human/EPAR/fingolimod-mylan
https://www.ema.europa.eu/en/medicines/human/EPAR/rinvoq
https://www.ema.europa.eu/en/about-us/who-we-are/executive-steering-group-shortages-medicinal-products
https://www.ema.europa.eu/en/about-us/who-we-are/executive-steering-group-shortages-medicinal-products
https://www.ema.europa.eu/en/events/eighth-european-medicines-agency-ema-medicines-europe-bilateral-meeting
https://www.ema.europa.eu/en/events/eighth-european-medicines-agency-ema-medicines-europe-bilateral-meeting

DiaMed GmbH

Regulatory News DIA
Date Content Status
27/11/2025 | Medicine: Rolcya Updated
denosumab

27/11/2025 | Medicine: Jubbonti Updated
denosumab

27/11/2025 | Event: 14th Industry Standing Group (ISG) meeting Updated

27/11/2025 | Document: Highlights - 14th Industry Standing Group (ISG) meeting New

27/11/2025 | Page: Ethical use of animals in medicine testing Updated

27/11/2025 | Document: 3Rs working party biennial report 2023-2024 New

27/11/2025 | PSUSA: PSUSA/00010292/202503 - periodic safety update report single | New
assessment
triamcinolone (intraocular formulations)

27/11/2025 | Page: Veterinary limited markets Updated

27/11/2025 | Herbal: Curcumae longae rhizoma - herbal medicinal product Updated
Turmeric

27/11/2025 | Medicine: Librela Updated
bedinvetmab

27/11/2025 | Medicine: Lenivia Updated
izenivetmab

27/11/2025 | Page: Legal notice Updated

27/11/2025 | PIP: EMEA-003116-PIP01-21 - paediatric investigation plan Updated
Gliadin protease

27/11/2025 | PIP: EMEA-002819-PIP01-20-MO01 - paediatric investigation plan Updated
Magrolimab

27/11/2025 | PIP: EMEA-003448-PIP01-23 - paediatric investigation plan Updated
Losmapimod

27/11/2025 | PIP: EMEA-002341-PIP02-23 - paediatric investigation plan Updated
ganaxolone

27/11/2025 | PIP: EMEA-003156-PIP01-21 - paediatric investigation plan Updated
Efavaleukin alfa

27/11/2025 | PIP: EMEA-002284-PIP01-17 - paediatric investigation plan Updated
Evobrutinib

Date: 2025-12-01 4/12


https://www.ema.europa.eu/en/medicines/human/EPAR/rolcya
https://www.ema.europa.eu/en/medicines/human/EPAR/jubbonti
https://www.ema.europa.eu/en/events/14th-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/documents/report/highlights-14th-industry-standing-group-isg-meeting_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/ethical-use-animals-medicine-testing
https://www.ema.europa.eu/en/documents/report/3rs-working-party-biennial-report-2023-2024_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010292-202503
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010292-202503
https://www.ema.europa.eu/en/veterinary-regulatory-overview/research-development-veterinary-medicines/veterinary-limited-markets
https://www.ema.europa.eu/en/medicines/herbal/curcumae-longae-rhizoma
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/librela
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/lenivia
https://www.ema.europa.eu/en/about-us/about-website/legal-notice
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003116-pip01-21
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002819-pip01-20-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003448-pip01-23
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002341-pip02-23
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003156-pip01-21
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002284-pip01-17

DiaMed GmbH

Regulatory News DIA
Date Content Status
27/11/2025 | Medicine: Verzenios Updated
abemaciclib

27/11/2025 | Medicine: Metalyse Updated
tenecteplase

27/11/2025 | Medicine: Lynkuet Updated
elinzanetant

27/11/2025 | Post-authorisation: Brilique - withdrawal of application for variation to | Updated
marketing authorisation
ticagrelor

27/11/2025 | Medicine: Uplizna Updated
inebilizumab

27/11/2025 | Medicine: Rubraca Updated
rucaparib

27/11/2025 | News: Call for expressions of interest for civil society representatives to | Updated
participate in the work of EMA’s Paediatric Committee

27/11/2025 | Medicine: Bildyos Updated
denosumab

27/11/2025 | Medicine: Celdoxome pegylated liposomal Updated
doxorubicin hydrochloride

27/11/2025 | Medicine: Cejemly Updated
sugemalimab

27/11/2025 | PSUSA: PSUSA/00000843/202501 - periodic safety update report single | New
assessment
codeine

26/11/2025 | Page: Medicines authorised during pandemic Updated

26/11/2025 | Medicine: Eliquis Updated
apixaban

26/11/2025 | Page: Paediatric investigation plans: Templates and forms Updated

26/11/2025 | Medicine: Fintepla Updated
fenfluramine

26/11/2025 | PSUSA: PSUSA/00001499/202502 - periodic safety update report single | New
assessment

Date: 2025-12-01 5/12


https://www.ema.europa.eu/en/medicines/human/EPAR/verzenios
https://www.ema.europa.eu/en/medicines/human/EPAR/metalyse
https://www.ema.europa.eu/en/medicines/human/EPAR/lynkuet
https://www.ema.europa.eu/en/medicines/human/variation/brilique-0
https://www.ema.europa.eu/en/medicines/human/variation/brilique-0
https://www.ema.europa.eu/en/medicines/human/EPAR/uplizna
https://www.ema.europa.eu/en/medicines/human/EPAR/rubraca
https://www.ema.europa.eu/en/news/call-expressions-interest-civil-society-representatives-participate-work-emas-paediatric-committee
https://www.ema.europa.eu/en/news/call-expressions-interest-civil-society-representatives-participate-work-emas-paediatric-committee
https://www.ema.europa.eu/en/medicines/human/EPAR/bildyos
https://www.ema.europa.eu/en/medicines/human/EPAR/celdoxome-pegylated-liposomal
https://www.ema.europa.eu/en/medicines/human/EPAR/cejemly
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000843-202501
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000843-202501
https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/pandemic-influenza/2009-h1n1-influenza-pandemic/medicines-authorised-during-pandemic
https://www.ema.europa.eu/en/medicines/human/EPAR/eliquis
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-medicines-research-development/paediatric-investigation-plans/paediatric-investigation-plans-templates-forms
https://www.ema.europa.eu/en/medicines/human/EPAR/fintepla
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001499-202502
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001499-202502

DiaMed GmbH

Regulatory News DIA

Date Content Status
gabapentin

26/11/2025 | Event: Clinical Trials Information System (CTIS): Walk-in clinic | Updated
November 2025

26/11/2025 | Medicine: Qarziba (previously Dinutuximab beta EUSA and Dinutuximab | Updated
beta Apeiron)
dinutuximab beta

26/11/2025 | PSUSA: PSUSA/00010915/202501 - periodic safety update report single | New
assessment
Rosuvastatin / Omega-3-acid ethyl esters

26/11/2025 | Medicine: Arexvy Updated
recombinant respiratory syncytial virus pre-fusion F protein, adjuvanted
with ASO1E

26/11/2025 | PSUSA: PSUSA/00000259/202502 - periodic safety update report single | New
assessment
atenolol

26/11/2025 | Medicine: Zejula Updated
niraparib

26/11/2025 | PSUSA: PSUSA/00003168/202502 - periodic safety update report single | New
assessment
dorzolamide

26/11/2025 | Document: Agenda - HMA/EMA Annual Data Forum 2025 Updated

26/11/2025 | Medicine: Zilbrysq Updated
zilucoplan

26/11/2025 | Medicine: Mvasi Updated
bevacizumab

26/11/2025 | Medicine: mResvia Updated
Respiratory syncytial virus mRNA vaccine (nucleoside modified)

26/11/2025 | Medicine: Obodence Updated
denosumab

26/11/2025 | Event: Seventh European Medicines Agency - EuropaBio bilateral meeting | New

26/11/2025 | Document: Questions and answers on implementation of the medical | Updated
devices and in vitro diagnostic medical devices Regulations ((EU) 2017/745
and (EU) 2017/746)

Date: 2025-12-01 6/12


https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-november-2025
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-november-2025
https://www.ema.europa.eu/en/medicines/human/EPAR/qarziba
https://www.ema.europa.eu/en/medicines/human/EPAR/qarziba
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010915-202501
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010915-202501
https://www.ema.europa.eu/en/medicines/human/EPAR/arexvy
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000259-202502
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000259-202502
https://www.ema.europa.eu/en/medicines/human/EPAR/zejula
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003168-202502
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003168-202502
https://www.ema.europa.eu/en/documents/agenda/agenda-hma-ema-annual-data-forum-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/zilbrysq
https://www.ema.europa.eu/en/medicines/human/EPAR/mvasi
https://www.ema.europa.eu/en/medicines/human/EPAR/mresvia
https://www.ema.europa.eu/en/medicines/human/EPAR/obodence
https://www.ema.europa.eu/en/events/seventh-european-medicines-agency-europabio-bilateral-meeting
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf

DiaMed GmbH

Regulatory News DIA
Date Content Status
26/11/2025 | Document: Questions and answers on implementation of the medical | Updated

devices and in vitro diagnostic medical devices Regulations ((EU) 2017/745

and (EU) 2017/746) - tracked changes
26/11/2025 | Event: Sixth European Medicines Agency (EMA) and the Association of | New

the European Self-Care Industry (AESGP) bilateral meeting
26/11/2025 | Page: Transfer of marketing authorisation: questions and answers Updated
26/11/2025 | Page: Submitting results of paediatric studies Updated
26/11/2025 | Page: Periodic safety update reports (PSURSs) Updated
26/11/2025 | Event: 15th Industry Standing Group (ISG) meeting Updated
26/11/2025 | Page: Post-authorisation efficacy studies: questions and answers Updated
26/11/2025 | Page: Post-authorisation safety studies (PASS) Updated
26/11/2025 | Page: Changing the (invented) name of a centrally authorised medicine: | Updated

questions and answers
26/11/2025 | Page: Grouping of variations: questions and answers Updated
26/11/2025 | Page: Extensions of marketing authorisations: questions and answers Updated
26/11/2025 | Page: List of medicines under additional monitoring Updated
26/11/2025 | Document: List of medicinal products under additional monitoring Updated
26/11/2025 | Document: List of medicinal products under additional monitoring Updated
26/11/2025 | Page: Worksharing: questions and answers Updated
26/11/2025 | Event: DARWIN EU Advisory Board meeting: 20 January 2025 Updated
26/11/2025 | Document: Minutes - DARWIN EU Advisory Board - 20 January 2025 New
26/11/2025 | Document: Agenda - DARWIN EU Advisory Board - 20 January 2025 New
26/11/2025 | Event: DARWIN EU Advisory Board meeting: 25 November 2024 Updated
26/11/2025 | Document: Minutes - DARWIN EU Advisory Board - 25 November 2024 | New
26/11/2025 | Page: Type-II variations: questions and answers Updated
26/11/2025 | Document: Agenda - DARWIN EU Advisory Board - 25 November 2024 | New
26/11/2025 | Page: Type-IB variations: questions and answers Updated
26/11/2025 | Document: Regulatory Procedure Management in IRIS roadmap Updated
26/11/2025 | Page: Type-IA variations: questions and answers Updated
26/11/2025 | Document: European Medicines Agency post-authorisation procedural | Updated

advice for users of the centralised procedure
26/11/2025 | Document: European Medicines Agency post-authorisation procedural | Updated

advice for users of the centralised procedure: document with tracked changes
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746-tracked-changes_en.pdf
https://www.ema.europa.eu/en/events/sixth-european-medicines-agency-ema-association-european-self-care-industry-aesgp-bilateral-meeting
https://www.ema.europa.eu/en/events/sixth-european-medicines-agency-ema-association-european-self-care-industry-aesgp-bilateral-meeting
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/events/15th-industry-standing-group-isg-meeting
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/pharmacovigilance-post-authorisation/post-authorisation-safety-studies-pass
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/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/grouping-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/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.pdf
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xlsx
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/events/darwin-eu-advisory-board-meeting-20-january-2025
https://www.ema.europa.eu/en/documents/minutes/minutes-darwin-eu-advisory-board-20-january-2025_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-darwin-eu-advisory-board-20-january-2025_en.pdf
https://www.ema.europa.eu/en/events/darwin-eu-advisory-board-meeting-25-november-2024
https://www.ema.europa.eu/en/documents/minutes/minutes-darwin-eu-advisory-board-25-november-2024_en.pdf
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/documents/agenda/agenda-darwin-eu-advisory-board-25-november-2024_en.pdf
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/documents/other/regulatory-procedure-management-iris-roadmap_en.pdf
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/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-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

DiaMed GmbH

Regulatory News DIA
Date Content Status
26/11/2025 | Document: Expected publication dates of PRAC recommendations on | Updated
safety signals

25/11/2025 | Medicine: Hympavzi Updated
marstacimab

25/11/2025 | Post-authorisation: Vectra 3D - withdrawal of application for variation to | New
marketing authorisation
dinotefuran, permethrin, and pyriproxyfen

25/11/2025 | Medicine: Hydrocortisone Aguettant Updated

25/11/2025 | Medicine: Exjade Updated
deferasirox

25/11/2025 | Page: 2009 (H1N1) influenza pandemic Updated

25/11/2025 | Page: Vaccines for pandemic influenza Updated

25/11/2025 | Page: Pandemic influenza Updated

25/11/2025 | Medicine: Refixia Updated
nonacog beta pegol

25/11/2025 | Medicine: Xtandi Updated
enzalutamide

25/11/2025 | Medicine: Tysabri Updated
natalizumab

25/11/2025 | Medicine: Vaxxitek HVT+IBD+HS Updated
avian influenza vaccine (live recombinant)

25/11/2025 | Medicine: Jaypirca Updated
pirtobrutinib

25/11/2025 | Event: EMA workshop on the challenges in drug development, regulation | Updated
and clinical practice for immunoglobulins

25/11/2025 | Document: Meeting report - EMA workshop on the challenges in drug | New
development, regulation and clinical practice for immunoglobulins

25/11/2025 | Event: Cancer Medicines Forum: September 2025 Updated

25/11/2025 | Document: Minutes of the Cancer Medicines Forum - September 2025 New

25/11/2025 | Medicine: Aybintio Updated
bevacizumab

25/11/2025 | Medicine: Tukysa Updated
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https://www.ema.europa.eu/en/documents/other/expected-publication-dates-prac-recommendations-safety-signals_en.pdf
https://www.ema.europa.eu/en/documents/other/expected-publication-dates-prac-recommendations-safety-signals_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/hympavzi
https://www.ema.europa.eu/en/medicines/veterinary/variation/vectra-3d
https://www.ema.europa.eu/en/medicines/veterinary/variation/vectra-3d
https://www.ema.europa.eu/en/medicines/human/EPAR/hydrocortisone-aguettant
https://www.ema.europa.eu/en/medicines/human/EPAR/exjade
https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/pandemic-influenza/2009-h1n1-influenza-pandemic
https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/pandemic-influenza/vaccines-pandemic-influenza
https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/pandemic-influenza
https://www.ema.europa.eu/en/medicines/human/EPAR/refixia
https://www.ema.europa.eu/en/medicines/human/EPAR/xtandi
https://www.ema.europa.eu/en/medicines/human/EPAR/tysabri
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/vaxxitek-hvtibdh5
https://www.ema.europa.eu/en/medicines/human/EPAR/jaypirca
https://www.ema.europa.eu/en/events/ema-workshop-challenges-drug-development-regulation-clinical-practice-immunoglobulins
https://www.ema.europa.eu/en/events/ema-workshop-challenges-drug-development-regulation-clinical-practice-immunoglobulins
https://www.ema.europa.eu/en/documents/report/meeting-report-ema-workshop-challenges-drug-development-regulation-clinical-practice-immunoglobulins_en.pdf
https://www.ema.europa.eu/en/documents/report/meeting-report-ema-workshop-challenges-drug-development-regulation-clinical-practice-immunoglobulins_en.pdf
https://www.ema.europa.eu/en/events/cancer-medicines-forum-september-2025
https://www.ema.europa.eu/en/documents/minutes/minutes-cancer-medicines-forum-september-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/aybintio
https://www.ema.europa.eu/en/medicines/human/EPAR/tukysa

DiaMed GmbH

Regulatory News DIA

Date Content Status
tucatinib

25/11/2025 | Medicine: Herceptin Updated
trastuzumab

25/11/2025 | Medicine: Skyrizi Updated
risankizumab

25/11/2025 | Document: Product Management Service (PMS) — Frequently Asked | Updated
Questions (FAQs)

25/11/2025 | Medicine: Accofil Updated
filgrastim

25/11/2025 | Medicine: Erelzi Updated
etanercept

25/11/2025 | Medicine: Minjuvi Updated
tafasitamab

25/11/2025 | Medicine: Zynlonta Updated
loncastuximab tesirine

25/11/2025 | Document: Scientific recommendations on classification of advanced | Updated
therapy medicinal products

25/11/2025 | Event: EMA Cancer Medicines Forum (CMF) meeting with industry | Updated
stakeholders on cancer treatment optimisation

25/11/2025 | Document: Minutes of the COMP meeting 7-8 October 2025 New

25/11/2025 | Document: Step-by-step guide: How to evaluate a CT application - CTIS | Updated
Training Programme - Module 06

25/11/2025 | Document: European Medicines Agency’s data protection notice for PMS | New
user acceptance stakeholder involvement

25/11/2025 | Medicine: Pedea Updated
ibuprofen

25/11/2025 | Page: Accessibility Updated

25/11/2025 | Page: Website outages and upgrades Updated

24/11/2025 | Medicine: Brukinsa Updated
zanubrutinib

24/11/2025 | Medicine: Sirturo Updated
bedaquiline

24/11/2025 | Medicine: Cetrotide Updated
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https://www.ema.europa.eu/en/medicines/human/EPAR/herceptin
https://www.ema.europa.eu/en/medicines/human/EPAR/skyrizi
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/accofil
https://www.ema.europa.eu/en/medicines/human/EPAR/erelzi
https://www.ema.europa.eu/en/medicines/human/EPAR/minjuvi
https://www.ema.europa.eu/en/medicines/human/EPAR/zynlonta
https://www.ema.europa.eu/en/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products_en.xlsx
https://www.ema.europa.eu/en/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products_en.xlsx
https://www.ema.europa.eu/en/events/ema-cancer-medicines-forum-cmf-meeting-industry-stakeholders-cancer-treatment-optimisation
https://www.ema.europa.eu/en/events/ema-cancer-medicines-forum-cmf-meeting-industry-stakeholders-cancer-treatment-optimisation
https://www.ema.europa.eu/en/documents/minutes/minutes-comp-meeting-7-8-october-2025_en.xlsx
https://www.ema.europa.eu/en/documents/other/step-step-guide-how-evaluate-ct-application-ctis-training-programme-module-06_en.pdf
https://www.ema.europa.eu/en/documents/other/step-step-guide-how-evaluate-ct-application-ctis-training-programme-module-06_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-pms-user-acceptance-stakeholder-involvement_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-pms-user-acceptance-stakeholder-involvement_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/pedea
https://www.ema.europa.eu/en/about-us/about-website/accessibility
https://www.ema.europa.eu/en/about-us/about-website/website-outages-upgrades
https://www.ema.europa.eu/en/medicines/human/EPAR/brukinsa
https://www.ema.europa.eu/en/medicines/human/EPAR/sirturo
https://www.ema.europa.eu/en/medicines/human/EPAR/cetrotide

DiaMed GmbH

Regulatory News DIA

Date Content Status
cetrorelix

24/11/2025 | Medicine: Lupkynis Updated
voclosporin

24/11/2025 | Medicine: Opdualag Updated
relatlimab; nivolumab

24/11/2025 | Medicine: SonoVue Updated
sulphur hexafluoride

24/11/2025 | Medicine: Reblozyl Updated
luspatercept

24/11/2025 | Medicine: Nyvepria Updated
pegfilgrastim

24/11/2025 | Document: Agenda of the PRAC meeting 24 - 27 November 2025 New

24/11/2025 | Medicine: Siklos Updated
hydroxycarbamide

24/11/2025 | Medicine: Crysvita Updated
burosumab

24/11/2025 | Medicine: Pradaxa Updated
dabigatran etexilate

24/11/2025 | Medicine: Hizentra Updated
human normal immunoglobulin (SCIg)

24/11/2025 | PSUSA: PSUSA/00002510/202501 - periodic safety update report single | New
assessment
prednisone

24/11/2025 | Medicine: Xermelo Updated
telotristat ethyl

24/11/2025 | Medicine: Denbrayce Updated
denosumab

24/11/2025 | Medicine: Ebvallo Updated
tabelecleucel

24/11/2025 | Medicine: Mayzent Updated
siponimod
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https://www.ema.europa.eu/en/medicines/human/EPAR/lupkynis
https://www.ema.europa.eu/en/medicines/human/EPAR/opdualag
https://www.ema.europa.eu/en/medicines/human/EPAR/sonovue
https://www.ema.europa.eu/en/medicines/human/EPAR/reblozyl
https://www.ema.europa.eu/en/medicines/human/EPAR/nyvepria
https://www.ema.europa.eu/en/documents/agenda/agenda-prac-meeting-24-27-november-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/siklos
https://www.ema.europa.eu/en/medicines/human/EPAR/crysvita
https://www.ema.europa.eu/en/medicines/human/EPAR/pradaxa
https://www.ema.europa.eu/en/medicines/human/EPAR/hizentra
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002510-202501
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002510-202501
https://www.ema.europa.eu/en/medicines/human/EPAR/xermelo
https://www.ema.europa.eu/en/medicines/human/EPAR/denbrayce
https://www.ema.europa.eu/en/medicines/human/EPAR/ebvallo
https://www.ema.europa.eu/en/medicines/human/EPAR/mayzent

DiaMed GmbH

Regulatory News DIA
Date Content Status
24/11/2025 | Page: PRAC recommendations on safety signals Updated
24/11/2025 | Document: List of signals discussed at PRAC since September 2012 Updated

24/11/2025 | Document: PRAC recommendations on signals adopted at the 27-30 | New
October 2025 PRAC meeting

24/11/2025 | Document: New product information wording: extracts from PRAC | New
recommendations on signals adopted at the 27-30 October 2025 PRAC

24/11/2025 | PSUSA: PSUSA/00003045/202501 - periodic safety update report single | New
assessment

trimethoprim

NOTICE TO APPLICANTS

No updates since October 30™, 2025.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

Date Title
28.11.2025 | Pharmacovigilance Risk Assessment Committee (PRAC)

Das Bundesinstitut fiir Arzneimittel und Medizinprodukte (BfArM)
verdffentlicht die neuen Signale, die im Rahmen der PRAC-Sitzung vom
24.11.-27.11.2025 behandelt wurden.

27.11.2025 | 92. Sitzung (20. Januar 2026 per Videokonferenz) — Tagesordnung

Sachverstdndigen-Ausschuss fiir Verschreibungspflicht nach § 53 Absatz
2 AMG

24.11.2025 | Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe
vom 18.09.2025 betreffend die Zulassungen fiir Humanarzneimittel mit
dem Wirkstoff Buproprion

Das BfArM veroffentlicht den Umsetzungsbescheid fiir den Wirkstoff
Buproprion infolge des Europdischen PSUR Single Assessment Verfahrens
nach Artikel 107d) bis g) der Richtlinie 2001/83/EG.
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https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/signal-management/prac-recommendations-safety-signals
https://www.ema.europa.eu/en/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-27-30-october-2025-prac-meeting_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-27-30-october-2025-prac-meeting_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-27-30-october-2025-prac_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-27-30-october-2025-prac_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003045-202501
https://www.ema.europa.eu/en/medicines/psusa/psusa-00003045-202501
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/_artikel.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/Verschreibungspflicht/Protokolle/92Sitzung/to_Vpflicht_92sitzung.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Buproprion3-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Buproprion3-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Buproprion3-CMDh-Beschluss.html

DiaMed GmbH
Regulatory News ®
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BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

No updates since November 20, 2025.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

Date Title
28.11.2025 Paul-Ehrlich-Institut gestattet Einfuhr von Vimkunya mit franzosischer Beschriftung

PHARMEUROPA TEXTS FOR COMMENT

Information on Pharmeuropa updates will be presented quarterly.

Trotz regelmiBiger Aktualisierung und sorgfiltiger Uberwachung der Veréffentlichungen konnen wir keine Haftung oder Garantie fiir die
Aktualitdt, Richtigkeit und Vollstédndigkeit der hier bereitgestellten Informationen iibernehmen.

Dieser Newsletter enthélt Links zu anderen Websites. Trotz sorgfiltiger inhaltlicher Kontrolle ibernehmen wir keine Haftung fiir die Inhalte
externer Links. Fiir den Inhalt der verlinkten Seiten sind ausschlieBlich deren Betreiber verantwortlich.

Despite regular updating and careful monitoring of the publications, we cannot take any responsibility or guarantee for the topicality,
correctness and completeness of the information provided here.

This Newsletter contains links to other websites. Despite careful control of the content we would like to point out that we are not liable for the
contents of external web links. The editors of the respective websites are fully responsible for their contents.
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https://www.pei.de/DE/newsroom/hp-meldungen/2025/251228-vimkunya-chikungunya-impfstoff-franzoesische-beschriftung-verfuegbar.html?nn=169638
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