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HEADS OF AGENCIES — CMDh

13 February

Update - Q&A on Generics

10 February

NEW - Art. 46 PAR Elvanse (lisdexamfetamine dimesylate)

NEW - Art. 46 PAR Pneumovax and associated names (pneumococcal polysaccharide vaccine)

HEADS OF AGENCIES — PAEDIATRIC REGULATION

Article 45 work-sharing: click here

EUROPEAN MEDICINES AGENCY (EMA)

Date Content Status

16/02/2026 | PSUSA: PSUSA/00000080/202506 - periodic safety update report single New
assessment
alfacalcidol

16/02/2026 | Herbal: Ribis nigri folium - herbal medicinal product Updated
Blackcurrant Leaf

16/02/2026 | Document: Draft European Union herbal monograph on Ribes nigrum L., | New
folium - Revision 2

13/02/2026 | Medicine: Emepax New
maropitant

13/02/2026 | News: Meeting highlights from the Committee for Veterinary Medicinal New
Products (CVMP) 10-12 February 2026

13/02/2026 | Post-authorisation: Suvaxyn PRRS MLV - opinion on variation to New
marketing authorisation
porcine respiratory and reproductive syndrome virus, live

13/02/2026 | Post-authorisation: Bluevac BTV (previously Bluevac BTVS) - opinion New
on variation to marketing authorisation
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https://www.hma.eu/human-medicines/cmdh/questions-answers.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
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000080-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000080-202506
https://www.ema.europa.eu/en/medicines/herbal/ribis-nigri-folium
https://www.ema.europa.eu/en/documents/herbal-monograph/draft-european-union-herbal-monograph-ribes-nigrum-l-folium-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/herbal-monograph/draft-european-union-herbal-monograph-ribes-nigrum-l-folium-revision-2_en.pdf
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/emepax
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-10-12-february-2026
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-10-12-february-2026
https://www.ema.europa.eu/en/medicines/veterinary/variation/suvaxyn-prrs-mlv
https://www.ema.europa.eu/en/medicines/veterinary/variation/suvaxyn-prrs-mlv
https://www.ema.europa.eu/en/medicines/veterinary/variation/bluevac-btv-previously-bluevac-btv8
https://www.ema.europa.eu/en/medicines/veterinary/variation/bluevac-btv-previously-bluevac-btv8

DiaMed GmbH

Regulatory News DIA
Date Content Status
13/02/2026 | Document: Concept paper for the revision of the guideline on veterinary New
good pharmacovigilance practices (VGVP) Module: Signal Management
(EMA/522332/2021)

13/02/2026 | Document: Highlights - 6th EMA-AESGP bilateral meeting New

13/02/2026 | Document: Medicinal products for human use: monthly figures - January New
2026

13/02/2026 | Medicine: Emtricitabine / Rilpivirine / Tenofovir Alafenamide Viatris Updated
emtricitabine; rilpivirine; tenofovir alafenamide

13/02/2026 | Medicine: Xerava Updated
eravacycline

13/02/2026 | Referral: Levamisole-containing medicinal products - referral Updated
levamisole

13/02/2026 | News: EMA recommends withdrawal of marketing authorisations for New
levamisole medicines

13/02/2026 | News: Meeting highlights from the Pharmacovigilance Risk Assessment New
Committee (PRAC) 9 - 12 February 2026

13/02/2026 | Page: Medicine shortage communications (MSC) Updated

13/02/2026 | Document: Medicine shortage communication (MSC): Natpar (parathyroid | New
hormone) (25, 50, 75 and 100 micrograms/dose powder and solvent for
solution for injection)

13/02/2026 | Shortage: Ifosfamide New
ifosfamide

13/02/2026 | Page: Clinical investigation of medicinal products in the treatment of New
Myasthenia Gravis

13/02/2026 | Document: Concept paper on the need of a guideline on clinical New
investigation of medicinal products in the treatment of Myasthenia Gravis

12/02/2026 | Page: Paediatric investigation plans: questions and answers Updated

12/02/2026 | Document: Review of the stepwise paediatric investigation plan (sPIP) New
pilot: Outcomes and future perspectives

12/02/2026 | Page: Paediatric investigation plans Updated

12/02/2026 | Medicine: Vantavo (previously Alendronate sodium and colecalciferol, Updated
MSD)
alendronic acid; colecalciferol

12/02/2026 | Medicine: Palforzia Updated
defatted powder of Arachis hypogaea L., semen (peanuts)

12/02/2026 | Event: Quarterly System Demo - Q1 2026 Updated

12/02/2026 | PSUSA: PSUSA/00002076/202506 - periodic safety update report single New
assessment
mitoxantrone

12/02/2026 | PSUSA: PSUSA/00000812/202506 - periodic safety update report single New
assessment
clonazepam

12/02/2026 | PSUSA: PSUSA/00002639/202507 - periodic safety update report single New
assessment
rifabutin

12/02/2026 | Event: Q&A clinic on Substance, Organisation, Referentials Management | Updated
Services - March 2026
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https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-signal-management-ema-522332-2021_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-signal-management-ema-522332-2021_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guideline-veterinary-good-pharmacovigilance-practices-vgvp-module-signal-management-ema-522332-2021_en.pdf
https://www.ema.europa.eu/en/documents/report/highlights-6th-ema-aesgp-bilateral-meeting_en.pdf
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-figures-january-2026_en.pdf
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-figures-january-2026_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/emtricitabine-rilpivirine-tenofovir-alafenamide-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/xerava
https://www.ema.europa.eu/en/medicines/human/referrals/levamisole-containing-medicinal-products
https://www.ema.europa.eu/en/news/ema-recommends-withdrawal-marketing-authorisations-levamisole-medicines
https://www.ema.europa.eu/en/news/ema-recommends-withdrawal-marketing-authorisations-levamisole-medicines
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-9-12-february-2026
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-9-12-february-2026
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/documents/other/medicine-shortage-communication-msc-natpar-parathyroid-hormone-25-50-75-100-micrograms-dose-powder-solvent-solution-injection_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-natpar-parathyroid-hormone-25-50-75-100-micrograms-dose-powder-solvent-solution-injection_en.pdf
https://www.ema.europa.eu/en/documents/other/medicine-shortage-communication-msc-natpar-parathyroid-hormone-25-50-75-100-micrograms-dose-powder-solvent-solution-injection_en.pdf
https://www.ema.europa.eu/en/medicines/human/shortages/ifosfamide
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-myasthenia-gravis
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-myasthenia-gravis
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-need-guideline-clinical-investigation-medicinal-products-treatment-myasthenia-gravis_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-need-guideline-clinical-investigation-medicinal-products-treatment-myasthenia-gravis_en.pdf
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/report/review-stepwise-paediatric-investigation-plan-spip-pilot-outcomes-future-perspectives_en.pdf
https://www.ema.europa.eu/en/documents/report/review-stepwise-paediatric-investigation-plan-spip-pilot-outcomes-future-perspectives_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-medicines-research-development/paediatric-investigation-plans
https://www.ema.europa.eu/en/medicines/human/EPAR/vantavo
https://www.ema.europa.eu/en/medicines/human/EPAR/vantavo
https://www.ema.europa.eu/en/medicines/human/EPAR/palforzia
https://www.ema.europa.eu/en/events/quarterly-system-demo-q1-2026
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002076-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002076-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000812-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000812-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002639-202507
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002639-202507
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-services-march-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-services-march-2026

DiaMed GmbH

Regulatory News DIA
Date Content Status
12/02/2026 | Document: Guidance for applicants for the preparation of the precise Updated
scope section of the variation application form

12/02/2026 | Medicine: Infanrix Hexa Updated
diphtheria (D), tetanus (T), pertussis (acellular, component) (Pa), hepatitis
B (rDNA) (HBV), poliomyelitis (inactivated) (IPV) and Haemophilus
influenzae type-b (Hib) conjugate vaccine (adsorbed)

12/02/2026 | Medicine: Retsevmo Updated
selpercatinib

12/02/2026 | Medicine: Adrovance Updated
alendronic acid; colecalciferol

12/02/2026 | PSUSA: PSUSA/00001516/202506 - periodic safety update report single New
assessment
ganciclovir

12/02/2026 | PSUSA: PSUSA/00010291/202506 - periodic safety update report single New
assessment
misoprostol (gastrointestinal indication)

12/02/2026 | PSUSA: PSUSA/00001499/202502 - periodic safety update report single Updated
assessment
gabapentin

12/02/2026 | Event: Q&A clinic on eXtended EudraVigilance Medicinal Product Updated
Dictionary (XEVMPD) service - March 2026

12/02/2026 | Medicine: Glyxambi Updated
empagliflozin; linagliptin

12/02/2026 | Medicine: Jentadueto Updated
linagliptin; metformin hydrochloride

12/02/2026 | Page: CVMP recommendations on limited market classification and Updated
eligibility for authorisation under Article 23

12/02/2026 | Medicine: Trajenta Updated
linagliptin

12/02/2026 | Event: 16th Industry Standing Group (ISG) meeting New

12/02/2026 | Medicine: Foscan Updated
temoporfin

12/02/2026 | Medicine: Fosavance Updated
alendronic acid; colecalciferol

12/02/2026 | Medicine: Kyinsu Updated
insulin icodec; semaglutide

12/02/2026 | Document: Minutes of the PRAC meeting 24 - 27 November 2025 New

12/02/2026 | Event: SPOR and XEVMPD status update webinar - Q1 2026 Updated

12/02/2026 | Medicine: Kapruvia Updated
difelikefalin

12/02/2026 | Document: Antimicrobial Sales and Use (ASU) Platform: Release notes Updated

12/02/2026 | Document: Organisation chart: Human Medicines Updated

12/02/2026 | PSUSA: PSUSA/00002908/202412 - periodic safety update report single New
assessment
testosterone (topical use)

11/02/2026 | Event: Committee for Medicinal Products for Human Use (CHMP): 21-24 | Updated
July 2025

11/02/2026 | Document: Annex to 21-24 July 2025 CHMP Minutes New
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-applicants-preparation-precise-scope-section-variation-application-form_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-applicants-preparation-precise-scope-section-variation-application-form_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/infanrix-hexa
https://www.ema.europa.eu/en/medicines/human/EPAR/retsevmo
https://www.ema.europa.eu/en/medicines/human/EPAR/adrovance
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001516-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001516-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010291-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010291-202506
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001499-202502
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001499-202502
https://www.ema.europa.eu/en/events/qa-clinic-extended-eudravigilance-medicinal-product-dictionary-xevmpd-service-march-2026
https://www.ema.europa.eu/en/events/qa-clinic-extended-eudravigilance-medicinal-product-dictionary-xevmpd-service-march-2026
https://www.ema.europa.eu/en/medicines/human/EPAR/glyxambi
https://www.ema.europa.eu/en/medicines/human/EPAR/jentadueto
https://www.ema.europa.eu/en/veterinary-regulatory-overview/research-development-veterinary-medicines/veterinary-limited-markets/cvmp-recommendations-limited-market-classification-eligibility-authorisation-under-article-23
https://www.ema.europa.eu/en/veterinary-regulatory-overview/research-development-veterinary-medicines/veterinary-limited-markets/cvmp-recommendations-limited-market-classification-eligibility-authorisation-under-article-23
https://www.ema.europa.eu/en/medicines/human/EPAR/trajenta
https://www.ema.europa.eu/en/events/16th-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/medicines/human/EPAR/foscan
https://www.ema.europa.eu/en/medicines/human/EPAR/fosavance
https://www.ema.europa.eu/en/medicines/human/EPAR/kyinsu
https://www.ema.europa.eu/en/documents/minutes/minutes-prac-meeting-24-27-november-2025_en.pdf
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar-q1-2026
https://www.ema.europa.eu/en/medicines/human/EPAR/kapruvia
https://www.ema.europa.eu/en/documents/other/antimicrobial-sales-use-asu-platform-release-notes_en.pdf
https://www.ema.europa.eu/en/documents/other/organisation-chart-human-medicines_en.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002908-202412
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002908-202412
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-21-24-july-2025
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-21-24-july-2025
https://www.ema.europa.eu/en/documents/minutes/annex-21-24-july-2025-chmp-minutes_en.xlsx

DiaMed GmbH

Regulatory News DIA
Date Content Status
11/02/2026 | Document: Minutes of the CHMP meeting 21-24 July 2025 New
11/02/2026 | Event: Meeting of the Medicine Shortages Single Point of Contact (SPOC) | Updated
Working Party

11/02/2026 | Document: Minutes - 2025 annual internal meeting of the members and New
Coordinating Group of the European network of paediatric research at the
EMA (EnprEMA)

11/02/2026 | Medicine: Siklos Updated
hydroxycarbamide

11/02/2026 | PSUSA: PSUSA/00000662/202503 - periodic safety update report single New
assessment
chlorhexidine

11/02/2026 | Herbal: Oenotherae oleum - herbal medicinal product Updated
Evening primrose oil

11/02/2026 | Herbal: Cimicifugae rhizoma - herbal medicinal product Updated
Black Cohosh

11/02/2026 | Medicine: Imjudo Updated
tremelimumab

11/02/2026 | Medicine: Steglatro Updated
ertugliflozin

11/02/2026 | Medicine: Sephience Updated
sepiapterin

11/02/2026 | Medicine: Romvimza Updated
vimseltinib

11/02/2026 | Medicine: Qinlock Updated
ripretinib

11/02/2026 | Medicine: Lumark Updated
lutetium (177Lu) chloride

11/02/2026 | Medicine: HyQvia Updated
human normal immunoglobulin

11/02/2026 | Page: Extended EudraVigilance medicinal product dictionary (XEVMPD) | Updated
training

11/02/2026 | Medicine: Plegridy Updated
peginterferon beta-1a

11/02/2026 | Shortage: Norditropin FlexPro / Norditropin NordiFlex Updated
somatropin

11/02/2026 | Page: ICH M15 guideline on general principles for model-informed drug Updated
development - Scientific guideline

11/02/2026 | Document: ICH M15 Guideline on general principles for model-informed | New
drug development - Step 5

10/02/2026 | Medicine: Adenuric Updated
febuxostat

10/02/2026 | Event: Healthcare Professionals' Working Party (HCPWP) plenary Updated
meeting February 2026

10/02/2026 | Medicine: Qaialdo Updated
spironolactone

10/02/2026 | Medicine: Elucirem Updated
gadopiclenol
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https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-21-24-july-2025_en.pdf
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-36
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-36
https://www.ema.europa.eu/en/documents/minutes/minutes-2025-annual-internal-meeting-members-coordinating-group-european-network-paediatric-research-ema-enprema_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-2025-annual-internal-meeting-members-coordinating-group-european-network-paediatric-research-ema-enprema_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-2025-annual-internal-meeting-members-coordinating-group-european-network-paediatric-research-ema-enprema_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/siklos
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000662-202503
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000662-202503
https://www.ema.europa.eu/en/medicines/herbal/oenotherae-oleum
https://www.ema.europa.eu/en/medicines/herbal/cimicifugae-rhizoma
https://www.ema.europa.eu/en/medicines/human/EPAR/imjudo
https://www.ema.europa.eu/en/medicines/human/EPAR/steglatro
https://www.ema.europa.eu/en/medicines/human/EPAR/sephience
https://www.ema.europa.eu/en/medicines/human/EPAR/romvimza
https://www.ema.europa.eu/en/medicines/human/EPAR/qinlock
https://www.ema.europa.eu/en/medicines/human/EPAR/lumark
https://www.ema.europa.eu/en/medicines/human/EPAR/hyqvia
https://www.ema.europa.eu/en/data-medicines-iso-idmp-standards-post-authorisation/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training
https://www.ema.europa.eu/en/data-medicines-iso-idmp-standards-post-authorisation/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training
https://www.ema.europa.eu/en/medicines/human/EPAR/plegridy
https://www.ema.europa.eu/en/medicines/human/shortages/norditropin-flexpro-norditropin-nordiflex
https://www.ema.europa.eu/en/ich-m15-guideline-general-principles-model-informed-drug-development-step-2b-scientific-guideline
https://www.ema.europa.eu/en/ich-m15-guideline-general-principles-model-informed-drug-development-step-2b-scientific-guideline
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m15-guideline-general-principles-model-informed-drug-development-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m15-guideline-general-principles-model-informed-drug-development-step-5_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/adenuric
https://www.ema.europa.eu/en/events/healthcare-professionals-working-party-hcpwp-plenary-meeting-february-2026
https://www.ema.europa.eu/en/events/healthcare-professionals-working-party-hcpwp-plenary-meeting-february-2026
https://www.ema.europa.eu/en/medicines/human/EPAR/qaialdo
https://www.ema.europa.eu/en/medicines/human/EPAR/elucirem

DiaMed GmbH

Regulatory News DIA
Date Content Status
10/02/2026 | Medicine: Vueway Updated
gadopiclenol

10/02/2026 | Page: Aliskiren product-specific bioequivalence guidance Updated

10/02/2026 | Document: PhV non-compliance notification contact points at National Updated
Competent Authority (NCA) level

10/02/2026 | Document: Agenda of the CVMP meeting 10-12 February 2026 New

10/02/2026 | Medicine: Winlevi Updated
clascoterone

10/02/2026 | Document: Annex to 16-19 June 2025 CHMP Minutes New

10/02/2026 | Medicine: Imfinzi Updated
durvalumab

10/02/2026 | Document: Minutes of the CHMP meeting 16-19 June 2025 New

10/02/2026 | Medicine: Carvykti Updated
ciltacabtagene autoleucel

10/02/2026 | Document: Article 57 product data Updated

10/02/2026 | Document: List of eligible industry stakeholder organisations Updated

10/02/2026 | Document: Members of the Coordinating group of European network of Updated
paediatric research at the European Medicines Agency (Enpr-EMA)

10/02/2026 | Page: Ledipasvir/sofosbuvir product-specific bioequivalence guidance Updated

10/02/2026 | Event: Patients' and Consumers' (PCWP) and Healthcare Professionals' Updated
(HCPWP) Working Parties joint meeting

10/02/2026 | Medicine: Piasky Updated
crovalimab

10/02/2026 | Document: Validation checklist for Type II quality variations Updated

09/02/2026 | Medicine: Datroway Updated
datopotamab deruxtecan

09/02/2026 | Medicine: Lytenava Updated
bevacizumab

09/02/2026 | Document: Agenda of the PRAC meeting 9-12 February 2026 New

09/02/2026 | Page: Plasma master file certificates Updated

09/02/2026 | DHPC: Arixtra - direct healthcare professional communication (DHPC) New
fondaparinux sodium

09/02/2026 | Shortage: Tresiba Updated
insulin degludec

09/02/2026 | Document: Minutes of the COMP meeting 2-3 December 2025 New

09/02/2026 | Medicine: Zypadhera Updated
olanzapine

09/02/2026 | Medicine: Azopt Updated
brinzolamide

09/02/2026 | Medicine: Xadago Updated
safinamide

09/02/2026 | Event: Third European Medicines Agency (EMA) and IPFA - PPTA Updated
global bilateral meeting

09/02/2026 | Document: PRAC recommendations on signals adopted at the 12-15 New
January 2026 PRAC meeting
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https://www.ema.europa.eu/en/medicines/human/EPAR/vueway
https://www.ema.europa.eu/en/aliskiren-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/documents/other/phv-non-compliance-notification-contact-points-national-competent-authority-nca-level_en.xlsx
https://www.ema.europa.eu/en/documents/other/phv-non-compliance-notification-contact-points-national-competent-authority-nca-level_en.xlsx
https://www.ema.europa.eu/en/documents/agenda/agenda-cvmp-meeting-10-12-february-2026_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/winlevi
https://www.ema.europa.eu/en/documents/minutes/annex-16-19-june-2025-chmp-minutes_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/imfinzi
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-16-19-june-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/carvykti
https://www.ema.europa.eu/en/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/documents/other/list-eligible-industry-stakeholder-organisations_en.pdf
https://www.ema.europa.eu/en/documents/other/members-coordinating-group-european-network-paediatric-research-european-medicines-agency-enpr-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/members-coordinating-group-european-network-paediatric-research-european-medicines-agency-enpr-ema_en.pdf
https://www.ema.europa.eu/en/ledipasvir-sofosbuvir-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/events/patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-joint-meeting
https://www.ema.europa.eu/en/events/patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-joint-meeting
https://www.ema.europa.eu/en/medicines/human/EPAR/piasky
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/validation-checklist-type-ii-quality-variations_en.docx
https://www.ema.europa.eu/en/medicines/human/EPAR/datroway
https://www.ema.europa.eu/en/medicines/human/EPAR/lytenava
https://www.ema.europa.eu/en/documents/agenda/agenda-prac-meeting-9-12-february-2026_en.pdf
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/dhpc/arixtra
https://www.ema.europa.eu/en/medicines/human/shortages/tresiba
https://www.ema.europa.eu/en/documents/minutes/minutes-comp-meeting-2-3-december-2025_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/zypadhera
https://www.ema.europa.eu/en/medicines/human/EPAR/azopt
https://www.ema.europa.eu/en/medicines/human/EPAR/xadago
https://www.ema.europa.eu/en/events/third-european-medicines-agency-ema-ipfa-ppta-global-bilateral-meeting
https://www.ema.europa.eu/en/events/third-european-medicines-agency-ema-ipfa-ppta-global-bilateral-meeting
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-12-15-january-2026-prac-meeting_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-12-15-january-2026-prac-meeting_en.pdf

DiaMed GmbH

Regulatory News DIA
Date Content Status
09/02/2026 | Document: New product information wording: extracts from PRAC New

recommendations on signals adopted at the 12-15 January 2026 PRAC
09/02/2026 | Document: Concept paper on the revision of the guidelines on Good New
Manufacturing Practice for medicinal products - Annex 15 - Qualification
and validation
09/02/2026 | Document: List of signals discussed at PRAC since September 2012 Updated
09/02/2026 | Medicine: Uptravi Updated
selexipag
NOTICE TO APPLICANTS

No updates since October 30%, 2025.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

Date

Title

13.02.2026

Pharmacovigilance Risk Assessment Committee (PRAC)

behandelt wurden.

Das Bundesinstitut flir Arzneimittel und Medizinprodukte (BfArM) veroffentlicht
die neuen Signale, die im Rahmen der PRAC-Sitzung vom 09.02.-12.02.2026

13.02.2026

Wirkstoff: Levamisol

Risiken nicht mehr iiberwiegt.

Levamisol: Uberpriifung des Risikos fiir eine Leukoenzephalopathie

Der fiir Pharmakovigilanzfragen bei Humanarzneimitteln zustdndige Ausschuss
der EMA (PRAC) hat den Widerruf der Zulassung levamisolhaltiger Arzneimittel
und die Marktriicknahme empfohlen, da eine Leukoenzephalopathie eine seltene
aber schwerwiegende Nebenwirkung darstellt und der Nutzen dieses Arzneimittel
bei der Behandlung parasitarer Wurminfektionen bei Erwachsenen und Kindern die

10.02.2026

zum PSUR Single Assessment betreffend die Zulassungen fiir

(topische Anwendung) infolge des Europdischen PSUR Single

Umsetzung des Durchfiihrungsbeschlusses der Kommission vom 30.01.2026
Humanarzneimittel mit dem Wirkstoff Testosteron (topische Anwendung)
Das BfArM verdftentlicht den Umsetzungsbescheid fiir den Wirkstoff Testosteron

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

10.02.2026

Wirkstoff Cytarabin

Richtlinie 2001/83/EG.

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom
11.12.2025 betreffend die Zulassungen fiir Humanarzneimittel mit dem

Das BfArM veroffentlicht den Umsetzungsbescheid fiir den Wirkstoff Cytarabin des
Europédischen PSUR Single Assessment Verfahrens nach Artikel 107d) bis g) der

Date: 2026-02-16
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https://www.ema.europa.eu/en/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-12-15-january-2026-prac_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-12-15-january-2026-prac_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-15-qualification-validation_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-15-qualification-validation_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/concept-paper-revision-guidelines-good-manufacturing-practice-medicinal-products-annex-15-qualification-validation_en.pdf
https://www.ema.europa.eu/en/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/uptravi
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/_artikel.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/g-l/levamisol.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/s-z/Testosteron-topisch3-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/s-z/Testosteron-topisch3-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/s-z/Testosteron-topisch3-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Cytarabin-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Cytarabin-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Cytarabin-CMDh-Beschluss.html

DiaMed GmbH
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NI MED|

BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

No updates since January 27", 2026.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

Date

Title

13.02.2026

Influenza-Impfstoff Influvac mit italienischer Beschriftung in Deutschland
verfiigbar

PHARMEUROPA TEXTS FOR COMMENT

Information on Pharmeuropa updates will be presented quarterly.

Trotz regelmiBiger Aktualisierung und sorgfiltiger Uberwachung der Verdffentlichungen konnen wir keine Haftung oder Garantie fiir die
Aktualitdt, Richtigkeit und Vollstidndigkeit der hier bereitgestellten Informationen ibernehmen.
Dieser Newsletter enthélt Links zu anderen Websites. Trotz sorgfaltiger inhaltlicher Kontrolle iibernehmen wir keine Haftung fiir die Inhalte
externer Links. Fiir den Inhalt der verlinkten Seiten sind ausschlieBlich deren Betreiber verantwortlich.

Despite regular updating and careful monitoring of the publications, we cannot take any responsibility or guarantee for the topicality,
correctness and completeness of the information provided here.
This Newsletter contains links to other websites. Despite careful control of the content we would like to point out that we are not liable for the
contents of external web links. The editors of the respective websites are fully responsible for their contents.
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https://www.pei.de/DE/newsroom/hp-meldungen/2026/260213-influenza-impfstoff-influvac-italienische-beschriftung-verfuegbar.html?nn=169638
https://www.pei.de/DE/newsroom/hp-meldungen/2026/260213-influenza-impfstoff-influvac-italienische-beschriftung-verfuegbar.html?nn=169638
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