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HEADS OF AGENCIES - CMDh
No updates since January 31 2024.
HEADS OF AGENCIES - PAEDIATRIC REGULATION
Article 45 work-sharing: click here
EUROPEAN MEDICINES AGENCY (EMA)
23/02/2024 | Document: Eldisine (vindesine) supply shortage New
23/02/2024 | Page: Allergen products development for immunotherapy and allergy New
diagnosis in moderate to low-sized study populations - Scientific guideline
23/02/2024 | Document: Clinical Trial Information System (CTIS) evaluation timelines | Updated
23/02/2024 | Document: CTIS Training materials - Latest updates Updated
23/02/2024 | Medicine: Aripiprazole Zentiva Updated
23/02/2024 | Medicine: Kesimpta Updated
23/02/2024 | Medicine: Arexvy Updated
23/02/2024 | Event: SPOR Status Update New
23/02/2024 | Document: Membership list: HMA-EMA joint Big Data Steering Group Updated
23/02/2024 | Medicine: Fuzeon Updated
23/02/2024 | Medicine: Vaxneuvance Updated
23/02/2024 | Medicine: Febuxostat Krka Updated
23/02/2024 | Medicine: Temodal Updated
23/02/2024 | Medicine: Ravicti Updated
23/02/2024 | Document: Infographic - Orphan Medicines in the EU Updated
23/02/2024 | Page: Signal Management Review Technical (SMART) Working Group New
23/02/2024 | Page: Pharmacovigilance-related recommendations to product information | Updated
for centrally authorised veterinary medicines
23/02/2024 | Post-authorisation: Carvykti - opinion on variation to marketing New
authorisation
23/02/2024 | Medicine: Apremilast Accord New
23/02/2024 | Medicine: Pyzchiva New
23/02/2024 | Medicine: Incellipan New
23/02/2024 | Medicine: Tizveni New
23/02/2024 | Medicine: Zynyz New
23/02/2024 | Medicine: Filspari New
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http://www.hma.eu/269.html
https://www.ema.europa.eu/en/documents/shortage/eldisine-vindesine-supply-shortage_en.pdf
https://www.ema.europa.eu/en/allergen-products-development-immunotherapy-allergy-diagnosis-moderate-low-sized-study-populations-scientific-guideline
https://www.ema.europa.eu/en/allergen-products-development-immunotherapy-allergy-diagnosis-moderate-low-sized-study-populations-scientific-guideline
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-evaluation-timelines_en.pdf
https://www.ema.europa.eu/en/documents/other/ctis-training-materials-latest-updates_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/aripiprazole-zentiva
https://www.ema.europa.eu/en/medicines/human/EPAR/kesimpta
https://www.ema.europa.eu/en/medicines/human/EPAR/arexvy
https://www.ema.europa.eu/en/events/spor-status-update
https://www.ema.europa.eu/en/documents/other/membership-list-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/fuzeon
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxneuvance
https://www.ema.europa.eu/en/medicines/human/EPAR/febuxostat-krka
https://www.ema.europa.eu/en/medicines/human/EPAR/temodal
https://www.ema.europa.eu/en/medicines/human/EPAR/ravicti
https://www.ema.europa.eu/en/documents/leaflet/infographic-orphan-medicines-eu_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/signal-management-review-technical-smart-working-group
https://www.ema.europa.eu/en/veterinary-regulatory-overview/post-authorisation-veterinary-medicines/pharmacovigilance-veterinary-medicines/pharmacovigilance-related-recommendations-product-information-centrally-authorised-veterinary-medicines
https://www.ema.europa.eu/en/veterinary-regulatory-overview/post-authorisation-veterinary-medicines/pharmacovigilance-veterinary-medicines/pharmacovigilance-related-recommendations-product-information-centrally-authorised-veterinary-medicines
https://www.ema.europa.eu/en/medicines/human/variation/carvykti
https://www.ema.europa.eu/en/medicines/human/variation/carvykti
https://www.ema.europa.eu/en/medicines/human/EPAR/apremilast-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/pyzchiva
https://www.ema.europa.eu/en/medicines/human/EPAR/incellipan
https://www.ema.europa.eu/en/medicines/human/EPAR/tizveni
https://www.ema.europa.eu/en/medicines/human/EPAR/zynyz-0
https://www.ema.europa.eu/en/medicines/human/EPAR/filspari
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23/02/2024 | Medicine: Celldemic New
23/02/2024 | Medicine: Nintedanib Accord New
23/02/2024 | Medicine: Voydeya New
23/02/2024 | Medicine: Qalsody New
23/02/2024 | Post-authorisation: Kalydeco - opinion on variation to marketing New
authorisation

23/02/2024 | Post-authorisation: Cibinqo - opinion on variation to marketing New
authorisation

23/02/2024 | Post-authorisation: Reblozyl - opinion on variation to marketing New
authorisation

23/02/2024 | Post-authorisation: Xromi - opinion on variation to marketing authorisation | New

23/02/2024 | Post-authorisation: Keytruda - opinion on variation to marketing New
authorisation

23/02/2024 | News: Meeting highlights from the Committee for Medicinal Products for | New
Human Use (CHMP) 19-22 February 2024

23/02/2024 | News: First oral treatment against residual haemolytic anaemia in patients | New
with paroxysmal nocturnal haemoglobinuria

23/02/2024 | News: New treatment for rare motor neurone disease recommended for New
approval

23/02/2024 | Document: Start of Union reviews adopted during the CHMP meeting of New
19-22 February 2024

23/02/2024 | Event: Committee for Medicinal Products for Veterinary Use (CVMP): 16- | Updated
18 January 2024

23/02/2024 | Event: Multi-stakeholder webinar on the HMA-EMA Catalogues of real- Updated
world data sources and studies

23/02/2024 | Referral: Ibuprofen NVT - referral New

22/02/2024 | Medicine: Bylvay Updated

22/02/2024 | Medicine: Glivec Updated

22/02/2024 | Medicine: Cibinqo Updated

22/02/2024 | Medicine: Beovu Updated

22/02/2024 | Medicine: Mounjaro Updated

22/02/2024 | Page: Non-clinical and clinical evaluation of antiviral medicinal products New
and monoclonal antibodies for the prevention and treatment of COVID-19
- Scientific guideline

22/02/2024 | PIP: EMEA-001757-PIP02-15-M03 - paediatric investigation plan Updated

22/02/2024 | Document: Procedural advice on the accelerated assessment of marketing | Updated
authorisation applications pursuant to Article 44 (3) of Regulation (EU) No
2019/6

22/02/2024 | Medicine: Herceptin Updated

21/02/2024 | Page: Outcomes of imposed non-interventional post-authorisation safety Updated
studies

21/02/2024 | Document: Valproate : PRAC non-interventional imposed PASS final New
study report assessment report - EMEA/H/N/PSR/J/0043

21/02/2024 | Document: Valproate : CMDh Scientific conclusions and grounds for New
variation, amendments to the Product Information and timetable for the
implementation - EMEA/H/N/PSR/J/0043

21/02/2024 | Document: Valproate : List of nationally authorised medicinal products - New
EMEA/H/N/PSR/J/0043

21/02/2024 | Medicine: Jayempi Updated

21/02/2024 | Medicine: Trecondi Updated

21/02/2024 | Herbal: Fumariae herba - herbal medicinal product Updated

21/02/2024 | Medicine: Besremi Updated

21/02/2024 | Medicine: Tysabri Updated

21/02/2024 | Medicine: Veltassa Updated
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https://www.ema.europa.eu/en/medicines/human/EPAR/celldemic
https://www.ema.europa.eu/en/medicines/human/EPAR/nintedanib-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/voydeya
https://www.ema.europa.eu/en/medicines/human/EPAR/qalsody
https://www.ema.europa.eu/en/medicines/human/variation/kalydeco
https://www.ema.europa.eu/en/medicines/human/variation/kalydeco
https://www.ema.europa.eu/en/medicines/human/variation/cibinqo
https://www.ema.europa.eu/en/medicines/human/variation/cibinqo
https://www.ema.europa.eu/en/medicines/human/variation/reblozyl
https://www.ema.europa.eu/en/medicines/human/variation/reblozyl
https://www.ema.europa.eu/en/medicines/human/variation/xromi
https://www.ema.europa.eu/en/medicines/human/variation/keytruda-1
https://www.ema.europa.eu/en/medicines/human/variation/keytruda-1
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-19-22-february-2024
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-19-22-february-2024
https://www.ema.europa.eu/en/news/first-oral-treatment-against-residual-haemolytic-anaemia-patients-paroxysmal-nocturnal-haemoglobinuria
https://www.ema.europa.eu/en/news/first-oral-treatment-against-residual-haemolytic-anaemia-patients-paroxysmal-nocturnal-haemoglobinuria
https://www.ema.europa.eu/en/news/new-treatment-rare-motor-neurone-disease-recommended-approval
https://www.ema.europa.eu/en/news/new-treatment-rare-motor-neurone-disease-recommended-approval
https://www.ema.europa.eu/en/documents/chmp-annex/start-union-reviews-adopted-during-chmp-meeting-19-22-february-2024_en.pdf
https://www.ema.europa.eu/en/documents/chmp-annex/start-union-reviews-adopted-during-chmp-meeting-19-22-february-2024_en.pdf
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-16-18-january-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-16-18-january-2024
https://www.ema.europa.eu/en/events/multi-stakeholder-webinar-hma-ema-catalogues-real-world-data-sources-studies
https://www.ema.europa.eu/en/events/multi-stakeholder-webinar-hma-ema-catalogues-real-world-data-sources-studies
https://www.ema.europa.eu/en/medicines/human/referrals/ibuprofen-nvt
https://www.ema.europa.eu/en/medicines/human/EPAR/bylvay
https://www.ema.europa.eu/en/medicines/human/EPAR/glivec
https://www.ema.europa.eu/en/medicines/human/EPAR/cibinqo
https://www.ema.europa.eu/en/medicines/human/EPAR/beovu
https://www.ema.europa.eu/en/medicines/human/EPAR/mounjaro
https://www.ema.europa.eu/en/non-clinical-clinical-evaluation-antiviral-medicinal-products-monoclonal-antibodies-prevention-treatment-covid-19-scientific-guideline
https://www.ema.europa.eu/en/non-clinical-clinical-evaluation-antiviral-medicinal-products-monoclonal-antibodies-prevention-treatment-covid-19-scientific-guideline
https://www.ema.europa.eu/en/non-clinical-clinical-evaluation-antiviral-medicinal-products-monoclonal-antibodies-prevention-treatment-covid-19-scientific-guideline
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001757-pip02-15-m03
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-accelerated-assessment-marketing-authorisation-applications-pursuant-article-44-3-regulation-eu-no-2019-6_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-accelerated-assessment-marketing-authorisation-applications-pursuant-article-44-3-regulation-eu-no-2019-6_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-accelerated-assessment-marketing-authorisation-applications-pursuant-article-44-3-regulation-eu-no-2019-6_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/herceptin
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/post-authorisation-safety-studies-pass/outcomes-imposed-non-interventional-post-authorisation-safety-studies
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/post-authorisation-safety-studies-pass/outcomes-imposed-non-interventional-post-authorisation-safety-studies
https://www.ema.europa.eu/en/documents/other/valproate-prac-non-interventional-imposed-pass-final-study-report-assessment-report-emea-h-n-psr-j-0043_en.pdf
https://www.ema.europa.eu/en/documents/other/valproate-prac-non-interventional-imposed-pass-final-study-report-assessment-report-emea-h-n-psr-j-0043_en.pdf
https://www.ema.europa.eu/en/documents/other/valproate-cmdh-scientific-conclusions-grounds-variation-amendments-product-information-timetable-implementation-emea-h-n-psr-j-0043_en.pdf
https://www.ema.europa.eu/en/documents/other/valproate-cmdh-scientific-conclusions-grounds-variation-amendments-product-information-timetable-implementation-emea-h-n-psr-j-0043_en.pdf
https://www.ema.europa.eu/en/documents/other/valproate-cmdh-scientific-conclusions-grounds-variation-amendments-product-information-timetable-implementation-emea-h-n-psr-j-0043_en.pdf
https://www.ema.europa.eu/en/documents/other/valproate-list-nationally-authorised-medicinal-products-emea-h-n-psr-j-0043_en.pdf
https://www.ema.europa.eu/en/documents/other/valproate-list-nationally-authorised-medicinal-products-emea-h-n-psr-j-0043_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/jayempi
https://www.ema.europa.eu/en/medicines/human/EPAR/trecondi
https://www.ema.europa.eu/en/medicines/herbal/fumariae-herba
https://www.ema.europa.eu/en/medicines/human/EPAR/besremi
https://www.ema.europa.eu/en/medicines/human/EPAR/tysabri
https://www.ema.europa.eu/en/medicines/human/EPAR/veltassa
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21/02/2024 | Page: Public-health advice during COVID-19 pandemic Updated
21/02/2024 | Medicine: Reblozyl Updated
21/02/2024 | Document: Simplified summary - EMA/ECDC/EFSA fourth joint report New
on the integrated analysis of the antimicrobial agent consumption and
occurrence of antimicrobial resistance in bacteria from humans and food-
producing animals in the EU/EEA (JIACRA 1V)
21/02/2024 | Event: European Medicines Agency (EMA) and Federation of Updated
Veterinarians of Europe (FVE) info session on the UPD public portal
21/02/2024 | News: Multi-agency report highlights importance of reducing antibiotic New
use
21/02/2024 | Document: EMA/ECDC/EFSA fourth joint report on the integrated New
analysis of the antimicrobial agent consumption and occurrence of
antimicrobial resistance in bacteria from humans and food-producing
animals in the EU/EEA (JIACRA 1V)
21/02/2024 | Medicine: Opdualag Updated
21/02/2024 | Page: Analysis of antimicrobial consumption and resistance ('JIACRA' Updated
reports)
21/02/2024 | Medicine: Velsipity New
21/02/2024 | Medicine: Vizimpro Updated
21/02/2024 | Medicine: Zinforo Updated
21/02/2024 | Medicine: Atazanavir Mylan Updated
20/02/2024 | PIP: EMEA-002058-PIP01-16-M01 - paediatric investigation plan Updated
20/02/2024 | Medicine: Tecartus Updated
20/02/2024 | Medicine: Vantavo (previously Alendronate sodium and colecalciferol, Updated
MSD)
20/02/2024 | PIP: EMEA-003098-PIP01-21 - paediatric investigation plan Updated
20/02/2024 | Medicine: Fosavance Updated
20/02/2024 | Medicine: Adrovance Updated
20/02/2024 | Medicine: VidPrevtyn Beta Updated
20/02/2024 | Medicine: Zavicefta Updated
20/02/2024 | Event: Clinical Trials Information System Webinar: Last Year of New
Transition
20/02/2024 | Event: Cancer Medicines Forum workshop: April 2024 Updated
20/02/2024 | PIP: EMEA-001352-PIP01-12-M01 - paediatric investigation plan Updated
20/02/2024 | Medicine: Ervebo Updated
20/02/2024 | Event: Paediatric Committee (PDCO): 20-23 February 2024 Updated
20/02/2024 | PIP: EMEA-001656-PIP01-14 - paediatric investigation plan Updated
20/02/2024 | PIP: EMEA-002938-PIP01-20 - paediatric investigation plan Updated
20/02/2024 | Page: Clinical Trials Information System: training and support Updated
19/02/2024 | Medicine: HorStem Updated
19/02/2024 | Medicine: Briumvi Updated
19/02/2024 | Medicine: Slenyto Updated
19/02/2024 | Page: Opinions and letters of support on the qualification of novel Updated
methodologies for medicine development
19/02/2024 | Document: Regulatory Procedure Management (RPM) for the Product Updated
Lifecycle Management (PLM) - Frequently asked questions
19/02/2024 | Event: Update webinar on Regulatory Procedure Management for Product | Updated
Lifecycle Management on IRIS
19/02/2024 | Medicine: Calquence Updated
19/02/2024 | Event: Network users training for Regulatory Procedure Management 1st | Updated
roll-out on IRIS
19/02/2024 | Page: Fees payable to the European Medicines Agency Updated
Date: 2024-02-26 3/5



https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/coronavirus-disease-covid-19/covid-19-medicines/public-health-advice-during-covid-19-pandemic
https://www.ema.europa.eu/en/medicines/human/EPAR/reblozyl
https://www.ema.europa.eu/en/documents/report/simplified-summary-ema-ecdc-efsa-fourth-joint-report-integrated-analysis-antimicrobial-agent-consumption-occurrence-antimicrobial-resistance-bacteria-humans-food-producing-animals-eu-eea-jiacra-iv_en.pdf
https://www.ema.europa.eu/en/documents/report/simplified-summary-ema-ecdc-efsa-fourth-joint-report-integrated-analysis-antimicrobial-agent-consumption-occurrence-antimicrobial-resistance-bacteria-humans-food-producing-animals-eu-eea-jiacra-iv_en.pdf
https://www.ema.europa.eu/en/documents/report/simplified-summary-ema-ecdc-efsa-fourth-joint-report-integrated-analysis-antimicrobial-agent-consumption-occurrence-antimicrobial-resistance-bacteria-humans-food-producing-animals-eu-eea-jiacra-iv_en.pdf
https://www.ema.europa.eu/en/documents/report/simplified-summary-ema-ecdc-efsa-fourth-joint-report-integrated-analysis-antimicrobial-agent-consumption-occurrence-antimicrobial-resistance-bacteria-humans-food-producing-animals-eu-eea-jiacra-iv_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-federation-veterinarians-europe-fve-info-session-upd-public-portal
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-federation-veterinarians-europe-fve-info-session-upd-public-portal
https://www.ema.europa.eu/en/news/multi-agency-report-highlights-importance-reducing-antibiotic-use
https://www.ema.europa.eu/en/news/multi-agency-report-highlights-importance-reducing-antibiotic-use
https://www.ema.europa.eu/en/documents/report/ema-ecdc-efsa-fourth-joint-report-integrated-analysis-antimicrobial-agent-consumption-occurrence-antimicrobial-resistance-bacteria-humans-food-producing-animals-eu-eea-jiacra-iv_en.pdf
https://www.ema.europa.eu/en/documents/report/ema-ecdc-efsa-fourth-joint-report-integrated-analysis-antimicrobial-agent-consumption-occurrence-antimicrobial-resistance-bacteria-humans-food-producing-animals-eu-eea-jiacra-iv_en.pdf
https://www.ema.europa.eu/en/documents/report/ema-ecdc-efsa-fourth-joint-report-integrated-analysis-antimicrobial-agent-consumption-occurrence-antimicrobial-resistance-bacteria-humans-food-producing-animals-eu-eea-jiacra-iv_en.pdf
https://www.ema.europa.eu/en/documents/report/ema-ecdc-efsa-fourth-joint-report-integrated-analysis-antimicrobial-agent-consumption-occurrence-antimicrobial-resistance-bacteria-humans-food-producing-animals-eu-eea-jiacra-iv_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/opdualag
https://www.ema.europa.eu/en/veterinary-regulatory-overview/antimicrobial-resistance-veterinary-medicine/analysis-antimicrobial-consumption-resistance-jiacra-reports
https://www.ema.europa.eu/en/veterinary-regulatory-overview/antimicrobial-resistance-veterinary-medicine/analysis-antimicrobial-consumption-resistance-jiacra-reports
https://www.ema.europa.eu/en/medicines/human/EPAR/velsipity
https://www.ema.europa.eu/en/medicines/human/EPAR/vizimpro
https://www.ema.europa.eu/en/medicines/human/EPAR/zinforo
https://www.ema.europa.eu/en/medicines/human/EPAR/atazanavir-mylan
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002058-pip01-16-m01
https://www.ema.europa.eu/en/medicines/human/EPAR/tecartus
https://www.ema.europa.eu/en/medicines/human/EPAR/vantavo-previously-alendronate-sodium-colecalciferol-msd
https://www.ema.europa.eu/en/medicines/human/EPAR/vantavo-previously-alendronate-sodium-colecalciferol-msd
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003098-pip01-21
https://www.ema.europa.eu/en/medicines/human/EPAR/fosavance
https://www.ema.europa.eu/en/medicines/human/EPAR/adrovance
https://www.ema.europa.eu/en/medicines/human/EPAR/vidprevtyn-beta
https://www.ema.europa.eu/en/medicines/human/EPAR/zavicefta
https://www.ema.europa.eu/en/events/clinical-trials-information-system-webinar-last-year-transition
https://www.ema.europa.eu/en/events/clinical-trials-information-system-webinar-last-year-transition
https://www.ema.europa.eu/en/events/cancer-medicines-forum-workshop-april-2024
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001352-pip01-12-m01
https://www.ema.europa.eu/en/medicines/human/EPAR/ervebo
https://www.ema.europa.eu/en/events/paediatric-committee-pdco-20-23-february-2024
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001656-pip01-14
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002938-pip01-20
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/clinical-trials-human-medicines/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/horstem
https://www.ema.europa.eu/en/medicines/human/EPAR/briumvi
https://www.ema.europa.eu/en/medicines/human/EPAR/slenyto
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-rpm-product-lifecycle-management-plm-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-rpm-product-lifecycle-management-plm-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/en/events/update-webinar-regulatory-procedure-management-product-lifecycle-management-iris
https://www.ema.europa.eu/en/events/update-webinar-regulatory-procedure-management-product-lifecycle-management-iris
https://www.ema.europa.eu/en/medicines/human/EPAR/calquence
https://www.ema.europa.eu/en/events/network-users-training-regulatory-procedure-management-1st-roll-out-iris
https://www.ema.europa.eu/en/events/network-users-training-regulatory-procedure-management-1st-roll-out-iris
https://www.ema.europa.eu/en/about-us/fees-payable-european-medicines-agency
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NOTICE TO APPLICANTS

No updates since January 30" 2023.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

23.02.2024

Rote-Hand-Brief zu kombinierten hormonalen Kontrazeptiva mit
Chlormadinonacetat/Ethinylestradiol: Leicht erhohtes Risiko fiir venose
Thromboembolien

Wirkstoff: Chlormadinonacetat, Ethinylestradiol

Die Zulassungsinhaber von kombinierten hormonalen Kontrazeptiva, die

erhohtes Risiko fiir vendse Thromboembolien.

Chlormadinonacetat und Ethinylestradiol enthalten, informieren iiber ein leicht

23.02.2024

Informationen zu Rote-Hand-Briefen und Informationsbriefen

Das Bundesinstitut fiir Arzneimittel und Medizinprodukte (BfArM) verdffentlicht
neue Hinweise zu anstehenden Rote-Hand-Briefen und Informationsbriefen.

23.02.2024

Venose Thromboembolien und kombinierte hormonale Kontrazeptiva

Im Januar 2024 wurde das bisher unbekannte Risiko fiir eine vendse

erganzt.

Thromboembolie fiir die Kombination aus Chlormadinon und Ethinylestradiol auf
Grundlage der Ergebnisse einer retrospektiven Kohortenstudie bestimmt und

20.02.2024

Informationen zu Einreichung und Genehmigung von Schulungsmaterial

veroffentlicht.

Aktuelle Hinweise fiir pharmazeutische Unternechmen zu Pomalidomid wurden

BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

No updates since February 8" 2024.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

No updates since November 16" 2023.
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-european-union-framework-traditional-herbal-medicinal-products-including-those-non-european-tradition_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-european-union-framework-traditional-herbal-medicinal-products-including-those-non-european-tradition_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-european-union-framework-traditional-herbal-medicinal-products-including-those-non-european-tradition_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/datscan
https://www.ema.europa.eu/en/news-and-events/publications/scientific-publications
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-19-22-february-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-19-22-february-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/lonquex
https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-insert-development-medicinal-product_en.pdf
https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-insert-development-medicinal-product_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/pelmeg
https://www.ema.europa.eu/en/medicines/human/EPAR/brinavess
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2024/rhb-chlormadinon-estradiol.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2024/rhb-chlormadinon-estradiol.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2024/rhb-chlormadinon-estradiol.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Rote-Hand-Briefe/Zusatzinformationen/_artikel.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Themendossiers/Kombinierte-hormonale-Kontrazeptiva/KOK.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/Zusatzinformationen/_artikel.html
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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 Vollstandigkeit der hier bereitgestellten Informationen iibernehmen.

Dieser Newsletter enthdlt Links zu anderen Websites. Trotz sorgfiltiger 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 contents 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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