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HEADS OF AGENCIES - CMDh
11 March
PSUR Summary Assessment Report for Yimmugo
HEADS OF AGENCIES - PAEDIATRIC REGULATION
Article 45 work-sharing: click here
EUROPEAN MEDICINES AGENCY (EMA)
15/03/2024 | Medicine: Bosulif Updated
15/03/2024 | Medicine: Phelinun Updated
15/03/2024 | Event: Meeting of the Executive Steering Group on Shortages and Safety | Updated
of Medicinal Products (MSSG) - March 2024
15/03/2024 | Event: European Medicines Agency (EMA) Patients' and Consumers' Updated
(PCWP) and Healthcare Professionals' (HCPWP) Working Parties joint
meeting
15/03/2024 | Medicine: Accofil Updated
15/03/2024 | Medicine: Skyrizi Updated
15/03/2024 | Page: Scientific publications Updated
15/03/2024 | PSUSA: PSUSA/00002060/202305 - periodic safety update report single | New
assessment
15/03/2024 | Medicine: VidPrevtyn Beta Updated
14/03/2024 | Page: Industry annual bilateral meetings Updated
14/03/2024 | Event: Third European Medicines Agency (EMA) and MedTech Europe Updated
bilateral meeting
14/03/2024 | Page: Union Product Database Updated
14/03/2024 | Document: Record of data processing activity relating to Security Access | Updated
Control System (public)
14/03/2024 | Medicine: Lacosamide Adroiq Updated
14/03/2024 | Document: New Organization First User QPPV/RP or Change of EU Updated
QPPV/RP
14/03/2024 | Medicine: Methylthioninium chloride Proveblue Updated
14/03/2024 | Document: EudraVigilance registration documents Updated
14/03/2024 | Document: EudraVigilance registration manual Updated
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https://www.hma.eu/human-medicines/cmdh/pharmacovigilance/psur/outcome-of-informal-psur-worksharing-procedures.html
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/bosulif
https://www.ema.europa.eu/en/medicines/human/EPAR/phelinun
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-march-2024
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-march-2024
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-joint-meeting
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-joint-meeting
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-joint-meeting
https://www.ema.europa.eu/en/medicines/human/EPAR/accofil
https://www.ema.europa.eu/en/medicines/human/EPAR/skyrizi
https://www.ema.europa.eu/en/news-and-events/publications/scientific-publications
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002060-202305
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002060-202305
https://www.ema.europa.eu/en/medicines/human/EPAR/vidprevtyn-beta
https://www.ema.europa.eu/en/partners-networks/pharmaceutical-industry/industry-annual-bilateral-meetings
https://www.ema.europa.eu/en/events/third-european-medicines-agency-ema-medtech-europe-bilateral-meeting
https://www.ema.europa.eu/en/events/third-european-medicines-agency-ema-medtech-europe-bilateral-meeting
https://www.ema.europa.eu/en/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/union-product-database
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-relating-security-access-control-system-public_en.pdf
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-relating-security-access-control-system-public_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/lacosamide-adroiq
https://www.ema.europa.eu/en/documents/other/new-organization-first-user-qppvrp-change-eu-qppvrp_en.pdf
https://www.ema.europa.eu/en/documents/other/new-organization-first-user-qppvrp-change-eu-qppvrp_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/methylthioninium-chloride-proveblue
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eudravigilance_registration_documents_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eudravigilance-registration-manual_en.pdf
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14/03/2024 | Page: Data protection and privacy Updated
14/03/2024 | Medicine: Paxlovid Updated
14/03/2024 | Medicine: Talvey Updated
14/03/2024 | Document: Record of data processing activity relating to personal files Updated
(public)
14/03/2024 | Document: European Medicines Agency’s privacy statement for the Updated
operation of the Security Access Control System
14/03/2024 | Event: EMA Veterinary Medicines Info Day 2024 Updated
14/03/2024 | Medicine: Vijoice Updated
14/03/2024 | PSUSA: PSUSA/00010271/202307 - periodic safety update report single | New
assessment
14/03/2024 | Medicine: Retsevmo Updated
14/03/2024 | Medicine: Sustiva Updated
13/03/2024 | PIP: EMEA-001214-PIP07-21 - paediatric investigation plan New
13/03/2024 | Document: Member states contact points for translations review Updated
13/03/2024 | PIP: EMEA-001214-PIP04-19 - paediatric investigation plan New
13/03/2024 | PIP: EMEA-002229-PIP02-21 - paediatric investigation plan New
13/03/2024 | Page: Eligible patients and consumers organisations Updated
13/03/2024 | PIP: EMEA-002239-PIP02-21 - paediatric investigation plan New
13/03/2024 | PIP: EMEA-001196-PIP03-21 - paediatric investigation plan New
13/03/2024 | Medicine: Imjudo Updated
13/03/2024 | PIP: EMEA-002431-PIP02-21 - paediatric investigation plan New
13/03/2024 | Page: Proline - Scientific guideline Updated
13/03/2024 | Page: Supporting innovation Updated
13/03/2024 | PIP: EMEA-002839-PIP01-20-M01 - paediatric investigation plan Updated
13/03/2024 | Event: Quarterly System Demo Q1 2024 Updated
13/03/2024 | PIP: EMEA-002700-PIP01-19-M01 - paediatric investigation plan Updated
13/03/2024 | Event: EMA and European Organisation for Research and Treatment of Updated
Cancer (EORTC) workshop: How can patient-reported outcomes (PRO)
and health-related quality of life (HRQoL) data inform regulatory
decisions?
13/03/2024 | Medicine: Xevudy Updated
13/03/2024 | Medicine: Vaxzevria (previously COVID-19 Vaccine AstraZeneca) Updated
13/03/2024 | Medicine: Blenrep Updated
13/03/2024 | Medicine: Ilaris Updated
13/03/2024 | Document: Blenrep : EPAR - Public assessment report Updated
13/03/2024 | Event: Meeting of the Medicine Shortages Single Point of Contact (SPOC) | Updated
Working Party
13/03/2024 | PSUSA: EMEA/H/N/PSR/J/0042 - periodic safety update report single New
assessment
13/03/2024 | Medicine: Krazati Updated
13/03/2024 | Document: Innovation Task Force (ITF) briefing meeting request form Updated
13/03/2024 | Event: Paediatric Committee (PDCO): 16-19 January 2024 Updated
13/03/2024 | Event: Committee for Advanced Therapies (CAT): 13-15 March 2024 Updated
13/03/2024 | Orphan: EU/3/05/314 - orphan designation for treatment of tuberculosis Updated
13/03/2024 | Medicine: Sirturo Updated
12/03/2024 | Event: Multi-stakeholder workshop on Data Quality Framework for Updated
Adverse Drug Reaction reporting
12/03/2024 | Event: CTIS Bitesize Talk: How to submit a transitional trial in CTIS Updated
12/03/2024 | Medicine: Pomalidomide Viatris Updated
12/03/2024 | Medicine: Prevenar 20 (previously Apexxnar) Updated
12/03/2024 | PSUSA: PSUSA/00000906/202305 - periodic safety update report single | New
assessment
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https://www.ema.europa.eu/en/about-us/data-protection-privacy
https://www.ema.europa.eu/en/medicines/human/EPAR/paxlovid
https://www.ema.europa.eu/en/medicines/human/EPAR/talvey
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-relating-personal-files-public_en.pdf
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-relating-personal-files-public_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-operation-security-access-control-system_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-operation-security-access-control-system_en.pdf
https://www.ema.europa.eu/en/events/ema-veterinary-medicines-info-day-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/vijoice
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010271-202307
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010271-202307
https://www.ema.europa.eu/en/medicines/human/EPAR/retsevmo
https://www.ema.europa.eu/en/medicines/human/EPAR/sustiva
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001214-pip07-21
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/member-states-contact-points-translations-review_en.pdf
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001214-pip04-19
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002229-pip02-21
https://www.ema.europa.eu/en/partners-networks/patients-consumers/eligible-patients-consumers-organisations
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002239-pip02-21
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001196-pip03-21
https://www.ema.europa.eu/en/medicines/human/EPAR/imjudo
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002431-pip02-21
https://www.ema.europa.eu/en/proline-scientific-guideline
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/supporting-innovation
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002839-pip01-20-m01
https://www.ema.europa.eu/en/events/quarterly-system-demo-q1-2024
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002700-pip01-19-m01
https://www.ema.europa.eu/en/events/ema-european-organisation-research-treatment-cancer-eortc-workshop-how-can-patient-reported-outcomes-pro-health-related-quality-life-hrqol-data-inform-regulatory-decisions
https://www.ema.europa.eu/en/events/ema-european-organisation-research-treatment-cancer-eortc-workshop-how-can-patient-reported-outcomes-pro-health-related-quality-life-hrqol-data-inform-regulatory-decisions
https://www.ema.europa.eu/en/events/ema-european-organisation-research-treatment-cancer-eortc-workshop-how-can-patient-reported-outcomes-pro-health-related-quality-life-hrqol-data-inform-regulatory-decisions
https://www.ema.europa.eu/en/events/ema-european-organisation-research-treatment-cancer-eortc-workshop-how-can-patient-reported-outcomes-pro-health-related-quality-life-hrqol-data-inform-regulatory-decisions
https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/en/medicines/human/EPAR/blenrep
https://www.ema.europa.eu/en/medicines/human/EPAR/ilaris
https://www.ema.europa.eu/en/documents/assessment-report/blenrep-epar-public-assessment-report_en.pdf
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-11
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-working-party-11
https://www.ema.europa.eu/en/medicines/psusa/emea-h-n-psr-j-0042
https://www.ema.europa.eu/en/medicines/psusa/emea-h-n-psr-j-0042
https://www.ema.europa.eu/en/medicines/human/EPAR/krazati
https://www.ema.europa.eu/en/documents/template-form/innovation-task-force-itf-briefing-meeting-request-form_en.docx
https://www.ema.europa.eu/en/events/paediatric-committee-pdco-16-19-january-2024
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-13-15-march-2024
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-05-314
https://www.ema.europa.eu/en/medicines/human/EPAR/sirturo
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-data-quality-framework-adverse-drug-reaction-reporting
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-data-quality-framework-adverse-drug-reaction-reporting
https://www.ema.europa.eu/en/events/ctis-bitesize-talk-how-submit-transitional-trial-ctis
https://www.ema.europa.eu/en/medicines/human/EPAR/pomalidomide-viatris
https://www.ema.europa.eu/en/medicines/human/EPAR/prevenar-20-previously-apexxnar
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000906-202305
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000906-202305
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Regulatory News DIA
12/03/2024 | PSUSA: PSUSA/00010913/202306 - periodic safety update report single | New
assessment
12/03/2024 | Medicine: Striascan Updated
12/03/2024 | Page: Coordination of pharmacovigilance inspections Updated
12/03/2024 | Document: Applications for new human medicines under evaluation: New
March 2024
12/03/2024 | Document: DARWIN EU Advisory Board: Membership Updated
12/03/2024 | Medicine: Ibuprofen Gen.Orph Updated
12/03/2024 | Medicine: Evkeeza Updated
12/03/2024 | Medicine: Daxas Updated
12/03/2024 | Medicine: Verzenios Updated
12/03/2024 | Medicine: Kaftrio Updated
12/03/2024 | Medicine: Idefirix Updated
11/03/2024 | Medicine: Pramipexole Accord Updated
11/03/2024 | Event: Committee for Medicinal Products for Veterinary Use (CVMP): Updated
12-14 March 2024
11/03/2024 | Medicine: Upstaza Updated
11/03/2024 | Medicine: Innovax-ILT-IBD New
11/03/2024 | Medicine: Prevexxion RN+HVT New
11/03/2024 | Medicine: Eurican L4 New
11/03/2024 | Medicine: Xultophy Updated
11/03/2024 | Medicine: Nexviadyme Updated
11/03/2024 | Medicine: Comirnaty Updated
11/03/2024 | Herbal: Symphyti radix - herbal medicinal product Updated
11/03/2024 | Document: Agenda of the COMP meeting 12-14 March 2024 New
11/03/2024 | Event: Committee for Medicinal Products for Human Use (CHMP): 22-25 | Updated
January 2024
11/03/2024 | Page: Product-specific bioequivalence guidance Updated
11/03/2024 | Document: Minutes of the CHMP meeting 22-25 January 2024 New
11/03/2024 | Document: Procedural advice for orphan medicinal product designation: Updated
Guidance for sponsors
11/03/2024 | Document: Fludarabine supply shortage New

NOTICE TO APPLICANTS

No updates since January 30%2023.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

11.03.2024 | Aktualisierung der Hilfestellungsdokumente zur Einreichung und Genehmigung von

behordlich genehmigten Schulungsmaterialien

Die Abteilung Pharmakovigilanz informiert heute iiber die Uberarbeitung der
Hilfestellungsdokumente zur Einreichung und Genehmigung von behordlich
genehmigten Schulungsmaterialien.

Informationen zu Einreichung und Genehmigung von Schulungsmaterial

11.03.2024

Aktualisierung der Hilfestellungsdokumente zur Einreichung und Genehmigung von
behordlich genehmigten Schulungsmaterialien
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https://www.ema.europa.eu/en/medicines/psusa/psusa-00010913-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010913-202306
https://www.ema.europa.eu/en/medicines/human/EPAR/striascan
https://www.ema.europa.eu/en/coordination-pharmacovigilance-inspections-0
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-march-2024_en.xlsx
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-march-2024_en.xlsx
https://www.ema.europa.eu/en/documents/other/darwin-eu-advisory-board-membership_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/ibuprofen-genorph
https://www.ema.europa.eu/en/medicines/human/EPAR/evkeeza
https://www.ema.europa.eu/en/medicines/human/EPAR/daxas
https://www.ema.europa.eu/en/medicines/human/EPAR/verzenios
https://www.ema.europa.eu/en/medicines/human/EPAR/kaftrio
https://www.ema.europa.eu/en/medicines/human/EPAR/idefirix
https://www.ema.europa.eu/en/medicines/human/EPAR/pramipexole-accord
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-12-14-march-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-veterinary-use-cvmp-12-14-march-2024
https://www.ema.europa.eu/en/medicines/human/EPAR/upstaza
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/innovax-ilt-ibd
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/prevexxion-rnhvt
https://www.ema.europa.eu/en/medicines/veterinary/EPAR/eurican-l4
https://www.ema.europa.eu/en/medicines/human/EPAR/xultophy
https://www.ema.europa.eu/en/medicines/human/EPAR/nexviadyme
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/herbal/symphyti-radix
https://www.ema.europa.eu/en/documents/agenda/agenda-comp-meeting-12-14-march-2024_en.pdf
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-22-25-january-2024
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-22-25-january-2024
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics/product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-22-25-january-2024_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-orphan-medicinal-product-designation-guidance-sponsors_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-orphan-medicinal-product-designation-guidance-sponsors_en.pdf
https://www.ema.europa.eu/en/documents/shortage/fludarabine-supply-shortage_en.pdf
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/hinweis.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/hinweis.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/Zusatzinformationen/_artikel.html
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BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

No updates since February 28" 2024.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

No updates since February 271 2024.

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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