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Humanarzneimittel - EMA

Allgemeines - General

Minutes of the 122nd meeting of the Management Board, 13-14 December 2023

Published on: 12 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/minutes/minutes-122nd-meeting-management-board-
13-14-december-2023 en.pdf

Big data

Published on: 12 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/about-us/how-we-work/big-data

Meeting of the Medicine Shortages Single Point of Contact (SPOC) Working Party, Event - 14 -
February - 2024 (updated)

Meeting summary available

Published on: 15 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/meeting-medicine-shortages-single-point-contact-spoc-
working-party-12

European Shortages Monitoring Platform

Published on: 18 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/medicine-
shortages-availability-issues/european-shortages-monitoring-platform

Meeting of the Executive Steering Group on Shortages and Safety of Medicinal Products (MSSG),
Event - 19 - March - 2024 (updated)

Minutes available

Published on: 18 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-
medicinal-products-mssg-march-2024

Organisation chart: Stakeholders and Communication

Published on: 16 - April - 2024

For more information, please refer to:
https.//www.ema.europa.eu/en/documents/other/organisation-chart-stakeholders-
communication en.pdf

Organisation chart: Advisory functions

Published on: 16 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/organisation-chart-advisory-functions en.pdf
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Humanarzneimittel - EMA

Medicinal products for human use: monthly figures - March 2024

Published on: 17 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-fiqures-
march-2024 en.pdf

EMA multi-stakeholder workshop on psychedelics — Towards an EU regulatory framework, Event —
16 to 17 - April - 2024 (updated)

Presentations available

Published on: 19 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/ema-multi-stakeholder-workshop-psychedelics-towards-eu-
requlatory-framework

Executive Steering Group on Shortages and Safety of Medicinal Products (updated)

Published on: 23 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-
steering-group-shortages-medicinal-products

List of eligible industry stakeholder organisations (updated)

Published on: 24 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/list-eligible-industry-stakeholder-
organisations _en.pdf

Guide on access to unpublished documents (updated)

Published on: 25 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/quide-access-unpublished-documents en.pdf

SME Regulation and reports

Published on: 26 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/about-us/support-smes/sme-requlation-reports

Pharmakovigilanz - PRAC

List of medicines under additional monitoring

Published on: 22 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-
authorisation/pharmacovigilance-post-authorisation/medicines-under-additional-monitoring/list-
medicines-under-additional-monitoring
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Humanarzneimittel - EMA

Zulassung - Regulatory Affairs

Guidance on real-world evidence provided by EMA: support for regulatory decision-making
Published on: 12 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/quidance-real-world-evidence-provided-ema-
support-requlatory-decision-making en.pdf

International Coalition of Medicines Regulatory Authorities (ICMRA)

Published on: 17 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-
initiatives/international-coalition-medicines-requlatory-authorities-icmra

SPOR Status Update, Event — 10 - April - 2024 (updated)
Video recording available

Published on: 25 - April - 2024

For more information, please refer to:
https.//www.ema.europa.eu/en/events/spor-status-update

Call for proposals - Grant procedure EMA/GRANT/2024/02/IA “Medicines regulatory systems
strengthening in Sub-Saharan Africa”

Published on: 19 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/procurement/call-proposals-grant-procedure-ema-
grant-2024-02-ia-medicines-reqgulatory-systems-strengthening-sub-saharan-africa en.pdf

Product Management Service (PMS) Info-Day, Event - 16 - April - 2024
Presentation available

Published on: 19 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/product-management-service-pms-info-day

Member states contact points for review of national versions of the content of mobile scanning
and other technologies

Published on: 23 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/member-states-contact-points-review-national-
versions-content-mobile-scanning-other-technologies en.pdf

Contact details of national competent authorities for requests to use a sticker to place the Unique
Identifier on the outer/immediate packaging of centrally approved products

Published on: 23 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/contact-details-national-competent-authorities-
requests-use-sticker-place-unique-identifier-outer-immediate-packaging-centrally-approved-
products _en.pdf
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Humanarzneimittel - EMA

List of centrally authorised products requiring a notification of a change for update of annexes
(updated)

Published on: 25 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/requlatory-procedural-quideline/list-centrally-
authorised-products-requiring-notification-change-update-annexes _en.pdf

Orphan Drugs und neuartige Therapierichtungen (ATMP)

Committee for Advanced Therapies (CAT) meeting with interested parties, Event - 16 - May - 2023
Minutes available

Published on: 12 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-meeting-interested-
parties-may-2023

Qualitat - Quality

No news published

(Pra-) Klinische Forschung - Research and Development

ACT EU Clinical Trials Analytics Workshop, Event — 25 to 26 - January - 2024 (updated)
Presentations and Video recording available

Published on: 16 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/act-eu-clinical-trials-analytics-workshop-january-2024

Clinical Trials Information System Webinar: Last Year of Transition, Event - 25 - March - 2024
(updated)

Presentations and Video recording available

Published on: 16 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/clinical-trials-information-system-webinar-last-year-
transition

Clinical Trials Information System: training and support (updated)

Published on: 16 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/research-development/clinical-trials-
human-medicines/clinical-trials-information-system-training-support
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Humanarzneimittel - EMA

Clinical Trials Information System (CTIS) Bitesize Talk: How to submit a transitional trial in CTIS,
Event - 29 - February - 2024 (updated)

Presentation and Video recording available

Published on: 22 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-how-
submit-transitional-trial-ctis-0

Non-clinical Working Party

Published on: 25 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/non-clinical-

working-party

Kinderarzneimittel - Paediatrics

No news published

Pflanzliche Arzneimittel - Herbal medicines

Template for a European Union herbal monograph (updated)

Published on: 15 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/template-european-union-herbal-monograph

Herbal medicinal product: Eucalypti aetheroleum, F: Assessment finalised (updated)
Published on: 15 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/medicines/herbal/eucalypti-aetheroleum

Herbal medicinal product: Pilosellae herba cum radice, F: Assessment finalised (updated)
Published on: 15 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/medicines/herbal/pilosellae-herba-cum-radice

Draft guideline on good agricultural and collection practice (GACP) for starting materials of herbal
origin - Revision 1

Published on: 18 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/scientific-quideline/draft-quideline-good-agricultural-
collection-practice-gacp-starting-materials-herbal-origin-revision-1_en.pdf
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Humanarzneimittel - EMA

Draft template for assessment report for the development of European herbal monographs and
European Union list entries - Revision 6

Published on: 18 - April - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/documents/template-form/draft-template-assessment-report-
development-european-herbal-monographs-european-union-list-entries-revision-6 _en.pdf
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European Commission

Technologies for indoor pathogen management in pandemics: insights from the JRC-HERA study
Published on: 17 - April - 2024

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/technologies-indoor-pathogen-management-
pandemics-insights-jrc-hera-study-2024-04-17-0 en

Targeted Consultation on EU4Health: have your say on future priorities, orientations and needs
Published on: 22 - April - 2024

For more information, please refer to:
https://ec.europa.eu/newsroom/sante/newsletter-archives/52540

Commission welcomes European Parliament’s adoption of the regulation on European Health
Data Space and the regulation on substances of human origin

Published on: 24 - April - 2024

For more information, please refer to:
https://ec.europa.eu/commission/presscorner/detail/en/IP 24 2250
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Critical medicine shortages - immediate workflow and trial phase with two ongoing shortages
Published on: 19 - April - 2024

For more information, please refer to:
https://www.edgm.eu/en/-/critical-medicine-shortages-immediate-workflow-and-trial-phase-with-
two-ongoing-shortages
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Medizinprodukte

MDCG 2024-4 - Safety reporting in performance studies of in vitro diagnostic medical devices
under Regulation (EU) 2017/746

Published on: 15 - April - 2024

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/mdcqg-2024-4-safety-reporting-performance-studies-
vitro-diagnostic-medical-devices-under-requlation-2024-04-15 en

MDCG 2022-9 rev.1 - Summary of safety and performance template (updated)

Published on: 15 - April - 2024

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/update-mdcg-2022-9-revl-summary-safety-and-
performance-template-april-2024-2024-04-15 en

MDCG 2024-5 - Guidance on the Investigator’s Brochure content

Published on: 17 - April - 2024

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/mdcg-2024-5-quidance-investigators-brochure-
content-april-2024-2024-04-17 en
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CMDh

CMDH AGENDAS AND MINUTES (updated)

Published on: 22 - April - 2024

For more information, please refer to:
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html|



https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html

Humanarzneimittel - Deutschland

Liste der Verdffentlichungen von Zusammenfassungen von Risikomanagementplédnen nach § 34
Abs. 1a AMG

Veréffentlicht am: 12 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/SharedDocs/Downloads/DE/Arzneimittel/Pharmakovigilanz/Risikoinformatio
nen/RMP/liste-rmp-summary.html?nn=986770

Organigramm des BfArM

Veréffentlicht am: 12 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/SharedDocs/Downloads/DE/BfArM/Orq/bfarm organigramm.html/?nn=9867
70

Aktuell laufende und bestdtigte Arzneimittel-Hdrtefallprogramme

Veréffentlicht am: 15 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Klinische-Pruefung/Compassionate-Use/compUse-
tabelle.html?nn=986770

Liste der versorgungsrelevanten und versorgungskritischen Wirkstoffe nach § 52b Absatz 3c AMG
Veréffentlicht am: 16 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/SharedDocs/Downloads/DE/Arzneimittel/Zulassung/aminformationen/Liefere
ngpaesse/liste wirkstoffe gesamt excel.html?nn=986770

Informationen und Schulungsunterlagen

Veréffentlicht am: 16 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Zulassung/Zulassungsrelevante-Themen/e-
Submission/Pharmnet-Bund.htm|?nn=986770

Informationen zur Verfiigbarkeit von salbutamolhaltigen Arzneimitteln in pulmonaler
Darreichungsform und Empfehlung zur Abmilderung méglicher Engpdisse

Veréffentlicht am: 17 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Arzneimittelinformationen/Lieferengpaesse/salbutamol.html|
’nn=986770

Meldeverpflichtungen

Veréffentlicht am: 17 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Arzneimittelinformationen/Lieferengpaesse/Meldeverpflicht
ungen/ artikel.html?nn=986770
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Humanarzneimittel - Deutschland

Wissenswertes zu DiGA

Veréffentlicht am: 17 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Medizinprodukte/Aufgaben/DiGA-und-
DiPA/DiGA/Wissenswertes/ artikel.html?nn=986770

Priifkriterien fiir die von digitalen Gesundheitsanwendungen (DiGA) und digitalen
Pflegeanwendungen (DiPA) nachzuweisenden Anforderungen an den Datenschutz
Veréffentlicht am: 24 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/diga-dipa-
datenschutzkriterien.html/?nn=986770

Europdisches Arzneibuch - Kapitel "Phage therapy medicinal products (5.31)"
Veréffentlicht am: 17 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Zulassung/Zulassungsrelevante-
Themen/Arzneibuch/euopaeisches-arzneibuch-bakteriophagen.html?nn=986770

Rohdaten der Stoffbezeichnungen

Veréffentlicht am: 18 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Arzneimittelinformationen/Arzneimittel-
recherchieren/Stoffbezeichnungen/ artikel.htmI/?nn=986770

Statistiken

Veréffentlicht am: 18 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Aktuelles/Statistiken/ artikel.html/?nn=986770

Homéopathische und anthroposophische Arzneimittel

Veroffentlicht am: 18 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Zulassung/Zulassungsarten/Besondere-Therapierichtungen-
und-traditionelle-Arzneimittel/Homoeopathische-und-anthroposophische-Arzneimittel/amanthropo-
inhalt.html?nn=986770

Arzneimittel-Lieferengpass-bekdmpfungs- und Versorgungs-verbesserungs-gesetz (ALBVVG)
Veréffentlicht am: 19 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Arzneimittelinformationen/Lieferengpaesse/ALBVVG/ artike
l.htmI?nn=986770

PSUR Single Assessment (PSUSA)

Veréffentlicht am: 19 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-
Reports PSURs/PSUR-Single-Assessment/ artikel.html?nn=986770
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Humanarzneimittel - Deutschland

Terminologieserver

Veréffentlicht am: 24 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Kodiersysteme/Services/Terminologieserver/ artikel.html?nn=986770

Sunset Clause

Veréffentlicht am: 24 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Zulassung/Folgeverfahren/Sunset-
Clause/ artikel.html?nn=986770

Vorkommnismeldung durch Hersteller und Bevollmdichtigte

Veréffentlicht am: 25 - April - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Medizinprodukte/Antraege-und-Meldungen/Vorkommnis-
melden/Hersteller-und-Bevollmaechtigte/ artikel.html?nn=986770
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Humanarzneimittel - Osterreich

Elektronische Einreichung

Veréffentlicht am: 16 - April - 2024

Weitere Informationen finden Sie unter:
https://www.basg.gv.at/fuer-unternehmen/zulassung-life-cycle/elektronische-einreichung

Geschdftsordnung des BASG

Veréffentlicht am: 22 - April - 2024

Weitere Informationen finden Sie unter:
https://www.basg.qv.at/ueber-uns/basqg-veroeffentlichungen/geschaeftsordnung

FAQ Pharmakovigilanz

Veréffentlicht am: 25 - April - 2024

Weitere Informationen finden Sie unter:
https://www.basg.qv.at/fuer-unternehmen/pharmakovigilanz/fag-pharmakovigilanz

Zur Stellungnahme (Monographieentwiirfe)

Veréffentlicht am: 26 - April - 2024

Weitere Informationen finden Sie unter:
https://www.basg.qv.at/qgesundheitsberufe/oesterreichisches-arzneibuch/zur-stellungnahme
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Humanarzneimittel - Schweiz

Paclitaxel-beschichtete Ballone und Paclitaxel-eluierende Stents

Veréffentlicht am: 15 - April - 2024

Weitere Informationen finden Sie unter:
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/uebersicht-
medizinprodukte/infos-zu-bestimmten-medizinprodukten/update-paclitaxel-beschichteten-ballonen-
und-paclitaxel-eluierenden-stents.html

Teilnahme von Swissmedic am Swiss Biotech Day in Basel

Veréffentlicht am: 24 - April - 2024

Weitere Informationen finden Sie unter:
https://www.swissmedic.ch/swissmedic/de/home/news/mitteilungen/teilnahme-smc-am-swiss-
biotech-day-basel.html|

Aktualisierte Vorgabedokumente

Veréffentlicht am: 24 - April - 2024

Weitere Informationen finden Sie unter:
https://www.swissmedic.ch/swissmedic/de/home/news/updates/updated documents/apr-
2024.html
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ﬂ -
Fragen an das Netzwerk

Falls Sie eine Frage haben, die Sie gerne in unserem Netzwerk diskutieren wiirden, senden Sie
uns einfach eine E-Mail an info-as@megra.org zur anonymen Publikation im nachsten
Newsletter.*

*Bei der Beantwortung der Fragen handelt es sich um eine Zusammenfassung von persénlichen Meinungen
und Erfahrungswerten der MEGRA Mitglieder mit keinem Anspruch auf Rechtssicherheit. Wir empfehlen zur
Absicherung die Konsultation entsprechender zugrunde liegender Regularien.




Veranstaltungen / Events - Behorden und andere

Veranstalter

Deutschland

Klinische Priifung: BfArM trifft...!

Ort: online

Termin: 10 - Mai - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2024-05-10-klinische-pruefung-
austausch.html?nn=986770

BfArM im Dialog ,, 4. Anwenderforum SNOMED CT“

Ort: online

Termin: 14 - Mai - 2024

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2024-05-14-snomed-
anwenderforum.html

8. Nationale Impfkonferenz

Ort: World Conference Center, ehemaliger Plenarsaal Bundestag, Bonn

Termin: 13 bis 14 - Juni - 2024

Weitere Informationen finden Sie unter:
https://www.pei.de/SharedDocs/veranstaltungen-events/DE/2024/2024-06-13-nationale-
impfkonferenz.html?nn=170994

Osterreich

Keine Veranstaltungen verdffentlicht

Schweiz

Keine Veranstaltungen verdffentlicht

Europa

Information and Q&A session on updated CAPs in web-based eAF

Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 07 - May - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/information-qa-session-updated-caps-web-based-eaf



https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2024-05-10-klinische-pruefung-austausch.html?nn=986770
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2024-05-10-klinische-pruefung-austausch.html?nn=986770
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2024-05-14-snomed-anwenderforum.html
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2024-05-14-snomed-anwenderforum.html
https://www.pei.de/SharedDocs/veranstaltungen-events/DE/2024/2024-06-13-nationale-impfkonferenz.html?nn=170994
https://www.pei.de/SharedDocs/veranstaltungen-events/DE/2024/2024-06-13-nationale-impfkonferenz.html?nn=170994
https://www.ema.europa.eu/en/events/information-qa-session-updated-caps-web-based-eaf

Veranstaltungen / Events - Behorden und andere

Veranstalter

Clinical Trials Information System (CTIS): Walk-in clinic

Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 15 - May - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-may-

2024

12th European Conference on Rare Diseases & Orphan Products (ECRD)
Where: online and at The Square in Brussels

Date: 15 to 16 - May - 2024

For more information, please refer to:

https://www.rare-diseases.eu/

Product Management Service (PMS) Product Ul and API training (access & navigation)
Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 03 - June - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/product-management-service-pms-product-ui-api-

training-access-navigation

Mandatory use of ISO/ICH E2B(R3) individual case safety reporting in the EU: hands-on training
course using the EudraVigilance system

Where: online

Date: 03 to 07 - June - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-

reporting-eu-hands-training-course-using-eudravigilance-system-40

Save the date - “TODAY, TOMORROW, TOGETHER FOR PUBLIC HEALTH”
Where: Palais de I'Europe, Strasbourg (France)

Date: 11to 12 - June - 2024

For more information, please refer to:
https://www.edgm.eu/en/celebrating-60-years-of-excellence-in-public-health

Clinical Trials Information System (CTIS) sponsor end user training programme

Where: European Medicines Agency, Amsterdam, the Netherlands

Date: 10 to 13 - June - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-

training-programme-june-2024
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Veranstaltungen / Events - Behorden und andere

Veranstalter

Extended EudraVigilance medicinal product dictionary (XEVMPD) training course (for sponsors)
Where: online

Date: 12 to 13 - June - 2024 and 18 to 20 - June - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/extended-eudravigilance-medicinal-product-dictionary-

xevmpd-training-course-sponsors-0

https://www.ema.europa.eu/en/events/extended-eudravigilance-medicinal-product-dictionary-

xevmpd-training-course-1

Industry Update webinar on Regulatory Procedure Management for Product Lifecycle
Management on IRIS

Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 13 - June - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/industry-update-webinar-requlatory-procedure-

management-product-lifecycle-management-iri

Joint HMA/EMA Big Data Steering Group workshop on RWE methods

Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 14 - June - 2024

For more information, please refer to:
https.//www.ema.europa.eu/en/events/joint-hma-ema-big-data-steering-group-workshop-rwe-

methods

Network Update webinar on Regulatory Procedure Management for Product Lifecycle
Management on IRIS

Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 18 - June - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/network-update-webinar-requlatory-procedure-

management-product-lifecycle-management-iris

38th ISBT International Congress

Where: Barcelona, Spain

Date: 23 to 27 - June - 2024

For more information, please refer to:
https://www.edgm.eu/en/38th-isbt-international-congress

EMA workshop on the challenges in drug development, regulation and clinical practice in
hemoglobinopathies

Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 01 - July - 2024

For more information, please refer to:
https.//www.ema.europa.eu/en/events/ema-workshop-challenges-drug-development-requlation-

20 |

clinical-practice-hemoglobinopathies
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Veranstaltungen / Events - Behorden und andere

Veranstalter

SPOR Status Update

Where: online and European Medicines Agency, Amsterdam, the Netherlands
Date: 10 - July - 2024

For more information, please refer to:
https://www.ema.europa.eu/en/events/spor-status-update-0



https://www.ema.europa.eu/en/events/spor-status-update-0

