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Humanarzneimittel - EMA

Allgemeines - General

EMA welcomes political agreement on Critical Medicines Act

Published on: 12 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/news/ema-welcomes-political-agreement-critical-medicines-act

List of eligible industry stakeholder organisations (updated)

Published on: 21 - May - 2026

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

Pharmakovigilanz - PRAC

Article 57 product data (updated)

Published on: 12 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/article-57-product-data en.xlsx

Referral: Levamisole-containing medicinal products

Published on: 13 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/medicines/human/referrals/levamisole-containing-medicinal-

products

Zulassung - Regulatory Affairs

PRIME: priority medicines (updated)

Published on: 08 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/research-development/prime-priority-
medicines

Applications for new human medicines under evaluation: May 2026

Published on: 11 - May - 2026

For more information, please refer to:
https.//www.ema.europa.eu/en/documents/other/applications-new-human-medicines-under-
evaluation-may-2026 en.xlsx

Procedural timetables (updated)

Published on: 13 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/marketing-authorisation/submission-
dates/procedural-timetables
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Humanarzneimittel - EMA

Data Analysis and Real World Interrogation Network (DARWIN EU) (updated)
Published on: 20 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/about-us/how-we-work/data-requlation-big-data-other-
sources/real-world-evidence/data-analysis-real-world-interrogation-network-darwin-eu

Overview of (invented) names reviewed in April 2026 by the Name Review Group (NRG) adopted at
the CHMP meeting of 21 May 2026

Published on: 22 - May - 2026

For more information, please refer to:
https.//www.ema.europa.eu/en/documents/chmp-annex/overview-invented-names-reviewed-april-
2026-name-review-group-nrg-adopted-chmp-meeting-21-may-2026 en.pdf

Meeting highlights from the Committee for Medicinal Products for Human Use (CHMP) 18-21 May
2026

Published on: 22 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-
use-chmp-18-21-may-2026

Orphan Drugs und neuartige Therapierichtungen (ATMP)

No news published

Qualitat - Quality

Scientific guideline: Development and manufacture of synthetic peptides (updated)

Published on: 12 - May - 2026

For more information, please refer to:
https.//www.ema.europa.eu/en/development-manufacture-synthetic-peptides-scientific-quideline

Product-specific bioequivalence guidance (updated)

Published on: 19 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/research-development/scientific-
quidelines/clinical-pharmacology-pharmacokinetics-quidelines/product-specific-bioequivalence-
quidance

(Pri-) Klinische Forschung - Research and Development

Parallel scientific advice and special development aspects or product types (updated)

Published on: 12 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/research-development/scientific-
advice-protocol-assistance/parallel-scientific-advice-special-development-aspects-or-product-types
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Humanarzneimittel - EMA

Clinical trials in human medicines (updated)

Published on: 20 - May - 2026

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

Kinderarzneimittel - Paediatrics

No news published

Pflanzliche Arzneimittel - Herbal medicines

Herbal medicinal product: Hamamelidis folium et cortex aut ramunculus destillatum, F: Assessment
finalized

Published on: 11 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/medicines/herbal/hamamelidis-folium-et-cortex-aut-ramunculus-
destillatum

Herbal medicinal product: Hamamelidis folium, F: Assessment finalized
Published on: 11 - May - 2026

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

Herbal medicinal product: Hamamelidis cortex, F: Assessment finalized
Published on: 11 - May - 2026

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

Herbal medicinal product: Fragariae folium, F: Assessment finalized
Published on: 11 - May - 2026

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

HMPC: overview of assessment work - priority list (updated)

Published on: 13 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/hmpc-overview-assessment-work-priority-

list_en.pdf
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Humanarzneimittel - EMA

Events and Video recording

Workshop on Vulnerability Assessment; Event 18 - March - 2026

Video recordings available

Published on: 12 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/workshop-vulnerability-assessment

Q&A clinic on Product Management Service (PMS) Product User Interface (PUI) and Application
Programming Interface (API); Event 10 - March - 2026

Video recordings available

Published on: 18 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/qa-clinic-product-management-service-pms-product-user-
interface-pui-application-programming-interface-api-march-2026
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European Commission

Frequently asked questions about the publication of the Joint Clinical Assessment report
Published on: 18 - May - 2026

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/new-frequently-asked-questions-about-publication-
joint-clinical-assessment-report-2026-05-18 en

Questions and Answers on general methodological and procedural issues for joint clinical
assessments (updated)

Published on: 18 - May - 2026

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/updated-questions-and-answers-general-
methodological-and-procedural-issues-joint-clinical-2026-05-18 en

Health Technology Assessment — Member State Coordination Group adopts guiding principles on
data transparency

Published on: 18 - May - 2026

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/health-technology-assessment-member-state-
coordination-group-adopts-quiding-principles-data-2026-05-18 en
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Certification monthly report of activities: End of April 2026

Published on: 11 - May - 2026

For more information, please refer to:
https://www.edgm.eu/en/-/certification-monthly-report-of-activities-end-of-april-2026

EDQM On Air — From history to health — the origins of the European Pharmacopoeia and the
EDQM

Published on: 21 - May - 2026

For more information, please refer to:
https://www.edgm.eu/en/-/edgm-on-air-from-history-to-health-the-origins-of-the-european-
pharmacopoeia-and-the-edgm
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Medizinprodukte

Notified bodies survey on certifications and applications (updated)

Published on: 08 - May - 2026

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/update-notified-bodies-survey-certifications-and-
applications-8-may-2026-2026-05-08 en

Questions and answers - Practical arrangements on the companion diagnostics consultation
procedure to the European Medicines Agency by notified bodies (updated)

Published on: 18 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/questions-answers-practical-arrangements-
companion-diagnostics-consultation-procedure-european-medicines-agency-notified-

bodies en.pdf

New Implementing Regulation sets out uniform requirements for conformity assessment and
notified bodies

Published on: 18 - May - 2026

For more information, please refer to:
https://ec.europa.eu/newsroom/sante/newsletter-archives/75370

Executive Steering Group on Shortages of Medical Devices (updated)

Published on: 19 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/about-us/who-we-are/executive-steering-group-shortages-
medical-devices
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CMDh

NEW - 19-20 May CMDh agenda

Published on: 18 - May - 2026

For more information, please refer to:
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html#c5391

CTCG INTRODUCTION/OVERVIEW/MANDATE

Published on: 20 - May - 2026

For more information, please refer to:
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group/clinical-trials-
coordination-group.html#c7039

FAST-EU Pilot Demonstrates Europe's Capacity for Accelerated and Coordinated Clinical Trial
Authorisation

Published on: 20 - May - 2026

For more information, please refer to:
https://www.hma.eu/about-hma/recently-published.html#c7880

UPDATE - Contact Points

Published on: 21 - May - 2026

For more information, please refer to:
https://www.hma.eu/about-hma/recently-published.html#c7880
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Humanarzneimittel - Deutschland

Informationen zu Einreichung und Genehmigung von Schulungsmaterial

Veréffentlicht am: 13 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial
/Zusatzinformationen/ artikel.html?nn=986770

Substanzen menschlichen Ursprungs: Paul-Ehrlich-Institut soll zentrale Rollen im Rahmen der
SoHO-Verordnung iibernehmen

Veréffentlicht am: 15 - Mai - 2026

Weitere Informationen finden Sie unter:
https.//www.pei.de/DE/newsroom/hp-meldungen/2026/260515-substanzen-menschlichen-
ursprungs-soho-zentrale-rolle-paul-ehrlich-institut.html/?nn=170852

6. National Edition Germany fiir SNOMED CT

Veréffentlicht am: 18 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Kodiersysteme/News/SNOMED Deutsche National Edition Mai 2026.
htmI?nn=986770

Versagungen und Riicknahmen BfArM Januar - April 2026

Veréffentlicht am: 19 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/SharedDocs/Downloads/DE/Service/Statistik/AM-Statistik/versagungen-
2026.html?nn=986770

Statistiken Arzneimittelzulassung

Veréffentlicht am: 20 - Mai - 2026

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

Aktuell laufende und bestditigte Arzneimittel-Hdértefallprogramme

Veréffentlicht am: 21 - Mai - 2026

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

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 26.03.2026 betreffend
die Zulassungen fiir Humanarzneimittel mit dem Wirkstoff Piretanid und der
Wirkstoffkombination Piretanid/Ramipril

Veréffentlicht am: 21 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-

Reports PSURs/PSUR-Single-Assessment/Anlagen/m-r/Piretanid-Ramipril-CMDh-
Beschluss.html?nn=986770
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Humanarzneimittel - Deutschland

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 25.03.2026 betreffend
die Zulassungen fiir Humanarzneimittel mit den Wirkstoffkombinationen
Buclizin/Codein/Paracetamol und/oder Coffein/Codein/Paracetamol

Veréffentlicht am: 21 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-

Reports PSURs/PSUR-Single-Assessment/Anlagen/a-f/Codein-Paracetamol-Kombis-CMDh-
Beschluss.html?nn=986770

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 25.03.2026 betreffend
die Zulassungen fiir Humanarzneimittel mit dem Wirkstoff Pethidin

Veréffentlicht am: 21 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-

Reports PSURs/PSUR-Single-Assessment/Anlagen/m-r/Pethidin-CMDh-Beschluss.html|?nn=986770

Mafnahmen des BfArM und ergdinzende Informationen zu Lieferengpdissen

Veréffentlicht am: 22 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Arzneimittelinformationen/Lieferengpaesse/Massnahmen-
des-BfArM/ artikel.html?nn=986770



https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Codein-Paracetamol-Kombis-CMDh-Beschluss.html?nn=986770
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Codein-Paracetamol-Kombis-CMDh-Beschluss.html?nn=986770
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Codein-Paracetamol-Kombis-CMDh-Beschluss.html?nn=986770
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Humanarzneimittel - Osterreich

LEITFADEN zur nationalen Bevorratung

Veréffentlicht am: 08 - Mai - 2026

Weitere Informationen finden Sie unter:

https://www.basg.qv.at/fileadmin/redakteure/01 Formulare Listen/l/L 1284 Leitfaden Bevorrat

ung.docx

0526_Bearbeitungsstand

Veréffentlicht am: 11 - Mai - 2026

Weitere Informationen finden Sie unter:

https://www.basq.qv.at/fileadmin/redakteure/04 Marktbeobachtung/%C3%96ffentliche Register
/0526 Bearbeitungsstand.pdf

0526_Register Arzneimittelvermittler

Veréffentlicht am: 11 - Mai - 2026

Weitere Informationen finden Sie unter:

https://www.basg.qv.at/fileadmin/redakteure/04 Marktbeobachtunqg/%C3%96ffentliche Register
/0526 Register Arzneimittelvermittler.pdf

0526_Register bewilligter AM Betriebe Osterreich

Veréffentlicht am: 11 - Mai - 2026

Weitere Informationen finden Sie unter:

https://www.basqg.qv.at/fileadmin/redakteure/04 Marktbeobachtung/%C3%96ffentliche Register
/0526 Register bewilligter AM_Betriebe %C3%96sterreich.pdf

PSUR-outcome: Pethidin

Veréffentlicht am: 11 - Mai - 2026
Weitere Informationen finden Sie unter:
Mustertext Pethidin

Link zur Website der EMA

PSUR-outcome: Piretanid / Ramipril, Piretanid
Veréffentlicht am: 11 - Mai - 2026

Weitere Informationen finden Sie unter:

Link zur Website der EMA

PSUR-outcome: Buclizin/Codein/Paracetamol, Coffein/Codein/Paracetamol
Veréffentlicht am: 12 - Mai - 2026

Weitere Informationen finden Sie unter:

Link zur Website der EMA

PSUR-outcome: Cetalkonium/Cholinsalicylat
Veréffentlicht am: 12 - Mai - 2026

Weitere Informationen finden Sie unter:
Link zur Website der EMA



https://www.basg.gv.at/fileadmin/redakteure/01_Formulare_Listen/I/L_I284_Leitfaden_Bevorratung.docx
https://www.basg.gv.at/fileadmin/redakteure/01_Formulare_Listen/I/L_I284_Leitfaden_Bevorratung.docx
https://www.basg.gv.at/fileadmin/redakteure/04_Marktbeobachtung/%C3%96ffentliche_Register/0526_Bearbeitungsstand.pdf
https://www.basg.gv.at/fileadmin/redakteure/04_Marktbeobachtung/%C3%96ffentliche_Register/0526_Bearbeitungsstand.pdf
https://www.basg.gv.at/fileadmin/redakteure/04_Marktbeobachtung/%C3%96ffentliche_Register/0526_Register_Arzneimittelvermittler.pdf
https://www.basg.gv.at/fileadmin/redakteure/04_Marktbeobachtung/%C3%96ffentliche_Register/0526_Register_Arzneimittelvermittler.pdf
https://www.basg.gv.at/fileadmin/redakteure/04_Marktbeobachtung/%C3%96ffentliche_Register/0526_Register_bewilligter_AM_Betriebe_%C3%96sterreich.pdf
https://www.basg.gv.at/fileadmin/redakteure/04_Marktbeobachtung/%C3%96ffentliche_Register/0526_Register_bewilligter_AM_Betriebe_%C3%96sterreich.pdf
https://www.basg.gv.at/fileadmin/redakteure/07_Unternehmen/PV-Mustertexte/2026/260511_Mustertext_Pethidin_sig.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002357-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002434-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000448-202508
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000626-202508

Humanarzneimittel - Osterreich

PSUR-outcome: Epinephrin
Veréffentlicht am: 12 - Mai - 2026
Weitere Informationen finden Sie unter:
Mustertext Epinephrin

Link zur Website der EMA

Europdiisches Netzwerk

Veréffentlicht am: 21 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.basqg.qv.at/ueber-uns/europaeisches-netzwerk

Fach- und Gebrauchsinformation

Veréffentlicht am: 21 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.basg.qv.at/fuer-unternehmen/zulassung-life-cycle/faq-zulassung-life-cycle/fach-und-
gebrauchsinformation

Medikamentenkauf auf illegalen Webseiten

Veréffentlicht am: 22 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.basg.qgv.at/konsumentinnen/arzneimittel-im-
internet/fernabsatz/medikamentenkauf-auf-illegalen-webseiten



https://www.basg.gv.at/fileadmin/redakteure/07_Unternehmen/PV-Mustertexte/2026/260512_Mustertext_Epinephrin-sig.pdf
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001232-202507
https://www.basg.gv.at/ueber-uns/europaeisches-netzwerk
https://www.basg.gv.at/fuer-unternehmen/zulassung-life-cycle/faq-zulassung-life-cycle/fach-und-gebrauchsinformation
https://www.basg.gv.at/fuer-unternehmen/zulassung-life-cycle/faq-zulassung-life-cycle/fach-und-gebrauchsinformation
https://www.basg.gv.at/konsumentinnen/arzneimittel-im-internet/fernabsatz/medikamentenkauf-auf-illegalen-webseiten
https://www.basg.gv.at/konsumentinnen/arzneimittel-im-internet/fernabsatz/medikamentenkauf-auf-illegalen-webseiten

Humanarzneimittel - Schweiz

Klinische Versuche mit Arzneimitteln und ATMPs mit mehreren Sponsoren

Veréffentlicht am: 11 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.swissmedic.ch/swissmedic/de/home/news/mitteilungen/klv-am-und-atmps-mit-
mehreren-sponsoren.htm/

Aktualisierte Vorgabedokumente

Veréffentlicht am: 22 - Mai - 2026

Weitere Informationen finden Sie unter:
https.//www.swissmedic.ch/swissmedic/de/home/news/updates/updated documents.html



https://www.swissmedic.ch/swissmedic/de/home/news/mitteilungen/klv-am-und-atmps-mit-mehreren-sponsoren.html
https://www.swissmedic.ch/swissmedic/de/home/news/mitteilungen/klv-am-und-atmps-mit-mehreren-sponsoren.html
https://www.swissmedic.ch/swissmedic/de/home/news/updates/updated_documents.html

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

SNOMED-CT-Schulung fiir Entwicklerinnen und Entwickler

Ort: online

Termin: 08 - Juni - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-06-08-snomed-
entwicklerschulung.html|?nn=986770

Mit BfArM und PEI im Dialog: CTR und mehr

Ort: online

Termin: 15 - Juni - 2026

Weitere Informationen finden Sie unter:
https://www.pei.de/SharedDocs/veranstaltungen-events/DE/2026/2026-06-15-ctr-dialog-bfarm-
pei.html?nn=170994

Internationales Paul-Ehrlich-Seminar (IPES)

Ort: Stadthalle Langen (bei Frankfurt)

Termin: 02 bis 05 - September - 2026

Weitere Informationen finden Sie unter:
https://www.pei.de/DE/newsroom/hp-meldungen/2026/260216-ipes-2026-reqistrierung-
gestartet.html/?nn=170852

SNOMED-CT-Basisschulung: ECL

Ort: online

Termin: 17 - September - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-09-17-snomed-
eclschulung.htm!?nn=986770

genomDE Symposium

Ort: Bundeskunsthalle, Bonn

Termin: 28 bis 29 - September - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-09-28-
genom.html|?nn=986770

Osterreich

Keine Veranstaltungen verdffentlicht
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https://www.pei.de/SharedDocs/veranstaltungen-events/DE/2026/2026-06-15-ctr-dialog-bfarm-pei.html?nn=170994
https://www.pei.de/DE/newsroom/hp-meldungen/2026/260216-ipes-2026-registrierung-gestartet.html?nn=170852
https://www.pei.de/DE/newsroom/hp-meldungen/2026/260216-ipes-2026-registrierung-gestartet.html?nn=170852
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-09-17-snomed-eclschulung.html?nn=986770
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-09-17-snomed-eclschulung.html?nn=986770
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Veranstaltungen / Events - Behorden und andere

Veranstalter

Schweiz

swissdamed Webinar: How to register and manage medical device data in swissdamed
Ort: online

Termin: 28 - Mai - 2026

Weitere Informationen finden Sie unter:
https://www.swissmedic.ch/swissmedic/de/home/services/veranstaltungen/swissdamed-
webinar.html

Save the Date: Regulatory & Beyond 2026

Ort: Kursaal Bern

Termin: 16 - November - 2026

Weitere Informationen finden Sie unter:
https://www.swissmedic.ch/swissmedic/de/home/services/veranstaltungen/requlatory-beyond-
2026.html

Europa

Webinar on new approach methodologies (NAMs) in ecotoxicology: In silico approaches for fish
acute toxicity

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

Date: 28 - May - 2026
https://www.ema.europa.eu/en/events/webinar-new-approach-methodologies-nams-
ecotoxicology-silico-approaches-fish-acute-toxicity

Clinical Trials Information System (CTIS) sponsor end user training programme - 2026

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

Date: 08 to 11 - June - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-
training-programme-june-2026

Product Management Service (PMS) information day 2026

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

Date: 09 - June - 2026

For more information, please refer to:
https.//www.ema.europa.eu/en/events/product-management-service-pms-information-day-2026
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Veranstaltungen / Events - Behorden und andere

Veranstalter

Q&A clinic on Substance, Organisation, Referentials Management Services - 2026
Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 10 - June - 2026, 08 - July - 2026, 09 - September - 2026, 07 - October - 2026, 11 - November -
2026, 09 - December - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-
management-services-june-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-
management-services-july-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-
management-services-september-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-
management-services-october-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-
management-services-november-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-
management-services-december-2026

PMS Q&A Clinic on Product User Interface (PUI) and Application Programming Interface (API) -
2026

Where: online

Date: 11 - June — 2026, 25 - June - 2026, 09 - July - 2026, 23 - July - 2026, 10 - September - 2026, 24
- September - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/pms-qa-clinic-product-user-interface-pui-application-
programming-interface-api-june-2026
https://www.ema.europa.eu/en/events/pms-qa-clinic-product-user-interface-pui-application-
programming-interface-api-june-2026-0
https://www.ema.europa.eu/en/events/pms-qa-clinic-product-user-interface-pui-application-
programming-interface-api-july-2026
https://www.ema.europa.eu/en/events/pms-qa-clinic-product-user-interface-pui-application-
programming-interface-api-july-2026-0
https://www.ema.europa.eu/en/events/pms-qa-clinic-product-user-interface-pui-application-
programming-interface-api-september-2026
https://www.ema.europa.eu/en/events/pms-qa-clinic-product-user-interface-pui-application-
programming-interface-api-september-2026-0

Q&A clinic on eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) service - 2026
Where: online

Date: 11 - June - 2026, 09 - July - 2026, 10 - September - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/qa-clinic-extended-eudravigilance-medicinal-product-
dictionary-xevmpd-service-june-2026
https://www.ema.europa.eu/en/events/qa-clinic-extended-eudravigilance-medicinal-product-
dictionary-xevmpd-service-july-2026
https://www.ema.europa.eu/en/events/qa-clinic-extended-eudravigilance-medicinal-product-
dictionary-xevmpd-service-september-2026
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Veranstaltungen / Events - Behorden und andere

Veranstalter

Clinical Trials Information System (CTIS): Information day

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

Date: 17 - June - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-information-day-2

Mandatory use of ISO/ICH E2B(R3) Individual Case Safety Reporting in the EU: Hands-on training
course using the EudraVigilance System - 2026

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

Date: 22 to 26 - June - 2026, 14 to 18 - September - 2026, 12 to 16 - October - 2026, 09 to 13 -
November - 2026, 07 to 11 - December - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-
reporting-inthe-eu-hands-training-course-using-eudravigilance-system-4
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-
reporting-eu-hands-training-course-using-eudravigilance-system-55
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-
reporting-eu-hands-training-course-using-eudravigilance-system-56
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-
reporting-eu-hands-training-course-using-eudravigilance-system-57
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-
reporting-eu-hands-training-course-using-eudravigilance-system-58

Quarterly System Demo - 2026

Where: online and European Medicines Agency, Amsterdam, the Netherlands
Date: 25 -June - 2026, 17 - September - 2026, 10 - December - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/quarterly-system-demo-q2-2026
https://www.ema.europa.eu/en/events/quarterly-system-demo-g3-2026
https://www.ema.europa.eu/en/events/quarterly-system-demo-q4-2026

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

Where: online

Date: 30 - June - 2026

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

Good manufacturing practice: Multistakeholder workshop on expert contributions to artificial
intelligence guidance development (Annex 22)

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

Date: 30 - June to 01 - July - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/good-manufacturing-practice-multistakeholder-workshop-
expert-contributions-artificial-intelligence-quidance-development-annex-22

EN
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Veranstaltungen / Events - Behorden und andere

Veranstalter

EMA risk management information day

Where: European Medicines Agency, Amsterdam, the Netherlands

Date: 08 - September - 2026

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

Joint EDQM-USP International Symposium on Pharmaceutical Reference Standards

Where: EDQM building, Strasbourg, France & Online

Date: 23 to 24 - September - 2026

For more information, please refer to:

https://www.edgm.eu/en/irss-
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CPhI Worldwide & CEP One-to-One Sessions

Where: Fiera Milano, Milan, Italy

Date: 06 to 08 - October - 2026

For more information, please refer to:

https://www.edgm.eu/en/cphi-

milan?p | back url=%2Fen%2Fqgroup%2Fedqam%2F%7E%2Fcontrol panel%2Fmanage%3Fp p id%
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Mandatory use of ISO/ICH E2B(R3) Individual Case Safety Reporting in the EU: Hands-on training
course using the EudraVigilance System - 2026

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

Date: 06 to 08 - October - 2026, 24 to 26 - November - 2026

For more information, please refer to:
https.//www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-
using-eudravigilance-system-october-2026
https.//www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-
using-eudravigilance-system-november-2026

SAVE THE DATE! EDQM Symposium: Microbiology on the Move
Where: Strasbourg, France

Date: 13 to 15 - October - 2026

For more information, please refer to:
https://www.edgm.eu/en/-/symposium-microbio



https://www.ema.europa.eu/en/events/ema-risk-management-information-day
https://www.edqm.eu/en/irss-event?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf
https://www.edqm.eu/en/irss-event?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf
https://www.edqm.eu/en/irss-event?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf
https://www.edqm.eu/en/irss-event?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf
https://www.edqm.eu/en/irss-event?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf
https://www.edqm.eu/en/irss-event?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf
https://www.edqm.eu/en/irss-event?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf
https://www.edqm.eu/en/irss-event?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf
https://www.edqm.eu/en/cphi-milan?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ
https://www.edqm.eu/en/cphi-milan?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ
https://www.edqm.eu/en/cphi-milan?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ
https://www.edqm.eu/en/cphi-milan?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ
https://www.edqm.eu/en/cphi-milan?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ
https://www.edqm.eu/en/cphi-milan?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ
https://www.edqm.eu/en/cphi-milan?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ
https://www.edqm.eu/en/cphi-milan?p_l_back_url=%2Fen%2Fgroup%2Fedqm%2F%7E%2Fcontrol_panel%2Fmanage%3Fp_p_id%3Dcom_liferay_layout_admin_web_portlet_GroupPagesPortlet%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privateLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3Dmiller-columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-october-2026
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-october-2026
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-november-2026
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-november-2026
https://www.edqm.eu/en/-/symposium-microbio

Veranstaltungen / Events - Behorden und andere

Veranstalter

CPHI India & CEP One-to-One Sessions

Where: IICC, Yashobhoomi, Dwarka, Delhi

Date: 23 to 25 - November - 2026

For more information, please refer to:
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