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Humanarzneimittel - EMA 

Allgemeines – General  
 
EU Innovation Network (EU-IN) 
Published on: 15 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/committees/working-parties-other-groups/eu-innovation-network-
eu 
 
 

Pharmakovigilanz – PRAC  
 
Article 57 product data 
Published on: 14 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/other/article-57-product-data_en.xlsx 
 
Chapter 3.II: XEVPRM detailed user guidance on the electronic submission of information on 
medicinal products for human use by marketing authorisation holders to the EMA 
Published on: 16 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-
electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-
ema_en.pdf 
 
Process for submitting existing data on medicinal products authorised for human use – SIAMED II & 
XEVMPD to PMS deltas - Chapter 9 
Published on: 21 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-
products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf 
 
Process for the electronic submission of medicinal product information - Chapter 3 
Published on: 21 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-
product-information-chapter-3_en.pdf 
 
 

Zulassung – Regulatory Affairs  
 
Applications for new human medicines under evaluation: April 2026 
Published on: 14 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-
evaluation-april-2026_en.xlsx 
 
 
 

https://www.ema.europa.eu/en/committees/working-parties-other-groups/eu-innovation-network-eu
https://www.ema.europa.eu/en/committees/working-parties-other-groups/eu-innovation-network-eu
https://www.ema.europa.eu/en/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-april-2026_en.xlsx
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-april-2026_en.xlsx
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Humanarzneimittel - EMA 
 
CHMP opinions on consultation procedures on ancillary substances incorporated in a medical 
device 
Published on: 16 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/consultation-
procedure-ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures-
ancillary-substances-incorporated-medical-device 
 
Regulatory Procedure Management in IRIS roadmap 
Published on: 16 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-iris-
roadmap_en.pdf 
 
Submission dates 
Published on: 20 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/submission-
dates 
 
Guidance on the electronic submission of information on investigational medicinal products for 
human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD) 
Published on: 20 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-
investigational-medicinal-products-human-use-extended-eudravigilance-medicinal-product-
dictionary-xevmpd_en.pdf 
 
Product Management Service (PMS) – Frequently Asked Questions (FAQs) 
Published on: 23 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-
asked-questions-faqs_en.pdf 
 
Meeting highlights from the Committee for Medicinal Products for Human Use (CHMP) 20-23 April 
2026 
Published on: 24 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-
use-chmp-20-23-april-2026 
 

Orphan Drugs und neuartige Therapierichtungen (ATMP) 
 
Applying for orphan designation 
Published on: 16 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/orphan-
designation-research-development/applying-orphan-designation 

https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/consultation-procedure-ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures-ancillary-substances-incorporated-medical-device
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/consultation-procedure-ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures-ancillary-substances-incorporated-medical-device
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/consultation-procedure-ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures-ancillary-substances-incorporated-medical-device
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-iris-roadmap_en.pdf
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-iris-roadmap_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/submission-dates
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/submission-dates
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended-eudravigilance-medicinal-product-dictionary-xevmpd_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended-eudravigilance-medicinal-product-dictionary-xevmpd_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended-eudravigilance-medicinal-product-dictionary-xevmpd_en.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-20-23-april-2026
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-20-23-april-2026
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/orphan-designation-research-development/applying-orphan-designation
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/orphan-designation-research-development/applying-orphan-designation
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Humanarzneimittel - EMA 

Qualität – Quality  
 
No news published  
 

(Prä-) Klinische Forschung – Research and Development  
 
No news published  
 

Kinderarzneimittel – Paediatrics  
 
Paediatric investigation plans: questions and answers 
Published on: 14 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-
medicines-research-development/paediatric-investigation-plans/paediatric-investigation-plans-
questions-answers 
 
Procedural advice on paediatric applications 
Published on: 14 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-
paediatric-applications_en.pdf 
 
 

Pflanzliche Arzneimittel – Herbal medicines  
 
No news published  
 

Events and Video recording  
 
European Shortages Monitoring Platform (ESMP) training on readable IDs and general updates for 
industry; Event 14 – April 2026 
Presentation available 
Published on: 20 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-
readable-ids-general-updates-industry 
 
Q&A clinic on Substance, Organisation, Referentials Management Services - March 2026 
Video recording available 
Published on: 21 - April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-
services-march-2026 
 
 

https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-medicines-research-development/paediatric-investigation-plans/paediatric-investigation-plans-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-medicines-research-development/paediatric-investigation-plans/paediatric-investigation-plans-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/paediatric-medicines-research-development/paediatric-investigation-plans/paediatric-investigation-plans-questions-answers
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-paediatric-applications_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-advice-paediatric-applications_en.pdf
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-readable-ids-general-updates-industry
https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-esmp-training-readable-ids-general-updates-industry
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-services-march-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-services-march-2026
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European Commission  
 
Update - Member States-specific national requirements for clinical investigations and 
performance studies 
Published on: 21 - April - 2026 
For more information, please refer to: 
https://health.ec.europa.eu/latest-updates/update-member-states-specific-national-requirements-
clinical-investigations-and-performance-studies-2026-04-21_en 
 
 
 
 
 
 
 

 

 

 

https://health.ec.europa.eu/latest-updates/update-member-states-specific-national-requirements-clinical-investigations-and-performance-studies-2026-04-21_en
https://health.ec.europa.eu/latest-updates/update-member-states-specific-national-requirements-clinical-investigations-and-performance-studies-2026-04-21_en
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EDQM  
 
Implementation of the European Pharmacopoeia Issue 13.1 – Notification for CEP holders 
Published on: 23 - April - 2026 
For more information, please refer to: 
https://www.edqm.eu/en/-/implementation-of-the-european-pharmacopoeia-issue-13.1-
notification-for-cep-holders 
 
Guideline on requirements for revision and renewal of CEPs – Revised guideline now available 
Published on: 24 - April - 2026 
For more information, please refer to: 
https://www.edqm.eu/en/-/-guideline-on-requirements-for-revision-and-renewal-of-ceps-revised-
guideline-now-available 
 
 
 
 
 
 
 

https://www.edqm.eu/en/-/implementation-of-the-european-pharmacopoeia-issue-13.1-notification-for-cep-holders
https://www.edqm.eu/en/-/implementation-of-the-european-pharmacopoeia-issue-13.1-notification-for-cep-holders
https://www.edqm.eu/en/-/-guideline-on-requirements-for-revision-and-renewal-of-ceps-revised-guideline-now-available
https://www.edqm.eu/en/-/-guideline-on-requirements-for-revision-and-renewal-of-ceps-revised-guideline-now-available
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Medizinprodukte  
 
Upcoming all-day web-streamed EUDAMED webinars 
Published on: 14-April 2026 
For more information, please refer to: 
https://health.ec.europa.eu/latest-updates/upcoming-all-day-web-streamed-eudamed-trainings-
2026-04-14_en 
 
Update - MDCG 2021-24 rev.1 - Guidance on classification of medical devices (April 2026) 
Published on: 20 - April - 2026 
For more information, please refer to: 
https://health.ec.europa.eu/latest-updates/update-mdcg-2021-24-rev1-guidance-classification-
medical-devices-april-2026-2026-04-20_en 
 
Update – Documents on European Medical Device Nomenclature (EMDN) 
Published on: 22 - April - 2026 
For more information, please refer to: 
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-
documents-and-other-guidance_en#sec8 
 
 
 
 
 
 

 

https://health.ec.europa.eu/latest-updates/upcoming-all-day-web-streamed-eudamed-trainings-2026-04-14_en
https://health.ec.europa.eu/latest-updates/upcoming-all-day-web-streamed-eudamed-trainings-2026-04-14_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2021-24-rev1-guidance-classification-medical-devices-april-2026-2026-04-20_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2021-24-rev1-guidance-classification-medical-devices-april-2026-2026-04-20_en
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en#sec8
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en#sec8
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CMDh 
 
NEW - 21-22 April CMDh agenda 
Published on: 20 April 2026 
For more information, please refer to: 
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Age
ndas/2026_04_CMDh_Agenda.pdf 
 
CTCG Introduction/Overview/Mandate 
Published on: 24 - April - 2026 
For more information, please refer to: 
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group/clinical-trials-
coordination-group.html#c7860 
 
 
 
 

https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2026_04_CMDh_Agenda.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2026_04_CMDh_Agenda.pdf
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group/clinical-trials-coordination-group.html#c7860
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group/clinical-trials-coordination-group.html#c7860
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Humanarzneimittel - Deutschland 
 
Informationen zu Rote-Hand-Briefen und Informationsbriefen 
Veröffentlicht am: 13- April - 2026 
Weitere Informationen finden Sie unter: 
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Rote-Hand-
Briefe/Zusatzinformationen/_artikel.html?nn=986770 
 
Orientierungsgespräche & DiGA-/DiPA-Beratungen durch das Innovationsbüro beim 
Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) 
Veröffentlicht am: 14- April - 2026 
Weitere Informationen finden Sie unter: 
https://www.bfarm.de/SharedDocs/Downloads/DE/Service/Beratungsverfahren/Erlaeuterungen_f
uer_Antragsteller_DiGA-DiPA.html?nn=986770 
 
Versagungen und Rücknahmen BfArM Januar - März 2026 
Veröffentlicht am: 15- April - 2026 
Weitere Informationen finden Sie unter: 
https://www.bfarm.de/SharedDocs/Downloads/DE/Service/Statistik/AM-Statistik/versagungen-
2026.html?nn=986770 
 
Informationen zu Einreichung und Genehmigung von Schulungsmaterial 
Veröffentlicht am: 16- April - 2026 
Weitere Informationen finden Sie unter: 
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial
/Zusatzinformationen/_artikel.html?nn=986770 
 
Statistik "Besondere Therapierichtungen und Traditionelle Arzneimittel" 
Veröffentlicht am: 17- April - 2026 
Weitere Informationen finden Sie unter: 
https://www.bfarm.de/DE/Aktuelles/Statistiken/Arzneimittelzulassung/Besondere-
Therapierichtungen/_artikel.html?nn=986770 
 
Statistiken Arzneimittelzulassung 
Veröffentlicht am: 21- April - 2026 
Weitere Informationen finden Sie unter: 
https://www.bfarm.de/DE/Aktuelles/Statistiken/Arzneimittelzulassung/_artikel.html?nn=986770 
 
Aktuell laufende und bestätigte Arzneimittel-Härtefallprogramme 
Veröffentlicht am: 21- April - 2026 
Weitere Informationen finden Sie unter: 
https://www.bfarm.de/DE/Arzneimittel/Klinische-Pruefung/Compassionate-Use/compUse-
tabelle.html?nn=986770 
 

https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Rote-Hand-Briefe/Zusatzinformationen/_artikel.html?nn=986770
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Rote-Hand-Briefe/Zusatzinformationen/_artikel.html?nn=986770
https://www.bfarm.de/SharedDocs/Downloads/DE/Service/Beratungsverfahren/Erlaeuterungen_fuer_Antragsteller_DiGA-DiPA.html?nn=986770
https://www.bfarm.de/SharedDocs/Downloads/DE/Service/Beratungsverfahren/Erlaeuterungen_fuer_Antragsteller_DiGA-DiPA.html?nn=986770
https://www.bfarm.de/SharedDocs/Downloads/DE/Service/Statistik/AM-Statistik/versagungen-2026.html?nn=986770
https://www.bfarm.de/SharedDocs/Downloads/DE/Service/Statistik/AM-Statistik/versagungen-2026.html?nn=986770
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/Zusatzinformationen/_artikel.html?nn=986770
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/Zusatzinformationen/_artikel.html?nn=986770
https://www.bfarm.de/DE/Aktuelles/Statistiken/Arzneimittelzulassung/Besondere-Therapierichtungen/_artikel.html?nn=986770
https://www.bfarm.de/DE/Aktuelles/Statistiken/Arzneimittelzulassung/Besondere-Therapierichtungen/_artikel.html?nn=986770
https://www.bfarm.de/DE/Aktuelles/Statistiken/Arzneimittelzulassung/_artikel.html?nn=986770
https://www.bfarm.de/DE/Arzneimittel/Klinische-Pruefung/Compassionate-Use/compUse-tabelle.html?nn=986770
https://www.bfarm.de/DE/Arzneimittel/Klinische-Pruefung/Compassionate-Use/compUse-tabelle.html?nn=986770
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Humanarzneimittel - Österreich 
 
PSUR-outcome: Hydrochlorothiazid/Telmisartan, Telmisartan 
Veröffentlicht am: 13 - April - 2026 
Weitere Informationen finden Sie unter: 
Mustertext Hydrochlorothiazid, Telmisartan 
Link zur Webseite der Europäischen Kommission 
 
PSUR-outcome: Normales Immunglobulin vom Menschen (IgG) 
Veröffentlicht am: 14 - April - 2026 
Weitere Informationen finden Sie unter: 
Link zur Webseite der Europäischen Kommission 
 
PSUR-outcome: Albendazol 
Veröffentlicht am: 16 - April - 2026 
Weitere Informationen finden Sie unter: 
Link zur Webseite der EMA 
 
0426_Bearbeitungsstand 
Veröffentlicht am: 14 - April - 2026 
Weitere Informationen finden Sie unter: 
Gute Herstellungs- / Vertriebspraxis (GMP/GDP) 
 
0426_Register Arzneimittelvermittler 
Veröffentlicht am: 14 - April - 2026 
Weitere Informationen finden Sie unter: 
Arzneimittelvermittler 
 
0426_Register bewilligter AM Betriebe Österreich 
Veröffentlicht am: 14 - April - 2026 
Weitere Informationen finden Sie unter: 
Informationsfreiheit 
Arzneimittelbetriebe 
 
FAQ Medikamente Info Austria 
Veröffentlicht am: 14 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.basg.gv.at/fuer-unternehmen/online-service/leitfaeden-und-faq/faq-medikamente-
info-austria 
 
Bevorratung national 
Veröffentlicht am: 16 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.basg.gv.at/marktbeobachtung/meldewesen/bevorratung-national 
 
CHMP Meeting Highlights März 2026 
Veröffentlicht am: 16 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.basg.gv.at/marktbeobachtung/amtliche-nachrichten/detail/chmp-meeting-
highlights-maerz-2026 
 

https://www.basg.gv.at/fileadmin/redakteure/07_Unternehmen/PV-Mustertexte/2026/Mustertext_Hydrochlorothiazid_Telmisartan__Telmisartan_PSUSA_260413_sig.pdf
https://ec.europa.eu/health/documents/community-register/html/ho28861.htm
https://ec.europa.eu/health/documents/community-register/html/ho28886.htm
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000073-202507
https://www.basg.gv.at/fuer-unternehmen/bewilligung-und-zertifizierung/gute-herstellungs-/-vertriebspraxis-gmp/gdp#c23173
https://www.basg.gv.at/marktbeobachtung/oeffentliche-register/arzneimittelvermittler#c12498
https://www.basg.gv.at/informationsfreiheit#c25218
https://www.basg.gv.at/marktbeobachtung/oeffentliche-register/arzneimittelbetriebe#c12499
https://www.basg.gv.at/fuer-unternehmen/online-service/leitfaeden-und-faq/faq-medikamente-info-austria
https://www.basg.gv.at/fuer-unternehmen/online-service/leitfaeden-und-faq/faq-medikamente-info-austria
https://www.basg.gv.at/marktbeobachtung/meldewesen/bevorratung-national
https://www.basg.gv.at/marktbeobachtung/amtliche-nachrichten/detail/chmp-meeting-highlights-maerz-2026
https://www.basg.gv.at/marktbeobachtung/amtliche-nachrichten/detail/chmp-meeting-highlights-maerz-2026
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Humanarzneimittel - Österreich 
 
EUDAMED 
Veröffentlicht am: 20 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.basg.gv.at/marktbeobachtung/amtliche-nachrichten/detail/eudamed 
 
Zur Stellungnahme (Monographieentwürfe) 
Veröffentlicht am: 20 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.basg.gv.at/gesundheitsberufe/oesterreichisches-arzneibuch/zur-stellungnahme 
 
Statistik zu Nebenwirkungen 
Veröffentlicht am: 24 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.basg.gv.at/ueber-uns/statistiken/statistik-zu-nebenwirkungen 
 
 
 
 

https://www.basg.gv.at/marktbeobachtung/amtliche-nachrichten/detail/eudamed
https://www.basg.gv.at/gesundheitsberufe/oesterreichisches-arzneibuch/zur-stellungnahme
https://www.basg.gv.at/ueber-uns/statistiken/statistik-zu-nebenwirkungen
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Humanarzneimittel - Schweiz 
 
Umsetzung der Anpassungen aus dem ADRA-Projekt der EU  
Veröffentlicht am: 15 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.swissmedic.ch/swissmedic/de/home/tierarzneimittel/market-surveillance/themen-
tam.html 
 
Sammelmeldungen für in‑house IVD und in‑house MEP ab 1. Januar 2027 nicht mehr möglich 
Veröffentlicht am: 17 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/uebersicht-
medizinprodukte/sammelmeldungen-fuer-ivd-mep-nicht-mehr-moeglich.html 
 
Schwerpunktaktion 2026 zur Überprüfung der Dokumentation zur Überwachung nach dem 
Inverkehrbringen 
Veröffentlicht am: 23 - April - 2026 
Weitere Informationen finden Sie unter: 
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/marktkontrolle-
medizinprodukte/schwerpunktaktionen/info-ueberpruefung-dokumentation-zur-ueberwachung-
nach-inverkehrbringen.html 
 
Aktualisierte Vorgabedokumente 
Veröffentlicht am: 24 - April - 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/tierarzneimittel/market-surveillance/themen-tam.html
https://www.swissmedic.ch/swissmedic/de/home/tierarzneimittel/market-surveillance/themen-tam.html
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/uebersicht-medizinprodukte/sammelmeldungen-fuer-ivd-mep-nicht-mehr-moeglich.html
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/uebersicht-medizinprodukte/sammelmeldungen-fuer-ivd-mep-nicht-mehr-moeglich.html
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/marktkontrolle-medizinprodukte/schwerpunktaktionen/info-ueberpruefung-dokumentation-zur-ueberwachung-nach-inverkehrbringen.html
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/marktkontrolle-medizinprodukte/schwerpunktaktionen/info-ueberpruefung-dokumentation-zur-ueberwachung-nach-inverkehrbringen.html
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/marktkontrolle-medizinprodukte/schwerpunktaktionen/info-ueberpruefung-dokumentation-zur-ueberwachung-nach-inverkehrbringen.html
https://www.swissmedic.ch/swissmedic/de/home/news/updates/updated_documents.html
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       Fragen an das Netzwerk 
 

Falls Sie eine Frage haben, die Sie gerne in unserem Netzwerk diskutieren würden, senden Sie 
uns einfach eine E-Mail an info-as@megra.org zur anonymen Publikation im nächsten 
Newsletter.* 
*Bei der Beantwortung der Fragen handelt es sich um eine Zusammenfassung von persönlichen Meinungen 

und Erfahrungswerten der MEGRA Mitglieder mit keinem Anspruch auf Rechtssicherheit. Wir empfehlen zur 

Absicherung die Konsultation entsprechender zugrunde liegender Regularien. 

 

 



 14 

 

Veranstaltungen / Events – Behörden und andere 

Veranstalter 
 

Deutschland 

SNOMED-CT-Schulung für 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 
 
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-registrierung-
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.html?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 
 
 

Österreich 

Keine Veranstaltungen veröffentlicht  
 

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 
 
 

https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-06-08-snomed-entwicklerschulung.html?nn=986770
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-06-08-snomed-entwicklerschulung.html?nn=986770
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
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-09-28-genom.html?nn=986770
https://www.bfarm.de/DE/Aktuelles/Veranstaltungen/Termine/2026-09-28-genom.html?nn=986770
https://www.swissmedic.ch/swissmedic/de/home/services/veranstaltungen/swissdamed-webinar.html
https://www.swissmedic.ch/swissmedic/de/home/services/veranstaltungen/swissdamed-webinar.html
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Veranstaltungen / Events – Behörden und andere 

Veranstalter 
 
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/regulatory-beyond-
2026.html 
 
 

Europa 

European Platform for Regulatory Science Research meeting 
Where: online and European Medicines Agency, Amsterdam, the Netherlands 
Date: 30 -April - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting-0 
 
Virtual live hands-on training course for clinical trials sponsors using EudraVigilance system - 
May 2026 
Where: online and European Medicines Agency, Amsterdam, the Netherlands 
Date: 05 to 07 - May - 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-may-2026 
 
Questions and answers clinic on Product Management Service (PMS) Product User Interface (PUI) 
and Application Programming Interface (API) - 2026 
Where: online and European Medicines Agency, Amsterdam, the Netherlands 
Date: 12 - 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-may-2026 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://www.swissmedic.ch/swissmedic/de/home/services/veranstaltungen/regulatory-beyond-2026.html
https://www.swissmedic.ch/swissmedic/de/home/services/veranstaltungen/regulatory-beyond-2026.html
https://www.ema.europa.eu/en/events/european-platform-regulatory-science-research-meeting-0
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-may-2026
https://www.ema.europa.eu/en/events/virtual-live-hands-training-course-clinical-trials-sponsors-using-eudravigilance-system-may-2026
https://www.ema.europa.eu/en/events/qa-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-may-2026
https://www.ema.europa.eu/en/events/qa-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-may-2026
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Veranstaltungen / Events – Behörden und andere 

Veranstalter 
 
Q&A clinic on Substance, Organisation, Referentials Management Services - 2026 
Where: online and European Medicines Agency, Amsterdam, the Netherlands 
Date: 12 - May, 10 - Jun, 08 - Jul, 09 - Sep, 07 - Oct, 11 - Nov, 09 - Dec  - 2026 
For more information, please refer to: 
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-
management-services-may-2026 
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 
 
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 
Date: 18 to 22 - May – 2026, 22 to 26 - June - 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-3 
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 
 
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 
 
 
 
 
 
 

https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-services-may-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-services-may-2026
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-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-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-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-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-november-2026
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-reporting-inthe-eu-hands-training-course-using-eudravigilance-system-3
https://www.ema.europa.eu/en/events/mandatory-use-iso-ich-e2br3-individual-case-safety-reporting-inthe-eu-hands-training-course-using-eudravigilance-system-3
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-inthe-eu-hands-training-course-using-eudravigilance-system-4
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-june-2026
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-june-2026
https://www.ema.europa.eu/en/events/product-management-service-pms-information-day-2026
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Veranstaltungen / Events – Behörden und andere 

Veranstalter 
 
Quarterly System Demo - 2026 
Where: online and European Medicines Agency, Amsterdam, the Netherlands 
Date: 25 -June, 17 - September, 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-q3-2026 
https://www.ema.europa.eu/en/events/quarterly-system-demo-q4-2026 
 
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.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_sta
te%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPag
esPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privat
eLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3
Dmiller-
columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3DLl4b0kgf 
 
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.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_sta
te%3Dmaximized%26p_p_mode%3Dview%26_com_liferay_layout_admin_web_portlet_GroupPag
esPortlet_tabs1%3Dpages%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_privat
eLayout%3Dfalse%26_com_liferay_layout_admin_web_portlet_GroupPagesPortlet_displayStyle%3
Dmiller-
columns%26p_r_p_selPlid%3D2070%26p_r_p_layoutSetBranchId%3D0%26p_p_auth%3Dun7FrSXJ 
 
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.edqm.eu/en/-/symposium-microbio 
 
 

 

 
 

https://www.ema.europa.eu/en/events/quarterly-system-demo-q2-2026
https://www.ema.europa.eu/en/events/quarterly-system-demo-q3-2026
https://www.ema.europa.eu/en/events/quarterly-system-demo-q4-2026
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
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