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Humanarzneimittel - EMA

Allgemeines - General

Medicinal products for human use: monthly figures - February 2026

Published on: 24 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/report/medicinal-products-human-use-monthly-fiqgures-
february-2026 en.pdf

Medicine shortage communications (updated)

Published on: 24 - March - 2026

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

Decision of the Executive Director on the access to financial and administrative incentives for
micro, small and medium-sized enterprises

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/decision-executive-director-access-financial-
administrative-incentives-micro-small-medium-sized-enterprises en.pdf

Pharmakovigilanz - PRAC

Referral: Melatomed and associated names (updated)

Published on: 17 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/medicines/human/referrals/melatomed-associated-names

Referral: Tecovirimat SIGA (updated)

Published on: 27 - March - 2026

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

Referral: Levamisole-containing medicinal products (updated)

Published on: 27 - March - 2026

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

2025 Annual Report on EudraVigilance for the European Parliament, the Council and the
Commission

Published on: 19 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/report/2025-annual-report-eudravigilance-european-
parliament-council-commission _en.pdf
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Humanarzneimittel - EMA

Article 57 product data (updated)

Published on: 19 - March - 2026

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

MedDRA important medical event terms list - version 29.0 (updated)

Published on: 20 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/meddra-important-medical-event-terms-list-
version-29-0 en.xlsx

List of medicines under additional monitoring (updated)

Published on: 25 - March - 2026

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

QRD Appendix Il - Medical Dictionary for Regulatory Activities terminology to be used in section
4.8 'undesirable effects' of the summary of product characteristics (updated)

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-ii-medical-dictionary-
requlatory-activities-terminology-be-used-section-48-undesirable-effects-summary-product-
characteristics-cover-page en.docx

QRD Appendix V - Adverse-drug-reaction reporting details (updated)

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-
reporting-details en.docx

Post-authorisation efficacy studies: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-
authorisation/pharmacovigilance-post-authorisation/post-authorisation-efficacy-studies-questions-
answers

Post-authorisation safety studies (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-
authorisation/pharmacovigilance-post-authorisation/post-authorisation-safety-studies-pass
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Periodic safety update reports (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-
authorisation/pharmacovigilance-post-authorisation/periodic-safety-update-reports-psurs

Risk management plans (RMP) in post-authorisation phase: questions and answers (updated)
Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-
authorisation/pharmacovigilance-post-authorisation/risk-management-plans-rmp-post-
authorisation-phase-questions-answers

EU implementation strategy of ICH E2D(R1) Guideline - Post-approval safety data: Definitions and
standards for management and reporting of individual case safety reports (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/scientific-quideline/eu-implementation-strategy-ich-
e2drl-quideline-post-approval-safety-data-definitions-standards-management-reporting-individual-
case-safety-reports en.pdf

Zulassung - Regulatory Affairs

PRIME: priority medicines (updated)

Published on: 18 - March - 2026

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

List of withdrawn medicinal products in accordance with Art. 123(4) of the Directive (1 January -
31 December 2025)

Published on: 19 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/report/list-withdrawn-medicinal-products-accordance-
art-1234-directive-1-january-31-december-2025 en.xlsx

IRIS guide for applicants - How to create, submit and manage IRIS applications, for industry and
individual applicants (updated)

Published on: 19 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/requlatory-procedural-quideline/iris-quide-applicants-
how-create-submit-scientific-applications-industry-individual-applicants en.pdf
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Electronic product information (updated)

Published on: 20 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/marketing-authorisation/product-
information-requirements/electronic-product-information-epi

Scientific guideline: Chemistry of active substances (chemistry of new active substances) (updated)
Published on: 20 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/chemistry-active-substances-chemistry-new-active-substances-
scientific-quideline

Avadilability of medicines before and during crises (updated)

Published on: 24 - March - 2026

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

Mobile scanning and other technologies in the labelling and/or package leaflet of centrally
authorised medicinal products (updated)

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/requlatory-procedural-quideline/mobile-scanning-
other-technologies-labelling-or-package-leaflet-centrally-authorised-medicinal-products en.pdf

Member states contact points for translations review (updated)

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/requlatory-procedural-quideline/member-states-
contact-points-translations-review en.pdf

Changing the (invented) name of a centrally authorised medicine: questions and answers
(updated)

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/changing-
invented-name-centrally-authorised-medicine-questions-answers

QRD Appendix Il to the Quality Review of Documents templates for human medicinal products
(updated)

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-iii-quality-review-
documents-templates-human-medicinal-products-cover-page en.docx
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Tables of non-standard abbreviations to be used in the summary of product characteristics
(updated)

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/requlatory-procedural-quideline/tables-non-standard-
abbreviations-be-used-summary-product-characteristics en.pdf

Biosimilar medicines: Overview (updated)

Published on: 27 - March - 2026

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

Meeting highlights from the Committee for Medicinal Products for Human Use (CHMP) 23-26
March 2026

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-
use-chmp-23-26-march-2026

Pre-authorisation guidance (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/marketing-authorisation/pre-
authorisation-quidance

Grouping of variations: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/variations-
including-extensions-marketing-authorisations/qrouping-variations-questions-answers

Type-IA variations: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/variations-
including-extensions-marketing-authorisations/type-ia-variations-questions-answers

Type-IB variations: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/variations-
including-extensions-marketing-authorisations/type-ib-variations-questions-answers

Type-Il variations: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/variations-
including-extensions-marketing-authorisations/type-ii-variations-questions-answers



https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/tables-non-standard-abbreviations-be-used-summary-product-characteristics_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/tables-non-standard-abbreviations-be-used-summary-product-characteristics_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/biosimilar-medicines-overview
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-23-26-march-2026
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-23-26-march-2026
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/grouping-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/grouping-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ia-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ia-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ib-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ib-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ii-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations/type-ii-variations-questions-answers

Humanarzneimittel - EMA

Extensions of marketing authorisations: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/variations-
including-extensions-marketing-authorisations/extensions-marketing-authorisations-questions-
answers

Classification of changes: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/classification-
changes-questions-answers

Changing the labelling and package leaflet (Article 61(3) notifications) (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/changing-labelling-
package-leaflet-article-613-notifications

Transfer of marketing authorisation: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/transfer-
marketing-authorisation-questions-answers

Worksharing: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/variations-
including-extensions-marketing-authorisations/worksharing-questions-answers

Post-authorisation measures: questions and answers (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/pharmacovigilance-post-authorisation/post-authorisation-
measures-questions-and-answers

Data quality framework for medicines regulation (updated)

Published on: 27 - March - 2026

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

Orphan Drugs und neuartige Therapierichtungen (ATMP)

No news published
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Humanarzneimittel - EMA

Qualitit - Quality

Scientific guideline: Qualification of non-mutagenic impurities (updated)

Published on: 13 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/qualification-non-mutagenic-impurities-scientific-quideline

Guidance on good manufacturing practice and good distribution practice: Questions and answers
(updated)

Published on: 24 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/research-development/compliance-
research-development/qood-manufacturing-practice/quidance-good-manufacturing-practice-good-
distribution-practice-questions-answers

Pharmaceutical quality system (PQS) effectiveness pilot project

Published on: 26 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/research-development/compliance-
research-development/qood-manufacturing-practice/pharmaceutical-quality-system-pgs-
effectiveness-pilot-project

(Pra-) Klinische Forschung - Research and Development

Questions and Answers on the Joint Controllership Arrangement and data protection matters
related to the use of the Clinical Trials Information System (updated)

Published on: 13 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/other/questions-answers-joint-controllership-
arrangement-data-protection-matters-related-use-clinical-trials-information-system en.pdf

Clinical pharmacology and pharmacokinetics: questions and answers (updated)

Published on: 17 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/research-development/scientific-
guidelines/clinical-pharmacology-pharmacokinetics-quidelines/clinical-pharmacology-
pharmacokinetics-questions-answers

Clinical Trials Information System (CTIS): training and support (updated)

Published on: 26 - March - 2026

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-ctis-training-support



https://www.ema.europa.eu/en/qualification-non-mutagenic-impurities-scientific-guideline
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/pharmaceutical-quality-system-pqs-effectiveness-pilot-project
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/pharmaceutical-quality-system-pqs-effectiveness-pilot-project
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/pharmaceutical-quality-system-pqs-effectiveness-pilot-project
https://www.ema.europa.eu/en/documents/other/questions-answers-joint-controllership-arrangement-data-protection-matters-related-use-clinical-trials-information-system_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-joint-controllership-arrangement-data-protection-matters-related-use-clinical-trials-information-system_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics-guidelines/clinical-pharmacology-pharmacokinetics-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics-guidelines/clinical-pharmacology-pharmacokinetics-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics-guidelines/clinical-pharmacology-pharmacokinetics-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support

Humanarzneimittel - EMA

Kinderarzneimittel - Paediatrics

Submitting results of paediatric studies (updated)

Published on: 27 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/post-authorisation/paediatric-
medicines-post-authorisation/submitting-results-paediatric-studies

Pflanzliche Arzneimittel - Herbal medicines

Procedures for monograph and list entry establishment (updated)

Published on: 16 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/human-requlatory-overview/herbal-medicinal-
products/procedures-monograph-list-entry-establishment

HMPC meeting report on European Union herbal monographs, guidelines and other activities - 2-4
March 2026

Published on: 25 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/documents/committee-report/hmpc-meeting-report-european-
union-herbal-monographs-quidelines-other-activities-2-4-march-2026 _en.pdf

Events and Video recording

Committee for Advanced Therapies (CAT), Event 18-20 February 2026

Minutes available

Published on: 24 - March - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/committee-advanced-therapies-cat-18-20-february-2026
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European Commission

European Reference Networks: updated individual factsheets

Published on: 16 - March - 2026

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/european-reference-networks-updated-individual-
factsheets-2026-03-16 en

Health Technology Assessment: New Opportunity to Apply for Joint Scientific Consultations
Published on: 25 - March - 2026

For more information, please refer to:
https://ec.europa.eu/newsroom/sante/newsletter-archives/73507

Frequently Asked Questions on the European Health Data Space

Published on: 26 - March - 2026

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/frequently-asked-questions-european-health-data-
space-2026-03-26 _en
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New EDQM report highlights need to strengthen Europe’s plasma supply

Published on: 16 - March - 2026

For more information, please refer to:
https://www.edgm.eu/en/-/new-edgm-report-highlights-need-to-strengthen-europe-s-plasma-
supply

Council of Europe leading the way in animal welfare for over 40 years

Published on: 18 - March - 2026

For more information, please refer to:

https://www.edgm.eu/en/-/council-of-europe-leading-the-way-in-animal-welfare-for-over-40-
ears

New EDQM guidance on reliance-based or fast-track assessment of CEP applications

Published on: 20 - March - 2026

For more information, please refer to:
https://www.edgm.eu/en/-/new-edgm-quidance-on-reliance-based-or-fast-track-assessment-of-
cep-applications

Outcome of the 184th session of the European Pharmacopoeia Commission

Published on: 24 - March - 2026

For more information, please refer to:
https://www.edgm.eu/en/-/outcome-of-the-184th-session-of-the-european-pharmacopoeia-
commission
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Medizinprodukte

Recording available - Second training on EMDN: structure, consultation process, and practical
application

Published on: 23 - March - 2026

For more information, please refer to:
https://health.ec.europa.eu/medical-devices-topics-interest/european-medical-devices-
nomenclature-emdn_en#second-training-2025

Notified bodies survey on certifications and applications

Published on: 26 - March - 2026

For more information, please refer to:
https://health.ec.europa.eu/latest-updates/notified-bodies-survey-certifications-and-applications-
2026-03-26 _en
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CMDh

NEW - 24-26 March CMDh agenda

Published on: 23 - March - 2026

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

UPDATED - Best Practice Guide on Break-out Sessions/Hearings (April 2016) [Track version]
Published on: 23 - March - 2026

For more information, please refer to:
https://www.hma.eu/human-medicines/cmdh/procedural-quidance/application-for-ma.html#c1642
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Humanarzneimittel - Deutschland

Versagungen und Riicknahmen BfArM Januar - Februar 2026

Veréffentlicht am: 16 - Mdrz - 2026

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

Geschidiftsverteilungsplan der registrierten Ethik-Kommissionen fiir das Jahr 2026
Veréffentlicht am: 17 - Mdirz - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/SharedDocs/Downloads/DE/Arzneimittel/Zulassung/klin-
pr/ethikKkomm/GVP.html|?nn=986770

Besonderer Geschdiftsverteilungsplan fiir auf bestimmte Verfahren spezialisierte registrierte Ethik-
Kommissionen der Léinder 2026 - klinische Priifungen bei Minderjihrigen

Veréffentlicht am: 17 - Mdrz - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/SharedDocs/Downloads/DE/Arzneimittel/Zulassung/klin-
pr/ethikKomm/Besonderer GVP.html?nn=986770

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 11.12.2025 betreffend
die Zulassungen fiir Humanarzneimittel mit dem Wirkstoff Piritramid

Veréffentlicht am: 17 - Mdrz - 2026

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

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

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 15.10.2026 betreffend
die Zulassungen fiir Humanarzneimittel mit dem Wirkstoff Gabapentin

Veréffentlicht am: 17 - Mdrz - 2026

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

Reports PSURs/PSUR-Single-Assessment/Anlagen/q-I/Gabapentin2-CMDh-
Beschluss.html|?nn=986770

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 29.01.2026 betreffend
die Zulassungen fiir Humanarzneimittel mit den Wirkstoffkombinationen
Coffein/Codein/Paracetamol/Propyphenazon und Acetylsalicylséiure/Coffein/Codein/Paracetamol
Veréffentlicht am: 25 - Mdrz - 2026

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

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

Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 29.01.2026 betreffend
die Zulassungen fiir Humanarzneimittel mit dem Wirkstoff Cefixim

Veréffentlicht am: 25 - Mdirz - 2026

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

Reports PSURs/PSUR-Single-Assessment/Anlagen/a-f/Cefixim-CMDh-Beschluss.html?nn=986770
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Humanarzneimittel - Deutschland

Schriftliche Information zur 98. Routinesitzung nach § 63 AMG am 19. Mdirz 2026
Veréffentlicht am: 19 - Mdrz - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-
Gremien/Routinesitzung/Protokolle/98Sitzung/schriftliche-information 98.html/?nn=986770

Statistiken

Veréffentlicht am: 19 - Mdrz - 2026

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

Registrierung von Medizinprodukten: Ubergang vom DMIDS zu EUDAMED

Veréffentlicht am: 23 - Mdirz - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Medizinprodukte/Ueberblick/Europa-und-EUDAMED/Uebergang-DMIDS-
zu-EUDAMED/ artikel.htm|?nn=986770

Aktuell laufende und bestéitigte Arzneimittel-Hdrtefallprogramme

Veréffentlicht am: 24 - Mdrz - 2026

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

Feststellung des rechtlichen Status und Klassifizierung

Veréffentlicht am: 24 - Mdirz - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/DE/Medizinprodukte/Aufgaben/Feststellung-rechtlicher-Status-und-
Klassifizierung/ artikel.html?nn=986770

Austausch zu aktuellen regulatorischen Themen: Paul-Ehrlich-Institut und Bundesverband der
Pharmazeutischen Industrie im fachlichen Dialog

Veréffentlicht am: 24 - Mdirz - 2026

Weitere Informationen finden Sie unter:
https.://www.pei.de/DE/newsroom/hp-meldungen/2026/260324-bpi-pei-dialog.html?nn=170852

Mafinahmen des BfArM und ergéinzende Informationen zu Lieferengpdissen

Verdffentlicht am: 26 - Mdrz - 2026

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

Meldebogen fiir Nebenwirkungen zur Offline-Meldung

Veréffentlicht am: 26 - Mdrz - 2026

Weitere Informationen finden Sie unter:
https://www.bfarm.de/SharedDocs/Formulare/DE/Arzneimittel/Pharmakovigilanz/aa-uaw-melde-
bogen.htm!?nn=986770
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https://www.bfarm.de/SharedDocs/Formulare/DE/Arzneimittel/Pharmakovigilanz/aa-uaw-melde-bogen.html?nn=986770

Humanarzneimittel - Osterreich

PSUR outcome: loversol

Veréffentlicht am: 18 - Mdrz - 2026
Weitere Informationen finden Sie unter:
Mustertext loversol

Link zur Webseite der EMA

PSUR outcome: Nicardipin
Verédffentlicht am: 19 - Mdrz - 2026
Weitere Informationen finden Sie unter:
Link zur Webseite der EMA

PSUR outcome: Etodolac

Veréffentlicht am: 19 - Mdrz - 2026
Weitere Informationen finden Sie unter:
Link zur Webseite der EMA

Nationale Zulassung und lifecycle

Veréffentlicht am: 19 - Mdrz - 2026

Weitere Informationen finden Sie unter:
https://www.basg.qv.at/fuer-unternehmen/arzneimittel-informationen/formulare/nationale-
zulassung-und-lifecycle

F_I21_Antrag auf Ausstellung eines GLP-Zertfikates

Veréffentlicht am: 23 - Mdrz - 2026

Weitere Informationen finden Sie unter:

https://www.basg.qv.at/fileadmin/redakteure/01 Formulare Listen/I/F 121 Antrag auf Ausstellun
g _eines GLPZ.docx

L_I39_Pre_Inspection_Package_GLP

Verdffentlicht am: 24 - Mdrz - 2026

Weitere Informationen finden Sie unter:

https://www.basq.qv.at/fileadmin/redakteure/01 Formulare Listen/I/L 139 Pre Inspection Packag

e GLP.pdf

Gute Laborpraxis (GLP)

Veréffentlicht am: 27 - Mdirz - 2026

Weitere Informationen finden Sie unter:
https://www.basg.qv.at/fuer-unternehmen/bewilligung-und-zertifizierung/qute-laborpraxis-qlp

F_I1297_Meldung_nichtklinische_Pruefung

Veréffentlicht am: 24 - Mdrz - 2026

Weitere Informationen finden Sie unter:

https://www.basg.qv.at/fileadmin/redakteure/01 Formulare Listen/I/F 1297 Meldung nichtklinisch
e _Pruefung.docx
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https://www.basg.gv.at/fileadmin/redakteure/01_Formulare_Listen/I/F_I21_Antrag_auf_Ausstellung_eines_GLPZ.docx
https://www.basg.gv.at/fileadmin/redakteure/01_Formulare_Listen/I/L_I39_Pre_Inspection_Package_GLP.pdf
https://www.basg.gv.at/fileadmin/redakteure/01_Formulare_Listen/I/L_I39_Pre_Inspection_Package_GLP.pdf
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https://www.basg.gv.at/fileadmin/redakteure/01_Formulare_Listen/I/F_I297_Meldung_nichtklinische_Pruefung.docx
https://www.basg.gv.at/fileadmin/redakteure/01_Formulare_Listen/I/F_I297_Meldung_nichtklinische_Pruefung.docx

Humanarzneimittel - Osterreich

FAQ Bewilligung

Veréffentlicht am: 26 - Mdrz - 2026

Weitere Informationen finden Sie unter:
https://www.basg.qv.at/fuer-unternehmen/bewilliqung-und-zertifizierung/qute-herstellungs-/-
vertriebspraxis-gmp/qdp/fag-gmp/qdp/fag-bewilliqung



https://www.basg.gv.at/fuer-unternehmen/bewilligung-und-zertifizierung/gute-herstellungs-/-vertriebspraxis-gmp/gdp/faq-gmp/gdp/faq-bewilligung
https://www.basg.gv.at/fuer-unternehmen/bewilligung-und-zertifizierung/gute-herstellungs-/-vertriebspraxis-gmp/gdp/faq-gmp/gdp/faq-bewilligung

Humanarzneimittel - Schweiz

Revision der Kapitel 20 und 21 der Pharmacopoea Helvetica 13

Veréffentlicht am: 20 - Mdrz - 2026

Weitere Informationen finden Sie unter:
https://www.swissmedic.ch/swissmedic/de/home/leqgal/pharmacopoea/wichtige-
informationen/revision-kapitel-20-21-phhelv13.html/

Neue Leitlinie «Schweizerische Gute Praxis der Materiovigilance im Spital» (GPMV-Spital)
Veréffentlicht am: 24 - Mdrz - 2026

Weitere Informationen finden Sie unter:
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/vorkommnisse---fsca-melden--
materiovigilance-/anwender---betreiber.html|

Aktualisierte Vorgabedokumente

Veréffentlicht am: 27 - Mdirz - 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/legal/pharmacopoea/wichtige-informationen/revision-kapitel-20-21-phhelv13.html
https://www.swissmedic.ch/swissmedic/de/home/legal/pharmacopoea/wichtige-informationen/revision-kapitel-20-21-phhelv13.html
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/vorkommnisse---fsca-melden--materiovigilance-/anwender---betreiber.html
https://www.swissmedic.ch/swissmedic/de/home/medizinprodukte/vorkommnisse---fsca-melden--materiovigilance-/anwender---betreiber.html
https://www.swissmedic.ch/swissmedic/de/home/news/updates/updated_documents.html

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.

Hier unsere Frage an das Netzwerk, die uns kirzlich erreicht hat:

Im Rahmen des Setups fir Literatur-Screening kam folgende Frage auf:
Gibt es eine "offizielle Liste" der Schweizer pharmazeutischen und medizinischen Journals?
Oder auch eine "inoffizielle"?

Leider ging auf die Frage im letzten Newsletter noch keine Antwort ein, daher hier nochmals die Frage aus
KW 10/11:

In der kirzlich aktualisierten Swissmedic Wegleitung zu Arzneimittelsignalen werden in Kapitel 5.7.
Publikation «Safety Update — Aktualisierungen der Fachinformation» die ZI von BWS ohne Innovation
gebeten, monatlich die von Swissmedic publizierte Liste «Safety Update - Aktualisierungen der
Fachinformation» zu tUberpriifen, um festzustellen, ob sie in Bezug auf die publizierten Anpassungen der Fl,
welche ihr Arzneimittel betreffen, im Rahmen eines Signalverfahrens adressiert worden sind.

Ist dies so zu interpretieren, dass dies auch fir eine ZI gilt, deren BWS ohne Innovation als Co-Marketing-
Produkt eines eigenen Basisprodukts registriert ist?

Wir freuen uns auf Feedback an info-as@megra.org
Herzlichen Dank!



mailto:info-as@megra.org

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

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

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

Osterreich

Keine Veranstaltungen verdffentlicht

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



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
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Veranstaltungen / Events - Behorden und andere

Veranstalter

Europa

ACT EU webinar on draft guidance on the conduct of clinical trials during public health emergencies
Where: online

Date: 08 - April - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/act-eu-webinar-draft-quidance-conduct-clinical-trials-during-
public-health-emergencies

SPOR and XEVMPD status update webinar - Q2 2026

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

Date: 13 - April - 2026

For more information, please refer to:
https.//www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar-q2-2026

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: 13 to 17 - April - 2026, 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-2
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

European Shortages Monitoring Platform (ESMP) training on readable IDs and general updates for
industry

Where: online

Date: 14 -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

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: 14 -April, 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-april-2026
https://www.ema.europa.eu/en/events/qa-clinic-product-management-service-pms-product-user-
interface-pui-application-programming-interface-api-may-2026

Ew
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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: 14 -April, 12 — May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-
services-april-2026
https://www.ema.europa.eu/en/events/qa-clinic-substance-organisation-referentials-management-
services-may-2026

ACT EU webinar on contractual agreements

Where: online and European Medicines Agency, Amsterdam, the Netherlands
Date: 16 -April - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/act-eu-webinar-contractual-agreements

Clinical Trials Information System (CTIS): Walk-in clinic April 2026

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

Date: 16 -April - 2026

For more information, please refer to:
https.//www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-april-2026

Q&A clinic on eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) service - 2026
Where: online and European Medicines Agency, Amsterdam, the Netherlands

Date: 16 -April, 13 - May - 2026

For more information, please refer to:
https://www.ema.europa.eu/en/events/qa-clinic-extended-eudravigilance-medicinal-product-
dictionary-xevmpd-service-april-2026
https://www.ema.europa.eu/en/events/qa-clinic-extended-eudravigilance-medicinal-product-
dictionary-xevmpd-service-may-2026

2nd training course on quality management for substances of human origin (SoHO-QM)

Where: online

Date: 20 - April to 18 June - 2026

For more information, please refer to:
https://www.edgm.eu/en/1st-training-course-on-quality-management-for-substances-of-human-
origin-soho-

?p | back url=%2Fen%2Fgroup%2Fedgam%2F%7E%2Fcontrol panel%2Fmanage%3Fp p id%3Dcom
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1%3Dpages%26 _com liferay layout admin web portlet GroupPagesPortlet privateLayout%3Dfals
e%26 com liferay layout admin web portlet GroupPagesPortlet displayStyle%3Dmiller-
columns%26p r p selPlid%3D2070%26p r p layoutSetBranchld%3D0%26p p auth%3DTRSmkhDK
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Veranstaltungen / Events - Behorden und andere

Veranstalter

The EU HTA Regulation: Webinar for health technology developers of medicinal products
Where: online

Date: 24 -April - 2026

For more information, please refer to:
https://health.ec.europa.eu/events/eu-hta-requlation-webinar-health-technology-developers-
medicinal-products-2026-04-24 en

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

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

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.edgm.eu/en/irss-
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Veranstaltungen / Events - Behorden und andere

Veranstalter

CPhl 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-
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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
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