
24 a 28 de m
arço de 2025

EM DESTAQUE

SAÚDE



V d A E X P E R T I S E

14 a 18 de outubro de 2024

REGULAMENTAÇÃO

EMA

Human Medicines / Human Regulatory
Pilot on advice from expert panels to manufacturers of high-risk medical devices: 
Interim report on the experience with the pilot from February 2023 to December 
2024
European Medicines Agency pre-authorisation procedural advice for users of the 
centralised procedure
European Medicines Agency post-authorisation procedural advice for users of the 
centralised procedure [Rev.]
European Medicines Agency procedural advice on recommendations on 
unforeseen variations according to Article 5 of Commission Regulation (EC) No 
1234/2008
List of medicinal products under additional monitoring

Veterinary Medicines / Veterinary Regulatory
QRD Form 2 and checklist for the submission of day +25 files – veterinary
EU Implementation Guide (IG) on veterinary medicines product data in the Union 
Product Database - Chapter 7: Submission of other post-authorisation data [Rev.]

DGS Relatório n.º 27 da Vacinação Sazonal 2024/2025

COMISSÃO EUROPEIA
MedEthicsEU report - Survey on National Part II Clinical Trial Application (CTA) 
requirements (March 2025) [Rev.]

https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf
https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-recommendations-unforeseen-variations-according-article-5-commission-regulation-ec-no-1234-2008_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-recommendations-unforeseen-variations-according-article-5-commission-regulation-ec-no-1234-2008_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-recommendations-unforeseen-variations-according-article-5-commission-regulation-ec-no-1234-2008_en.pdf
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/template-form/qrd-form-2-checklist-submission-day-25-files-veterinary_en.docx
https://www.ema.europa.eu/en/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7-submission-other-post-authorisation-data_en.pdf
https://www.ema.europa.eu/en/documents/template-form/qrd-form-2-checklist-submission-day-25-files-veterinary_en.docx
https://www.ema.europa.eu/en/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7-submission-other-post-authorisation-data_en.pdf
https://www.ema.europa.eu/en/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7-submission-other-post-authorisation-data_en.pdf
https://www.dgs.pt/em-destaque/relatorio-n-27-da-vacinacao-sazonal-20242025-pdf.aspx
https://health.ec.europa.eu/latest-updates/update-medethicseu-report-survey-national-part-ii-clinical-trial-application-cta-requirements-march-2025-03-28_en
https://health.ec.europa.eu/latest-updates/update-medethicseu-report-survey-national-part-ii-clinical-trial-application-cta-requirements-march-2025-03-28_en
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