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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.]

MedEthicsEU report - Survey on National Part Il Clinical Trial Application (CTA)
requirements (March 2025) [Rev.]
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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
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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
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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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Esta informacdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
qualquer forma de publicidade, pelo que se encontra vedada a sua cépia ou circulagdo. A informagdo proporcionada e as opinides
expressas sdo de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



