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EU Policy and Regulatory updates 
 
The European healthcare landscape continues to evolve rapidly, with 
regulatory bodies introducing key updates that impact medicines, 
medical devices, health data, and market access. From the European 
Medicines Agency (EMA) to national regulators like Italy’s AIFA, updates 
in pharmacovigilance, and the rollout of health data and assessment 
frameworks, these developments are shaping the way medicines, 
medical devices, and health data are managed across the EU. 
 
The pace of change in European healthcare regulation never slows — 
and the first two months of 2026 were no exception. 
To help you stay ahead, we’ve put together a visual timeline of the most important EU healthcare milestones, 
highlighting what’s new, why it matters, and who it impacts. Click on each entry for the official source and 
get the full picture of the regulatory landscape in just a few minutes. 
 
23 February 2026 – AIFA Updates OTC/SOP Guidelines 
The Italian Medicines Agency (AIFA) released updated guidance on the classification of over-the-counter 
(OTC) and SOP medicines, clarifying criteria for composition, therapeutic indications, and risk assessment. 
The guidelines also streamline submission and evaluation procedures for pharmaceutical companies. 
 
Impact: These updates help align Italy’s regulatory approach with broader EU expectations and improve 
transparency for manufacturers and healthcare professionals. 
 

     Read more 
 
12 February 2026 – EU Pharmacovigilance Regulation Changes 

Key amendments to Commission Implementing Regulation (EU) No 520/2012 
came into force, enhancing the EU pharmacovigilance framework. Updates include 
stricter post-marketing safety monitoring, improved risk management plans, and 
harmonised adverse event reporting standards for all EU member states. 
 
Impact: These changes also have implications for products authorised in both the 
EU and the UK due to cross-territory regulatory alignment mechanisms.  
Why it matters: This strengthens the EU’s safety oversight and harmonises 
reporting expectations for pharmacovigilance across member states. 

 

     Read more 
 

26–29 January 2026 – EMA CHMP Meeting Highlights 
During its January session, the EMA Committee for Medicinal Products for Human Use (CHMP): 

• Recommended marketing authorisation for 6 new medicines, including therapies for metabolic liver 
disease and influenza prevention; 

• Extended therapeutic indications for existing medicines; 
• Initiated a data integrity referral procedure for one product; 
• Updated clinical data for Mounjaro, a treatment for type 2 diabetes and obesity. 

 
Impact: CHMP opinions guide national authorities across the EU, determining which medicines become 
available and which indications are reimbursed, directly affecting patient access and market planning. 

https://www.aifa.gov.it/en/-/nuove-linee-guida-definizione-classificazione-medicinali-otc-e-sop?utm_source=chatgpt.com
https://www.pharmafocuseurope.com/news/eu-pharmacovigilance-regulation-changes-effective-february-12-2026-impact-uk-and-eu-authorised-medicines?utm_source=chatgpt.com
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     Read more 
January 2026 – EU Health Technology Assessment (HTA) Regulation Implementation 
The HTA Regulation (EU 2021/2282) continues to be implemented across member states, enabling joint 
clinical assessments for medicines and selected medical technologies. The European Health & Digital 
Executive Agency (HaDEA) supports collaborative assessment processes and facilitates cross-border 
alignment. 
 
Impact: By harmonising clinical and economic evaluation methods, the HTA Regulation improves 
predictability for manufacturers, speeds up patient access, and reduces duplication of assessments across EU 
countries. 
Why it matters: HTA harmonisation helps streamline access decisions across EU member states, affecting 
reimbursement, pricing, and market access. 
 

     Read more 
 
Early 2026 – European Health Data Space (EHDS) Transition 
The EHDS Regulation is now entering its 
transition phase, focusing on enabling 
secure cross-border health data exchange 
and supporting secondary use of health 
data for research, innovation, and 
regulatory purposes. Member states are 
preparing technical infrastructure and 
data governance frameworks ahead of full 
implementation. 
Key milestones towards operational 
application are underway in 2026, notably 
in: 

• Secure cross-border health data access and exchange; 
• Protocols for secondary data use in research, innovation, and regulatory purposes. 

Timeline: core implementing acts are due by March 2027 for gradual roll-out through 2035.  
Impact: EHDS will transform access to electronic health records and health-related data across the EU, 
benefiting researchers, policymakers, and healthcare providers, while maintaining strong privacy and 
security standards. 
 

     Read more 
 
December 2025 / Early 2026 – Provisional EU Pharmaceutical Legislation Reform 
EU co-legislators reached a provisional political agreement on comprehensive pharmaceutical reform, part 
of the EU Pharma Package. The reform updates regulatory procedures, introduces stronger intellectual 
property protections, and implements measures to prevent medicine shortages. 
Status: Political agreement text published — awaiting formal adoption and entry into force (expected later 
in 2026).  
Impact: Once formally adopted, this will be the core regulatory framework for EU medicines, affecting 
clinical trial approvals, market authorisation processes, and supply chain resilience across member states. 
 

     Read more 
 
Medical Devices & Digital Health Regulation Developments 

https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-26-29-january-2026?utm_source=chatgpt.com
https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment_en?utm_source=chatgpt.com
https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space-regulation-ehds_en?utm_source=chatgpt.com
https://www.europarl.europa.eu/news/en/press-room/20251209IPR32110/deal-on-comprehensive-reform-of-eu-pharmaceutical-legislation?utm_source=chatgpt.com
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Ongoing MDR/IVDR Revisions 
The European Commission proposed revisions to the Medical Device Regulation (MDR) and In Vitro 
Diagnostic Regulation (IVDR): 

• These include changes to software classification for medical devices and proposals related to AI in 
regulated devices. 

• The AI Act’s adoption timeline and its interaction with medical device regulation have also been a 
point of regulatory negotiation in Brussels.  

Why it matters: Clarifying software and AI regulation will be critical for device manufacturers and digital 
health stakeholders operating in the EU single market. 
 
 
 
 

 


