Bulgarian Association for Drug Information Regulatory Conference — New EU Pharmaceutical
Legislation

Sofia, Bulgaria, 4 June 2026

The conference brought together more than 95 regulatory, pharmaceutical, and healthcare professionals
to discuss the ongoing reform of EU pharmaceutical legislation, focusing on medicine availability,
innovation, regulatory efficiency, health technology assessment, and precision medicine. The event was
organized by the Bulgarian Association for Drug Information (BADI) under the leadership of Prof. Tatyana
Benisheva. The event gathered leading European and Bulgarian experts to discuss the evolving European
regulatory landscape and the future of pharmaThe new EU Pharmaceutical Legislation seeks to balance
innovation, patient access, sustainability, and supply security.

The most significant changes for pharmaceuticals were discussed
v/ Preservation of core exclusivity incentives

v/ New incentives for repurposing and antibiotics

v/ Stronger environmental requirements (ERA)

v Simplified regulatory procedures

v/ Enhanced measures against antimicrobial resistance

v/ New tools to prevent medicine shortages

Key highlights included:

¢ Prof. Christa Wirthumer-Hoche, former Head of AGES (Austrian Medicines and Medical Devices
Agency) and former Chair of the EMA Management Board, on securing Europe’s medicines, addressing
shortages, and strengthening supply chain resilience.

* Barbara Sickmiiller, President of the German Association of Regulatory Affairs (DGRA) and expert at the
Federal Association of the Pharmaceutical Industry (BPI), provided an update on the ongoing reform of
EU pharmaceutical legislation and its implications for patients and industry.

¢ Dr. Birka Lehmann, former member of the EMA Paediatric Committee (PDCO), and expert on
regulatory data protection, market exclusivity, and legislative changes affecting paediatric and orphan
medicines.

¢ Mag. Pharm. Lena Gebert, former PEI expert in biologics and biosimilars, on regulatory decision-making
and comparability assessments for monoclonal antibodies following manufacturing changes.

¢ Prof. Ilko Getov, Chair of the National Council on Prices and Reimbursement of Medicinal Products
(NCPR), Bulgaria, together with Boriana lvanova, health technology assessment (HTA) expert at Bulgaria’s



National Council on Prices and Reimbursement of Medicinal Products, on the first Joint Clinical
Assessments under the new EU HTA framework and their impact on access to innovative therapies.

¢ Prof. Harald Enzmann, former Chair of the EMA CHMP, on the role of biomarkers in precision medicine

and the future of targeted therapies.

The conference provided valuable insights into the evolving European regulatory landscape and
highlighted the importance of collaboration between regulators, industry, healthcare professionals, and
policymakers to ensure patient access to safe, effective, and innovative medicines.

The speakers visited famous places like Etara and Bogenzi near Gabrovo.



