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11.30 Making use of recent EMA, FDA and CIOMS guidance on lifecycle 
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3.45  AI-driven automation for non-indexed local literature screening
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4.05  How AI is transforming PV processes
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4.25  Implementation and validation of an AI model in pharmacovigilance
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8.30 Registration of Attendees & Welcome Coffee 

9.15 Welcome by PEC & Chairperson of the Congress                                                                             
Lucia Costanzo, Senior Conference Manager | PEC                                                                           
Marco Sardella, Chief Pharmacovigilance Officer & EU QPPV | ADIENNE 

 Pharma & Biotech

9.25 A word from the Editor-in-Chief of Therapeutic Advances in Drug Safety - Eu PV  
 Congress Media Partner                                                                                                                                          

Arduino Mangoni, Strategic Professor in Clinical Pharmacology | Flinders University,  
 Senior  Consultant in Clinical Pharmacology and General Medicine, Australia

9.30 A word from the president of Institute of Pharmacovigilance                                                           
Jan Petracek, Director | Institute of Pharmacovigilance

SESSION 17 - OVERCOMING CHALLENGES AND PRIORITIZING VALUE IN 
THE EVOLVING PV LANDSACAPE 

9.35 Introduction by the Chairperson
Jan Petracek, Director | Institute of Pharmacovigilance   

9.40 Does it make sense? High versus low value work in PV  
Andrew Bate, VP Safety Innovation & Analytics | GSK

9.50 Strategic Vigilance in a Rapidly Evolving World
 Kendal Harrison, Head of Vigilance Development | MHRA

10.00 Challenges and innovations in pharmacovigilance and signal management:  
 from the COVID-19 pandemic experience to the future

Barbara De Bernardi, EU & UK Pharmacovigilance Qualified Person, VP, Head of   
 Global QPPV Office Worldwide Medical & Safety | Pfizer

10.10 Round Table
 J. Petracek, F. Arellano| Roche, A. Bate, B. De Bernardi, V. Di Clemente | Baxter, 
 K. Harrison, E. Prokofyeva | FAMHP, L. Stagi | Roche

11.00 Coffee break & Networking

SESSION 18 - PERSONALIZED PV

11.30 Introduction by the Chairperson                                                                                                                            
Felix Arellano, Senior Vice President and the Global Head of Safety & 

 Risk Management | Roche

11.35 Precision oncology in the era of molecular tumor board
Giuseppe Curigliano, Professor of Medical Oncology |  University of Milano and 

 European Institute of Oncology, IRCCS

11.50 Applying advanced analytics and multiomic biomarker approaches in Precision  
 Safety

Rajat Mohindra, Principal Scientific Director Precision Safety, Pharma 
 Development | Roche

12.05 Novel human cell models to characterize toxicity 
Adrian Roth, Principal Scientific Director Precision Safety | Roche

12.20 Precision Pharmacovigilance in Pediatrics: rethinking Safety Extrapolation 
 with ICH E11A

Sabine Fuerst-Recktenwald, Head Clinical Development Pediatric Center of Excellence |  
 Novartis Pharma AG  

12.35 Round Table
F. Arellano, G. Curigliano, S. Fuerst- Recktenwald, R. Mohindra, A. Roth

SESSION 19: PARALLEL WORKSHOP: Pharmacovigilance in Transition: Adapting to 
Global and Regional Regulatory Change

11.30 Topic 1 - The New EU PV Regulation 2025/1466: Impact on Pharmacovigilance Opera-
tions under Implementing Regulation 520/2012 – challenges and opportunities
The European Union's regulatory landscape for pharmacovigilance is undergoing significant update 
with the introduction of Regulation 2025/1466, amending Implementing Regulation (EU) No 
520/2012. This lecture aims to elucidate the implications of this new regulation on pharmacovigilance 
operations, with a focus on strengthening the performance of pharmacovigilance (PV) activities. Atten-
dees will gain insights into the key changes introduced by Regulation 2025/1466, and stakeholder 
responsibilities - MAHs, QPPVs, regulatory professionals – responsibilities.

Elena Alcaraz, EU QPPV, UK QPPV, Strategic Advisor | PrimeVigilance
Mercedina del Papa, EU QPPV, UK QPPV, Strategic Advisor | PrimeVigilance

12.05 Topic 2 - Effective Regulatory Intelligence for Navigating Global PV Regulation 
and Implementation
In an increasingly complex global regulatory environment, organisations face the challenge 
of effectively translating legislation into practical implementation. This session 
delves into the art of regulatory intelligence, offering insights into bridging the gap between 
legislative requirements and operational execution. Drawing on lessons learned from years of 
global regulatory intelligence monitoring, the session will illustrate how large companies can 
navigate complex and new regulations globally, streamlining processes to implement upda-
tes in a timely and high-quality manner. It will address the expertise needed to apply best 
practices across diverse regulatory frameworks and find the right balance, from strict, well-e-
stablished systems to regions with minimal or ambiguous requirements.

Sara Vodanovic, Director, Regulatory Intelligence and Analytics | PrimeVigilance

1.00 Award Ceremony 

1.15 Lunch & Networking

SESSION 20 - PRAC AND OTHER EUROPEAN AUTHORITY PROCESSES FOR 
MONITORING THE BENEFIT RISK OF DRUGS

2.15 Introduction by the Chairperson
 Sophia Trantza, Senior Pharmacovigilance expert, former PRAC member Greece 
2.25 Round Table 

S. Trantza, Petar Mas, PRAC member HALMED – Croatia; Pilar Rayon, PRAC Member  
 AEMPS, Spain; Ana Sofia Martins, PRAC Member | INFARMED, I.P. – Portugal; 
 Lina Seibokiene, PRAC alternate member, Lithuania; Marko Korenjak, President 
 at European Liver Patients' Association, former PRAC member

SESSION 21 - (PARALLEL) NEW SKILLS NEEDED IN PV

2.15 Introduction by the Chairperson
Gian Nicola Castiglione, Pharmacovigilance Senior Consultant, Member and Secretary of  

 SIMeF, ETS Board, Master of Labor. Head of Pharmacovigilance and QPPV

2.20 Skillset of Pharmacovigilance AI Supervisors 
Jan Petracek, Director Institute of Pharmacovigilance 

2.40 Human-AI collaboration in PV
Gabrièle Piaton - Breda, Research & Innovation Director | PLG           

SESSION 15 - (PARALLEL) PRACTICAL EXAMPLES OF AI IMPLEMENTATION IN PV 
PROCESSES

3.40  Introduction by the Chairperson
Michael Von Forstner, Managing Director | Mesa Laubela Consulting, Switzerland 

3.45  AI-driven automation for non-indexed local literature screening
Fabio de Gregorio, Vice President, Head of Safety | Shionogi Europe
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4.45  Round table 
M. Von Forstner, I. Copot, F. De Gregorio, G. Furlan

5.30  Closure of Day 2 

3.00 Panel discussion: G.N Castiglione, G. Furlan | Sandoz, J. Petracek, G. Piaton - Breda 

3.20  Coffee Break & Networking

SESSION 22 - PRE & POST MARKETING AUDITS & INSPECTIONS

3.45 Introduction by the Chairperson
Valentina Mancini, Senior Director Pharmacovigilance QPPV | Shionogi Europe

3.50 PV Inspections: trends and updates
Elena Giovani, Head of the GVP Inspection Office | AIFA (Tbc)

4.10 Preparation, implementation and results of pharmacovigilance inspection plan
Ana Maria Velasco Calle, GCP/GVP Inspector from the Spanish Agency of Medicines 

 and Medical Devices.

4.30 PV Auditing on the brink: missed beats, blurred lines, and the AI wave ahead 
Natasa Mihajlovic, Managing Director | Nostra Pharma

4.50 Audit of vendors and service providers
Calin Lungu, CEO | DDCS S.A.

5.10 Round Table
V. Mancini, E. Giovani, N. Mihajlovic, C. Lungu, Alberto Gramaccioli | Pfizer, 

 A. M. Velasco Calle

5.40 CLOSURE OF THE CONGRESS
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 Risk Management | Roche

11.35 Precision oncology in the era of molecular tumor board
Giuseppe Curigliano, Professor of Medical Oncology |  University of Milano and 

 European Institute of Oncology, IRCCS

11.50 Applying advanced analytics and multiomic biomarker approaches in Precision  
 Safety

Rajat Mohindra, Principal Scientific Director Precision Safety, Pharma 
 Development | Roche

12.05 Novel human cell models to characterize toxicity 
Adrian Roth, Principal Scientific Director Precision Safety | Roche

12.20 Precision Pharmacovigilance in Pediatrics: rethinking Safety Extrapolation 
 with ICH E11A
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Global and Regional Regulatory Change
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tions under Implementing Regulation 520/2012 – challenges and opportunities
The European Union's regulatory landscape for pharmacovigilance is undergoing significant update 
with the introduction of Regulation 2025/1466, amending Implementing Regulation (EU) No 
520/2012. This lecture aims to elucidate the implications of this new regulation on pharmacovigilance 
operations, with a focus on strengthening the performance of pharmacovigilance (PV) activities. Atten-
dees will gain insights into the key changes introduced by Regulation 2025/1466, and stakeholder 
responsibilities - MAHs, QPPVs, regulatory professionals – responsibilities.

Elena Alcaraz, EU QPPV, UK QPPV, Strategic Advisor | PrimeVigilance
Mercedina del Papa, EU QPPV, UK QPPV, Strategic Advisor | PrimeVigilance
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12.05 Topic 2 - Effective Regulatory Intelligence for Navigating Global PV Regulation 
and Implementation
In an increasingly complex global regulatory environment, organisations face the challenge 
of effectively translating legislation into practical implementation. This session 
delves into the art of regulatory intelligence, offering insights into bridging the gap between 
legislative requirements and operational execution. Drawing on lessons learned from years of 
global regulatory intelligence monitoring, the session will illustrate how large companies can 
navigate complex and new regulations globally, streamlining processes to implement upda-
tes in a timely and high-quality manner. It will address the expertise needed to apply best 
practices across diverse regulatory frameworks and find the right balance, from strict, well-e-
stablished systems to regions with minimal or ambiguous requirements.

Sara Vodanovic, Director, Regulatory Intelligence and Analytics | PrimeVigilance

1.00 Award Ceremony 

1.15 Lunch & Networking

SESSION 20 - PRAC AND OTHER EUROPEAN AUTHORITY PROCESSES FOR 
MONITORING THE BENEFIT RISK OF DRUGS

2.15 Introduction by the Chairperson
 Sophia Trantza, Senior Pharmacovigilance expert, former PRAC member Greece 
2.25 Round Table 

S. Trantza, Petar Mas, PRAC member HALMED – Croatia; Pilar Rayon, PRAC Member  
 AEMPS, Spain; Ana Sofia Martins, PRAC Member | INFARMED, I.P. – Portugal; 
 Lina Seibokiene, PRAC alternate member, Lithuania; Marko Korenjak, President 
 at European Liver Patients' Association, former PRAC member

SESSION 21 - (PARALLEL) NEW SKILLS NEEDED IN PV

2.15 Introduction by the Chairperson
Gian Nicola Castiglione, Pharmacovigilance Senior Consultant, Member and Secretary of  

 SIMeF, ETS Board, Master of Labor. Head of Pharmacovigilance and QPPV

2.20 Skillset of Pharmacovigilance AI Supervisors 
Jan Petracek, Director Institute of Pharmacovigilance 

2.40 Human-AI collaboration in PV
Gabrièle Piaton - Breda, Research & Innovation Director | PLG           

SESSION 15 - (PARALLEL) PRACTICAL EXAMPLES OF AI IMPLEMENTATION IN PV 
PROCESSES

3.40  Introduction by the Chairperson
Michael Von Forstner, Managing Director | Mesa Laubela Consulting, Switzerland 

3.45  AI-driven automation for non-indexed local literature screening
Fabio de Gregorio, Vice President, Head of Safety | Shionogi Europe

4.05  How AI is transforming PV processes
Igor Copot, Executive Director of Safety Systems|Primevigilance  

4.25  Implementation and validation of an AI model in pharmacovigilance
Giovanni Furlan, Head Medical Safety Operations | Sandoz, Germany  

4.45  Round table 
M. Von Forstner, I. Copot, F. De Gregorio, G. Furlan

5.30  Closure of Day 2 

3.00 Panel discussion: G.N Castiglione, G. Furlan | Sandoz, J. Petracek, G. Piaton - Breda 
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Valentina Mancini, Senior Director Pharmacovigilance QPPV | Shionogi Europe

3.50 PV Inspections: trends and updates
Elena Giovani, Head of the GVP Inspection Office | AIFA (Tbc)

4.10 Preparation, implementation and results of pharmacovigilance inspection plan
Ana Maria Velasco Calle, GCP/GVP Inspector from the Spanish Agency of Medicines 

 and Medical Devices.

4.30 PV Auditing on the brink: missed beats, blurred lines, and the AI wave ahead 
Natasa Mihajlovic, Managing Director | Nostra Pharma

4.50 Audit of vendors and service providers
Calin Lungu, CEO | DDCS S.A.

5.10 Round Table
V. Mancini, E. Giovani, N. Mihajlovic, C. Lungu, Alberto Gramaccioli | Pfizer, 

 A. M. Velasco Calle
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Panos Tsintis, Medical Director | PLM Med Ltd 

11.30 Making use of recent EMA, FDA and CIOMS guidance on lifecycle 
 benefit-risk management?

Michael Von Forstner, Managing Director | Mesa Laubela Consulting, Switzerland
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Catherine Tchinou, Head Medical Safety Biopharma | Sandoz
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M. Lino, P. Tsintis, C. Tchinou, M.Von Forstner
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