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Programme | Seminar Day 1

Monday, December 5, 2022

Jeffrey Philip (Head GSRS Innovation, Data Intelligence and Safety Insights at
Biogen)

Jan Petracek (Course coordinator, ISoP, CEO iVigee)

Welcome & Introduction

1-A.0
8:30 — 8:35
5|

ISoP would like to extend its gratitude to Biogen for hosting the meeting at its premises,
and to Qinecsa Solutions and Insife for their support.



Session 1-A: State of the Art — update from industry and academia
Chair: Jean-Christophe Delumeau (Director, Institute of Pharmacovigilance, ISoP Scientific Board)

Andrew Bate (VP, Head of Safety Innovation & Analytics, Global

1-A.l1
8:35 - 9:20 Safety, GSK)
35'+ 10’ Artificial intelligence based on machine learning in pharmacovigilance: a
scoping review
1-A2 Walter Straus (VP, Safety & Pharmacovigilance, Moderna)
9:20 - 9:40 ’ y g ,
15'+ 5' CIOMS Working Group on Artificial Intelligence in Pharmacovigilance
Jan Petracek (CEO iVigee)
1-A3
9:40 — 10:00 The Use of Artificial Intelligence in Pharmacovigilance: A Systematic Review of
15'+ 5' the Literature
30' Coffee break

Session 1-B: Experience of regulators — latest approaches to intelligent automation in PV used

by major agencies

Chairs: Tuan Dong Si (SVP, Head of Safety and Benefit-Risk, Apellis Pharmaceuticals) and Phil Tregunno (MHRA)

1-B.1 . . . -
10:30 — 11:00 Kendal Harrison (Vigilance Collaboration Specialist, MHRA)
20'+ 10' Successes and challenges: An MHRA perspective on implementing Al
Oanh Dang (Regulatory Science & Applied Research in
1-B.2 Pharmacovigilance, US FDA) - virtual presentation
11:00 — 11:30 & ’ P
20'+ 10' Information Visualization Platform (InfoViP), an Artificial Intelligence-based
Human-in-the-Loop Decision Support Tool for Pharmacovigilance
1-B.3 .o . . . - . .
11:30 — 12:00 Luis Pinheiro (Scientific Administrator, EMA) - virtual presentation
20'+ 10' Al in European Medicines Regulation
12:00 - 13:00 Lunch break

Session 1-C: Automation success stories 2022
Chair: Amie Serpico (Senior Director, Global Patient Safety, Vertex Pharmaceuticals)

1-C.1 Jeff Allen (Associate Director, Data Intelligence, GSRS, Biogen)
13:00-13:30 A Data-driven Machine Learning Approach to Automate Causality Assessment
20'+ 10' of Adverse Drug Reactions
1-C.2 Raymond Kassekert (Head PV Systems Management, Global
13:30 — 14:00 Safety, GSK)
20'+ 10' Update on Transcelerate Intelligent Automation Opportunities in PV
1-C.3 Eva-Lisa Meldau (Data Scientist, Uppsala Monitoring Centre)
14:00 - 14:30 Automated redaction of narratives from the UK Yellow Card Scheme using
20'+ 10" BERT

ISoP would like to extend its gratitude to Biogen for hosting the meeting at its premises,

and to Qinecsa Solutions and Insife for their support.




30'

Coffee break

Session 1-D: Compliance and validation considerations
Chairs: Robert Scheiner (CIO, iVigee) and Niklas Norén (Chief Science Officer, Uppsala Monitoring Centre)

Hayley Fletcher (Principal Quality Lead, Roche) and Donato Rolo

1-D.1
(Data Scientist, Roche) - virtual presentation
15:00 ,_ 15:3,0 PV Audit Strategy & Use of Data Analytics to Provide Confidence in the
20'+ 10
PV System
Dave King (Bayer US LLC, Digital Transformation and Information Technology
1-D.2 Pharma, Adverse Event Management, on-site) and Katrin Manlik (PV Data
15:30 — 16:00 Science Leader, Bayer, virtual)
20+ 10 Using advanced tools to improve explainability in Al-supported safety
signal validation - Project and Business Perspective
1.0.3 Muhammad Imran (Commercial Data Scientist, Bayer) - virtual
16:00 — 16:30 presentation
20'+ 10' Using advanced tools to improve explainability in Al-supported safety
signal validation - Data Science Perspective
16:30 Closing remarks

End of Day 1

ISoP would like to extend its gratitude to Biogen for hosting the meeting at its premises,

and to Qinecsa Solutions and Insife for their support.




Programme | Seminar Day 2

Tuesday, December 6, 2022

Session 2-A: Trends in technology and methodology for pharmacovigilance
Chair: Jeffrey Phillip (Head GSRS Innovation, Data Intelligence and Safety Insights at Biogen)

2-A.1 Andrew Rut (Senior Executive, Qinecsa Solutions)
8:30-9:00
20'+ 10" Transforming DATA into Decisions
2-A.2 Nicole Baker (CEO, Biologit)
9:00 -9:30
20'+ 10' Good Machine Learning Practices (MGLP) concepts and how to implement
2-A.3 Sameer Thapar (Senior Director, Oracle)
9:30-10:00
20'+ 10" Advancing PV Through Real World Evidence
30'

Coffee break

Session 2-B: Inspiration from neighboring industries and future approaches
Chair: Deirdre McCarthy (Pharmacovigilance Compliance and Partnership Lead, Consultant, Bill & Melinda Gates

Medical Research Institute)

2-B.1
Robert Scheiner (CIO, iVigee)
10:30-11:00
20'+ 10" Financial Industry lessons immediately applicable to PV
2-B.2 Pierre-Alexandre Balland (Visiting Professor & Innovation Strategy Advisor, MIT
11:00 — 11:30 Media Lab / University Utrecht) - virtual presentation
20'+ 10' Blockchain - yet another gamechanger for PV
2-B.3
Paul Reed (Associate Director, Insife)
11:30-12:00
20'+ 10" Al in the Pharmacovigilance Domain: What's possible today
12:00 - 13:00 Lunch Break

Session 2-C: Panel discussion of major current Q&As
Chair: Shui Ki (Henry) Seto (VP, Head of Global Patient Safety, Vertex Pharmaceuticals)

2-C1 Jean-Christophe Delumeau (Director, Institute of Pharmacovigilance, ISoP
13:00 - .13:10 Scientific Board)

10 How the Metaverse might change the face of pharmacovigilance

2-C.2 Panelists include speakers and chairs of the seminar.
13:109_0}4:40 All unanswered questions from the sessions and new questions will be addressed

End of the Seminar

ISoP would like to extend its gratitude to Biogen for hosting the meeting at its premises,

and to Qinecsa Solutions and Insife for their support.




