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AGENDA
13 October 2022

08.30 - 09.00

09.00 - 09.10

09.10 - 09.30

09.30 - 09.50

09.50-10.10

10.10 - 10.40

10.40 - 11.10

11.10 - 11.40

11.40 - 12.00

12.00 -13.00

13.00 -14.00

14.00 - 14.40

14.40 -15.10

15.10 - 15.40

15.40 -16.10

16.10 - 16.20

Registration
Welcome

PV Inspections - Experience from a regulatory perspective
Maria Laustsen Murholm - Compliance Specialist for Digital Health at Novo Nordisk

PV Inspections - Experience from a company perspective
Mette Stie Kallesge - Deputy QPPV, Global Safety Standards & Compliance
Global Safety at LEO Pharma

Q&A on PV Inspections Session
Mette Stie Kallesge
Maria Laustsen Murholm

Coffee break

Signal Detection in the pandemic
Karin Erneholm - Pharmacovigilance Officer at Danish Medicines Agency

Signal Detection from industry perspective. Past, present and the future
Jannik Hgvring Nielsen - Safety Surveillance Specialist for Signal Detection at
Novo Nordisk

Q&A on Signal Detection Session

Karin Erneholm

Jannik Hgvring Nielsen

Lunch

Workshop in groups

Solving the PV technology puzzle in the digital era

Martin Holm-Petersen - CEO at Insife

Jen Markey - Chief Sales & Marketing Officer at Insife

Coffee break

Data Privacy in Pharmacovigilance
Gro Laier - PV Expert

PV Agreements in an ever evolving regulatory landscape
Anna-Shari Melin - Senior Managing Associate (Food, Drug and Medical Device
Regulatory) at Sidley Austin (CE) LLP

Conclusions



