—
11.15 - 13.15

9.30 - 10.00
10.00 - 10.15
10.15 - 11.00
11.00 - 11.15

PROTECTION OF REGULATORY DATA IN LIFE SCIENCES

at the intersection of IP, regulatory regimes and new technologies

CONFERENCE PROGRAM

THURSDAY, 10.11.2022 | IS PAS (NOWY SWIAT 72, WARSAW)

Registration & morning coffee

Opening

Celina Nowak, Director of the Institute of Law Studies, Polish
Academy of Sciences

Piotr Zakrzewski, Deputy Director of the Polish Patent Office

Keynote Address
Duncan Matthews, Queen Mary University of London

Coffee break

I Panel on Regulatory Data Protection
chair: Lukasz Zelechowski, University of Warsaw

Keynote presentation: Regulatory Exclusivity in Pharmaceutical
Products
Frantzeska Papadopoulou, Stockholm University

"Mission Creep” in the Pharmaceutical Industry and its Impact on
Innovation and Health
Susy Frankel & Jessica Lai, Victoria University of Wellington

Market exclusivity. The scope of protection and the relevance for the
pharmaceutical industry in Europe
Zaneta Zemla-Pacud, Institute of Law Studies, PAS

Protection of Regulatory Data in Japan: Different Regimes in the Far-
East by means of “Reexamination/Reevaluation Periods”
Takeshi S. Komatani, Kobe University

Revision of the EU general pharmaceuticals legislation
Anna Miszczak, Institute of Law Studies, PAS

How regulatory data protection (RDP) can help to achieve ESG goals? -
access to medicines perspective
Joanna Uchanska, Jagiellonian University

Discussion
organised by the under the patronage of the
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13.15 - 14.15
14.15 - 15.15
5.15 - 15.30
5.30 -'16.30

PROTECTION OF REGULATORY DATA IN LIFE SCIENCES

at the intersection of IP, regulatory regimes and new technologies

CONFERENCE PROGRAM

THURSDAY, 10.11.2022 | IS PAS (NOWY SWIAT 72, WARSAW)

Lunch break

II Panel on Rules of Data Confidentiality
chair: Lavinia Brancusi, Institute of Law Studies, PAS

Keynote presentation: Confidentiality of regulatory data
Daria Kim, Max Planck Institute for Innovation and Competition

The new Clinical Trial Information System: between transparency
and protection of commercially confidential information
Gabriela Lenarczyk, Institute of Law Studies, PAS

Confidentiality of the GMO data
Tomasz Zimny, Institute of Law Studies, PAS

Discussion
Coffee break

II1 Panel on Patent Linkage
chair: Rafal Sikorski, Adam Mickiewicz University in Poznan

Patent Linkage and Pharmaceutical Competition in the United
States - Should the European Union Adopt a Similar System?
Victor van de Wiele, University of Cambridge

The law of unintended consequences: the curious case of Portugal
Tomasz Targosz, Jagiellonian University

Patent linkage system in Poland - expensive mistake or legal means
to avoid trouble?

Joanna Belowska, Institute of Law Studies, PAS

Discussion

Conference close and farewell
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