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11:00 — 12:40 Day 2-02 Auditorium: Scientific Validation/Fit for Purpose
Round table
Session chair: Philip Timmerman (EBF)
11:00 — 12:40 Hans Stieltjes (Janssen R&D), Martine Broekema (PRA HS), James
Lawrence (Envigo), Steve White (GlaxoSmithKline), Timothy Sangster
(Charles River), Morten Anders Kall (Lundbeck)
Scientific Validation/Fit for Purpose Validation — Panel Discussion

In this session, a panel discussion will be held focusing on the key
questions of practical implementation of Scientific Validation/Fit-for-
Purpose. An expert panel of EBF leaders will prepare panel questions, give
feedback on the hurdles and/or advantages they have seen based on their
experience in the lab, with the end users of the data or with regulators. It
is the intention to share the questions beforehand with all registered
delegates in order to get maximum value from the session.
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11:00 -11:05 Introduction to the session

11:05 -11:35 Industry perspective of applying FEP/SV in different areas of early drug development
» FFP/SV — Timothy Sangster, Charles River
» urine/metabolites — Morten Kall, Lundbeck
> the relation with GLP — Steve White, GlaxoSmithKline and Martine Broekema, PRAHS
» FFP/SV in early Clinical studies — Hans Stieltjes, Janssen R&D

11:35-12:30 Panel discussion on the 4 themes
» Focus on preclinical stage of development
» Focus on early clinical development
» Focus on Urine and Metabolites (in the clinical arena)
» A proposed way forward

Incl. Closing discussion and final comments from panelists

12:30 -12:40  Way forward
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s Think about following during the panel discussion...

General:
» What is stimulating/preventing us to implement FFP/SV?

» How can we stimulate implementation/overcome fear and hurdles?

1. Fear/Risk

— Why did we bring studies out of scope of the BMV into the scope of the guidance?
— What are risks of implementing it and getting it wrong — how do you define ‘getting it wrong’?

2. Hurdles

Is the BA lab aware of the faith of a study (internal decision, pivotal).

As an industry, do we have the same definition for “PoC”, "candidate selection”, early development....

Has increased outsourcing hampered acceptance of SV (earlier dev. Stages)? How to manage this?

is there sufficient info sharing in the pharma/CRO interface to choose the right process? how to manage this?

3. Value
— Is industry convinced of the value of SV/FFP? Should BMV be applied to all studies?
— Are regulators convinced of the value of SV/FFP? Do they feel BMV applies to all studies?
— Is SV/FFP really saving money if you don’t manage big portfolio’s?

4. Acceptance
— Have you got experience with resistance for the approach from lab staff? Same for “QA” “management”, and “Authorities? And if so, for
which assay types/phases of development
— Have you got experience with support for the approach from lab staff? Same for “QA” “management”, and “Authorities? And if so, for
which assay types/phases of development?
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Closing remarks




