





















































ICH Q10 implications?

« How will this affect Annex 16 of EU GMP if the standard
becomes ICH Q107

* Will this help MRAs between US and EU?




Key messages

« QPs must be have good understanding of statistical
techniques for data interpretation
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Key messages

Q: Who will Authorities hold accountable for Design Space changes,
the QRM process, the final Risk Acceptance decision and the
effectiveness of the PQS?

A: The Qualified Person!




Key messages

MHRA will take action against irresponsible, negligent and
unprofessional QPs

WHAT ABOUT OVER-WORKED, OVER-PRESSURED QP'S
WHO ARE NOT SUPPORTED ADEQUATELY?
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Key messages

« QPs must keep up with the evolving expectations
* The QP is going to be key to implementing the new paradigm

MOTHER GOOSE & GRIMM « Mike Peters
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