
Presented by: Karen Ginsbury

For PDA Annual Meeting

(Israel Chapter, 15 January, 2017)

Hot Topics in Quality and Regulations



Where to update
http://ec.europa.eu/health/documents/new_en.htm

http://ec.europa.eu/health/documents/new_en.htm


Israel on White list - Implications



GMP / GDP Inspectors Working Group
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GMP / GDP Inspectors Working Group
Reflection Paper on MAH



2015 - 2016 The DI Guidances – a race to the finish? 
Harmoni(z)sation?
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FDA Guidance Agenda 2017



FDA Guidance Agenda 2017



FDA Metrics draft original



FDA metrics new draft
Nov 2016



FDA metrics new draft
Stick or Carrot?



FDA metrics new draft



FDA Optional Metrics Related to Quality Culture and 
Process Capability/Performance

original draft – disappeared?



FDA Quality Agreements
Final November 2016
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THANK YOU FOR LISTENING!


