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Paul Wreglesworth (Independent Consultant, Formerly AstraZeneca UK)
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How FDA will incorporate Risk-MaPP into Inspections (F7E)
Edwin Melendez ( FDA USA) : SREAMR
= Using Risk-MaPP to help identify high risk manufacturing
» Fitting Risk-MaPP into cleaning validation
= Risk Assessment/Management Model addressing controls to comply
with 21CFR 211.42¢

EMA Status on Dedicated Facilities and Risk-MaPP (F5E)
: SRIE R
= Update on status of EMA dedicated facilities revisions
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= Lessons from the field
= The best way to apply Risk-MaPP from a regulatory point of view
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