HAEHE3 FDATZEEE pdf

Number of Visits* per Site by Fiscal Year
(Domestic)

« In FY2000, 9% of the sites were visited
more than once.

« In FY2005 and later, only 3% of sites were
visited more than once in the same fiscal
year.

» This appears to be the result of
application of risk-based model.

* cGMP inspeclions, one vl delnes as by Ihe starl dale ol each inspection

Summary

» The Risk-Based Model has been
Implemented since FY2005 for conducting
Systematic and Risk-Based cGMP
Inspections.

+ Model Seeks to Establish Risk for
Surveillance Decision.

» Applying the Model for Inspections
Reduced the Number of Revisits to a Site.
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