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FDA Enforcement Data
Enables You To:

• Allocate the right resources to the right areas

• Justify additional resources

• Identify key trends / insights



Today

• Big picture data 
(WL, Inspections, 483s, inspectors)

• Will Trump Impact FDA Enforcement?

• Case Studies – go deeper











FDA INSPECTIONS
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FDA 483s
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EX-US INSPECTIONS
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TOP PHARMA INSPECTORS
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INSPECTIONS & POLITICS?



43% of variability in Number of Pharma
Inspections can be explained by the 
Political party that appoints the FDA 
commissioner

This 43% is statistically significant.

The probability of finding this result by 
random chance alone is less than 3 in 
1000

The magnitude of difference is 2,600 vs
2,900.

Bottom Line: 10% reduction in 
inspections



59% of variability in Issue Rate of 483s 
to Drug companies can be explained by 
the political party that appoints the 
FDA commissioner

This 59% is statistically significant.

The probability of finding this result by 
random chance alone is less than 3 in 
10,000

The magnitude of difference is 49% vs
45%

Bottom Line: 10% rate of 483 issuance 
to drug companies







Case Studies





CONTACT US

oliver@FDAzilla.com

+1 (844) 332 3320

mailto:oliver@FDAzilla.com


• Tony Chen, CEO FDAzilla

• Barb Unger, President Unger Consulting
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