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» Overview of FDA Enforcement Actions

* Examples of Consent Decree Requirements

* How to Use Consent Decree Requirements in
Training

+ Small Group Exercise — Consent Decree Training
Topics

* Group Discussion

* Lessons Learned from Consent Decrees

I/ +
0 + # %
+ 1 # +
2 + # ++
%
# + &
) ( 2 34
5 36 + +
/7 "
: + %
++ + + + 2



* Form 483 observations
* Product recall

* Warning letter

» Border alert

 License revocation

* Product seizure

» Criminal prosecution

« Consent decree

FDA Regulatory Enforcement
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* Observations often classified as critical, major and
minor

* Firms develop responses to observations with CAPA
plan and timetable

* CAPAs are negotiable
* FDA will do follow-up checks

Form 483 Ohservations
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» “Voluntary” action taken by firm to remove defective
product from market

+ FDA can “suggest” that a product be recalled

+ Classes of recalls

« Class |I: most serious, product could cause serious health
problems or death

« Class II: product could cause temporary or reversible health
problems

« Class lll: product not likely to cause health problems
+ Label mix-ups are a common cause of product recalls

» Product recalls are very expensive and generate bad
publicity for company

Product Recall




Next level of enforcement

Issued for 3ystemic or on-going problems that have
not been adequately addressed after previous
inspections

Firms need to respond to warning letter with CAPA
plan and timetable

CAPAs are negotiable
FDA will do follow-up checks

According to FDA's risk-based approach to :
inspection, firm may be on more frequent inspection

FIA

Warning Letter  warning
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