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Regulations vs Guidances

Compliance with regulations is mandatory

Inspections are chief method of obtaining evidence of compliance

Escalating range of possible FDA enforcement actions inclyg
Exit discussions !
Form 483's
Warning letters
Consent decrees, seizures, and sanctions
Referrals to Justice Department for criminal prosecution
Debarment

Guidance for Industry documents, ICH Q’s, ISO.
understanding and following regulations
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SEE YOU NEXT YEAR!!
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