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Outline

• FSMA
• PC Rule 
• Regulatory Response
• Tools
• Training
• What’s Next



FSMA
• 7 Rules 

• Accredited Third-Party Certification
• Current Good Manufacturing Practice and Hazard Analysis and Risk-

Based Preventive Controls for Human Food
• Current Good Manufacturing Practice and Hazard Analysis and Risk-

Based Preventive Controls for Food for Animals
• Foreign Supplier Verification Programs 
• Mitigation Strategies to Protect Food Against Intentional Adulteration
• Sanitary Transportation of Human and Animal Food
• Standards for the Growing, Harvesting, Packing, and Holding of 

Produce for Human Consumption
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PC Rule Compliance Dates

• September 19, 2016: Large 
businesses

• September 18, 2017: Small 
businesses

• September 17, 2018: Very small 
businesses AND facilities subject to 
the Pasteurized Milk Ordinance*











Navigating the PC 
Rule
• Break it down into subparts

• General Provisions
• Current Good Manufacturing Practices 
• Hazard Analysis and Risk-Based 

Preventive Controls
• Modified Requirements
• Withdrawal of a Qualified Facility 

Exemption
• Requirements Applying to the Records 

That Must Be Established and 
Maintained

• Supply-Chain Program 



Tools

?



















Training

PCQI

GMPs

PC for Regulators

Grade ‘A’ PC for Regulators
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