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*US Food and Drug Administration (FDA) is a 
federal-level food safety regulatory agency.

*The Food Safety Modernization Act (FSMA) is a 
preventive, proactive approach to food safety.
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Background

Congress passed FSMA in 2010 and the president signed 
it in 2011, significantly overhauling the United States food 
law. Since then, FDA proposed the rules that determine 
how FSMA affects farmers and food processors.
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In all, FSMA includes seven rules:
1. Produce Safety
2. Preventive Controls for Human Food
3. Preventive Controls for Animal Food
4. Sanitary Transportation of Foods
5. Foreign Supplier Verification Programs
6. Accredited Third-Party Certification
7. Protect Food against Intentional Adulteration
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Key Requirements of Preventive Controls for 
Human Food

1. Facilities must establish & implement a food safety 
system. Requirements for a written food safety plan 
include:
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Management of Preventive Controls

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiK_pPq_uXQAhVH1mMKHb7gBxgQjRwIBw&url=http%3A%2F%2Fwww.packworld.com%2Ftrends-and-issues%2Ffood-safety%2Frecordkeeping-key-new-era-prevention&bvm=bv.141320020,d.cGc&psig=AFQjCNFLEe75H_-Qv07kZYuXs69MET5Nng&ust=1481333505810349


The regulation requires:

1. The preparation of the Food Safety Plan
2. Validation of the preventive controls
3. Records review
4. Reanalysis of the Food Safety Plan (every 3 years or 

when there is a process change)

Is performed or overseen by a Preventive Control
Qualified Individual (PCQI) who has successfully
completed training in the development & 
application of risk-based preventive controls. 
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