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Main Themes of the 

Legislation 
Prevention Standards 

Inspections, 

Compliance,  

and Response 

Import Safety 

Enhanced  

Partnerships 



Prevention:   

The cornerstone 

• Comprehensive preventive controls for food and feed 

facilities   

• Prevention is not new, but Congress has given FDA 

explicit authority to use the tool more broadly 

• Strengthens accountability for prevention 

• Produce safety standards 

• Intentional adulteration standards 

• Transportation 

 

 

 

 



Inspection, Compliance, and 

Response 
• Mandated inspection frequency 

• More inspections, but with preventive controls in place, we can 
consider new ways to inspect 

• New tools 

• Mandatory recall  

• Expanded records access 

• Expanded administrative detention 

• Suspension of registration 

• Enhanced product tracing 

• Third party laboratory testing 



Import Safety: Most  

groundbreaking shift 

• Importers now responsible for ensuring that their foreign 
suppliers have adequate preventive controls in place  

• FDA can rely on third parties to certify that foreign food 
facilities meet U.S. requirements 

• Can require mandatory certification for high-risk foods 

• Voluntary qualified importer program--expedited review 

• Can deny entry if FDA access for inspection is denied 

• Requires food from abroad to be as safe as domestic 

 

 

 

 

 

 

 



Enhanced Partnerships:   

Vital to Success 

• Reliance on inspections by other agencies that meet 

standards 

• State/local and international capacity building 

• Improve foodborne illness surveillance   

• National agriculture and food defense strategy 

• Consortium of laboratory networks 

• Easier for consumers to find recall information  

 

 

 

 



Rulemaking Process 

• Rulemaking is open and public. 

• Draft rules are published on 

www.regulations.gov. 

• Time is allowed for public comment, and FDA is 

required to consider significant comments during 

the rulemaking process. 

• Check www.fda.gov/fsma to find out what is 

open for comment.   



Snapshot of FSMA homepage elements 

at: http://www.fda.gov/fsma  
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For more information 

• Web site is at: 
http://www.fda.gov/fsma 

• Subscription feature 

available 

• Send questions to 

FSMA@fda.hhs.gov 
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