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• Increasing numbers of high risk individuals
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– Risk/benefit analysis
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• High profile outbreaks in recent years
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Pathogens newly associated with foodborne illness since the mid-1970’s

Campylobacter jejuni

Cryptosporidium parvum

Shiga toxin-producing  E. coli

Noroviruses

Vibrio cholerae 0139

Vibrio parahaemolyticus 	

Campylobacter fetus 

Cyclospora cayetanesis

Listeria monocytogenes

Salmonella Enteritidis

Vibrio vulnificus

Yersinia enterocolitica

Enterobacter sakazakii 

Salmonella Typhimurium DT104 
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ProactiveProactive

Time for a New Approach
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• Focus on risks over a product’s life cycle –
• Target resources to achieve maximum risk 

reduction 
– Gather the science
– Rank products based on risk
– Focus prevention and intervention 
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• Establishing a Risk Based Approach

– Focus on inspections, research needs, imports 
• Outreach

– States and locals  - St. Louis meeting
– Foreign governments 
– Industry

• Track and trace systems
– Public meetings in the fall (D.C. and CA) – See 73 FR 55115

• Voluntary certification programs
– FR notice published – See 73 FR 17989; April 2, 2008
– Shrimp pilot to determine feasibility – See 73 FR 39705; July 10, 2008

• Import strategies
– Greater sophistication for risk based inspections (PREDICT)

• FDA beyond our borders
– FDA presence in various parts of the world
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50-State Meeting in St. Louis, Missouri [August 12-14]  The meeting brought together over 200 federal, state, local, tribal, and territorial partners to address challenges and opportunities to ensure the safety and security of the food supply that Americans enjoy and demand.  A number of action steps emerged from the meeting in St. Louis.  The action steps include the commitment to build partnerships to ensure better integration of State and local expertise and partnerships to allow regulators to acquire data to safeguard the nation’s food supply as we implement the Food Protection Plan.



Track and Trace:  FDA is working to enhance traceability capabilities because the ability to quickly identify where a contaminated product came from and where it has been distributed is essential for a rapid  response to a foodborne illness outbreak.  To solicit input, FDA held a public meeting on 10/16 in D.C.; a second meeting is scheduled on 11/13 in California.  The first meeting was well attended; we heard a lot of good information that will help us identify short and long term steps FDA can take to improve product tracing systems and to use the information in such systems to identify the source of contamination in foodborne illness outbreaks. Industry voiced support fo voluntary one-up/one-down traceability. 



Third party certification: FDA received approximately 70 comments in response to the FR notice; the comments were generally supportive of the use of third-party certification programs. In an effort to measure the effectiveness of third party certification, FDA is seeking third-party certification bodies that certify foreign processors of aquacultured shrimp for compliance with HACCP to volunteer to participate in a pilot program. 



Import strategies: We are working to improve electronic screening of imports.  The prototype system, PREDICT (Predictive Risk-Based Evaluation of Dynamic Import Compliance Targeting) uses automated data mining and pattern discovery to establish screening criteria; the PREDICT pilot started in 2007 for seafood products only in the LA D.O.   It is being expanded to other food products in the LA D.O. for the next phase before expanding to other Districts.
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