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Background



Food and Drug Administration 
Amendments Act of 2007

• Signed into law on September 27, 2007

• Amends FFD&CA

– Revise and extend the user fee programs for 
prescription drugs and medical devices

– Enhance the postmarket authorities



Food and Drug Administration 
Amendments Act of 2007

• TITLE X – Food Safety
– Section 1002 – Ensuring the Safety of Pet Food

– Section 1003 – Ensuring Efficient and Effective 
Communications During a Recall

– Section 1004 – State and Federal Cooperation

– Section 1005 – Reportable Food Registry

– Section 1006 – Enhanced Aquaculture and Seafood 
Inspection

– Section 1007 – Consultation Regarding Genetically 
Engineered Seafood Products

– Section 1009 – Annual Report To Congress

– Section 1010 – Publication of Annual Reports



FDAAA §1005 
Reportable Food Registry

Reportable Food Registry
– Establish a Reportable Food Registry, to 

which instances of reportable food may 
be submitted via an electronic portal and 
a unique number issued to the person 
submitting the report upon receipt



FDAAA §1005 
Reportable Food Registry

FDA:
Will establish an electronic portal to 

receive submissions 

 Shall promptly review and assess 
information submitted to the 
Reportable Food Registry



Responsible Party:
–Must report as soon as practical, but no 

later than 24 hours after a responsible 
party determines that an article of food 
is a reportable food

–Must submit a report through the 
electronic portal

FDAAA §1005 

Reportable Food Registry



FDAAA §1005 
Reportable Food Registry

Responsible Party:
• Must investigate the cause of the reportable 

food if the reportable food may have 
originated with the responsible party

• Must work with the FDA authorities to follow 
up as needed



FDAAA §1005 
Reportable Food Registry

Responsible Party:
• May need to provide notification to 

immediate prior sources and immediate 
subsequent recipients of the article(s) of 
food 

• Must maintain records of report 
submitted & any notifications made to 
FDA for 2 years



Past Issues



Past Issues

• Portal functionality (v 1.0)
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Reportable Food Registry



Past Issues

• Portal functionality (v 1.0)

–Based on Medwatch

– FDA website

–Clunky

–Couldn’t save

–Couldn’t edit



Past Issues

• Portal functionality

• Vague definitions

– “Ownership”

• Does one “own” the product based on purchase order?

• Does one “own” the product when possession is taken?



Past Issues

• Portal functionality

• Vague definitions

– “Ownership”

– “Transfer”

• Movement to different locations within the same 
company?

• Movement to third-party locations (eg. warehouses)

• Acceptance of product?



Past Issues

• Portal functionality

• Vague definitions

• Determination criteria

– Testing results

• Conflicting results

• Indicator results
– Eg. Listeria spp vs L. monocytogenes



What Has Changed



What Has Changed

• Portal

– Moved to NIH 

– MUCH better Functionality
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What Has Changed

• Portal

– Moved to NIH 

– MUCH better Functionality

– Allows for “accounts”
• System pre-populates fields with information (e.g., names, 

addresses, phone numbers, etc.) provided when establishing the 
account.

• Reports can be saved and finished  at a later time.

• One can see a list of all of your submitted reports.
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What Has Changed

• Portal

– Moved to NIH 

– MUCH better Functionality

– Allows for “accounts”

– Allows attachments in multiple formats

• pdf, jpg, bmp, jif, tif, rtf, txt, etc.



What Has Changed
• Portal

• Guidance has been updated

– http://www.fda.gov/Food/FoodSafety/FoodSafety
Programs/RFR/default.htm
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What Has Changed
• Portal

• Guidance has been updated

– http://www.fda.gov/Food/FoodSafety/FoodSafety
Programs/RFR/default.htm

– Vague definitions are better described

http://www.fda.gov/Food/FoodSafety/FoodSafetyPrograms/RFR/default.htm
http://www.fda.gov/Food/FoodSafety/FoodSafetyPrograms/RFR/default.htm
http://www.fda.gov/Food/FoodSafety/FoodSafetyPrograms/RFR/default.htm


Example - “Transfer”
– Intra-company transfer to a warehouse in another 

state (country?)  – NOT a transfer

– Company transfers product to a commercial 
warehouse next door to the companies facility –
“Transferred!”

Trigger is WHO controls or “holds” the product.



Unresolved Issues



Unresolved Issues

• Unresolved Issues

– “Presumptive” positive test results (vague)

• When does sample become “reportable”?

–Depends….method, circumstances

–Could affect downstream customers



Unresolved Issues

• Unresolved Issues

– “Presumptive” positive test results (vague)

– “Transfer” vs “Ownership”

• Although clearer, is not often rational

– Warehouse (leased?)

– Delivery truck



Unresolved Issues

• Unresolved Issues

– “Presumptive” positive (vague)

– Transfer (although clearer, is not often rational)

– Impact of Food Safety Modernization Act*
• Need for “accredited” laboratories?

• Potential for additional recalls to avoid “mandatory”

• Downstream impact of a suspended registration?

• Increased importance of validated preventive controls

• Traceability changes



Unresolved Issues

• Unresolved Issues

– “Presumptive” positive (vague)

– Transfer (although clearer, is not often rational)

– Impact of Food Safety Modernization Act*

– Role of Guidance?

• RFR

• Other?



Unintended 
Consequences



Unintended Consequences

• More large, widespread recalls



Unintended Consequences

• More large, widespread recalls

• Increased “chasing zeros” mentality

– Based on “adulteration” standard vs risk



Unintended Consequences

• More large, widespread recalls

• Increased “chasing zeros” mentality

• Prompted need for better lot definition

– Limit scope of recall



Unintended Consequences

• More large, widespread recalls

• Increased “chasing zeros” mentality

• Prompted need for better lot definition

• Role of testing?

– To test or not to test?

– WHEN to test?

– Reporting of test results?

• Some small companies still do not know RFR 
requirements
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• More large, widespread recalls

• Increased “chasing zeros” mentality

• Prompted need for better lot definition

• Role of testing?

• Regulatory scrutiny on foreign vs. domestic 
establishments?



Unintended Consequences

• More large, widespread recalls

• Increased “chasing zeros” mentality

• Prompted need for better lot definition

• Role of testing?

• Regulatory scrutiny on foreign vs. domestic 
establishments?

• Potential for more litigation



Summary



Summary

• Benefits to industry

– RFR makes easier to assess “blame” (liability)



Summary

• Benefits to industry

– RFR makes easier to assess “blame” (liability)

– Better understanding of contaminants (paper trail)

• “reliable mechanism to track patterns of adulteration in 
food [which] would support efforts by the Food and 
Drug Administration to target limited inspection 
resources to protect the public health”
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– Better understanding of contaminants (paper trail)

– Enhanced consumer confidence



Summary

• Benefits to industry

– RFR makes easier to assess “blame” (liability)

– Better understanding of contaminants (paper trail)

– Enhanced consumer confidence

– Safer food, fewer outbreaks?



Summary

• Benefits to industry

• Negative impact on industry

• More paperwork and bureaucracy
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Summary

• Benefits to industry

• Negative impact on industry

– More paperwork and bureaucracy

– Increases costs of business

– Complicates testing strategy

– Impacts product holds and logistics

– Could damage reputation of company



Questions?

52


