
FDA Reportable 
Food Registry



Reportable Food Registry

• Congressional intent: provide a reliable 
mechanism to track patterns of 
adulteration in food in order to support 
efforts by FDA to target limited inspection 
resources to protect the public health

• Industry compliance became mandatory
as of September 8, 2009, when the 
electronic portal opened

• Failure to comply is a prohibited act 
under the FFD&CA



What is a “reportable food”?

• “Reportable food” – an article of food … 
which has a reasonable probability of 
causing serious adverse health 
consequences or death to humans or 
animals

– All FDA-regulated foods, except dietary 
supplements and infant formula.

– Domestic and imported foods

– Includes animal feed



Who has to report?

• Instances of reportable food shall be 
submitted by:

– A “responsible party,” i.e., the 
individual who submits the food facility 
registration under section 415(a), and

– Voluntarily by federal, state, and local 
public health officials



Who is a “responsible party”?

• FFDCA 415(a): “any facility engaged in 
manufacturing, processing, packing, or 
holding food for consumption in the 
United States [shall] be registered”

• “does not include farms; restaurants; 
other retail food establishments; 
nonprofit food establishments in which 
food is prepared for or served directly to 
the consumer; or fishing vessels”



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

• Must investigate the cause of the 
reportable food if the reportable food 
may have originated with the responsible 
party



Responsible Party:
• Must submit initial information; followed 

by supplemental reports

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

• 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



A responsible party is not 
required to report:

• If the adulteration originated with the 
responsible party; and

• the responsible party detected the 
adulteration prior to any transfer to 
another person of such article of food; and

• the responsible party 

– corrected such adulteration; or 

– destroyed or caused the destruction of 
such article of food. 













































I received a confirmed positive microbiological test 
result indicating the presence of a pathogen in a 
food. Based on this test result, I determined the food 
to be “reportable”. However, I retested the food for 
the pathogen and the second test result did not 
indicate the presence of the pathogen in the food. 
Should I still consider the food to be reportable? 

Yes. There are a number of explanations why a food may 
test positive for a pathogen in one test and negative in one 
or more additional tests although the food continues to be 
contaminated. For example, the distribution of a pathogen 
in the food may not be homogeneous. Therefore, absent 
other circumstances clearly demonstrating the inaccuracy 
of the first test result, the first test result upon which the 
reportable food determination was made should be 
considered valid.



If a food facility enters into a contract with a farmer 
whereby the food facility agrees it will purchase the 
produce grown by that farmer when that produce is 
harvested, and the facility tests the produce in the field 
before it is harvested and determines that it meets the 
definition of a reportable food, must the food facility 
that contracted with the farmer submit a reportable 
food report?

No, the food facility that contracted with the farmer and 
tested the produce in the field is not required to submit a 
reportable food report, provided that the facility did not 
manufacture, process, pack, or hold the produce and therefore 
never became a responsible party with respect to the produce. 
However, if the field had been harvested and the 
contaminated produce had been moved to the food facility, 
the facility would have become a responsible party because it 
“held” the food and would be required to submit a reportable 
food report. 
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