When a report is submitted to the Reportable Food electronic portal, it is sent to the Risk Control

Review (RCR) Team for review. The RCR Team

includes the following FDA organizations: the

Center for Food Safety and Applied Nutrition (CFSAN), the Center for Veterinary Medicine (CVM),
the Office of Emergency Operations (OEO), and the Office of Regulatory Affairs (ORA). In
addition, the FDA District Office for the geographic area from which the report originated receives
a copy and participates in the review. Each report is reviewed to assess whether the subject food
or feed meets the definition of a reportable food, and to identify appropriate follow-up actions.

Is the reportable food report about a human food or animal
food/feed (including pet food) regulated by FDA?
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Submission Concerns:

* Dietary supplement
* Infant formula
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FDA addresses using FDA RCR
other processes Team conducts
risk analysis

CVM, CFSAN, ORA, OEO
RCR Team considers prompt steps to
mitigate the risk, using existing
enforcement and regulatory
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Safety Hazard
Examples:

* Pathogens
* Foreign objects
» Chemical contaminants

Identification Of Food

» Undeclared allergens / intolerances
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Is there a reasonable probability of a serious adverse
health consequence or death to humans or animals?
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A reportable food

y

FDA enters the report into the Registry
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Not a reportable food

FDA District Office:

Works with state, local and tribal partners to
investigate incident and promptly mitigate risk

Verifies that the firm has assessed root cause(s)

Using enforcement and regulatory mechanisms,
FDA works to ensure that product is no longer a
threat to humans/animals

If applicable, District Office contacts firm to notify
their immediate previous supplier(s) and/or their
immediate subsequent recipient(s) of reportable
food and provide them with the notifying firm's
Individual Case Safety Report (ICSR) number

RCR Team documents actions in the Registry

FDA District Office:

Follows-up with the submitter and
addresses incident utilizing
existing enforcement and
regulatory mechanisms




