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MEMORANDUM

From: Gary Jay Kushner
Brian D. Eyink

Date: July 5, 2012

RE: FSIS Releases Final Rule Requiring Notification of Adulterated or Misbranded Food

The Food Safety and Inspection Service (FSIS) will publish in an upcoming issue of the Federal
Register a final rule requiring official establishments to notify the agency of adulterated or
misbranded food in commerce, creating significant reporting obligations. 1/ The final rule also
requires establishments to maintain written recall plans and document in writing the results of
HACCP plan reassessments. 2/ The final rule, which implements portions of the 2008 Farm Bill, 3/
carries over most of the elements of the rule proposed in 2010, with a handful of changes.

A copy of the advance Federal Register notice is attached.

Notification of Adulterated and Misbranded Food

The final rule requires establishments to notify their FSIS district office within 24 hours of “learning or
determining” that an adulterated or misbranded meat or poultry product from the establishment has
entered commerce. The 24-hour window begins when the establishment first “believes or has
reason to believe” adulterated or misbranded product has entered commerce. The notification
requirement applies to both product received by the establishment and product the establishment
produced. The establishment must inform the district office of the type, amount, origin, and
destination of the adulterated or misbranded product. Phone calls, faxes, and emails are all
appropriate forms of notification.

Establishments must provide “all available information” about the destination of affected product,
including any information they possess about recipient beyond their direct consignees.
Establishments are not obligated, though, to seek out new information when submitting notifications.

By way of example, FSIS explains that an establishment would have “reason to believe” product was
adulterated if a laboratory analysis indicated raw ground beef contains E. coli O157:H7 or a ready-
to-eat product contains a pathogen such as Listeria monocytogenes. According to the agency,
though, an establishment may have reason to believe product is adulterated without laboratory

1/ FSIS Final Rule, Requirements for Official Establishments to Notify FSIS of Adulterated or

Misbranded Product, Prepare and Maintain Written Recall Procedures, and Document Certain

Hazard Analysis and Critical Control Points System Plan Reassessments.

2/ For our analysis of the proposed rule, see Hogan & Hartson Memorandum, FSIS Proposed

Notification and Recordkeeping Requirements (Mar. 25, 2010).

3/ Food, Conservation, and Energy Act of 2008, Pub. L. 110-246, 122 Stat. 1651.
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testing, such as when the establishment possesses epidemiological evidence that there may be a
probability of harm from consuming a product. In such a situation, the agency indicates it would
expect the company to “consider the strength of the epidemiological evidence” to determine whether
it has reason to believe the product is adulterated.

FSIS specifically declined to create a de minimus standard or otherwise limit reporting to adulteration
or misbranding based on severity of risk as the Food and Drug Administration’s Reportable Food
Registry does. For technical misbrandings and minor labeling deficiencies that do not create a
health or safety issue or cause economic impact, FSIS indicates district offices should refer the
matter to FSIS’s Labeling and Program Delivery Division (LPDD). LPDD will then contact the
establishment “to resolve the situation.”

The agency indicates it intends to use notifications to determine whether recalls and possibly
detention and seizure of product by FSIS are necessary.

Documented HACCP Plan Reassessments

Establishments must, under the final rule, document each HACCP plan reassessment, including the
reasons for any changes implemented or the reasons changes were not implemented. An
establishment conducting an annual reassessment and determining no changes were necessary,
however, does not need to document the reason why no changes were made. The agency does not
consider formatting and grammar changes to be reassessments.

Written Recall Plans

The final rule requires establishments to develop and maintain written procedures for the recall of
any meat or poultry product produced and shipped by the establishment. The procedures must
specify how the establishment will decide whether to recall product and how the establishment will
conduct recalls.

Developing and maintaining a written recall plan will be a prerequisite for receiving inspection. FSIS
inspectors will have access to review and copy an establishment’s written recall procedures and any
records associated with a recall.

* * *

We will continue to monitor this and other reporting and recordkeeping requirements. Please do not
hesitate to contact us with any questions.


