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MEMORANDUM

From: Steven B. Steinborn
Brian D. Eyink

Date: August 17, 2016

Re: FSIS Announces Start of Generic Label Approval Assessment Pilot Project

The U.S. Department of Agriculture’s (USDA’s) Food Safety and Inspection Service (FSIS) has
announced the beginning of its “Generically Approved Label Record Assessment Pilot Project.” 1/
This project is the pilot phase of FSIS’s inspectional program to assess the effectiveness of the
expanded generic approval program in ensuring meat and poultry labels comply with FSIS
regulations. 2/ The pilot program will take place through the end of September and will begin with
five establishments.

Although the pilot project affects only a few establishments, it signals that FSIS plans to begin
reviewing generically approved labels more closely in the relatively new future and shows how the
Agency plans to do so. Companies operating under FSIS inspection might use this opportunity to
review their generic approval compliance programs and prepare for closer Agency scrutiny.

Summary of the Pilot Project

Beginning August 22, 2016, and running through the end of September, FSIS will conduct a generic
approval label assessment at five meat or poultry establishments within driving range of FSIS’s
headquarters in Washington, DC. The five establishments will be notified in advance and instructed
to make available for review at the establishment all labeling records. Two FSIS labeling policy
subject matter experts and one policy analysis subject matter expert from Agency headquarters will
visit the establishment to review materials. FSIS personnel will review generically approved labels
for compliance with the generic approval regulations and will use their experience with the pilot
program to finalize the Agency’s protocol for sampling labeling records for review, for assessing
those labels, and for responding to label deficiencies identified during a review.

According to the Agency’s protocol for the pilot project, 3/ FSIS labeling experts will share any
identified label deficiencies that have public health significance with the establishment’s in-plant
inspectors. If labeling experts identify deficiencies that do not have public health significance,

1/ FSIS Constituent Update, August 12, 2016, available at
http://www.fsis.usda.gov/wps/portal/fsis/newsroom/meetings/newsletters/constituent-
updates/archive/2016/ConstUpdate081216.
2/ For background on FSIS’s expanded generic approval program, see HL Memo, FSIS
Releases Final Rule Expanding Generic Label Approval System (Nov. 5, 2013).
3/ FSIS, Generically Approved Label Record Assessment Standard Operating Procedures:
Pilot Project, http://www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/labeling/labeling-
policies/assessment-generically-approved-label.
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Agency personnel will inform the establishment, and the establishment will have the opportunity to
apply for a Temporary Label Approval.

Although not spelled out in the protocol, establishments with labeling deficiencies that FSIS
considers to be of public health significance should anticipate product control actions by their
inspection staff. Inspectors might also issue noncompliance records (NRs) based on any labeling
found to be deficient.

Pilot Project Reporting and Next Steps

After each pilot project assessment, FSIS will report to the establishment, the in-plant inspectors,
and the FSIS District Office the following information:

 The total number of label records reviewed;
 The number of generically approval label records;
 A description of any deficiencies; and
 Any Temporary Label Approvals requested as a result of the assessment.

Following the Pilot Project, FSIS will prepare a report summarizing the findings of the assessments
with establishments’ identifying information removed. FSIS will use the pilot project to identify any
changes needed for the generic label approval assessment procedure, after which the procedure
presumably will be launched nationwide.

* * *

We will continue to monitor develops with FSIS labeling policy and enforcement. While FSIS is
finalizing its generic label review protocol, companies should use this time to review their generic
label approval compliance programs, including documentation of generic approval decisions and
label change documentation, in anticipation of closer FSIS review.

Please do not hesitate to contact us if you have any questions.


