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MEMORANDUM 
 
From: Bryan D. Eyink 

Gary Jay Kushner 
 
Date: 14 August 2012 
 
Re: FSIS Releases Q&A on Adulteration and Misbranding Reporting Requirements  
 
FSIS has released a brief Q&A addressing issues related to the new requirement that 
establishments report to their district offices all instances of adulterated or misbranded products 
within 24 hours of learning or determining that products have entered commerce.  The reporting 
requirement applies for products received by or originating from an establishment.  9 C.F.R. § 
418.2.  In FSIS Notice 34-12, the agency reiterated the rule’s basic requirements and indicated 
establishments were to begin complying on June 7, 2012.  FSIS Notice 34-12 is available at 
http://www.fsis.usda.gov/OPPDE/rdad/FSISNotices/34-12.pdf.  The recently released Q&A 
document clarifies the agency’s understanding of when a product is “in commerce” and provides 
some insight into situations the agency considers reportable.  The Q&A is attached and is available 
online at http://www.fsis.usda.gov/PDF/Questions_and_Answers_Notice_34-12.pdf.   
 
When a Product is Considered “In Commerce” 
 
FSIS considers a product “in commerce” when the product “is out of the producing establishment’s 
direct control and is in distribution.”  According to the agency, a product is under the direct control of 
the producing establishment when it is 

• At the producing establishment; 
• On the producing establishment’s premises; 
• At another establishment owned by the same corporation as the producing establishment; 
• At a warehouse owned by the producing establishment or corporation; 
• On a truck or other conveyance owned or operated by the producing establishment or 

corporation; or 
• Offsite but under control of the producing company (e.g., sealed) or under FSIS control. 

It is unclear from this list whether the agency views product at a warehouse leased and operated by 
the producing establishment’s corporation as remaining under the company’s direct control. 
 
The agency thus considers transfers to another federal establishment, a warehouse, a distribution 
center, a retail facility, or a restaurant to be “in commerce” unless the product remains under the 
producing establishment’s direct control. 
 
Reportable Incidents 
 
The agency reiterates its view that “every instance of product adulteration or misbranding” must be 
reported if the product has entered commerce.  The agency addresses several specific situations: 
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• Labeling Violations.  The agency expects establishments to report products that are misbranded 
due to labeling violations even if those products do not present a health or food safety 
concern.  The district office may contact the Labeling and Program Delivery Division directly 
about the issue. 

• Customer Complaints.  An establishment is not expected to notify its district office of every 
consumer complaint alleging adulteration or misbranding, but an establishment is expected to 
investigate complaints and report any instances the establishment determines constitute 
adulteration or misbranding.   

• Quality Defects.  The agency does not expect establishments to report quality defects that do 
not adulterate or misbrand the product.  According to the Q&A, bone fragments present in 
small amounts in deboned product do not adulterate or misbrand the product and thus do not 
require reporting.  An establishment would be expected to report bone fragments “in 
significant amounts, distributed throughout the product” that adulterate the product. 

• Mispackaged Products.  The agency expects establishments to report, for example, bone-in 
products (e.g., drumsticks) placed in containers labeled “boneless.”   

• Incidents Reported by Receiver.  A producing establishment is expected to report an instance of 
adulteration or misbranding even if the receiving company has already reported it. 

 
The agency also notes that only establishments are subject to the reporting 
requirement.  Warehouses receiving FSIS Identification Service, eggs product plants, and retailers 
are not required to report. 
 
Communication with Recall Management Staff (RMS) 
 
FSIS instructs district offices to evaluate each instance of adulteration or misbranding.  If the district 
office determines the situation may warrant a recall, the district office is to contact RMS. 
 

*             *             * 
 
Please do not hesitate to contact us if you have any questions or if we can provide any additional 
information. 
 
 


