February 4, 2020
Dockets Management Staff (HFA305)
Food and Drug Administration (FDA)
5630 Fishers Lane
Room 1061
Rockville, MD 20852
Re: Docket No. FDA-2016-D-2343
Thank you for the opportunity to provide comments on the guidance documents
published to support regulations promulgated to carry out the Food Safety
Modernization Act (FSMA). We are pleased to submit comments on the newly available
draft chapter 14 – Recall Plan.
We appreciate the work of FDA on the FSMA regulations and subsequent guidance
documents to provide needed information for the industry to appropriately implement
all of the respective FSMA regulations.
About FMI
As the food industry association, FMI works with and on behalf of the entire industry to
advance a safer, healthier and more efficient consumer food supply chain. FMI brings
together a wide range of members across the value chain — from retailers that sell to
consumers, to producers that supply food and other products, as well as the wide
variety of companies providing critical services — to amplify the collective work of the
industry. www.FMI.org
Role of Recalls in Food Safety Management
Recalls are typically seen as the final step of a food safety management plan to
effectively and efficiently remove potentially harmful products from commerce and are
necessary to utilize when product is in the hands of consumers. No company wants to
issue a recall, but for many in the food industry, recalls are occurring far too often.

While it may be rare for any individual company to initiate a recall, retailers and
wholesalers execute recalls on a regular basis due to the large number of SKUs they
carry. Consumers are also familiar with recalls and know how they typically hear about
recalls and how they would like to receive that information. Regulatory requirements
and best practices indicate that all companies should have recall plans in place to
minimize the impact of a recall and should test their recall communication systems on a
regular basis to ensure a recall plan works as intended.
Definitions
In the guidance, definitions were used that are not in 21 CFR 117.3. We encourage the
agency to be precise and consistent with definitions. Clear and easily understood
language helps to avoid confusion and misinterpretation of guidance.
Notifications
Businesses are very effective at recall communications particularly entities at the end of
the supply chain due to the number of recalls based on the variety and volume of
product. For some supply chain partners, and for consumers, recalls are less frequent,
and communications need to be more targeted depending on the circumstance. There
are many ways that consumers receive food and increasingly, consumers are purchasing
food directly from the source who might be the direct consignee or direct account. We
know that consumers prefer certain types of communication and tend to prefer
electronic communication. We also know that consumers experience recall fatigue and
we want to make sure we keep recall communications effective and want to prevent the
overuse of communications so that consumers stop paying attention to the messages.
Privacy of information is also a concern in that customer information should be kept
private and the communication between the food manufacturer/processor/grower/seller
and the consumer should not be shared as part of the recall investigation to protect that
privacy.
Information collected from FMI US Grocery Shopper Trends, 2019 and Food Retailing
Industry Speaks, 2019 is provided below and shows how consumers learn about recalls
and how consumers prefer to receive information about recalls. Television remains the
top source of information about food recalls. However, digital communications
methods in the form of email and text messages leads the way in how consumers prefer
to hear about food recalls. Communication preferences vary generationally and
regionally; therefore, there is not a one size fits all and retailers utilize multiple methods
of communication depending on the circumstances to communicate recalls to their
customers.

Disposition of Food
For most recalls, the disposition of the product is unknown at the time of the initial
recall notification and the jurisdiction has significant input over the disposition
instructions of the recalled product. There is some planning that can take place, but
flexibility is needed because plans often change quickly, and product disposition may
vary depending on the food and the hazard. More importantly, a system is needed to
separate segregated product that is on hold from recalled product so that it is not
mistaken with acceptable lots and accidentally sold.

Procedures for Notifying FDA
We appreciate the clarification from the FDA on the RFR and the FDA Recall coordinator
and agree that that information should be identified in advance of a recall.
FMI believes that two consumer notification systems under reportable and recalled
foods create redundancies that could lead to consumer confusion between a recalled
versus a reportable food. FMI suggests that FDA carefully consider a unified and
coordinated approach regarding consumer RFR notices and consumer recall notices,
with only recalled food notices being communicated when appropriate.
Industry Solutions
The food industry developed Rapid Recall Express which is a downloadable fillable form
to standardize recall notifications from suppliers to retailers and wholesalers. This is free
and the information aligns with RFR requirements to allow for complete information
sharing.
https://www.gs1us.org/DesktopModules/Bring2mind/DMX/Download.aspx?Command=
Core_Download&EntryId=689&language=en-US&PortalId=0&TabId=134
We appreciate the opportunity to comment on this guidance document. Please feel free
to contact me should you have questions about our comments.

Sincerely,

Hilary Thesmar, PhD, RD, CFS
Chief Food and Product Safety Officer and SVP Food Safety

