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consumer products that are in violation of law

and usually are completed by manufacturers and
distributors voluntarily without enforcement action.
We hope to never have to activate our organization’s
recall program; however, all too often we hear about,
and experience recalls due to unlabeled allergens,
pathogens, and foreign material contamination in our
national food supply.

So, it is no surprise that both industry and regula-
tory leaders are seeking ways to control and protect
our food supply and ensure that programs are in place
to quickly respond to incidents. It is therefore critical
that organizations establish an understanding of crit-
ical elements of a robust recall program including re-
call plans, cross-functional team member training and
regular recall simulations to assess processes and sys-
tems. Comprehensive recall plans and team training
enable effective and timely response that ultimately
can protect consumers, your brand, and your organi-
zation's reputation.

In recent years, the modernization of the food sup-
ply has been gaining increased industry and regulato-
ry attention, such as efforts related to implementing
blockchain/improved end-to-end traceability across
the supply chain. The Food Safety Modernization Act
(FSMA) of 2011 developed new rules focusing on pre-

Recall is an effective method to remove or correct
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vention and control of food safety hazards and more
recently the U.S. Food and Drug Administration’s New
Era of Smarter Food Safety blueprint outlines regu-
latory strategies that emphasize food safety culture,
modernization, and new tools for prevention and out-
break response.

Why is this modernization necessary? Recalls due
to unlabeled allergens, pathogens and foreign ma-
terial contamination continue to occur on a regular
and rapid basis which can impact consumer health
and safety. In fact, data from FDA Data Dashboard
(https://datadashboard.fda.gov/ora/cd/recalls.htm)
indicates in 2021 alone a whopping 1,026 products
were recalled in the food and cosmetics category;
this includes 427 individual recall events. Of those
recall events, 150 received the highest severity rating
to consumer health and safety at the Class | recall lev-
el. (See Figure 1) It should be noted that this data re-
flects historically low recall levels recall actions that
occurred during the COVID-19 pandemic. The Center
for Disease Control estimates 48 million people get
sick, 128,000 are hospitalized, and 3,000 die from
foodborne diseases each year in the United States.
(https://www.cdc.gov/foodborneburden/index)

Given this data, it is likely not a surprise that FSMA
rules require organizations to establish a written recall
plan when they identify, through hazard analysis, a
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hazard requiring a preventive control. Establishing a
recall plan is a smart decision regardless of it being a
requirement as an effective plan combined with reg-
ular recall team trainings and simulations can enable
effective and timely response.

We can all observe historical case examples of
public recalls gone wrong, demonstrating delayed
communications and incomplete information lead-
ing to company closures, fines/penalties, and loss of
consumer life. These contrast with those that were led
effectively that ultimately built consumer brand trust
and protected public health.

I'm sure you can all remember the expansive and
detrimentally slow decision to recall peanut butter
product affected with salmonella pathogen, which
left an organization out of business and leadership
subjected to imprisonment (Peanut Butter Corpora-
tion of America).

In contrast, there was swift action to recall product
due to tampering of over-the-counter medicine (Tyle-
nol), that is said to have not only strengthened con-
sumer perception of the brand, but also lead to pre-
ventive packaging practices for industry. A recall can
become a crisis for the organization or an opportunity.

At its most basic level, a recall plan includes writ-
ten procedures that describe the steps to be taken to
complete recall activities and assigns responsibility for
who completes each activity. FSMA rules require these
procedures include the following:

« How to direct consignees for the food being re-
called, including how to return or dispose of the
affected food.

+ How to notify the public about any hazard pre-
sented by the food, if public health is at risk.

« How to conduct effectiveness checks to verify
that the recall is carried out.

« How to appropriately disposition and carry out
the disposition. This includes disposal of re-
called food and any considerations for alternate
actions such as reprocessing, reworking, or di-
verting product for alternate use.

Implementing the above basics is good practice.
However, RQA consultants regularly review recall
plans and find gaps in plans. Gaps range from basic
documentation being out of date to more serious
gaps such as the program not accounting for or re-
minding staff to consider trace of rework product
and processes that do not identify how to perform
the critical activity of conducting a hazard analysis in
amanner that demonstrates the assessment aligns to
regulations.

We also see plans that do not effectively provide
for adequate internal and external resources to
carry out investigation and recall activities such as
those needed to support market action to remove
product from distribution. RQA, for example, sup-
ports client recall teams during critical incidents
investigations, and our field team enables rapid re-
moval of product from the market and organizes
witnessed and documented product destruction.
This activity may not be realistically performed by
use of internal or in field staff. This example demon-
strates the value in considering beyond the basics,
the need for a robust plan and external support for
your organization.

Considering the critical nature of these potential
recall incidents, we suggest developing a plan that
exceeds the basics. A recall plan review looks at over
100 program elements to support continuous im-
provement and the maturity of client recall plans and
associated programs. The below are some additional
items to consider.

v'CONSUMERS

Ensure you can get good information from your cus-
tomers and consumers. Consumer complaints provide
early indications that a market action may be needed.
Ask your team how they secure timely information
and if your systems can highlight potential critical
information obtained through customers and social
media. Review your consumer care critical incident es-
calation process; assure it is documented, team mem-
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bers are tracking trends and escalating adverse events
in line with ISO 10002:2014.

v TOOLS

Ensure that your plan is supported by tools to help
the team evaluate and organize incoming facts. The
data that comes in for a team to review can seem
like a large box of puzzle pieces with an unknown
picture to solve. Also, quickly changing information
adds to the stress the team may feel.

«  Quick reference card such as a wallet-sized
card containing process/call-in reminders.

«  Process checklists or flow diagrams may be
helpful to ensure key process points are not
overlooked. Even newer team members and
meeting scribes can use the process checklist
at the end of each team meeting to ensure
each element of the process is considered.

- Establishing a regular meeting agenda flow to
organize team members and prevent inadver-
tent missed information. This may also smooth
out moments of potential team stress.

« Checklist of items to prepare for regulatory
submission.

«  Templates that are pre-developed such as
those for status reports to FDA and public re-
call notices for anticipated recalls. Be aware of
the type of events that may become a recall
based on your product(s) and consider if you
have plans and communications to support
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response needs for all stakeholders, should an
incident occur.

«  Consider the top six items or similar. FDA data
indicates top reasons for recalls are pathogens,
allergens, and other issues such as foreign ma-
terial, so be sure to consider those three poten-
tial categories plus your organization’s unique
risks.

+  Modernize with electronic smart options. Au-
tomated calling trees and meeting platforms
such as Microsoft Teams or Zoom for recall
team meetings may provide for more visually
clear, efficient and effective communication.

«  Contacts. Ensure internal contacts and dele-
gates are current. Include a list of who else can
help. External support such as laboratories can
help confirm the type of contaminant. Con-
sultants can help the team consider addition-
al angles on how to assess the issue, scope of
the recall, and hazard assessment. Know how,
who and when to contact regulatory agencies
for each potential incident. Industry and edu-
cational outreach may be additional resources
for preparation, learning, and response to inci-
dents.

v'BE MEMORABLE

Some processes can take multiple pages to explain
the who, what and why. Consider a simple visual for
some processes such as swim lanes or a snappy acro-



nym to help team members remember the process.
Example FACTS acronym can mean for each meeting
we will review Facts as we know them, identify time-
based Actions that should be taken to reduce risk
and review any action updates from the team, review
Communication needs for internal and external part-
ners, document Timing of each meeting and clarify
time for the next meeting. Finally, a Summary should
be developed of meeting notes and post incident
learnings that can inform program reviews.

v'LEARNING

Provide engaging opportunities for learning through-
out the year, learn from others and your own near miss-
es and recalls. Post-incident debrief sessions can pro-
vide information on how to update your plan, systems,
and team training needs. Simulations offer opportuni-
ties that go beyond traceability exercises to provide
practice across teams and evaluate system adequacy.
Use current events to springboard discussions on
“what would we doif” with your team, as a key moment
messaging opportunity to keep the team ready. Make
sure your team knows who should communicate with
the media and specifically who would speak on cam-
era with the media. Be sure they are media trained.
Each key team member should have a backup
delegate who is trained and ready to respond should
you be on vacation, change roles or simply be unavail-
able when the recall team needs to meet and recom-
mend decisions to leadership to initiate and take re-
call-related action.

v MAINTENANCE

Keep your plan and tools up-to-date, simply or-
ganized, and readily available; consider an annual
review or more frequent in the event your organi-
zation went through a recall. Put this review into

FACILITY MANAGEMENT

your annual calendar to automatically alert you
and your recall team to schedule the review well
in advance of its due date. Include a scan for new
regulations and organization changes to products,
systems and teams that may impact your plan.

v'RECORDS
Keep necessary records and store them in line with your
company retention policy and regulatory requirements.

v'PROACTIVE LEADERSHIP

Consider evaluating your “Tone-at-the-Top” or the
organization’s perception of its culture of food safe-
ty and quality, as the data can provide critical insights
into emerging challenges and opportunities to pro-
actively make adjustments. Plan ahead to ensure the
team is provided time to refresh and delegates are
used when needed as recall and crisis events can be-
come personally taxing.

We hope to practice and not ever need to use these
processes. However, the reality is incidents occur, and
your opportunity is to respond with reliable facts and
planning to enable efficient and timely response to
protect consumers and your brands. Remember to
engage with your recall and supporting teams regu-
larly and in a way that they are motivated to be ac-
tion ready. Develop well-organized recall plans that
include tools that support necessary activities.

Some of these ideas or those from your team may
make a significant difference in how more effective
and sustainable your recall program and responses
are year-on-year. These efforts have many benefits be-
yond regulatory compliance for the business. For your
valuable recall team, it can make potentially stressful
topics more approachable and ultimately help you
and your team to be more effective in protecting your
organization, its brands, and consumers. [EITII
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