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As a reminder, this edition of the Sedgwick brand 

protection recall index focuses on U.S. recall data and 

regulatory developments. If your business also includes 

operations outside the U.S., we encourage you to review 

our European edition. Like this report, our European 

edition shares recall data from global regulatory 

agencies and offers expert analysis on product safety 

and regulatory changes impacting global companies:

European edition available here: LINK

If you would like more information about what we 

have observed in recent quarters, you can find previous 

editions below:

Q1 2021 U.S. recall index: LINK 

Q4 2020 U.S. recall index: LINK

Q3 2020 U.S. recall index: LINK

Q2 2020 U.S. recall index: LINK

The Sedgwick brand protection recall index is the essential reference for manufacturers 

and retailers seeking impartial and reliable perspective on past, present, and future 

recall data and product safety trends.

The index collects and analyzes data from the U.S. Consumer Product Safety 

Commission (CPSC), the U.S. Food and Drug Administration (FDA), the U.S. National 

Highway Traffic Safety Administration (NHTSA), and the U.S. Department of Agriculture 

(USDA), providing businesses with insights and guidance they cannot find elsewhere. 

This edition brings you data from the first half of the 

year, as well as expert analysis and predictions for what 

to expect for the remainder of 2021 as business leaders 

prepare to emerge from a global pandemic that changed 

the regulatory landscape, political climate, market 

drivers, and consumer behavior.

We also feature insight from some of our strategic 

partners at leading law firms to help you prepare for 

the increased risks created by product innovations and 

evolution in the regulation of food, drugs, consumer 

products, medical devices, and automobiles.

Under the Biden administration, consumer advocacy 

organizations and U.S. lawmakers on both sides of the 

aisle are maintaining their pressure on regulators to 

crack down on unsafe products. Consequently, there 

has never been a more important time for companies 

to prepare for increased scrutiny and reputational risks 

that come before, during, and after a product recall or 

in-market remediation. 

We trust you will find our analysis and predictions 

insightful. Whether you read it cover-to-cover or focus 

on sections of particular importance to your company  

or industry, you’re sure to learn a great deal about what 

is happening today and what is likely to happen next 

that will impact your business. 
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SUMMARY

As regulators, businesses, organizations, and individuals 

emerge from the pandemic, each is finding its own path 

to a new, desired “normal.” Over the last 15+ months, 

priorities have shifted. In some cases, people and 

organizations found new efficiencies and streamlined 

processes. In other areas, businesses were forced to 

respond to operational challenges, service disruptions, 

increased regulatory scrutiny and consumer fears. 

Significant questions remain, but there are a few proven 

ways to protect your brand and reputation regardless of 

the business and regulatory environment. 

Work with – not against – regulators.

Establishing a strong, transparent relationship with state 

and federal regulators before a product safety crisis can 

pay dividends down the road. In fact, we’ve recently seen 

in several instances just how valuable open, continued 

dialogue between a manufacturer and regulator can be.

In what may ultimately be a watershed moment in 

terms of product liability litigation, one pharmaceutical 

manufacturer saw firsthand how transparent and 

documented dialogue with the FDA limit a company’s tort 

liability exposure under state law. Because the company 

had a decade of documented interactions with the FDA 

directly related to the safety concern in question, a US 

district court dismissed more than 400 pending cases in 

multidistrict litigation (MDL).

But even without an established relationship with 

regulators, cooperation during investigations and possible 

enforcement action is paramount. In fact, you should 

be seen as working in collaboration with the authorities 

to safeguard the health and well-being of consumers. 

Regulators, along with your suppliers and customers, will 

appreciate that effort.

While there are undoubtedly times that the information 

you share with regulators can be unflattering and 

potentially damaging to your reputation, also remember 

that there is opportunity in demonstrating a strong 

working relationship with regulators, both in the 

courtroom and in the eyes of customers and consumers.

Communicate effectively through preferred channels.

Effective communication has never been as important as 

it is today. That applies to everything from what you share 

with regulators to how you engage your customers. 

Consider the impact of unclear communication in the 

pharmaceutical industry. Pink Sheet reports that studies 

show “25% to 33% of all medication errors are attributed 

to labeling ambiguity and errors that can jeopardize 

public safety and lead to penalties being issued by the 

authorities.” It could even result in a product’s marketing 

authorization being revoked. “A seemingly trivial issue, 

such as a fault with a printing ribbon, can cause missing 

or incomprehensible labeling content, which can 

prompt a product recall or costly rework,” according to 

Thomas Liebers, senior director of regulatory labeling at 

consultancy PRA Health Sciences.

How you engage customers and partners may be the deciding 

factor in whether they stay loyal or turn to a competitor 

for a similar product or solution. The most effective 

customer engagement programs feature a centralized 

hub for customer interactions, partner engagement, and 

relationship management. This approach reduces the chance 

for miscommunication, while creating opportunities to 

seamlessly offer everything from recall remedies and  

in-market support, to promotions and loyalty perks. 

Understand the full scope of regulatory exposure.

Innovation is ubiquitous across industries, blurring the 

once-clear lines between product categories. As a result, 

many companies find their products in a gray area that is 

regulated by two or more agencies. 

The world of cannabis and CBD is just one example, 

where a single ingredient awaiting regulatory clarity is 

currently being used as a prescribed treatment, over-the-

counter pharmaceutical product, dietary supplement, and 

food ingredient.

Another example is the intersection of medical devices 

and consumer products – from personal health apps on 

smartphones and smart watches, to antimicrobial and 

compression features in consumer apparel.

But the increase in regulatory exposure also comes as 

regulators like the U.S. Environmental Protection Agency 

and the Centers for Disease Control and Prevention join the 

CPSC, FDA, NHTSA, and the USDA in using product recalls 

as a tool to protect consumers from unsafe products.

Protecting your brand requires you to consider the fullest 

extent of potential regulatory scrutiny and exposure. As you 

continue to innovate, and regulatory oversight continues 

to evolve, make sure you are continuously reviewing your 

obligations so that you aren’t caught flat-footed.

Respect the power of public perception. 

Several regulatory obligations and corporate values must 

be considered when making the decision to recall or 

withdraw your product from the market. In two unique 

cases in the second quarter, we saw companies publicly 

live through the challenges associated with balancing 

regulatory obligations, legal risks and public perception 

when making a recall decision. 

In the consumer product industry, we saw Peloton face 

immense scrutiny and fallout after publicly refusing to 

recall its popular treadmills. The pressure and regulatory 

scrutiny that followed was not only avoidable, but 

ultimately led to continued regulatory scrutiny, the recall 

the company was trying to avoid, a product liability 

lawsuit, and bruised reputation.

When independent testing company Valisure LLC 

announced its findings that benzene was present in 

hand sanitizers and sunscreens, companies faced a 

tough decision. Proactively announce a recall out of 

an abundance of caution, or sit back and wait at the 

risk of being perceived as not acting quickly enough. 

One manufacturer took what most would consider the 

high road, announcing a recall of several products only 

to face an immediate swell of litigation claiming that 

move proved Valisure’s claims. Even worse, plaintiffs’ 

attorneys suggested – without proof – that the company 

knew about it and had been covering up the presence of 

benzene in its products.

Bringing this full circle, companies should not only seek 

to understand how consumers, advocates, regulators, 

and litigators will respond to its actions, but also what 

impact that perception will ultimately have on your brand 

and reputation. It’s why you should work with regulators 

rather than against them. Communicate clearly and with 

intention. And stay smart about your current and future 

regulatory exposure.
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Even as recall activity for the first six months of 

2021 trends slightly behind 2020, recalls remain 

a significant risk. In addition to a growing list 

of recalls due to faulty airbags and fire-related 

risks associated with Electric Vehicles (EVs), 

companies should be thinking about how 

current business challenges and regulatory 

developments could lead to future recalls.

For example, recent history tells us that in the months and years 

to come, there’s a chance automakers will see increased recall-

related risks linking back to this semiconductor shortage. There 

are two major reasons. First, when component manufacturers 

(across industries) are under pressure to produce more, quality 

slips. Second, when companies look to alternate sources for 

a component or ingredient, the supply does not always meet 

specifications. Unfortunately, when these issues are missed, 

recalls are often the result. And since the chips are used in a 

wide variety of electronics systems, the ways in which a product 

recall could play out are numerous.

But the new risks don’t stop there. Even though automotive 

production has slowed, evolutions in technology, features, and 

regulatory oversight are full speed ahead.

AUTOMOTIVE
Even though automotive production 
has slowed, evolutions in technology, 
features, and regulatory oversight 
are full speed ahead.”
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Whereas the Department 
of Transportation 
previously sought limited 
regulatory oversight of 
automotive innovation, the 
latest regulatory actions 
suggest that time is over.”

Driver assistance, autonomous 
driving, and emerging in-vehicle 
technologies

Evidence is mounting that NHTSA is taking a more 

aggressive position under the Biden administration. 

Whereas the Department of Transportation (DOT) 

previously sought limited regulatory oversight of 

automotive innovation, the latest regulatory actions 

suggest that time is over. 

In June 2021, NHTSA issued a new Standing General 

Order (SGO) requiring any company testing autonomous 

vehicles (AV) or autonomous driving technologies to 

alert the agency any time that technology is involved in a 

crash more serious than a minor collision. With more than 

100 companies developing or deploying self-driving and 

driver-assist technology, it is important to fully understand 

the safety benefits and risks of these features – chiefly 

because their impact reaches far beyond the driver and 

passengers of the AV when crashes happen on public roads 

and highways. NHTSA also made clear that this growing 

crash database will be made available to the public over 

time, with the exception of confidential information.

Unsurprisingly, Consumer Reports is adding to the pressure, 

accusing Tesla of using existing owners and vehicles as 

test subjects for new features that aren’t safe for public 

roadways. TechCrunch noted that Tesla CEO Elon Musk has 

advised drivers “not to be complacent while driving because 

‘there will be unknown issues, so please be paranoid.’” 

As the team at King & Spalding notes, “Manufacturers 

and operators subject to the SGO should begin to think 

carefully about how to ensure compliance with their new 

reporting obligations in order to reduce [regulatory and 

litigation-related] risk.”

Whistleblower program

After negative publicity citing a lack of clarity and 

transparency, NHTSA in June launched a new website 

focused on its whistleblower program. According to the 

agency, a whistleblower that shares information that 

leads to successful legal action is not only protected from 

retaliation but is also eligible to receive an award of 10-30% 

of the money collected by the government from the non-

compliant entity.

A Notice of Proposed Rulemaking is forthcoming, but 

whistleblowers can still submit confidential information 

about auto safety violations and receive the protections 

offered. While there may still be hesitancy among potential 

whistleblowers until official rulemaking cements this 

program, companies should be cognizant of the risks 

of potential delays in decision-making and actions in 

response to safety concerns.

Setting the whistleblower program aside, companies 

should also be aware that NHTSA has been more 

aggressive in pursuing civil penalty settlements over the 

last year. In Fiscal Year 2021 so far, NHTSA has collected a 

total of $240 million in civil penalties related to untimely 

recalls and other recall-related reporting obligations. This 

compares to just over $21 million in total civil penalties in 

Fiscal Year 2020.
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Congress, the DOT and NHTSA have a 
renewed focus on regulatory oversight 
and enforcement. Companies will have 
their work cut out for them as they work 
to find a new balance in supply, demand, 
safety, and innovation.”

Future automotive safety priorities

In case we haven’t convinced you, the stage is set for stricter regulatory oversight and increased 

enforcement. In addition to the actions on the previous page, Congress continues to press for 

changes through proposed legislation.

Several new bills have been introduced in Congress related to several safety priorities including 

advanced driver-assistance systems, recall effectiveness and vehicle seat safety. Among them are 

a collection of bills introduced by Senators Edward J. Markey (D-Mass.) and Richard Blumenthal 

(D-Conn.), members of the Senate Commerce, Science, and Transportation Committee, “to improve 

automotive and traffic safety across the United States.” These include:

• The Promoting Auto Recalls Toward Safety (PARTS) Act which intends to “increase the speed and 

effectiveness of motor vehicle recalls in the wake of lessons learned from the infamous Takata 

airbag recall” by authorizing the DOT “to provide grants to states for use in notifying registered 

motor vehicle owners about manufacturer-issued safety recalls, as well as require additional 

reporting and an annual scorecard on how effectively automakers are completing any recalls.”

• The Early Warning Reporting Systems Improvement Act aims to “fill a safety gap created by the 

historically low number of defect investigations.” The legislation would “require NHTSA to make 

the information it receives publicly available in a user-friendly format, so that consumers and 

independent safety experts can evaluate potential safety defects themselves” – a mechanism 

that is likely to lead to increased pressure from consumer advocacy organizations, litigation risk, 

and recalls.

The bills introduced by Sens. Blumenthal and Markey follow the Safe Recall Information Distributed 

Equitably Act introduced in the House of Representatives earlier this year. This bill directs the 

Government Accountability Office (GAO) to study motor vehicle recall effectiveness. 

If it wasn’t clear before, it should be evident now that Congress, the DOT and NHTSA have a 

renewed focus on regulatory oversight and enforcement. Companies will have their work cut out for 

them as they work to find a new balance in supply, demand, safety, and innovation. 
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Automotive recall events 
fell , from  in Q

, to  in Q . 

Only  quarters in the last 8 years have recorded 
fewer than  events.

 years.

Incidents involving 
Fuel Systems surged 

, making it the top 
cause of Q  recalls.

For comparison, the average recall size over the past 10 years is K units.

The average recall size halved 
( ) in Q  compared to last 
quarter, from K to K.
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The third quarter started with 86 automotive recalls in July. 

Eight of those recalls impacted equipment, one impacted 

tires, and the remainder impacting automobiles. July recalls 

impacted 2.1 million units, maintaining the monthly average 

logged during the second quarter. The leading causes of July 

recalls were equipment and fuel systems, each with 16 recalls.

More significantly, second quarter recalls impacted 6.7 

million units, just half the total units impacted in Q1 2021 

(13.5 million units). This is not surprising, however, as the 

number of units impacted by recalls in the first quarter has 

been significantly higher than the subsequent quarters  

every year since 2018. 

Fuel systems jumped to the top cause of recall events, 

accounting for 29 recalls or 17.0% of events. While this 

activity represented the highest number of Fuel system 

recalls since at least Q1 2017, these recalls were small 

by comparison. For example, the average second quarter 

Fuel system recall impacted just 3,900 units. The same 

quarter in 2020 saw 17 recalls, each with an average size 

of 154,000 units.

Dropping from the top spot was Equipment recalls, 

which accounted for 12.3% of second quarter recalls. Still, 

Equipment has been the leading cause of NHTSA recalls 

for 15 of the past 17 quarters.  

Across all Q2 recall events, Service brakes accounted for 

the greatest proportion of units impacted (42.9%). These 

2.9 million recalled units came from just 11 second quarter 

recalls (6.4%). Looking closer, units impacted by Service 

brake recalls reached a 7-quarter high. It is also worth noting 

that Service brake recalls have become more common over 

the last two years, impacting a quarterly average 1.5 million 

units over the last 8 quarters. For the 8 quarters prior to Q3 

2019, Service brakes impacted a quarterly average of just 

365,000 units.

SECOND QUARTER BY THE NUMBERS

Recall activity for the first six months of 2021 is trending slightly behind 2020 

numbers in terms of both recall events and units impacted. Second quarter 2021 

recall activity decreased slightly from the last two quarters, from 181 in Q4 2020 

and 183 in Q1 2021, to 171 events in Q2 2021.  
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A MORE AGGRESSIVE NHTSA IS HERE

SARAH L. WILSON, PARTNER AND THOMAS BRUGATO, 
SPECIAL COUNSEL, COVINGTON & BURLING LLP

Signs NHTSA is getting more  
aggressive

NHTSA in June issued a Standing General Order requiring 

manufacturers and operators of Automated Driving 

Systems (ADS) and SAE Level 2 Advanced Driver Assistance 

Systems (ADAS) equipped vehicles to report field incidents 

to the agency within 24 hours. The Order also disclosed 

that information will be made available in a public 

database, with NHTSA making a pre-emptive decision on 

what details will be considered confidential.

It’s the first time that NHTSA has ever imposed safety 

reporting requirements without a specific mandate from 

Congress. In another sign of its willingness to increase 

oversight and enforcement, NHTSA also announced in its 

semiannual agenda that it intends to promulgate a number of 

revisions to its defect and noncompliance reporting regulations.

Focus on electrification

Given the Biden administration’s focus on decreasing 

greenhouse gas emissions and combatting climate change, 

Automakers and Original Equipment Manufacturers (OEMs) be on alert. The 

National Highway Traffic Safety Administration is gearing up to be a more 

active, aggressive agency over the next few years, especially when it comes to 

investigations and enforcement. While much of the focus may be on electric 

vehicles (EVs) and automated vehicles, expect the agency to be willing to go to 

the mat on all matters of vehicle safety.

automakers and OEMs should anticipate significant interest 

in and oversight of the electric vehicle market, from both 

from NHTSA and the Environmental Protection Agency.

NHTSA chief counsel Ann Carlson, for one, has been very 

focused on electrification. At the same time, the massive 

infrastructure bill, in whatever form is passed, will focus 

strongly on the production and regulation of EVs.

Meanwhile, the EPA is actively promoting EVs as a means 

by which to meet its aggressive greenhouse gas targets. In 

fact, EPA is targeting 8-10 percent of new vehicles on the 

road being electric by 2026 and 50 percent by 2030. 

That said, there has been some tension between these 

targets, NHTSA, and automakers amid the battery-related 

incidents and recalls in recent months and years. That is 

likely one reason why regulators and industry are focused 

on bringing as much of the EV battery production in-house 

and even to US soil. Automakers are seeking ways to have 

a designated, reliable supply of batteries, while regulators 

want a better handle on the full lifecycle of EV batteries 

not only to prevent future fire and safety risks, but also 

to ensure that they are recycled, reused or disposed of 

properly once they’ve reached their lifecycle (even if that is 

determined by a recall).

Watch for the impact of  
whistleblower actions

NHTSA’s public position is that the Secretary of 

Transportation has the discretion to make whistleblower 

awards under the Motor Vehicle Safety Whistleblower Act. 

Still, in 2015 Congress passed legislation requiring NHTSA 

to promulgate rules for an official whistleblower program 

by 2018. NHTSA has extended its target date for a Notice 

of Proposed Rulemaking several times since then. 

Rulemaking is officially on the agency’s agenda with a 

proposal expected to be publicized for comment in January 

2022. While we will have to wait and see what is published, 

we know the congressional intent is for the program to be 

based largely off the Securities and Exchange Commission’s 

successful Dodd-Frank Act whistleblower program. Clear 

and definitive rules are required by statute and will help 

set a clear and level playing field for various stakeholders.  

Keep an eye on the infrastructure 
bill and pending legislation

Finally, the pending infrastructure bill features an entire 

section on vehicle safety and myriad other NHTSA-related 

provisions, including requirements that NHTSA more 

closely monitor recall repair rates and study ways to 

increase effectiveness. Another provision would require 

NHTSA to report to Congress regarding any regulations it 

has not yet finalized under preexisting legislation. Several 

parts of the bill also address electric vehicle batteries. 

Automakers and OEMs are undoubtedly keeping a close 

eye on this evolving legislation, including what additional 

provisions might be added.

For example, there has been interest among some 

lawmakers and regulators in the past to increase NHTSA’s 

civil penalty cap from $105 million to $300 million. 

Combined with the more aggressive stance we’re already 

seeing the agency take, car makers and equipment 

suppliers should be paying even greater attention to 

automotive safety.
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It’s clear we’re in a new age of 
enforcement and the CPSC is 
ready for public battles.”  

Predicted changes within the U.S. Consumer Product 

Safety Commission (CPSC) are coming to fruition. 

The agency has taken a palpably more aggressive 

approach to enforcement, demonstrated a desire for 

stronger legislation and policies such as mandatory 

standards, and is benefitting from an increased 

budget to name a few.

After months of waiting, we recently learned who the Biden 

Administration is nominating to fill three seats on the Commission. 

The White House nominated Alexander Hoehn-Saric, Chief Counsel 

for Communications and Consumer Protection with the House 

Energy & Commerce, to CPSC Chairperson. Nominated to fill two 

additional seats are Mary Boyle, currently CPSC’s Executive Director 

as a Commissioner and Richard Trumka, Jr., General Counsel and Staff 

Director at the House Oversight and Investigations Committee’s 

Subcommittee on Economic and Consumer Policy.

Hoehn-Saric works on legislation and oversight related to product 

safety, consumer protection, and communications. As a former Senate 

Commerce Committee senior counsel, “he has been at the forefront of 

the fight for a strong CPSC to protect consumers, children, and families 

from dangerous products,” said Senate Commerce Committee chair 

Maria Cantwell.

As the CPSC’s current executive director, Boyle has spent more than a 

decade holding senior posts within the agency.

And Trumka would bring experience with oversight and investigations 

related to consumer protection, consumer product safety, and public 

health. He also served as a Maryland assistant attorney general in 

the consumer protection division for more than three years. And lest 

anyone forget, he’s the son of the late Richard Trumka, a prominent 

labor leader who long championed worker and consumer safety.

CONSUMER
PRODUCTS
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Over the course of about a week, 
the CPSC, an agency that rarely 
litigates, flexed its litigation muscles 
not once, but twice. In both cases, 
the old guard at the CPSC would 
have backed off filing legal actions.”

Increasing recall risks for third parties

Christie Grymes Thompson, Partner at Kelley Drye, and chair of the firm’s Advertising 

and Marketing and Consumer Product Safety practice groups, summed it up best in 

a late July blog post. In it, she wrote: Over the course of about a week, the CPSC, an 

agency that rarely litigates, flexed its litigation muscles not once, but twice, recently 

filing complaints against a global e-commerce provider and a leading supplier of 

mobility solutions, seeking to force both companies to conduct recalls.

While both actions were administrative complaints, they signal the CPSC’s willingness, 

and even eagerness, to hold parties up and down the supply chain responsible for 

product safety and effective recall management.

In taking this action, the CPSC is trying to force e-commerce companies to play an 

active role in executing recalls. In this case, by arguing that the products in question 

were stored and shipped by the e-commerce provider, the CPSC contends it has the 

power to force the online retailer to cooperate with recalls of third-party products. It 

also gives the agency the authority to levy penalties in the case of non-compliance.

Bloomberg Law notes that the impact on the e-commerce prover would reach beyond 

the cost and burden of recall management: “A determination that the provider is 

responsible for its third-party sellers would hold the company legally liable for instances 

where it failed to warn consumers of defective products or banned products resurfaced 

for sale again, potentially forcing the company to spend more time and money 

overseeing its web store. It would also likely increase the provider’s insurance costs.”

But online retail platforms aren’t the only ones finding themselves in the CPSC’s 

crosshairs.

After filing its administrative action against the mobility solutions provider, the CPSC 

took a page out of its Peloton playbook – it went straight to the media. Frustrated with 

a years-long battle related to in-home elevator accidents, the CPSC took an additional 

step to publicly call on Airbnb and other vacation rental platforms to require “hosts” to 

disable residential elevators or provide proof that the elevators are safe in the form of 

an inspection or certification. The agency also asked rental platforms to notify renters 

of the potential hazards of residential elevators. 

In both cases, the old guard at the CPSC would have backed off filing legal actions, 

despite pressure from consumer advocacy organizations and victims’ families. But it’s 

clear we’re in a new age of enforcement and the CPSC is ready for public battles.
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Technology, innovation, and  
product safety 

The CPSC has issued its first report on artificial intelligence 

(AI) and machine learning (ML) in consumer products. 

The report promises added scrutiny of “potential hazards” 

created by household devices using the technology.

While the CPSC has been looking at AI and ML in 

consumer products since their inception in the 1950s, 

the agency formally made AI and ML a priority in the 

Fiscal Year 2021 Operating Plan as their use has greatly 

expanded. The plan addressed the importance of assessing 

and analyzing AI and ML to ensure their use does not 

result in unsafe products.

Subsequently the CPSC in May 2021 released a report 

titled “Artificial Intelligence and Machine Learning In 

Consumer Products” that companies can expect to serve 

as the agency’s playbook. The document outlines efforts 

underway and recommended future actions the CPSC 

can take to identify safety concerns with these powerful 

and nearly ubiquitous technologies. Given these plans, 

it’s likely the CPSC will prioritize AI and ML oversight in 

its Fiscal Year 2022 Operating Plan as well, something 

consumer product manufacturers should watch carefully.

But the potential influence of AI and ML on product 

safety goes beyond how the technology is used within 

consumer products.

The U.S. House of Representatives recently approved the 

Consumer Safety Technology Act (H.R. 3723) which would 

establish a pilot initiative to use AI to automate product 

data to conduct product safety evaluations, predict 

product failures and ultimately lessen the potential impact 

on companies and consumers.

Areas for future regulatory action

In a report released in November 2020, the GAO outlined 

several actions that would improve the way the CPSC 

responded to product hazards. While the CPSC had already 

taken actions to strengthen its approach to product safety 

at the time of the report, it’s still important to consider the 

GAO’s recommendations, including:

• Prioritizing resources based on the potential risk.

• Ensuring compliance with recall reporting requirements.

• Measuring recall effectiveness using a variety of 

performance measures.

• Managing timeliness, particularly when handling 

complex cases.

Based upon these improvement areas, the GAO put 

forward 5 specific recommendations, which are still 

considered open. Companies would be wise to keep 

these topics on the radar, particularly when evaluating 

recall effectiveness and fulfilling reporting requirements. 

The agency’s expectations could be a moving target in 

the future.
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Reported incidents nearly tripled in the second quarter to 

more than 1,100 events. Injuries also skyrocketed from just 

7 in Q1 to more than 300 in Q2. Five deaths were reported 

in connection with recalled products. Home Furnishings 

and Décor products were linked to the highest number 

of incidents (296) and injuries (132). Close behind in the 

number of incidents were Sports and Recreation (261) and 

Kitchen (251) products. Children’s Products were linked to 

the most deaths (4). 

 

Sports and Recreation products was the most impacted 

product category with 14 recalls (21.9%). Home Furnishings 

and Décor was the leading cause of recalled units at 6.5 

million units (41.7%). Of these units, 5.4 million were the 

result of an anomalous recall of clothing steamers.

Fire risk was the top cause of second quarter events at 

14 or 21.9% of recalls. Burn risks was the leading cause of 

recalled units, impacting 5.6 million units (35.8%) of all 

recalled units. The anomalous recall of clothing steamers 

accounted for 227 incidents and 106 injuries.

When examining the first six months of the year in their 

entirety, we see that Apparel recalls have nearly reached 

last year’s total recalls, with 10 in the first 6 months 

of 2021, and 11 for the entirety of 2020. Most of these 

products were designed and marketed for children. 

Yard and Garden products are also on track to set a five-year 

high. 2021 is currently at 12 recall events and 2.2M units. The 

highest number of ‘events’ registered in the last 5 years was 2018 

with 23, whereas ‘units’ impacted peaked in 2017 with 3.2M.

Meanwhile, Home Furnishings and Décor recalls are on track 

to be down for the year with only 19 recalls during the first 

six months of 2021 compared to 57 total recalls in 2020.

As the third quarter gets underway, we expect an increase 

in toy recalls as companies and consumers prepare for 

the upcoming holiday season. Last year the toy industry 

experienced 94.3% of its annual recalls in Q3 alone.

While accounting for a small number of recalls and units, 

personal care products continue to face recalls because of 

childproof packaging violations.

SECOND QUARTER BY THE NUMBERS

The CPSC announced 64 recalls in the second quarter of 2021, returning to quarterly 

averages observed in 2019 and 2020. Second quarter recalls impacted about 15.6 

million units. The quarterly volume reflects a 34% increase in events and 364% increase 

in impacted units compared to the first quarter of 2021.  

Consumer product recalls maintained the second 

quarter pace through July with 22 recalls. This 

activity brings the recall total to 132 events for the 

first seven months of the year. July recalls impacted 

about 4.9 million units, with electronics accounting 

for 82.9% of all recalled units. This is due to one 

anomalous recall of VR headsets impacting 4.0 

million units.

July recalls were linked to 5,815 incidents, 

representing a 416.9% increase over the entire 

second quarter. Again, most of these incidents were 

linked to the anomalous recall of VR headsets.

Sports & recreation products was the leading 

product category in terms of recalls at 5 events. 

Apparel followed with 4 recalls. Electronics and 

Home furnishings & décor each logged 3 recalls. 

The leading cause of recalls was fire risk at 7 recalls, 

followed by burns with an additional 5 events.
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The CPSC has become notably more aggressive under the Biden administration, 

and companies should expect the agency to exercise even more power under new 

leadership and increased pressure from a Democratic-led Congress. This will play out 

in the form of increased oversight activities and stricter enforcement, rulemaking, 

mandatory standards and a general propensity for expanded authority. 

WHAT DOES YOUR DATA TELL YOU ABOUT 
PRODUCT SAFETY?

JENNIFER BULLARD, PARTNER,  
BOWMAN AND BROOKE LLP

Along with that heightened scrutiny, companies need to 

think about new legal and reputational threats including the 

influence of media and data mining on the product liability 

landscape. 

Increased scrutiny amid evolving 
regulatory priorities

Even with the change in administrations, the CPSC 

continues to prioritize the safety of infants and children. 

This is true both for both products designed and marketed 

directly for this consumer segment as well as products 

meant for a more mature population, like essential oils 

that violate childproof packaging standards to in-home 

elevators that pose the greatest risk to the youngest 

populations. 

Media consumption leading to 
product liability cases

Add to the mix that more than ever, consumers are tuned 

into what’s going on in the world, especially to potential 

dangers. In some ways the coronavirus actually seemed to 

create space for increased media consumption – whether 

news media, television programming or online content. 

This increased engagement comes with real risk for 

consumer-product companies. 

Consumers who have been watching more television 

programs during the pandemic were more exposed to 

advertising and marketing campaigns by a plaintiffs’ 

bar that has been keen to recruit for lawsuits against 

companies any time there’s a sympathetic story. 

Smart technology comes with risks

The smarter the technology, the more data you have. But 

the only way technology gets smarter is through more 

data, more analysis, more learning. In that assumption, 

there is an inherent expectation that a company is mining 

all data to learn and understand anything and everything it 

can from it. 

That can be a great thing when it offers value to consumers 

or your business. But it also opens companies up to 

significant risks. 

As consumers and regulators understand more about the 

data collected, they will have their own expectations for 

how companies use that data – but not just in the sense 

of privacy and data security. They also want to know how 

companies mine that data to identify, investigate and 

ultimately conclude whether you have a product quality or 

safety issue. 

From a regulatory compliance perspective, companies 

should be aware of the potential that old reporting 

requirements are being interpreted based of new 

capabilities, and in ways that could be excessively 

burdensome. While expectations are not technically 

enforceable standards, staff may use these unofficial 

positions as leverage during recall negotiations. And there 

is always the risk that they ultimately translate to future 

enforcement and penalties. 

Consider discoverability risks during litigation, especially 

in product liability cases. Even in a narrow product-liability 

lawsuit with a single plaintiff, what happens if you look back 

at five years of data and find a similar case? The availability 

of large and cumbersome data sets could spark questions 

about when a company should have known about an 

issue and whether it acted quickly and decisively enough. 

Again, when external stakeholders get their hands on this 

data, they will have their own interpretations – especially 

plaintiffs, their attorneys and the jury pool.  

How to mitigate data-related risks

Companies have been reticent to change their data 

behavior so far. After all, it’s expensive and seemingly 

never-ending. But it is time to closely examine the data you 

have, not just through the lens of cybersecurity and privacy, 

but from a product liability perspective.

If the data provides a direct benefit to consumers, there 

is value in that. If you have evidence that you are using 

that data to make products safer, or improve the quality 

or performance, that can be helpful. But keep in mind the 

more data a company collects, and the more its products 

generate, the more prepared you need to be to answer 

tough questions about what you are doing with the data. 

Especially in the products liability space. 

It comes down to standard risk management questions: 

why do we have this data? What value does it bring? What 

risks does it pose to our business and reputation?

Most companies do everything they can to educate 

customers, offer safe, quality products and keep consumers 

from harm. But too many people have no way of knowing 

about it. That’s why it is so important to get your house in 

order before a product safety crisis arises. Make sure you 

have appropriate policies and documentation in place so 

that you have a strong safety-culture story to tell.

At the same time, understand not just what data you have 

as a company, but how that data can be compiled, how 

it should be compiled and how you can make it work to 

demonstrate your protection of consumers and to reinforce 

your reputation for quality and safety.
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Beyond traditional oversight and enforcement activities, 

the FDA’s New Era of Smarter Food Safety (New Era) 

Blueprint has been the focus of the last 15 months. The FDA 

recently released its summary of year-one achievements 

in areas including traceability, predictive analytics, import 

screening and inspections. While these initiatives have 

already changed the way the FDA monitors and engages 

with the food industry, the agency has big plans.

The FDA has commended the industry for executing on these New Era priorities 

with “an impressive level of engagement by organizations representing farmers, 

manufacturers, retailers, and other stakeholders.” But traditional stakeholders 

should be aware that circle is about to expand as the FDA looks to new partners 

for support, from technology companies to global regulatory counterparts.

FOOD AND
DRINK

The FDA has commended the 
industry for executing on their 
New Era priorities with an 
impressive level of engagement 
by organizations.” 
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Regulatory collaboration

In an expected move inspired by the challenges presented 

by the global pandemic, the FDA issued draft guidance, 

FDA Oversight of Food Products Covered by Systems 

Recognition Arrangements, explaining how the agency will 

adjust regulatory oversight when foods are produced in or 

imported from countries covered by a Systems Recognition 

Arrangement. In a statement on the new guidance, Frank 

Yiannas, Deputy Commissioner for Food Policy and 

Response, defined a Systems Recognition Arrangement as 

“a partnership between the FDA and a foreign regulatory 

counterpart (referred to as participating agency or 

agencies), in which the agencies have concluded that they 

operate comparable regulatory programs that yield similar 

food safety outcomes.”

But the collaboration in food safety oversight goes beyond 

traditional global regulators. The FDA has included in 

its New Era Blueprint activities for 2021 its desire to 

collaborate with national retail regulatory associations, the 

US Centers for Disease Control and Prevention (CDC), and 

e-commerce stakeholders to advance food safety initiatives 

and identify potential vulnerabilities.

While this work does not explicitly mention collaboration 

when it comes to recall management, we would expect 

regulators and industry stakeholders to take the 

opportunity to discuss how stakeholders should not only 

work together to prevent recalls through enhanced food 

safety approaches, but also improve recall speed and 

effectiveness when something goes wrong.

The future of inspections

Even before the global pandemic, the FDA started thinking 

about alternative ways to conduct oversight activities. It 

was a topic explored in the agency’s New Era Blueprint. 

Then COVID-19 forced the agency to move from thinking 

to acting. The FDA started to conduct remote evaluations 

of importers under the Foreign Supplier Verification 

Programs (FSVP) rule, which grants the FDA authority to 

request records electronically. So, while in many cases FDA 

oversight dropped precipitously during the pandemic, at 

least in terms of on-site inspections, the agency conducted 

more than 1,600 FSVP inspections since March 2020 – a 

record number of remote inspections. With this success, 

companies should expect the electronic record review and 

remote evaluation process to continue beyond importers.

Blockchain, AI and technology as 
recall risk mitigation tools

At the same time, the FDA in a pilot study has been 

evaluating how artificial intelligence (AI) could help 

predict when imported food is at risk of violation. This 

pilot, currently in its second phase, is now examining how 

machine learning (ML) could help analyze data, identify 

connections and patterns, and ultimately reduce food 

safety risks. 

Expect this evolution to continue as the agency advances 

in its commitment to “modernize data and enhance 

inspections” through AI, ML, and other automation 

techniques that help the agency more effectively conduct 

their oversight and enforcement activities. 

The use of blockchain in food traceability is not a new 

topic. But the FDA’s focus on tech-enabled tracebility is 

approaching a final stage of formal regulatory rulemaking. 

It is working with international partners to create common 

traceability language based on harmonized data elements 

and standards, and developing a pilot program for the FDA 

to receive traceability data in digital form. 

The agency believes blockchain can help reduce that time 

to minutes or seconds. However, despite the ambitious 

tone of its blueprint, the FDA has engaged in no formal 

rulemaking regarding blockchain and food traceability. 
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Expanding reach of heavy metals risks

Heavy metals in baby food has been a hot topic in U.S. media over the last year. So much so 

that the U.S. House of Representatives Subcommittee on Economic and Consumer Policy 

issued a report in February that identified heavy metals including arsenic, lead, cadmium, and 

mercury in baby foods. On the one hand, these findings are not new – we’ve observed many 

food recalls due to heavy metal levels – But this report demonstrated a pervasiveness that was 

not previously understood to the public.

The result: consumer fear that caused some parents to throw away all processed baby food 

in their homes. Fear that led to at least 86 lawsuits being filed against firms named in the 

Congressional Subcommittee report.

While infant food companies are currently in the spotlight, heavy metals are not a risk unique 

to this small segment of the food industry. For example, the World Health Organization 

(WHO) has launched their own heavy metal inquiries into the presence of methylmercury 

and total mercury in certain fish and lead levels in a variety of foods including cereal-based 

foods, ready-to-eat meals for infants and young children, dried spices and culinary herbs, eggs, 

sugars, and sugar-based candies. The deadline for submissions to the WHO on both inquiries 

is October 15, 2021.

Companies across the entire food industry should be watching Congress, the FDA and the 

WHO to understand the potential regulatory compliance challenges and risks. Take steps now 

to prepare to comply with recommended or mandatory limits regardless of who the product is 

meant to feed. While infant health is the top priority, the broader audience of children is also 

a focus – and once children hit a certain age, any food product is fair game and could have a 

health impact.

It’s essential that manufacturers — especially those that market their products as high-quality 

— understand their heightened responsibilities to set and maintain standards before the 

government is forced to do so. Now that the FDA’s hand has been forced, there’s no doubt that 

more publicity and tight standards are on the way. Worse, the FDA has already recommended 

that concerned parents switch to preparing their own unprocessed fruits and vegetables to 

feed infants.

Now that the FDA’s hand has 
been forced, there’s no doubt 
that more publicity and tight 
standards are on the way.” 
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FDA recall activity 
increased 
from  recalls in 
Q , to 
recalls in Q .

This represents a  increase on the last  quarters, signaling a possible 
return to pre-pandemic recall levels.

Prepared foods has remained the top cause of Food and Drink 
recalls for of the past quarters.

Accounting for  recalls 
( ), Prepared foods 
was the top category 
impacting Q  recalls.

Consistent with last quarter,  of events were of Class I severity. Undeclared allergens 
remained the leading cause of recall events for the th time in the last  quarters.

Q  recalls impacted 
M units, a 

increase on Q
(at M units).
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SECOND QUARTER BY THE NUMBERS

Despite this uplift, food recalls are still markedly down 

on pre-pandemic levels, when (in 2019) average quarterly 

events totalled 125. Maintaining this level of activity through 

quarter 3 and 4, annual recalls would supass the 400-event 

threshold. However, this would signify the lowest annual 

level of events in more than 10 years. 

This predicted forecast also holds true in terms of units. Of 

the 7.9 million units impacted in Q2, 68.7% or 5.4 million 

units were the result of one anomalous nut recall due to 

quality concerns. Even factoring in this single recall, average 

quarterly units impacted in 2021 (across Q1 and Q2) stands 

at 5.1 million. This compares to 2020’s quarterly average of 

6.9 million, 2019’s average of 24.1 million, and 2018’s average 

of 69.0 million. 

Consistent with the last quarter, 28.3% of events were Class 

I. This remains in line with the expectation that one-third of 

recalls are designated as Class I. These most severe events 

impacted just 4.3% of units recalled.

Undeclared allergens remained the leading cause of recall 

events for the 23rd time in the last 26 quarters. While 

accounting for 48 events (45.3%), recalls due to allergen-

related concerns accounted for only 6.7% of all units recalls. 

The average allergen-related recall in the second quarter 

impacted just 11,000 units, compared to an average recall 

of 17,000 units in Q1 2021. These average numbers remain 

high in comparison with an average 10,000 units impacted 

by an allergen recall in 2020. Given this insight, allergen-

related risks are significant across the food industry.

The leading cause of allergen-related recalls was undeclared 

milk. Of these 13 recalls, 9 were prepared foods and two 

were nuts and seeds. Candies and flavorings each logged 

one recall due to undeclared milk.

Consistent with previous quarters, Prepared Foods was 

the category most often impacted by undeclared allergen 

recalls, accounting for 28 or 58.3% of allergen-related recalls. 

Flavorings (such as dressings and sauces) was a distant 

second, accounting for 6 or 12.5% of allergen-related recalls.

Food recalls increased 20.5% to 106 events in the second quarter. These recalls 

impacted 7.9 million units, representing a 232.1% increase quarter-over-quarter.

FDA

Quality concerns were the second most common cause of 

recalls at 19 events. These recalls impacted the most units, 

accounting for 77.8% of all recalled units. This was largely 

the result of the anomalous recall of nuts impacting 5.4 

million units.

Foreign material was the cause of 18 recalls. Bacterial 

contamination accounted for 11 recalls, with 6 events 

resulting from listeria contamination, 4 events resulting 

from Salmonella concerns and 1 linked to E. coli risks. 

Prepared Foods was the top product category impacted 

by second quarter recalls for the 17th time in the last 18 

quarters. The category accounted for 41 recalls or 38.7% 

of second quarter events. Nuts and seeds were the top 

category impacted by units, again a result of the anomalous 

nut recall due to quality concerns. 

The FDA announced 26 food recalls in July, signaling at least a temporary decrease in 

recall activity compared to the monthly average 35 recalls in the second quarter. Recalls 

impacted a wide variety of products, with no one category significantly out in front. 

Flavorings led with 5 recalls, followed by dairy at 4 events. Prepared foods, seafood, and 

supplements each saw 3 recalls. As expected, undeclared allergens were the leading cause, 

resulting in 14 recalls. Bacterial contamination followed with 7 recalls.
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APRIL INSIGHT

USDA recalls continued their gradual upswing in the second quarter, 

increasing from 10 events in the first quarter of 2021 to 12 recalls in 

the second quarter. This activity remains low compared to quarterly 

averages in 2019 and years prior but represents the highest number 

of recalls announced in the last six quarters. As we shared in our last 

index, 2020 logged an average of eight recalls each quarter compared 

to an average quarterly volume of more than 30 recalls over the 

previous three years.    

While recall events were on the rise, however, the number units impacted dropped 

precipitously to just 207,322 units, representing an 82.9% decrease quarter-over-quarter.

Undeclared allergens were the leading cause of second quarter recalls in terms of events and 

units impacted. Allergen concerns resulted in 5 recalls representing 41.7% of second quarter 

events. These accounted for 106,323 recalled units (or 51%). The major allergen culprits were 

soy, milk and eggs. But most notably, we saw the first recall of food products across the FDA 

and USDA resulting solely from sesame concerns. This is evidence that food companies are 

already taking sesame allergens seriously.

The remaining 7 recalls were the result of quality concerns (2), lack of inspection (2), bacterial 

contamination (2) and foreign material contamination (1).

Beef products were the most impacted category in terms of both events and units in the 

second quarter, with 5 recalls impacting 93,551 pounds. While logging just a single recall, Fish 

was the second most common category impacted in terms of pounds recalled, accounting for 

46,804 pounds.

USDA 

July logged 4 USDA recalls, keeping up with the 

monthly average of recalls in the second quarter. Two 

impacted beef products, while pork and poultry each 

saw a single recall. Two USDA recalls were the result of 

undeclared allergens. The remaining 2 recalls were due 

to bacterial contamination.
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BRANDON NEUSCHAFER, PARTNER, 
BRYAN CAVE LEIGHTON PAISNER

To do so, food producers and processors need to execute on 

existing food safety plans and procedures. Cutting corners 

on environmental monitoring could result in a missed 

contaminant that leads to a recall. A seemingly innocuous 

ingredient substitute may introduce an allergen not listed on 

the label, or otherwise change the quality of the product. 

It all comes down to knowing the supply chain, working 

closely with partners and providers and communicating 

frequently and in a detailed manner. That includes 

preparing for new legislation and regulations like we 

are seeing with heavy metals, adopting a more precise 

approach to commodity sourcing, and leveraging 

technology to mitigate recall risks. Taking these steps will 

help ensure an effective food safety program.

Heavy metal regulation will impact 
the entire industry

Heavy metals in infant and children’s foods has become a 

priority for FDA and industry. Following a Congressional 

report earlier this year, draft legislation that would set 

strict requirement on levels of various heavy metals 

circulated in Congress. The FDA also released its “Closer 

to Zero” plan for establishing acceptable levels of heavy 

metals in food produced specifically for young children. 

Amidst all the regulatory and legislative developments, 

litigation is on the rise. 

Even before legislation is passed or new rules are 

promulgated, food companies up and down the supply 

chain should be proactively thinking what heavy metal 

compliance will look like. For example, if the levels set 

apply only for children aged three and under, this may have 

an impact on food produced for the general public and not 

specifically marketed to children because children may 

still consume the product. Putting aside FDA oversight, 

litigation and reputational risks are high.

The good news is that there is a significant body of 

literature and data available to inform risk assessments 

and quality assurance programs. Companies will need 

LATEST EVOLUTIONS IN FOOD SAFETY

Companies need to concentrate on the basics through the second half of 2021 and final 

emergence from the COVID-19 pandemic. Amid supply chain pressures, high consumer 

demand and worker health and safety concerns arising from the coronavirus, food 

businesses are rightfully focused on their ability to maintain and conduct their core 

operations in safe manner while delivering quality, safe products to customers.

to consider not only the ingredients of concern, but also 

where and how they are grown. Because heavy metals are 

naturally occurring, there can be variability in the amount 

found within a class of product. As a result, companies 

will need to think differently about commodities and 

ingredients they source. 

A more precise approach to  
commodity sourcing

Gone are the days when food commodities are fungible 

resources with little consideration for who produces them, 

where they are grown or how they get to market. Legislative 

and regulatory developments like the ones being considered 

for heavy metals may redefine how we think of commodities. 

Milling companies providing flours or grains should be 

ready to preserve the identity of an incoming grain from 

field to flour. Because the level found in a product can 

depend on the metals content in the soil and in the water, 

some sources of grain may be acceptable for baby food 

while others are not. 

As a result, companies may need to start tracing their 

commodity products down to certain geographies. While 

this can be done, it will be a costly endeavor. 

Brand owners throughout the food industry are the 

most cognizant of these issues because their products 

are consumer facing. They have keen awareness of when 

the company is named in news reports, social media 

conversations and lawsuits. In response, these individuals 

help drive important food safety conversations with 

ingredient suppliers, their suppliers’ suppliers and co-

manufacturers. These conversations should not only include 

product sampling and certification requirements, but also 

crisis response and recall plans should a violation ever occur. 

Leveraging technology to mitigate 
recall risk

The food industry uses precision technology throughout 

the supply chain to ensure the highest quality and safety 

products reach consumers. For example, genome sequencing 

of pathogens is used in outbreak investigations and 

response. Additionally, blockchain is being used to increase 

tracing and visibility of product throughout the supply chain. 

Both not only have value in getting product to market, but 

also recall management when something goes wrong. 

Expect the next phase of technology in the food industry 

to be the use of artificial intelligence (AI) to predict 

product recalls. An increasing amount of data and insight 

about food products exists online today in the form of 

reviews, social media chatter and comments on forums 

or other online platforms. AI may provide the means to 

make sense of it all. But that is only half the battle - the 

hard part will be figuring out how to integrate these 

technologies in a way that helps companies significantly 

minimize the number and severity of food safety incidents, 

if not how to avoid one entirely.
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Even as EUAs are being revoked, answers 
to questions about the legal and regulatory 
challenges for COVID-19 products aren’t 
getting any clearer.”

The medical device industry is one where we can see 

the challenges of the global coronavirus pandemic 

begin to wane, and signs point to the industry being 

in the midst of a rebound. After medical device 

sales fell during the initial months of the pandemic, 

Johnson and Johnson’s medical device business grew 

62.7% on a reported basis from a year ago, driven in 

part by the return of elective procedures surgeries to 

pre-pandemic volumes. 

In another sign that the industry is turning a corner, the FDA in June 

revoked Emergency Use Authorizations (EUAs) for all non-NIOSH (National 

Institute for Occupational Safety and Health)-approved disposable 

respirators, as well as decontamination and bioburden reduction systems. 

Likewise, the Centers for Disease Control and Prevention (CDC) is expected 

to pull the EUA for an original COVID-19 test by the end of the year in favor 

of newer, faster alternatives.

But these activities do not mean that oversight of the industry will return 

to a pre-pandemic “normal.” Some of the changes caused by the pandemic 

will be here to stay – hopefully in a way that is beneficial to regulators, 

manufacturers, healthcare professionals, and patients.

MEDICAL DEVICE
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Legal and regulatory risks for 
COVID-19 products 

Even as EUAs are being revoked, answers to questions 

about the legal and regulatory challenges for COVID-19 

products aren’t getting any clearer. 

The Public Readiness and Emergency Preparedness Act 

allowed much-needed products to combat COVID-19 

and prevent transmission to come to market. It also 

empowered the U.S. Department of Health & Human 

Services to provide four years of legal protection to 

companies making or distributing medical supplies in 

support of the coronavirus response. The only exception is 

cases of “willful misconduct” by the company. 

While challenges to this blanket liability protection have 

been limited thus far, some experts predict that lawsuits 

are coming. Companies would be wise to consider this risk 

when making the decision whether to seek full regulatory 

approval of an EUA-approved drug or device. 

Long-tail impact of COVID-19 

When reflecting on the operational and business impact 

of COVID-19, supply chain disruptions, halted inspections, 

and shifting regulatory priorities come to mind. But 

even amid these challenges, the FDA and medical device 

industry are poised to benefit from a lot of progress 

inspired by the COVID-19 pandemic.

Over the past year and a half, the Center for Devices 

and Radiological Health (CDRH) authorized nearly 

1,400 COVID-19 devices and expanded the availability of 

COVID-19 molecular diagnostics tests, antigen diagnostics 

tests, and immune response tests. By leveraging new 

processes and innovative tools, CDRH was able to approve 

devices at a rapid speed. And all indications point to the 

FDA and CDRH continuing to utilize these tools to bring 

future products to market quickly and safely.

Another benefit is the accelerated adoption of digitally 

connected environments, particularly in operating rooms. 

This transformation allows surgeons and medical device 

companies to collaborate, share best practices, and 

remotely train staff on devices.  

Yet another benefit is the realization that virtual 

monitoring of medical device clinical trials comes with 

several benefits (from reduced cost to adoption of new 

technology) at no cost to trial quality or patient safety. 

Finally, the COVID-19 pandemic put a spotlight on the 

impact of significant supply chain disruptions and device 

shortages. The result is a deliberate focus by the FDA on 

preventing shortages. Through the newly created Resilient 

Supply Chain and Shortages Prevention Program (RSCSPP), 

the CDRH will work to mitigate the supply chain issues 

and reducing dependence on foreign medical devices.

Cybersecurity, data, and privacy risks 

The growing number of cyberattacks on hospitals 

and healthcare systems has put a spotlight on the 

vulnerabilities of medical devices. Not only are they at risk 

of being the source of a data or security breach, but there 

is an added risk to patient care and health if a hacker gains 

control of the device.

Without proper cybersecurity controls, networked medical 

devices in a hospital, out-patient or office setting can be 

compromised, and potentially lead to patient harm. And 

while there is increased awareness of these risks, the 

medical technology used in healthcare systems around 

the world is aging. Legacy medical devices were never 

designed to withstand the current level or sophistication 

of cyberattacks experienced today, less so as these threats 

continue to evolve.

Considering these risks, the U.S. Department of Health and 

Human Services Office of Inspector General (HHS-OIG) 

launched a study examining “whether and how [Medicare 

accreditation organizations (AOs)] hold hospitals 

accountable for cybersecurity of their devices.”

The report found that Centers for Medicare & Medicaid’s 

(CMS) current protocol does not mandate a review of 

networked device cybersecurity. In response, the HHS-

OIG recommended that CMS “identify and implement an 

appropriate way to address cybersecurity of networked 

medical devices in its quality oversight of hospitals in 

consultation with Department of Health and Human 

Services (HHS) partners and others.”

The FDA is responding to cybersecurity concerns in a 

variety of ways, including appointing Kevin Fu, a University 

of Michigan associate professor and longtime security 

advocate, to a leadership position focused on medical 

device security within CDRH. In this role, Fu is striving to 

bring security experts to the table with medical experts, 

legal experts, engineers, and patients to ensure that 

privacy and security measures are considered from product 

design and development through the end of the product 

lifecycle.

Keep in mind that the attack or breach itself is only the 

tip of the iceberg in terms of cybersecurity vulnerabilities 

facing medical device companies. When a data breach or 

cyberattack occurs, financial and reputational impacts 

are inevitable. Now is the time to evaluate whether you 

are doing enough to keep your legacy and new medical 

devices secure.

Without proper cybersecurity 
controls, networked medical devices 
in a hospital, out-patient or office 
setting can be compromised, and 
potentially lead to patient harm.”
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18.4%

RECALL INDEX 2021 EDITION 2  |  Product Recall Data, Trends and Predictions for US Industries 51



Recalls decreased for the fourth straight quarter to just 

173 events in the second quarter of 2021, down 18.4% 

and resulting in a nine-quarter low. Despite the decline in 

events, impacted units increased 160% to 158 million units, 

the highest since the first quarter of 2020. 

 

 

Software concerns remained the top cause of recalls for 

the 20th time in the last 21 quarters. These 35 events 

accounted for 20.2% of second quarter recalls. Quality 

concerns were second in line with 28 recalls, followed 

by Sterility issues (24), Mislabeling (22) and products 

manufactured Outside of specifications (16).

Parts issues was the leading cause of recalls in terms of 

units impacted, accounting for 147 million units or 93.1% of 

all recalled units in the second quarter. This was the result 

of an anomalous recall of infusion pumps accounting for 

147 million units. Setting this recall aside, Parts issues 

impacted only 119,000 units.

The second leading cause of recalled units was Software 

concerns. These recalls impacted 4.0 million units. Safety 

concerns were the third leading cause of recalled units, 

representing 2.4 million units across 11 events. 

Fifteen events (8.7%) in the second quarter were labeled 

with the FDA’s most serious Class I designation. These 

recalls impacted roughly 956,000 units, or 0.6% of 

second-quarter units. Class II recalls accounted for 154 

recalls impacting 157 million units. The remaining 4 recalls 

and fewer than 163,000 units received FDA’s Class III 

designation.

Of second quarter recalls, 85.0% were distributed 

nationwide, and 52.0% impacted an international 

customer base. 

SECOND QUARTER BY THE NUMBERS

Medical devices were impacted by 70 recalls in July. These recalls impacted more than 21.2 

million units. These totals bring the average size of a July recall down to about 320,000 

units compared to a second quarter average of 913,000 units. The leading cause of July 

recalls was mislabeling at 14 recalls, followed by software with 13 recalls. Quality concerns 

added 10 recalls, while safety risks led to 9 additional events.
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HOWARD SKLAMBERG, PARTNER,  
ARNOLD & PORTER KAYE SCHOLER LLP

Increased recall oversight  

Behind the scenes, the pandemic had a substantial effect 

on how medical device and pharmaceutical recalls work. 

Throughout most of 2020, the FDA conducted a limited 

number of inspections. That meant that fewer recalls 

would be generated as a result of this oversight activity. 

As a result, some personnel in the FDA’s Center for Devices 

and Radiological Health (CDRH) and Office of Regulatory 

Affairs had time to dig more deeply into issues that came 

across their desks. The questions companies received 

from recall coordinators came much quicker and became 

far more detailed than in the past. Companies can expect 

some of this agency approach to follow-up to be the new 

normal, which could eventually have an impact on the 

entire recall landscape.

Evolving recall landscape

At the heart of safety and recall obligations are regulations 

created decades ago, even before computers were involved 

in medical device usage or medicine as they are today. The 

overarching question was: does the device work as intended?

Today, industry’s obligations rest on the same question. 

But regulators and industry are evaluating, mitigating 

and responding to significantly more complex quality and 

safety challenges. There are software risks and hardware 

issues, not to mention data, privacy and cybersecurity 

threats that were not present years ago.

The recall process will be governed according to the 

same rules and procedures, adapted to new technology. 

So, the question is less about whether the FDA is going 

to be tougher or less tough. It is how the agency applies 

decades old framework to new risks. And as we mentioned 

above, inspectors and staffers are demonstrating a more 

inquisitive approach to investigations and oversight. 

Companies should expect this inquisitive approach to 

inform agency decision making.

Even still, for the foreseeable future, medical device 

recalls will continue to operate largely by precedent. As 

a company considers its approach to recalls or market 

actions, it should pay careful attention to publicly available 

information regarding recall precedents. Better yet, seek 

out experts who help companies through recalls every day. 

Remote interactive evaluations

In the first few months of the pandemic, faced with 

an inability to conduct in-person inspections, some 

foreign regulators, particularly in the EU, worked with 

industry to develop alternative methods of oversight. 

Throughout industry, virtual audits were being used to 

conduct private, contract manufacturing and customer 

audits. Foreign regulators capitalized on this experience 

COVID-19’S IMPACT ON MEDICAL DEVICE 
OVERSIGHT, RECALLS AND ENFORCEMENT

Reflecting on the last 18 months, we realize that while the COVID-19 pandemic put 

extreme burden on the FDA as an agency, the impact differed for staff, departments 

and individual programs. There were a lot of hard-working staffers who used 

the time to guide the agency in making significant strides to change the way it 

addresses product safety, oversight and enforcement. The result is a modified 

approach to compliance, much of which is likely here to stay.

and began conducting virtual inspections in 2020. FDA issued 

a guidance instituting a procedure for virtual inspections in 

April 2021. Although that guidance applies to pharmaceuticals, 

all parts of FDA have the ability to use this important tool.  

Now that the FDA has a process in place, many wonder 

whether these virtual audits will remain post-pandemic. 

While the FDA has not publicly stated that remote 

interactive evaluations will be a permanent oversight 

activity, it is hard to believe the FDA will forego using 

this approach all together. Certainly, there will be times 

when a physical inspection is preferred, such as for-

cause situations, investigations resulting from customer 

complaints, when closing out a warning letter, or to 

investigate substantial data integrity issues.

At the same time, remote interactive evaluations can save 

significant time and resources that would have been spent 

traveling, document gathering, or coordinating.

There is a common misconception that virtual audits are 

easier because there isn’t an inspector on site. But the 

reality is the live video feed can be quite challenging and 

requires extensive preparation. The investigator may still 

want a tour of the facility via a live video feed. If they 

request a document, they will want to know how you will 

deliver it to them since you cannot slide it across the table. 

It will still be very clear whether you have the required 

documentation and know where it is. 

Remote inspections have to be scheduled in advance. 

While it is true that a company can benefit from knowing 

when the audit will happen, and can even set up a war 

room off-camera to help navigate the process, remember 

the FDA can do the same. By having its own staffers and 

investigators listening in and reviewing materials off 

camera in real-time, the FDA can actually get more answers 

and insight via a video call than it would have on site.

Regulatory collaboration

Prior to the pandemic, the primary vehicle for FDA to 

cooperate with foreign regulators in the oversight of 

medical devices was the Medical Device Single Audit 

Program. The pandemic and all the challenges it created has 

led the agency to increase its reliance on information from 

foreign regulators. FDA’s reliance on trusted regulators is 

nothing new – the food program has long made use of state 

inspections of low-risk facilities. The pandemic will likely 

spur an expansion in mutual reliance among regulators 

across all of the commodities FDA regulates.  

One of the constraints FDA always had as an agency 

was that there are only so many hours in a day, and only 

so many resources to apply to a problem. While that 

challenge will always exist in some shape or form, we can 

expect the collaborative, inquisitive, in-depth approach 

to continue for the foreseeable future. Companies should 

prepare for more scrutiny in everything they do.
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The White House recently completed its 100-day 

review of U.S. critical supply chains, publishing a 250-

page report that included the Biden administration’s 

current view of the pharmaceutical industry. In tandem, 

the Biden-Harris administration announced steps to 

safeguard the pharmaceutical supply chain, including 

the launch of a public-private consortium to support 

the onshoring of 50-100 essential medicines. At the 

same time, the U.S. Department of Health and Human 

Services (HHS) appropriated $60 million in Defense 

Production Act funds to build domestic manufacturing 

capacity for active pharmaceutical ingredients (APIs).

“Pharmaceutical supply chains are essential for the national and health 

security and economic prosperity of the United States, yet the COVID-19 

pandemic revealed just how vulnerable the supply chain is in this country,” 

said FDA Acting Commissioner Janet Woodcock, MD, in a U.S. Department of 

HHS press release. “Now is the right time to take action to keep the U.S. drug 

supply chain secure and resilient.”

As this effort gets underway, pharmaceutical companies should be taking 

steps to double down on some of the most common quality and safety 

risks, including carcinogens, labeling issues, the influence of independent 

pharmacies and labs, and the evolving regulatory landscape. Regardless of 

facility locations and how supplies are sourced, ensuring your partners up and 

down the supply chain are meeting regulatory requirements and expectations 

is critical to safeguarding the drug supply, preventing recalls, and protecting 

your reputation.

PHARMACEUTICAL

Ensuring your partners up and 
down the supply chain are meeting 
regulatory requirements is critical 
to safeguarding the drug supply, 
preventing recalls, and protecting 
your reputation.”
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Impurities and contaminants

Despite the FDA and pharmaceutical industry’s tireless 

efforts to protect consumers from potential carcinogen 

contamination – and specifically nitrosamine concerns for 

more than three years – the risks endure. We need to look 

no further than the growing list of drugs and treatments 

impacted by NDMA contamination. 

While NDMA-related recalls have slowed since the initial 

discovery of NDMA contamination in blood-pressure pills, 

they still happen. In fact, regulators in the U.S. and around 

the world are still working on finding ways to prevent 

contaminants from entering the drug supply. 

As Bloomberg noted in a recent examination of the issue, 

part of the challenge may be the result of pharmaceutical 

companies outsourcing drug production “to countries 

where the FDA has tended to find more quality-control 

violations, including sanitation issues and manipulation of 

data linked to routine product testing.”

But the cross-product contamination risks reach beyond 

NDMA to chemicals like benzene – the latest carcinogen 

Valisure LLC identified in products like hand sanitizer and 

sunscreen.

Independent lab findings are a  
slippery legal slope

By now, most if not all pharmaceutical companies – 

prescription, over-the-counter (OTC) drug and supplement 

manufacturers – are aware that independent labs and 

research institutions like Valisure are running their own 

quality and safety testing on a variety of prescription and 

OTC products. It all started with Valisure’s discovery of 

nitrosamine impurities found in blood pressure and heart 

medicines. But the latest findings that suggests several 

sunscreens are contaminated with benzene put a spotlight 

on the litigation risks that can follow publicized findings 

and subsequent recalls.

Unfortunately, even when companies act out of an 

abundance of caution, litigation often follows. Despite 

the lack of evidence that the benzene levels are harmful, 

companies are facing a growing number of lawsuits. 

Labeling concerns to lead to  
enforcement

The FDA, looking to exert more control of labels of 

investigational drugs, is recommending a global approach 

to labeling consistency. The increased scrutiny and potential 

regulatory action are the “result of concerns and pressure 

raised by clinical sites about problematic labeling and in 

some cases completely missing labeling,” Pink Sheet reports.

But this concern about labeling should be no surprise. 

Mislabeling concerns were the second-leading cause 

of recalls in the first half of 2021. In many cases, these 

recalls were the result of products having the wrong label, 

illegible labels, and missing information – some of the 

identical issues raised by clinical trial.

Poor labeling can also lead to product launch delays, 

regulatory non-compliance, or medication errors impacting 

patient health.

The truth is that labeling is consistently an industry-wide 

challenge resulting in regulatory action and enforcement. 

Companies would be wise to follow developments related 

to labeling of investigational drugs. To the similar practices 

that have not yet been adopted for on-the-market drugs, it 

may be wise to move in that direction – it could ultimately 

result in fewer recalls and even reduced litigation risk. 
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As companies grow accustomed to 
remote inspections, a new risk is 
forthcoming: the potential that the 
FDA’s reports on remote evaluations 
will become public.”

Evolving regulatory landscape

Amid all these ongoing challenges, we’re also slowly approaching the end of enforcement discretion, 

Emergency Use Authorizations, and loosened regulatory standards. Trade groups including the 

American Cleaning Institute and the Consumer Healthcare Products Association have been calling 

on the FDA to retighten safety standards on the alcohol-based hand sanitizer market. 

But a return to pre-pandemic enforcement is only half the story.

Some regulatory evolutions are here to stay, including the addition of remote evaluations to the FDA’s 

oversight toolbox. As companies grow accustomed to this method of regulatory audits, a new risk 

is forthcoming: the potential that the FDA’s reports on remote evaluations will become public. In an 

age where media, consumer advocacy organizations and the plaintiffs’ bar are quick to seek access 

to information via FOIA requests, expect them to put pressure on the FDA for access to the agency’s 

remote interactive evaluations the minute they suspect foul play that threatens patient safety.

On top of this, new legislation and regulation are slowly finding their way to the forefront. For 

one, we know that Congress is expected to open the Dietary Supplement Health and Education 

Act for evaluation, in order for potential changes, most notably mandatory product registration. 

As Congress considers this change, Dr. Cara Welch, acting director of the FDA’s Office of Dietary 

Supplement Programs, is pushing for direct enforcement authority in the form of fines and penalties 

without having to enlist the help of the Department of Justice.
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Failed specifications and Quality concerns were the leading 

causes of second quarter recalls, each accounting for 11 

events or 18.6% of recalls. 

The top cause of second quarter recalls in terms of units 

was cGMP deviations, accounting for 108 million units 

(97.4%). This was a direct result of the anomalous recall of 

preoperative skin preparation products. Setting that recall 

aside, leading causes of second quarter recalls in terms of 

units were Quality concerns, Mislabeling, and Subpotency.

Digging deeper, Quality concerns accounted for 

approximately 776,000 units over 11 events. Mislabeling 

issues led to 10 recalls impacting 665,000 units, while 

Subpotency concerns resulted in 5 recalls of a cumulative 

581,000 units. 

Three second-quarter recalls documented in FDA 

enforcement reports were hand sanitizer products, but 

there has yet to be an event resulting from the latest 

benzene contamination concerns that are now implicating 

sunscreen products.

Of second-quarter recalls, the FDA classified 7 (11.9%) as 

the most serious Class I. These recalls impacted 1.9 million 

units. Class II recalls accounted for 35 recalls (59.3%) 

impacting 109 million units. The remaining 16 recalls 

(27.1%) and 334,000 impacted units received FDA’s Class III 

designation. One recall event is awaiting classification.

Fifty second quarter recalls impacted products nationwide. 

These recalls accounted for 84.7% of recalls. Three recalls 

impacted products distributed internationally.   

SECOND QUARTER BY THE NUMBERS

Pharmaceutical recalls dropped for the third consecutive quarter, decreasing 6.3% to 59 

events in the second quarter and marking a new low since the fourth quarter of 2015. 

While second quarter recalls impacted a 13-quarter high at 111 million units, this was 

largely due to an anomalous recall of preoperative skin preparation products accounting 

for 108 million units (97.4%). 

July logged 21 recalls, maintaining a level of activity similar to monthly averages  

logged through the first six months of the year. July recalls impacted about 19.3 million 

units, down from the second quarter’s monthly average of 37.1 million units. The 

leading cause of pharmaceutical recalls was failed specifications at 5 events, followed 

by products marketed without an approved NDA/ANDA which led to 4 recalls.

For context, products marketed without an approved NDA/ANDA accounted for 7 

recalls in the first half of the year, all recorded in the second quarter. This cause led 

to 12 recalls in 2020. We will continue to monitor for signs that the FDA is making 

additional efforts to crack down on products marketed without necessary approvals.
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STRONG QUALITY ASSURANCE DEPARTMENTS 
HOLD KEYS TO SUCCESS

JUDI ABBOTT CURRY, PARTNER, MEDICAL AND LIFE SCIENCES 
INDUSTRY TEAM CO-LEADER, HARRIS BEACH PLLC

Instead of the lean-and-mean approach, we encourage 

companies to “double down” on their quality assurance 

and control departments, ensuring they have the 

appropriate staff with enough bandwidth to effectively 

implement the company’s quality assurance mission. That 

includes visibility of the entire supply chain.  

Supply chain and CMO challenges 
create safety risks

While virtual audits and inspections (sometimes called 

e-audits) may be permitted, and essential when travel 

restrictions or social/physical distancing due to the pandemic 

are in place, they should not be the only means to ensure a 

safe supply chain. When companies cannot get on a plane and 

visit their raw material suppliers or contract manufacturing 

organization (CMO) sites, safety risks and recalls can follow. 

Case in point: inability to travel to foreign sites contributed to 

the many hand sanitizer recalls we saw last year. 

Hand sanitizer is an OTC drug with specific FDA 

requirements for manufacturing. Hand sanitizer CMOs 

were unable to get the proper grade raw materials, 

particularly ethanol, that they needed, from their existing 

partners. With demand high, these companies went to 

alternative sources in foreign countries. Unfortunately, 

we soon learned that some of these new ingredient 

sources delivered raw materials not approved for use in 

hand sanitizer. The raw materials contained less ethanol 

and included methanol or 2-Propanol -- which can be 

toxic. As a result, a number of sanitizer products were 

contaminated or found to have microbial contamination– 

leading to recalls.

The lesson companies need to learn from this situation is 

that recalls, and the resulting regulatory scrutiny and legal 

liability, can be a direct result of the inability to source 

raw materials from trusted suppliers. In other words, 

companies which distribute products made by CMOs, 

and particularly foreign CMOs, or manufacturers who buy 

raw materials from unfamiliar sources should incorporate 

quality control and assurance concepts into their supply 

issues, and ensure they are scrutinizing any new partners, 

sources or suppliers providing raw materials. 

If you have a long-standing history with a supplier or a 

CMO, with a sufficient verification system in place, you 

may have a sound Quality Agreement that provides trust 

to make necessary supply adjustments. But any time 

you engage a new supplier or CMO you never heard of 

and never met, it will behoove you to arrange for your 

own testing, inspection and validation of the supplier or 

CMO and the new ingredients before taking your finished 

product to market, or utilize an experienced testing vendor 

to ensure quality, safety and effectiveness of your products.

Third party labs influence recalls

Investigatory quality and safety testing by independent 

laboratories have been a threat even before the infamous 

benzene in bottled water, and nitrosamine in drugs, issues 

were discovered several years ago. Now the risks they 

present have taken new shape. Where prescription and 

over-the-counter drugs were the focus of past headlines, 

personal care products, cosmetics, sunscreens and hand 

sanitizers are among the latest targets. Recent third-

party testing by so-called patient advocacy and consumer 

The importance of a strong quality assurance department cannot be overstated. In our 

experience, significant manufacturing problems or unusual adverse events were sometimes 

preceded by a lean quality assurance team with limited education and even less time. 

protection labs purportedly found benzene in excess of 

particular limits in some batches of multiple brands of 

hand sanitizer, leading to a Citizen’s Petition to FDA to 

request a recall. FDA later announced additional voluntary 

recalls of scented hand sanitizers with excess levels of 

benzene, methanol and acetaldehyde. Soon after, more 

laboratory testing by third-parties detected benzene 

in several well-known brands of sunscreen, leading to 

another Citizen’s petition and voluntary recalls.

To avoid being the next product category or brand 

targeted, companies should examine the findings that led 

to the negative publicity. In many cases, the contaminant 

in question was not an intended ingredient or was a known 

by-product of manufacturing that exceeded permissible 

limits. Often, something happened somewhere in the 

supply chain or through the actions of the CMO, which 

could have been caught and corrected before distribution 

with vigilant quality measures. 

Effective supply chain management and quality assurance 

measures can mitigate these risks. These practices include 

safety and quality testing for ingredients and final products, 

retaining exemplars from identified batches, documentation 

as well as thorough oversight of ingredient suppliers. 

Keep in mind that from a reputational risk and liability 

standpoint, whatever happened to make the product 

unsafe is irrelevant because most U.S. jurisdictions apply 

strict liability for a defect in a product which caused an 

injury, even where there were good intentions. The name 

on the bottle or container is often the one that takes the 

hit (especially where the CMO or raw material supplier is 

foreign). It is also the first (and sometimes only) company 

to be named in litigation.

US economy drives product liability 
litigation

When a pharmaceutical, medical device, cosmetic or 

personal care product regulated by FDA is recalled, the 

plaintiffs’ bar often launches television and internet 

advertising campaigns soliciting plaintiffs for personal 

injury, consumer fraud and mass tort cases. Hand sanitizer 

and sunscreen manufacturers and suppliers are the latest 

target in their campaigns. Despite having little evidence to 

date that consumers were ever injured, sick or even at risk 

of an adverse event, lawsuits have already been filed.

Unfortunately for sunscreen and sanitizer manufacturers, 

this immediate response was not surprising. Anecdotally, 

there is an inverse relationship between product liability 

litigation and the U.S. economic outlook. When the 

economy is down, product liability, personal injury and 

mass tort litigation typically goes up. But when the 

economy looks bright, litigation often goes down.

Quality assurance professionals should be considered an 

essential investment critical to the success of the company. 

They require extensive training on Good manufacturing 

practice (GMP) and relevant procedures, audits and 

corrective actions. Then, when they have the appropriate 

training, knowledge and experience, they need to be given 

the leeway to do their job. When you have the right people 

in these positions, and they do their job well, the result 

always bodes well for the company. 
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CONCLUSION

Manufacturers are operating in one of the most turbulent and uncertain 

times in recent history. There appears to be a light and the end of the 

COVID-19 tunnel and economists predict a business boom for the 

remainder of the year. But while consumers may be eager for a return to 

normal, the 2019 “business-as-usual” posture for regulators and legislators 

is a thing of the past. Activists and regulators are poised for action, with 

the new Biden administration signaling that it will be a willing ally.

We stand by the prediction we made in our 2021 state of the nation report. 

The only thing we can be sure of in 2021 is expanding reputational risks to 

companies across all sectors. From a product-safety standpoint, the risks 

are numerous:

• Business interruptions

• Supply chain challenges

• Regulatory and legislative changes

• Financial impacts

• Product updates, upgrades, and warranty work

• Product recalls and market withdrawals 

• Data, privacy, and cybersecurity issues

• Innovation and advancements in technology

• Constantly shifting consumer demand

• Customer and partner apprehension

Companies across all industries would be wise to closely re-evaluate all 

manufacturing processes and vet supply chain partners. Invest some 

time and resources now to prepare your recall management, crisis, and 

communications plans. As you do that, remember to turn to expert 

partners for their experience and expert insights that could save you 

millions of dollars in regulatory and litigation costs.

Given how quickly our business and regulatory environments are evolving, 

expert partners help uphold your commitments to customers, supply chain 

partners, industry groups, and regulators, while protecting your reputation 

among the stakeholders that matter most.

ABOUT SEDGWICK BRAND 
PROTECTION

We are in-market risk experts. We are problem solvers. We protect 

businesses, their customers and our environment through best 

practice recall, remediation and retention solutions. 

Trusted by the world’s leading brands and businesses, we work in 

partnership to manage the risks and minimize the impacts of in-

market business and product crises.

When your reputation is on the line, we put our 25+ years of global 

experience on 5,000+ recalls affecting 500MM+ units to work for YOU. 

No one knows more about the recall and regulatory process than we do. 

Through that lens, we’ve seen industries evolve based on changing 

legislation, advancements in technology, shifts in consumer preferences 

and behaviors, and the growing complexities brought about by the 

transformation of supply chains. 

But we haven’t just watched it, we’ve been part of it. We’ve helped 

companies around the world prepare for and adapt during some of 

the most challenging events in their history. 

So, while we predict continued change in 2021 (and beyond), it’s nothing 

we haven’t seen or dealt with before. In fact, it’s often that these events, 

even what feels like a devastating product recall, offer opportunities 

to demonstrate trustworthiness and to build greater customer loyalty.

Sedgwick’s extensive brand protection resources, combined with our 

unmatched experience handling thousands of recall events, give us 

a unique perspective on the risks, challenges, and often overlooked 

opportunities associated with the reputational threats you face every day.

In an increasingly complex and regulated world, being prepared for risks 

is essential. Having the capabilities to act quickly and effectively is critical.

To find out more about our product recall capabilities, contact us today.

Website:  sedgwick.com/brandprotection

Telephone:  1.888.732.3901

Email:  brand.protection@sedgwick.com
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