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NHTSA

National Highway Traffic Safety Administration
Operates within the U.S. Department of Transportation.
Established in 1970 under the Highway Safety Act.  
NHTSA’s “mission is to save lives, prevent injuries, and reduce economic costs due to road traffic crashes, 
through education, research, safety standards, and enforcement.”
Writing and enforcing Federal Motor Vehicle Safety Standards (“FMVSS”), which are federal regulations.  
Recall jurisdiction over vehicles, car seats, tires, and equipment, such as air bags and seat belts.
Enforces TREAD Act and EWR. 
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NHTSA Recalls

When is a recall necessary?
When a motor vehicle or motor-vehicle equipment (including tires) does not 
comply with FMVSS. 
When there is a safety-related defect in the vehicle or motor-vehicle equipment.  
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NHTSA Recalls cont’d

“Safety-related defect” is a problem with 
motor vehicle or motor-vehicle equipment, 
which puts the safety of the driver or 
passengers, or both, in the vehicle at risk, 
according to Safercar.gov.

4

NHTSA Recalls cont’d

The U.S Code for Motor Vehicle Safety describes a safety-
related defect as “the performance of a motor vehicle or 
motor-vehicle equipment that protects the public against 
unreasonable risk of accidents occurring because of the 
design, construction, or performance of a motor vehicle, 
and against unreasonable risk of death or injury in an 
accident, and includes nonoperational safety of a motor 
vehicle.”  
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NHTSA Recalls cont’d

A manufacturer can decide to do a voluntary 
recall if there is a non-compliance with FMVSS 
or safety-related defect. 

Inconsequentiality petition.

NHTSA may issue a Recall Request Letter to a 
manufacturer requesting a recall.

If the manufacturer refuses, NHTSA may order a recall.  
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TREAD Act

Transportation Recall Enhancement, 
Accountability and Documentation Act 
(enacted in 2000).  

Response to fatalities related to Ford Explorers fitted with Firestone tires. 
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TREAD Act cont’d

Three components to TREAD Act.
Component 1:

Requires manufacturers to report to NHTSA when they conduct a safety recall or other safety campaign in a 
foreign country.  

Identical or substantially similar.
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TREAD Act cont’d

Component 2:
Manufacturers need to report information related to defects, reports of injury, or death related to its 
products, as well as other relevant data.  
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TREAD Act cont’d

Component 3:
Criminal liability if the manufacturer intentionally violates reporting requirements when a safety-related 
defect has subsequently caused a death or serious injury.  

1
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TREAD Act cont’d

Early Warning Reporting (“EWR”).
Manufactures of motor vehicles, motor-vehicle equipment, child-safety systems, and tires are required to 
submit EWR information to NHTSA in order to comply with the TREAD Act.  
EWR information must be reported on a quarterly basis. 
EWR information includes:

Aggregate information.
Includes, but is not limited to, property damage claims / notices, production numbers, warranty 
claims, field reports, non-dealer field reports, etc.

Death and injury information.
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NHTSA Enforcement and Penalties

Recent notable civil penalties:
2020 $20 million against Mercedes Benz (failure to timely notify owners of existence of defect and failure to 
file quarterly reports and recall communications).
2020 $600,000 against Navistar (failure to timely file noncompliance information).
2019 $1 million against Ride the Ducks, Inter’l, LLC (untimely recalls and failure to submit EWR).
2016 $200 million against TK Holdings Inc. (Takata) (failure to timely file defect information reports).

56 million Takata air bags are subject to recall.  
2016 $40 million against BMW (untimely recall and failure to file quarterly reports).

1
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Top 5 TREAD Act/EWR Best Practices

1. Maintain complete and well-documented investigation 
files.

2. Communicate with NHTSA on areas of uncertainty – with 
help of counsel (see No. 5). 

3. Do not miss reporting deadlines.
4. If in doubt, over report.  
5. Retain counsel experienced and knowledgeable 

regarding TREAD Act, EWR, and NHTSA communications.  
1
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Consumer Product Safety Commission –
Background Information

• Federal agency established in 1972 under the Consumer Product Safety Act to protect 
the public from unreasonable risks of injuries. 

• Purpose:
– Create uniform consumer product safety standards.
– Promote research that will help to avoid injuries.
– Help consumers to compare the safety of products.  

• CPSC regulates over 15,000 types of products – from toys to cribs to chairs to lighting 
equipment to bicycles.

• They do not have authority to regulate automobiles and other on-road vehicles, tires, 
boats, alcohol, tobacco, firearms, food, drugs, cosmetics, pesticides, and medical 
devices. 

15



2/22/2021

6

© 2021 Wilson Elser. All rights reserved.

CPSC Recalls

• Each year there are hundreds of recalls in the U.S.
• If a firm refuses to recall a product, the CPSC can force the firm to recall through the commencement 

of an administrative proceeding.

• CPSC receives thousands of calls to the CPSC Hotline on an annual basis.

• There are millions of visits to www.saferproducts.gov annually.

• CPSC negotiates millions of dollars in civil penalties through out-of-court settlements 
each year.
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Consumer Product Definition

• Any article, or component part thereof, produced or distributed (i) for sale to a consumer 
for use in or around a permanent or temporary household or residence, a school, in 
recreation, or otherwise, or (ii) for the personal use, consumption or enjoyment of a 
consumer in or around a permanent or temporary household or residence, a school, in 
recreation, or otherwise.  15 U.S.C. § 2052(a) (5)
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CPSC Duties

• Develop voluntary standards for products with industry members

• Issue and enforce mandatory standards or ban consumer products if no feasible standard 
would adequately protect the public 

• Conduct research on potential product hazards 

• Inform and educate consumers through the media, state and local governments, private 
organizations, and by responding to consumer inquiries 

18
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CPSC Section 15 Reporting Requirements

• Manufacturers, importers, distributors and retailers must notify the CPSC immediately if 
it learns its product:

– 1)  Fails to meet a consumer product safety standard or regulation;
– 2)  Contains a defect that could create a substantial product hazard to consumers;
– 3)  Creates an unreasonable risk of serious injury or death; or
– 4)  Fails to comply with a voluntary safety standard which the Commission has relied upon under the 

Consumer Product Safety Act.

• The manufacturer, distributor, importer, or retailer does not need to agree with, or even 
confirm, the information it obtains from any source regarding a problem with its 
product, in order to have a duty to report a potential issue to the CPSC. 
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Contents of a Section 15(b) report

• Description of the product

• Name and address of the company, and whether it is a manufacturer, distributor, importer 
or retailer

• Nature and extent of the possible product defect or unreasonable risk of serious injury or 
death

• Name, address, and telephone number of the person informing the Commission

• A timetable for providing information not immediately available

20
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Timing of Section 15(b) Report

• CPSC requires companies to report “immediately” or within 24 hours of obtaining 
reportable information

• CPSC also encourages reporting of potential substantial product hazard
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Triggering Standard for Reporting

• Whether a reasonable person, acting under the circumstances, should have known about 
the hazard while exercising due care

• Factors to consider:

• Consumer complaints

• Reports of injuries

• Evaluation of warranty returns

• Reports of experts

• In-house engineering reports to determine when a company was aware of reportable information

23
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Factors Considered In Determining If 
Product Defective

• The nature of the risk of injury that the product presents

• The population exposed to the product and its risk of injury

• The case law in the area of product liability law

• The case law interpreting federal and state public health and safety statutes

• The CPSC’s own experience and expertise

• The necessity of the product

• The utility of the product involved 

• Other factors relevant to the determination
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Purpose For Reporting

• Encourage widespread reporting of potential product hazards.

• Assist CPSC in discovering substantial hazards.

• Identify risks of injury that can be addressed through recalls or education.

25

© 2021 Wilson Elser. All rights reserved.

Determination Of A Defect

• Reporting a potential problem does not mean that the CPSC will find a product is 
dangerous or that corrective action is necessary.

• Filing a report is not an admission of liability.

26
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Fast Track Recall Program

• Alternative to Section 15(b) report

• Report a defect to the CPSC and implement a recall within 20 days

• CPSC will not deem product defective

• No “preliminary determination” by CPSC that product is defective

• Preliminary determination issued by CPSC may be discoverable in subsequent product liability litigation

• Report must contain Section 15(b) information and contain a Corrective Action Plan
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Consumer Product Safety Improvement 
Act Of 2008 (CPSIA)

• Passed into law on August 14, 2008.

• Most extensive consumer product safety legislation since 1972, when the 
Consumer Product Safety Act was passed and the CPSC was formed.

• Result of numerous recalls of imported toys in the US. 

28
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Mandatory Third Party Testing

• Lead paint

• Cribs

• Pacifiers

• Small parts

• Metal jewelry

• Baby bouncers and walkers

• Lead content
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Product Tracking And Product Registration

• August 2009 - all children’s product shall have a tracking label for identification in case 
of recall.

– Batch

– Run number

– Other identifying information that is available
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Product Registration

Manufacturers provide consumers with postage pre-paid 
registration forms for:

– Cribs

– Toddler beds

– Bath seats

– Gates

– Play yards

– Stationary activity centers

– Infant carriers

– Strollers

– Walkers

– Swings

– Bassinets

– Cradles 

– High chairs, booster seats and 
hook-on chairs
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Increased Civil And Criminal Penalties

• Increased maximum civil penalty for 1 violation from $5,000 to $100,000.

• Increased maximum civil penalty for series of related violations from $1,250,000 to 
$15 million.

• Applies to CPSA, Federal Hazardous Substances Act, and Flammable Fabrics Act.

• Increased maximum prison time from 1 year to 5 years.
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Criteria For Penalties

• Existence of a safety compliance program.

• History of compliance.

• Any economic gain from non-compliance.

• Failure to act in a timely or complete fashion.
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Recall Guidelines

• Direct Recall Notices – best to provide direct notice to consumer.

• If not feasible, recall notices will be sent throughout the distribution chain.

• Website application – prominent and understandable as well as interactive to allow 
communications with manufacturer.

• Non-English Accessibility – when product likely to have been purchased by non-
English speakers – look at geography.

• Signal words – “recall.”
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Proactive Steps To Be Taken By The Manufacturer

• A recall plan should be in place before a problem arises.

– It will make the process easier for the manufacturer, retailer, or distributor.

– It can also result in the reduction of injury or saving a life as the company can quickly notify the 
affected consumers and retrieve the product from the market in the most efficient manner 
possible 

• A recall coordinator should be designated by the company.
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Whistleblower Protection

• Protects employee of any manufacturer, private labeler, distributor, retailer or a 
federal, state, or local government agency, that reports information on a possible 
violation of the CPSA.  

• Employee may not be fired or discriminated against for:
– Reporting a suspected violation, 

– Testifying at a proceeding about a violation, or 

– Refusing to participate in any activity that the employee feels may be a violation of the CPSA.  

• If the employee feels that he or she has been fired or discriminated against, he/she 
must file a complaint with the Secretary of Labor within six months..
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Manufacturer Registration

• Manufacturers can pre-register with the CPSC.

• Speeds up the time within which the manufacturer will receive notice about the report.

• Secure notifications from CPSC about reports.

• Once registered, a manufacturer has the following options upon notification of a report:

– Submit a General Comment.  

– Indicate that the report contains confidential information. 

– Claim that the report is inaccurate, false, or misleading..
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Importance of Insurers

• Some insurance companies offer recall insurance – more common overseas; 
but becoming more prevalent in US.

• Companies can be forced into bankruptcy without insurance coverage, so it 
becomes more important for client relationships to offer recall coverage.

• Some first-party coverage may be interpreted to provide coverage for the loss 
of recall products, especially if it is a component part of another product.
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• Recalls can be used in some circumstances to show liability for injuries in a 
product liability case – but still have to show injury was proximately caused by 
the specific product.

• Recalls can be excluded in some states that exclude subsequent remedial 
measures, but could be admissible to show feasibility of alternative design at 
time of manufacture.

39
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How to Protect Manufacturers

• Companies should consider purchasing product recall insurance.

• Develop a protocol for dealing with product recalls in advance.

• Have a crisis management consultant ready in the event a systemic product 
failure is discovered and a recall is necessary.

• Designate a product recall coordinator within the company.  

40
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What Can Manufacturers Do?

• The CPSC requires manufacturers to report to them about product hazards.  Penalties for 
slow reporting or failure to report.

• The CPSC allows the public to report complaints about safety.

• There is a procedure for manufacturers to respond to website complaints.  
• Manufacturers need to be ready to follow it.

• Manufacturers need to monitor CPSC websites.

• Big-box retailers report safety issues to the CPSC – manufacturers have to be aware.
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What Sophisticated Practitioners Are Doing

• Designating representatives to be notified about complaints posted to CPSC 
website.
• Responding to posted complaints.

• Monitor CPSC website during the defense of every case. Plaintiffs will usually 
make a complaint and certainly get website data.

• Cooperate with big-box retailers.

• Prepare recall compliance team in advance.

• Include counsel in communications about hazards and recalls.
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CPSC Recall Requirements

• The CPSC will require a volume of activity during a recall
• Notice by various methods, direct mail, direct email, website, etc.

• Notice in Spanish or other languages in addition to English

• Specific requirements for disposal of products

• Specific postings at retailers

• Monthly reporting on recall status
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Concluding Thoughts

• CPSC is a governmental agency with tremendous power to regulate products that can 
tell manufacturers how their products should be built. 

• The CPSC gathers information from hospitals, coroners, its website, its consumer 
hotline, and from reports submitted by manufacturers.

• The reporting obligation can be triggered even if there have been no injuries, but it is 
perceived that an injury with the product could occur.

• Due to the enlargement of the CPSC’s power by Congress, and the increasing popularity 
of social media, recalls will continue to increase. 

• Plaintiffs’ attorneys will attempt to introduce consumer complaints submitted to the 
CPSC as evidence in product liability lawsuits.  
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Ernest Goodwin focuses his practice on product liability, speci�cally the defense of domestic
and foreign manufacturers, distributors and retailers in the United States, Canada and
Europe. Ernie also provides clients with innovative and timely strategic counsel to help them
make better-informed decisions, resolve complex legal challenges and achieve speci�c
business goals.

In addition, Ernie represents manufacturers in litigations and pre-suit investigations in claims
involving property damage arising out of �res and water leaks. He also has experience in the
defense of manufacturers, distributors and retailers of industrial products and equipment
and defended corporations in construction, labor and employment, securities and
commercial matters. Ernie prides himself on being responsive to clients and colleagues,
regardless of the day or time, and thinks outside the box and in terms of the big picture when
defending a claim or lawsuit.

Areas of Focus
Product Liability 
Ernie defends a range of products, supervising local counsel when matters extend beyond
one court or jurisdiction. These matters can include business e�ects on risk management,
insurance coverage, brand image, �nancing, �nancial reporting, corporate governance,
regulatory compliance, future corporate transactions and communications to shareholders.
Ernie employs state-of-the art computerized defense techniques in connection with product
liability and mass tort cases. When appropriate, he calls on the skills of specialized
investigators and forensic experts. Ernie’s clients include manufacturers of swimming pools,
swimming pool component parts, water pumping systems, televisions, cosmetic
manufacturers, cellular phones, microwave ovens, toaster ovens, refrigerators and other
consumer electronics and appliances.

Commercial Litigation 
Ernie represents large, well-established enterprises and small, entrepreneurial organizations
e�ectively and is frequently called on by general counsel of corporations to provide
innovative legal strategies or execute focused litigations within designated time frames and
budgets. New companies with limited exposure to intense litigation rely on Ernie to supply
critical legal experience to defend against a lawsuit or sharpen a contract. Also, when a
company splits apart and disagreement about division of assets is highly contentious, he
provides clear-headed advice and a range of options to help bridge the chasm so the parties
can reach agreements and avoid protracted �ghts that can easily distract from running the
new businesses successfully.
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Robert Sullivan’s primary practice areas include product liability, environmental law and
insurance coverage.

Product Liability  
Robert’s product liability practice primarily involves defending foreign and domestic tire
manufacturers in high-exposure matters. Speci�cally, he works with a partner as the foreign
clients’ national counsel. Robert oversees local counsel’s handling of the claims and works
directly with them on developing defense strategies; communicates with the client’s expert
team on defense- and strategy-related issues; and develops approaches to deconstructing
the plainti�s’ expert opinions.

Environmental  
Robert’s environmental practice focuses on state and federal environmental litigation,
administrative proceedings, compliance and real estate transactions. He has experience with
matters under the jurisdiction of the main federal environmental statutes (CERCLA, RCRA,
CWA, TSCA and FIFRA). Robert has also handled matters dealing with various state
environmental statutes (e.g., New York Navigation Law). Additionally, he has counseled clients
on environmentally related workplace issues under the regulation of the Occupational Safety
and Health Administration (OSHA). Speci�cally, Robert has conducted numerous facility audits
to advise clients on potential environmental and OSHA liability.

Insurance Coverage  
Robert’s insurance coverage practice includes coverage analysis and coverage opinions for
insurers and preparing coverage denial and reservation of rights letters. Robert also assesses
potential exposure and litigates insurance-coverage lawsuits.
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