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Since the U.S. Supreme Court handed 
down Wyeth v. Levine and Pliva v. 
Mensing, two important pre-emption 

decisions in the mass tort realm, there has 
been increased interest in pre-emption of 
state law claims. Pre-emption arguments, 
however, are not limited to mass tort phar-
maceutical litigation. 

Products liability law in the United 
States is largely based upon state regula-
tions and common law, which dictate how 
manufacturers, distributors, suppliers and 
retailers are to produce, package, distribute 
and sell merchandise to consumers through 
the stream of commerce. Traditionally, 
defenses to strict products liability claims 
under state law have been limited. While 
the new standards established by the 
Pennsylvania Supreme Court in Tincher v. 
Omega Flex, 104 A.3d 328 (2014), seem to 
provide both Pennsylvania consumers and 
manufacturers with an advantage (depend-
ing upon which side is making the argu-
ment), counsel for both sides should always 
consider how the affirmative defense of 
pre-emption can severely limit, if not total-
ly negate state law claims.

tHe Pre-emPtion doctrine

The genesis of federal pre-emption is 
found in Article VI of the U.S. Constitution: 
“This Constitution, and the laws of the 
United States which shall be made in pur-
suance thereof ... shall be the supreme law 
of the land; and the judges in every state 

shall be bound thereby, anything in the 
Constitution or laws of any state to the 
contrary notwithstanding.” The supremacy 
clause sets forth the relatively straightfor-
ward concept that when federal and state 
laws are in conflict with one another, the 
federal law wins. While simple in theory, 
the doctrine of federal pre-emption creates 
myriad issues, including the interpretation 
of Congress’ intent and the actual or per-
ceived conflict between state and federal 
requirements.

Congress indicates its pre-emptive intent 
in one of two ways: through a statute’s 
express language or through its structure 
and purpose, as in Altria Group v. Good, 129 
S. Ct. 538 (2008). Express pre-emption 
occurs when a federal law explicitly con-
firms Congress’ intention to pre-empt 
state law by its plain language, as in English 
v. General Electric, 110 S. Ct. 2270 (1990). 
For example, the Hazardous Materials 
Transportation Act (HMTA), enacted by 
Congress in 1975 to uniformly regulate the 

transportation of hazardous materials in 
commerce, contains an express pre-emp-
tion clause: “A law, regulation, order or 
other requirement of a state ... about any of 
the ... subjects [listed in Section 5125(b)(1)
(A)-(E)], that is not substantively the same 
as a provision of [the HMTA] [or] a regula-
tion prescribed under [the HMTA] ... is 
pre-empted.” Therefore, any common law 
products liability claim seeking to impose a 
state requirement for the design, manufac-
ture or testing of a product that falls within 
the HMTA would be pre-empted by the 
federal statute, and the plaintiff would be 
precluded from recovery under traditional 
state law tort claims.

Congress’ pre-emptive intent becomes 
more difficult to determine when the fed-
eral statutes are silent on the issue. In this 
circumstance, courts analyze the federal 
law in accordance with the state law to 
decide whether implied pre-emption was 
intended, keeping in mind that there exists 
a presumption against pre-emption based 
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on principles of federalism and a hesitancy 
to intrude on state powers. If it is impossi-
ble to comply with both the state and fed-
eral regulations governing the design and 
manufacture of a product, or when the 
state law imposes an obstacle to the 
achievement of Congress’ distinct objec-
tives in enacting a federal regulation, then 
conflict pre-emption exists and a plaintiff’s 
state law claims will be barred, as in Gade v. 
National Solid Wastes Management 
Association, 112 S. Ct. 2374 (1992). Even 
absent a direct conflict between state and 
federal requirements, courts will infer an 
intention to pre-empt state law if the fed-
eral regulation creates such a pervasive 
scheme in a particular area of the law that 
it tends to wholly “occupy the field,” leav-
ing the states no room in which to govern. 

aPPLication in Products 
LiaBiLity cases

Congress’ intent in passing the HMTA 
was to levy a nationwide regulatory 
scheme for transporting hazardous mate-
rials in commerce by creating uniformity 
of existing regulations and replacing those 
regulations that were inconsistent there-
with. Congress chose to do so by improv-
ing the regulation and enforcement 
authority of the U.S. Secretary of 
Transportation and endowing the U.S. 
Department of Transportation with regu-
latory jurisdiction over the containment 
and transport of hazardous materials 
throughout the nation. 

The HMTA provides broad regulations 
for the labeling and packaging of contain-
ers that hold hazardous materials. In many 
cases, these regulations may subject a man-
ufacturer or distributor to regular inspec-
tion of their products and containers by the 
DOT. Common consumer products such 
as aerosol cans, gasoline containers and 
oxygen cylinders fall under the HMTA’s 
regulatory authority. 

Wielding its pre-emptive power, the 
DOT has formally declared that the 
HMTA and DOT’s enforcement regime 
occupy the field of hazardous materials 
exclusively, leaving the states with no room 
for additional regulation, as in In re Amtrol 
Holdings, 532 Fed. Appx 316 (3d Cir. 2013). 
Therefore, state products liability claims 
are not only expressly pre-empted by 
Section 5125(b)(1) of the HMTA, but 
could also be barred by the doctrine of 
field pre-emption. 

Practitioners can consult the DOT 
spreadsheet for the 2,945 different 
“Hazardous Materials Descriptions and 
Proper Shipping Names” that are regulat-
ed by the DOT. Many consumer products 
may contain one of the listed hazardous 
materials substances. While the substance 
itself may not be regulated by the HMTA, 
any claims regarding the warning labels 
found on the container or its design will 
probably be pre-empted under the HMTA. 
For instance, a California court granted 
summary judgment in a case where the 
plaintiff alleged that an old aerosol can 
exploded as she attempted to discard it, 
injuring her hand, in Maxwell-Miller v. 
Dow Chemical, Case No. 
37-2010-00058419-CU-PL-NC, Superior 
Court of the State of California, County of 
San Diego (Sept. 10, 2013). The aerosol 
can was a regulated container under the 
HTMA, and the court, finding express pre-
emption of the plaintiff’s state tort claims, 
ruled that the plaintiff had failed to estab-
lish evidence of a violation of the federal 
statute. 

consumer Product safety act

The Consumer Product Safety 
Commission imposes limits on consumer 
products through the provisions of the 
Consumer Product Safety Act (CPSA) and 
the Consumer Product Safety Improvement 
Act of 2008 (CPSIA). There are a wide 
variety of consumer products that are regu-
lated by the CPSA and CPSIA, including 
bicycle helmets, cap guns, matchbooks, art 
supplies and lawn darts.

The CPSA contains an express pre-
emption clause as follows: “Whenever a 
consumer product safety standard under 
this act is in effect and applies to a risk of 
injury associated with a consumer product, 
no state or political subdivision of a state 
shall have any authority either to establish 
or to continue in effect any provision of a 
safety standard or regulation which pre-
scribes any requirements as to the perfor-
mance, composition, contents, design, fin-
ish, construction, packaging or labeling of 
such product which are designed to deal 
with the same risk of injury associated with 
such consumer product, unless such 
requirements are identical to the require-
ments of the federal standard.”

The CPSA also contains what is known 
as a “savings clause” that allows a consumer 
to proceed with a cause of action against a 

manufacturer: “Compliance with consum-
er product safety rules or other rules or 
orders under this act shall not relieve any 
person from liability at common law or 
under state statutory law to any other per-
son.” This language has been interpreted 
to allow a plaintiff to claim that a manufac-
turer’s compliance with CPSA rules did not 
bar a state law claim for failure to exceed 
the federal labeling, design and manufac-
turing standards, as held in Leipart v. 
Guardian Industries, 234 F.3d 1063 (9th Cir. 
2000).

Courts across the country have inter-
preted savings clauses in different ways, 
with the majority of decisions requiring a 
case-by-case assessment. One consistently 
successful argument for consumers arises 
from Geier v. American Honda Motor, 120 S. 
Ct. 1913 (2000), in which the U.S. Supreme 
Court found that the inclusion of a savings 
clause in a federal statute prohibits a broad 
reading of any express pre-emption lan-
guage. 

tiPs for Practitioners

When defending a state law claim for 
products liability, it is important to research 
and know all state and federal laws that 
govern not only the product itself, but the 
overall industry in which the product is 
found. Be sure to flush out any potential 
arguments you may have for pre-emption, 
beginning of course with the existence of 
any express pre-emption provisions or sav-
ings clauses. Analyze the federal regula-
tions in accordance with any applicable 
state laws for direct conflict or the impos-
sibility of mutual compliance. Finally, eval-
uate the balance of state and federal power 
in the field to determine whether the states 
were given any deference by Congress to 
govern.  •
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