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I.
Introduction 

Federal preemption occurs when a federal law supersedes or supplants an inconsistent state law or regulation.  Black’s Law Dictionary 1216 (8th ed. 2004).  Such a basic definition gives the impression that federal preemption is simple; however, it is actually a complex topic that all litigants should be familiar with because of the potentially drastic affects it can have on litigation outcomes.  Section II of this Article explains the basic principles of federal preemption.  Section III provides examples of how preemption issues have been resolved by courts in the past, with the goal of providing the reader with the familiarity necessary to identify the opportunities, or dangers, that federal preemption may present in any given case.  Section IV concludes by discussing the practical implications of prior court decisions.
II.
The Basics


There are two types of federal preemption:  (1) express and (2) implied.  Jennifer S. Hendricks, Preemption of Common Law Claims and the Prospects for FIFRA:  Justice Stevens Puts the Genie Back in the Bottle, 15 Duke Envtl. L. & Pol'y F. 65, 69 (2004).  Both types can be used to preempt a state’s positive (e.g., statutory and regulatory) or common law.  Id.  


Express preemption occurs when a federal statute contains a preemption clause providing that the federal statute supersedes or supplants inconsistent state law.  See id.  When there is an express preemption clause, the question is whether the state law at issue falls within the preemptive scope of the federal statute’s preemption clause.  Id.  

There are three types of implied preemption:  (1) impossibility preemption; (2) obstacle preemption; and (3) field preemption.  Id., at 70.  Impossibility and obstacle preemption are often collectively referred to as “conflict preemption.”  
Impossibility preemption occurs when the state and federal law are in direct conflict, such that it is impossible for a party to comply with both.  Sprietsma v. Mercury Marine, 537 U.S. 51, 64 (2002).  Obstacle preemption occurs when it is possible for a party to comply with both the federal and state law, but the state law creates an obstacle to compliance with the federal law or hinders the advancement of the policies behind the federal law.  Id.  Field preemption occurs when Congress has so completely taken over a field of law that an inference of federal exclusivity has been created.  Id.; Hendricks, Preemption of Common Law Claims, at 70.  
As with express preemption, once it has been determined that a federal law possesses implied preemptive force, the question becomes whether the state law at issue falls within the preemptive scope of the federal law.  Hendricks, Preemption of Common Law Claims, at 70.  
Implied preemption can occur even when a federal statute contains an express preemption clause.  Sprietsma, 537 U.S. at 65; Hendricks, Preemption of Common Law Claims, at 70.  In such cases, the scope of preemption will likely be greater than if the express preemption clause is the sole source of preemption authority.  Hendricks, Preemption of Common Law Claims, at 70.  For example, a state common law claim that survives a federal law’s express preemption clause, perhaps due to that same federal law’s savings clause, may still be preempted on a theory of implied conflict or field preemption.   

There are several presumptions that a court may apply in the preemption context.  First, there is “a general presumption against preemption, at least in areas of law traditionally regulated by the states.”  Id., at 71 (citing Cipollone v. Liggett Group, Inc., 505 U.S. 504, 516 (1992) and Rice v. Santa Fe Elevator Corp., 331 U.S. 218 (1947)).  Second, even if an area of state law is subject to some preemption, the presumption against preemption applies to limit the scope of that preemption, e.g., the presumption against preemption applies to the court’s determination of whether a certain area of law is subject to preemption as well as to the court’s determination of whether the particular state law at issue is preempted.  Id. (citing Medtronic, Inc. v. Lohr, 518 U.S. 470, 485 (1996)).  Courts, particularly recent courts, often state that such presumptions can only be overcome by a “clear and manifest” indication of congressional intent for the federal law to possess preemptive authority.  See, e.g., Wyeth v. Levine, 555 U.S. ___, 129 S. Ct. 1187, 1194 (2009); Bates v. Dow AgroSciences, LLC, 544 U.S. 431, 449 (2005). 
III.
Prior Court Decisions


This Section will provide examples of how preemption issues have been resolved by prior courts by briefly examining how select cases have resolved such issues arising from:  (A) the National Traffic and Motor Vehicle Safety Act; (B) the Federal Boat Safety Act; (C) the Federal Insecticide, Fungicide, and Rodenticide Act; and (D) the Federal Food, Drug, and Cosmetic Act.


A.
The National Traffic and Motor Vehicle Safety Act


1.
Geier v. Am. Honda Motor Co., Inc.



The plaintiff’s claims in Geier arose out of a car accident.  529 U.S. 861, 865 (2000).  The plaintiff sued the defendant, the car’s manufacturer, under the District of Columbia’s tort law alleging that the defendant had “designed its car negligently and defectively because it lacked a driver’s side airbag.”  Id., 529 U.S. at 865.  


The U.S. Supreme Court addressed the issue of whether Federal Motor Vehicle Safety Standard (“FMVSS”) 208, which had been promulgated by the Department of Transportation (“DOT”) under the authority of the National Traffic and Motor Vehicle Safety Act of 1966, 15 U.S.C. § 1381 et seq. (1988) (now codified as amended in 49 U.S.C. § 30101 et seq.) (the “Safety Act”), preempts a state common law tort action “in which the plaintiff claims that the defendant auto manufacturer, who was in compliance with the standard, should nonetheless have equipped a 1987 automobile with airbags.”  Id., 529 U.S. at 864-65.  The court held that plaintiff’s common law tort claim conflicted with the objectives of FMVSS 208 and, therefore, was preempted under a theory of implied conflict preemption.  Id., 529 U.S. at 866. 

To reach that holding, the court considered three questions.  The first question considered by the court was whether the Safety Act’s express preemption clause preempted the plaintiff’s claims.  Id., 529 U.S. at 867.  At the time relevant to the suit, the Safety Act contained an express preemption clause which provided that:  

[w]henever a Federal motor vehicle safety standard established under this subchapter is in effect, no State or political subdivision of a State shall have any authority either to establish, or to continue in effect, with respect to any motor vehicle or item of motor vehicle equipment any safety standard applicable to the same aspect of performance of such vehicle or item of equipment which is not identical to the Federal Standard.

Id. (citing 15 U.S.C. § 1392(d) (1988 ed.) (now codified as amended in 49 U.S.C. § 30103(b))).  The Safety Act, however, also included a savings clause.  The savings clause provided that:  “‘compliance with’ a federal safety standard ‘does not exempt any person from any liability under common law.’”  Id., 529 U.S. at 868 (citing 15 U.S.C. § 1397(k) (1988 ed.) (now codified as amended in 49 U.S.C. § 30103(e)).  The court stated that:

[w]ithout the saving clause, a broad reading of the express preemption provision arguably might preempt [plaintiff’s claims], for . . . it is possible to read the preemption provision, standing alone, as applying to standards imposed in common law tort actions, as well as standards contained in state legislation or regulations.  And if so, it would preempt all nonidentical state standards established in tort actions covering the same aspect of performance as an applicable federal standard, even if the federal standard merely established a minimum standard.  On that broad reading of the preemption clause little, if any, potential “liability at common law” would remain.  And few, if any, state tort actions would remain for the savings clause to save.  We have found no convincing indication that Congress wanted to preempt, not only state statutes and regulations, but also common law tort actions, in such circumstances.  Hence the broad reading cannot be correct.  The language of the preemption provision permits a narrow reading that excludes common law actions.  Given the presence of the savings clause, we conclude that the preemption clause must be so read. 

Id.  Therefore, the court held that plaintiff’s common law tort claims were not expressly preempted.  Id. (stating that such a holding “gives actual meaning to the saving clause’s literal language, while leaving adequate room for state tort law to operate – for example, where federal law creates only a floor, i.e., a minimum safety standard”). 


The second question the court considered was whether the express preemption or savings clause “foreclose or limit the operation of ordinary preemption principles insofar as those principles instruct [the court] to read statutes as preempting state laws (including common law rules) that ‘actually conflict’ with the statute or federal standards promulgated thereunder.”  Id., 529 U.S. at 869.  The court held that neither the savings clause nor the express preemption clause bars the ordinary working of conflict, i.e. implied, preemption principles.  Id.  In addition, the majority held that the preemption provision, savings clause, or a combination of both do not give rise to any “special burden” that would “disfavor preemption.”  Id., 529 U.S. at 870-74.  Thus, ordinary implied preemption principles apply, even in the presence of such clauses.

The third question the court considered was “whether a common law ‘no airbag’ action . . . actually conflicts with FMVSS 208.”  Id., 529 U.S. at 874.  The court held that it did.  Id.  The court found that:  (1) the DOT had affirmatively considered and rejected a proposed FMVSS 208 “all airbag” standard; (2) the standard adopted by FMVSS 208 deliberately sought a variety of different passive restraint systems by “setting a performance requirement for passive restraint devices and allowing manufacturers to choose among different passive restraint mechanisms, such as airbags, automatic belts,” etc. because of a policy judgment that safety would best be promoted if manufacturers installed alternative protection systems in their fleets; and (3) the plaintiff’s tort claim would impose a duty on all car manufacturers to install airbags rather than other passive restraint systems in their fleets thereby presenting “an obstacle to the variety and mix of devices that the federal regulation sought.”  Id., 529 U.S. at 878-81.  


Lastly, the court stated that they placed “some weight” on the DOT’s interpretation of FMVSS 208’s objectives and the DOT’s conclusion that the plaintiff’s tort suit would create an obstacle to the accomplishment of those objectives.  Id., 529 U.S. at 883.  The court found that a “formal agency statement of preemptive intent” is not a prerequisite to concluding that a conflict exists.  Id., 529 U.S. at 884.  The court noted that “while ‘[p]reemption fundamentally is a question of congressional intent’” . . . “[a]nd though the court has looked for a specific statement of preemptive intent where it is claimed that the mere ‘volume and complexity’ of agency regulations demonstrate an implicit intent to displace all state law in a particular area . . . the court has never before required a specific, formal agency statement identifying conflict in order to conclude that such a conflict in fact exists.”  Id.


2.
Martinez v. Ford Motor Co. 

The plaintiffs’ claims in Martinez arose out of a fatal automobile accident.  488 F. Supp.2d 1194, 1195 (M.D. Fla. 2007).  The plaintiffs asserted negligence, strict liability, failure to warn, and breach of warranty claims, alleging, in part, that the side and rear windows of the vehicle at issue should have been glazed with laminated rather than tempered glass.  Id.   The defendant moved for partial summary judgment on the grounds that the plaintiffs’ claims regarding the vehicle’s windows were preempted by federal law, specifically FMVSS 205 which regulates car windows and sets out a list of seven permissible materials for “automotive glazing, including laminated glass, glass-plastic, tempered glass, and plastic.”  Id.  


The court concluded that any claim of express preemption or implied preemption on the basis of field preemption was irrelevant to the case.  Id., 488 F. Supp.2d at 1195-96.  If the plaintiffs’ claim was preempted, it would be due to an “actual conflict” between the state and federal laws, i.e., implied conflict preemption.  Id.   


The defendant argued and the court agreed that the predominant factor in determining whether FMVSS 205 preempted the plaintiffs’ action was “whether the standard permits the manufacturer to make a choice between available options and whether the design defect claim would foreclose choosing that option.”  Id., 488 F. Supp.2d at 1196.  As a result, the Martinez Court’s decision is broader than the Roland Court’s decision discussed below, because the Roland Court specifically noted that not every federal regulation that provides a manufacturer with a choice preempts state law.


The court then turned to Geier and a host of lower court decisions for guidance.  Id.  Application of the analysis from Geier and the other lower court decisions led the court to conclude that the plaintiffs’ claims were preempted by FMVSS 205 because the regulatory scheme imposed by the standard specifically preserved the option of installing tempered glass and the plaintiffs’ claims would have foreclosed that option.  Id., 488 F. Supp.2d at 1197.


3.
Roland v. General Motors Corp.


In Roland, the plaintiffs filed suit asserting that their vehicle was defectively and negligently designed because the vehicle’s center rear seat had a lap-only belt as opposed to a lap-shoulder belt.  881 N.E.2d 722, 724 (Ind. Ct. App. 2008).  The defendant argued that any claim predicated on their choice to install a lap-only belt was preempted by FMVSS 208.  Id.  


The court stated that “the Safety Act contains a preemption provision that explicitly preempts any state legislative or regulatory enactment that covers ‘the same aspect of performance’ as a federal standard but is not identical to the federal standard.”  Id., 881 N.E.2d at 726 (citations omitted) (emphasis in original).  In addition, the court noted that the Safety Act contains a savings clause which “‘preserves those actions that seek to establish greater safety than the minimum safety achieved by a federal regulation intended to provide a floor.’”  Id. (quoting Geier, 529 U.S. at 870).  The savings clause, however, does not:  (1) “preclude preemption where a state’s common law ‘would upset the careful regulatory scheme established by federal law’” or (2) “‘bar the ordinary working of conflict preemption principles.’” Id.  (quoting Geier, 529 U.S. at 869-72).  Thus, the court conceded that a common law claim preserved by the Safety Act’s savings clause may still be subject to implied preemption.    

The federal standard at issue, FMVSS 208, gave the defendant the option of installing lap-only or lap-shoulder seat belts with either an automatic or manual adjusting device.  Id., 881 N.E.2d at 724.  The Roland Court turned to Geier for guidance as to whether FMVSS 208 preempted the plaintiff’s claims.  Id., 881 N.E.2d at 726.  The plaintiffs, however, attempted to distinguish Geier and compare their claim to the claim advanced by the plaintiff in Sprietsma (discussed below) where the U.S. Supreme Court held that the plaintiff’s common law tort claim was not preempted.  The court, however, rejected that comparison.  Id., 881 N.E.2d at 728-29.  The court stated that “Sprietsma involved a complete absence of regulatory action,” whereas Roland involved an affirmative “choice made available as part of the comprehensive regulatory action expressed in FMVSS 208.”  Id.   


Therefore, the court held that the plaintiffs’ “common law tort action [was] preempted on the narrow grounds that it conflict[ed] with the deliberate and comprehensive regulatory scheme set forth in FMVSS 208.”  Id., 881 N.E.2d at 729.  The court, however, was careful to note that they were not holding that “any regulation which affords a choice to a manufacturer preempts the state action.”  Id.  


Because the court in Roland stated that FMVSS 208 constituted a “comprehensive regulatory scheme,” its holding was potentially based on field preemption.  See id.  The court, however, also stated that the plaintiffs’ common law tort action was preempted “on the narrow grounds that it conflict[ed] with . . . FMVSS 208.”  Id. (emphasis added).  Therefore, the court’s holding was most likely based on obstacle preemption.  Impossibility prevention, the only other form of conflict preemption besides obstacle preemption, was not an issue in Roland because compliance with both laws was not impossible, i.e., the defendant could have installed a lap-shoulder belt and still complied with FMVSS 208 but simply chose not to as it was permitted to do under FMVSS 208.  Such a reading of Roland would be in line with the reasoning of other courts in prior decisions, as evidenced by the Martinez decision discussed above.


B.
The Federal Boat Safety Act and Sprietsma v. Mercury Marine 
The plaintiff’s claims in Sprietsma arose from an incident in which the plaintiff’s wife fell out of a recreational ski boat.  537 U.S. at 54.  The boat’s propeller, manufactured by the defendant, then struck the plaintiff’s wife who suffered fatal injuries as a result.  Id., 537 U.S. at 54.  The plaintiff filed a state common law tort action, in which he asserted that the defendant had “manufactured an unreasonably dangerous product because, among other things, the motor was not protected by a propeller guard.”  Id., 537 U.S. at 55.  Preemption became an issue because recreational boats are subject to federal law and regulation, and the defendant asserted preemption as a defense.  

The Federal Boat Safety Act of 1971, 46 U.S.C. § 4301 et seq. (“FBSA”), is a statutory scheme designed to, among other things, improve boating safety and encourage uniformity of boating laws and regulations between the states.  Id., 547 U.S. at 57.  To accomplish its goals, the FBSA authorizes the Secretary of Transportation to:  (1) issue regulations establishing minimum safety standards for “recreational vessels and associated equipment” and (2) require the installation and use of equipment that meets those standards.  Id.  The Secretary then delegated that authority to the Coast Guard.  Id.   

The issue presented by Sprietsma was whether the plaintiff’s “state common law tort action seeking damages from the manufacturer of an outboard motor [was] preempted either by the enactment of the [FBSA] or by the decision of the Coast Guard . . . not to promulgate a regulation requiring propeller guards on motorboats.”  Id., 537 U.S. at 54.  

The defendant asserted three alternative arguments in support of preemption.  First, the defendant argued that the preemption clause of the FBSA expressly preempted the plaintiff’s common law tort claim.  See id., 537 U.S. at 62-64.  Second, the defendant argued that the Coast Guard’s decision to not require propeller guards impliedly preempted the plaintiff’s common law tort claim because of the conflict between the federal and state laws.  Id., 537 U.S. at 64-68.  Finally, the defendant argued that the FBSA so completely occupies the field of safety regulation of recreational vessels as to implicitly preempt the plaintiff’s common law tort claim.  Id., 537 U.S. at 68-70.  

In addressing the defendant’s first argument, the U.S. Supreme Court examined the express preemption clause of the FBSA, which provides that:  

[u]nless permitted by the Secretary . . .  a State or political subdivision of a State may not establish, continue in effect, or enforce a law or regulation establishing a recreational vessel or associated equipment performance or other safety standard or imposing a requirement for associated equipment . . . that is not identical to a regulation prescribed under section 4302 of this title.

46 U.S.C. § 4306 (emphasis added).  The court then found that the preemption clause of the FBSA does not expressly preempt common law tort claims because:  (1) the use of the article “a” before “law or regulation” implies a discreteness which is not present in the common law and (2) the use of the words “law or regulation,” as opposed to the use of the word “law” alone, indicates that Congress only meant the preemption clause to apply to positive state laws.  Sprietsma, 537 U.S. at 63.  The court reasoned that if “law” were read broadly enough to include the common law it might also be read broadly enough to include regulations, and that would render the express reference to “regulation” in the preemption clause superfluous.  Id.  


The court then found that a comparison of the language in the FBSA’s preemption clause cited above and the FBSA’s savings clause, which provides “[c]ompliance with this chapter or standards, regulations, or orders prescribed under this chapter does not relieve a person from liability at common law or under state law,” buttressed such a conclusion because it indicates that Congress recognized the difference between state positive and common law and intended to save state common law but preempt state positive law.  See id., 537 U.S. at 63; 46 U.S.C. § 4311(g).  The court also reasoned that the presence of the savings clause assumes that there are state common law actions worth saving, because such actions perform an “important remedial role in compensating accident victims.”  Sprietsma, 537 U.S. at 63-64. 


Therefore, the court held that the plaintiff’s common law tort claim was not expressly preempted by the FBSA.  See id., 537 U.S. at 63-64.

The court next addressed the defendant’s second argument, that the Coast Guard’s decision to not require propeller guards impliedly preempted the plaintiff’s common law tort claim because of the conflict between the federal and state laws, e.g., a defendant is not required by federal law to provide propeller guards yet that same defendant may be held liable under state common law for failing to provide such propeller guards.  See id., 537 U.S. at 64-68.  The court noted that:  (1) the Coast Guard simply declined to take regulatory action as to propeller guards and never affirmatively decided whether such guards were necessary or unnecessary; (2) the Coast Guard has never taken the position that common law claims relating to an area not yet subject to federal regulation would conflict with the policies of the FBSA; (3) the Coast Guard did not view the refusal to regulate propeller guards as having preemptive affect; and (4) the main reason for the Coast Guard’s decision to not take regulatory action was the unavailability of a universally acceptable propeller guard which is not necessarily inconsistent with a tort verdict that some type of propeller guard should have been installed on that particular type of boat.  Id..  

Therefore, the court held that any conflict between the federal and state laws at issue did not give rise to implied conflict preemption.   Compare Geier, 529 U.S. 861 (holding that the DOT’s affirmative rejection of a requirement that airbags be installed in all automobiles impliedly preempted a plaintiff’s common law tort action based on the defendant’s failure to install airbags, at least where the DOT viewed the tort action as creating an obstacle to the advancement of the policies behind the federal law); and Ark. Elec. Cooperative Corp. v. Ark. Pub. Serv. Comm’n, 461 U.S. 375, 384 (1983) (recognizing that “a federal decision to forego regulation in a given area may imply an authoritative federal determination that the area is best left unregulated, and in that event would have as much preemptive force as a decision to regulate”).    

Lastly, the court addressed the defendant’s third argument that the FBSA so completely occupies the field of safety regulation of recreational vessels as to implicitly preempt the plaintiff’s common law tort claim.  In analyzing that argument, the court noted that the FBSA “does not require the Coast Guard to promulgate comprehensive regulations covering every aspect of recreational boat safety and design;” nor does it require the “Coast Guard to certify the acceptability of every recreational boat subject to its jurisdiction.”  Sprietsma, 537 U.S. at 69 (emphasis in original); compare Ray v. Atlantic Richfield Co., 435 U.S. 151, 161-65 (1978) (explained in U.S. v. Locke, 529 U.S. 89 (2000)) (holding that a federal statute that required the Secretary of Transportation inspect and certify each oil tanker operating in the navigable waters of the U.S. in order to verify their safety and protect the environment implicitly preempted the power of the state of Washington to impose upon oil tankers higher design requirements because that area of law was reserved for federal regulation and Congress had left no room for state regulation of such matters).  That fact, along with the court’s interpretation of the FBSA’s express preemption clause and savings clause discussed above, led the court to find that the structure and framework of the FBSA do not convey a “clear and manifest intent” by Congress to so completely occupy the field of recreational boat safety as to preempt all state common law claims relating to boat manufacture.  Sprietsma, 537 U.S. at 69.  

In addition, the court found that the FBSA’s goal of fostering uniformity in manufacturing regulations did not justify disposing of common law tort remedies, at least in the absence of a contrary decision by the Coast Guard, because compensating accident victims and their families “serves the Act’s more prominent objective, emphasized by its title, of promoting boating safety.”  Id., 537 U.S. at 70.  

Therefore, the court held that the FBSA does not so completely occupy the field of safety regulation of recreational vessels as to implicitly preempt the plaintiff’s common law tort action.  See id., 537 U.S. at 69-70.  As a result of the court’s rejection of the defendant’s three arguments for preemption, the plaintiff was allowed to pursue his common law tort claim.  See id. 


C.
The Federal Insecticide, Fungicide, and Rodenticide Act and Bates v. Dow


AgroSciences, LLC

The Federal Insecticide Fungicide, and Rodenticide Act, 7 U.S.C. § 136 et seq. (“FIFRA”), requires that pesticide manufactures obtain permission from the Environmental Protection Agency (“EPA”) prior to marketing a pesticide by submitting a proposed label and supporting data to the EPA for registration.  See Bates, 544 U.S. at 438.  After receiving the proposed label and supporting data, the EPA will generally register the pesticide if “it is efficacious . . . will not cause unreasonable adverse effects on humans and the environment . . . and its label complies with the statute’s prohibition on misbranding.”  Id. (citations omitted).


FIFRA contains an express preemption clause which provides that states “shall not impose or continue in effect any requirements for labeling or packaging in addition to or different from those required under this subchapter.”  7 U.S.C. § 136v(b).

In Bates, the petitioners were Texas peanut farmers who alleged that Dow AgroSciences, LLC (“Dow”) knew, or should have known, that its pesticide, a weed killer named Strongarm, would stunt the growth of peanuts in soil with pH levels of 7.0 or greater, but still recommended on Strongarm’s label that it be used in “all areas where peanuts [grow].”  Bates, 544 U.S. at 435.  The soil on the peanut farmers’ farms had pH levels of 7.2 and higher.  Id.  Therefore, when Strongarm was applied to the farmers’ peanut crops, the crops were severely damaged.  Id.
When Dow received notice that the farmers intended to bring suit, it filed a declaratory judgment action asserting that the farmers’ claims were either expressly or impliedly preempted by FIFRA.  Id.  The farmers then brought counterclaims grounded in both state positive and common law.  Id., 544 U.S. at 435-36.
In granting Dow’s summary judgment motion, the lower courts both held that FIFRA’s preemption clause expressly preempted the farmers’ claims; a decision which was consistent with some court decisions but in conflict with others as well as with the position previously taken by the EPA in an amicus curia brief.  Id., 544 U.S. at 436-437.

Therefore, the U.S. Supreme Court granted certiorari to resolve the conflicting lower court opinions.  Id., 544 U.S. at 437.  The court began by noting that it had never addressed the issue of whether FIFRA preempts tort or other state common law claims, and that FIFRA litigants had not been successful with preemption arguments as to common law claims until after the court’s decision in Cipollone, 505 U.S. 504, in which the court held that the term “requirement or prohibition” in the Public Health Cigarette Smoking Act of 1969’s preemption clause included common law duties and, therefore, preempted certain tort claims against cigarette companies.  Id., 544 U.S. at 440-41.  The court also initially noted that in a different context it had held that FIFRA was not sufficiently comprehensive to justify an inference that Congress had occupied the entire field.  Id., 544 U.S. at 441-42 (citing Wis. Public Intervenor v. Mortier, 501 U.S. 597 (1991)).
The court then addressed the issue of whether FIFRA’s preemption clause applied to the farmers’ state common law claims.  The court held that for FIFRA’s preemption provision to preempt a state law, that state law:  (1) must be a labeling or packaging “requirement” (2) that is in addition to or different from FIFRA’s requirements.  Id., 544 U.S. at 443-44 (emphasis added).  The court also affirmed the Court of Appeals holding that the term “requirement” includes both state positive and common law.  Id., 544 U.S. at 443.
As a result, the court concluded that the farmers’ claims for defective design, defective manufacture, negligent testing, and breach of express warranty were not preempted by FIFRA because they “do not qualify as requirements for ‘labeling or packaging.’”  Id., 544 U.S. at 444.
Furthermore, because a “‘requirement’ is a rule of law that must be obeyed” whereas a jury verdict is merely a motivating factor that influences an “optional decision,” the court concluded that focusing on whether a finding of liability would induce Dow to alter its label is not the proper inquiry for resolving preemption issues.  Id., 544 U.S. at 444-45.  Rather, in order to determine whether FIFRA preempts a state common law claim, the court stated that one must look to the specific elements of the common law duty at issue in order to determine if they constitute a labeling or packaging requirement that is in addition to or different than FIFRA’s requirements.  See id., 544 U.S. at 445.
The farmers also asserted fraud and negligent failure to warn claims.  As opposed to the farmers’ other claims, the court found that the fraud and negligent failure to warn claims set a standard for labeling.  Id., 544 U.S. at 446.  Because those claims set a standard for labeling, they qualified as “requirements for ‘labeling and packaging.’”  Id.  However, even though those claims set a requirement for labeling or packaging, the court held that they would not be preempted by FIFRA’s preemption clause unless they were different from or in addition to FIFRA’s requirements.  See id., 544 U.S. at 447.  Therefore, state common law claims that set a labeling or packaging requirement that “is equivalent to and fully consistent with FIFRA’s misbranding provisions” are not preempted by FIFRA’s preemption clause.  Id.
The court stated that its “‘parallel requirements’ reading” of FIFRA’s preemption clause is supported by its decision in Medtronic, Inc., 518 U.S. 470, in which the court found that nothing in the applicable preemption clause denied the state the right “to provide a traditional damages remedy for violations of common law duties when those duties parallel federal requirements.”  Id., 544 U.S. at 447.
In explaining that the “parallel requirements” reading allows states to provide a private common law remedy for the violation of FIFRA’s labeling requirements, the court stated that to overcome the presumption against preemption that applies to areas of law traditionally subject to state regulation the court needs a “clear and manifest” indication of Congress’ intent to have the federal law preempt state law.  See id., 544 U.S. at 449.  Such a clear and manifest intent was lacking in Bates.
After holding that a state common law labeling requirement was not preempted by FIFRA if it was equivalent to and fully consistent with FIFRA’s misbranding provisions, the court remanded the case to the Fifth Circuit Court of Appeals for determination of whether the fraud and negligent failure to warn claims were equivalent to FIFRA’s misbranding provisions.  Id., 544 U.S. at 453.  The U.S. Supreme Court ended its analysis by reiterating that a state common law labeling requirement must be “equivalent” to the FIFRA requirement or federal regulation at issue, but need not contain identical language to that of the FIFRA requirement or regulation.  See id., 544 U.S. at 453-54.  Unfortunately, it is unclear what happened to the matter upon remand.
D.
Pharmaceuticals and Medical Devices 
1.
The Federal Food, Drug, and Cosmetic Act

The Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq. (“FDCA”), was enacted in the 1930s to respond to concerns about unsafe drugs and fraudulent marketing.  Wyeth, 129 S. Ct. at 1195.  The FDCA’s most important innovation was its provision requiring premarket approval of new drugs.  Id.  To obtain premarket approval, a drug manufacturer must submit a new drug application to the Food and Drug Administration (“FDA”) for review and approval.  Id.  The manufacturer is prohibited from distributing the drug until the application is approved.  Id.  

The FDCA was amended in 1962 to shift the burden of proving that the drug is safe for use to the manufacturer.  Id.  In addition, the 1962 amendment requires that the manufacturer prove the drug’s effectiveness by introducing “‘substantial evidence that the drug will have the effect it purports or is represented to have under the conditions of use prescribed, recommended, or suggested in the proposed labeling.’”  Id. (citations omitted).  In an effort to preserve state law, the 1962 amendment included a savings clause which provides that the FDCA only preempts state law when it comes into “‘direct and positive conflict’ with the FDCA.”  Id., 129 S. Ct. at 1196 (citations omitted).

In 2007, the FDCA was amended again.  Id.  The 2007 amendment gave the FDA statutory authority “to require a manufacturer to change its drug label based on safety information that becomes available after a drug’s initial approval.”  Id.  In doing so, Congress also “adopted a rule of construction to make it clear that manufacturers remain responsible for updating their labels.”  Id.

The various amendments to the FDCA have not only changed the way pharmaceuticals are regulated, but have also expanded the scope of FDCA regulation.  The Medical Device Amendments of 1976 (“MDA”) were enacted “‘to provide for the safety and effectiveness of medical devices intended for human use.’”  Medtronic, Inc., 518 U.S. at 474 (citations omitted).  The MDA created three categories of medical devices based on the risk that they pose to the public.  Id., 518 U.S. at 477; David M. Gossett, Recent Developments in Medical Device Preemption Law, 16(2) Products Liability 1 (Spring 2005) (internal page numbers omitted).  Class I devices are those devices that pose no unreasonable risk of illness or injury, such as elastic bandages or sterile examination gloves.  Medtronic, Inc., 518 U.S. at 477; Gossett, Recent Developments in Medical Device Preemption Law.   There is minimal regulation of Class I devices.  Medtronic, Inc., 518 U.S. at 477.  Class II devices “are potentially more harmful” and, therefore, “must comply with federal performance regulations known as ‘special controls.’”  Id. (citations omitted).  Examples of class II devices are powered wheelchairs or surgical drapes.  Gossett, Recent Developments in Medical Device Preemption Law.  Class III devices are the most strictly regulated and are those devices which “either ‘presen[t] a potential unreasonable risk of illness or injury,’ or which are ‘purported or represented to be for a use in supporting or sustaining human life or for a use which is of substantial importance in preventing impairment of human health.’”  Medtronic, Inc., 518 U.S. at 477 (citations omitted).  Pacemakers, heart valves, breast implants, prostheses, and bone screws are all examples of Class III devices.  Gossett, Recent Developments in Medical Device Preemption Law.  

Only Class III devices are required to have FDA approval before they can be marketed.  21 U.S.C. § 360c(a)(I)(C).  Class III medical devices can receive FDA approval through the premarket approval process (“PMA”), under which the manufacturer must “provide the FDA with a ‘reasonable assurance’ that the device is both safe and effective.”  Medtronic, Inc., 518 U.S. at 477 (citations omitted).  There are two exceptions to the rigorous PMA requirement, however, one of which is referred to as the 510(k) process.  Gossett, Recent Developments in Medical Device Preemption Law.   The 510(k) process allows a manufacturer to sell a device that is the “substantially equivalent” to the devices predating the MDA, many of which were grandfathered in under the 1976 amendment, without going through the rigorous PMA process.  Id.; Medtronic, Inc., 518 U.S. at 477-78; 21 U.S.C. § 360e(b)(1)(A).  


Unlike the FDCA which only contains a savings clause, the MDA contains an express preemption clause which provides that “no state or political subdivision of a state may establish or continue in effect with respect to a device intended for human use any requirement . . . which is different from, or in addition to any requirement applicable under this chapter to the device, and . . . which relates to the safety or effectiveness of the device or to any other matter included in a requirement applicable to the device under this chapter.” 21 U.S.C. § 360k(a).

2.
Medical Devices:  Medtronic, Inc. v. Lohr and Riegel v. Medtronic,

Inc.  

a.
Medtronic, Inc. v. Lohr

In Medtronic, Inc., the plaintiff was injured as a result of her pacemaker’s failure.  518 U.S. at 474.  The plaintiff asserted both a negligence claim, based on an alleged breach of the duty to use reasonable care in the design, manufacture, assembly, and sale of the pacemaker; and a strict liability claim.  Id., 518 U.S. at 481.

Because the pacemaker is a Class III device, it was required to receive FDA approval prior to being marketed.  However, the pacemaker at issue was the “substantial equivalent” of devices on the market before the MDA was adopted that had been grandfathered in under the 1976 amendment, so the FDA approved the pacemaker through the less stringent 510(k) process.  Id., 518 U.S. at 480.

The issue before the U.S. Supreme Court was whether the MDA, and its express preemption clause discussed above, preempted the plaintiff’s common law tort claims against the defendant-manufacturer of an allegedly defective medical device.  Id., 518 U.S. at 474.  The fact that the pacemaker was approved through the 510(k) process instead of the PMA process was of particular importance to resolution of this issue.  See id., 518 U.S. at 492-494.


The court’s opinion is rather confusing, however, the court addressed two main questions:  (1) “what federal actions count as ‘requirements’ that preempt state law” and (2) “what state actions count as ‘requirements’ that are preempted by federal law?”  Gossett, Recent Developments in Medical Device Preemption Law (citations omitted). In regards to the first question, the court held that “only ‘specific’ federal requirements applicable to a device are preemptive under the MDA.”  Id.  Because the 510(k) process does not evaluate the safety or efficacy of the specific device being approved, a majority of the court held that the 510(k) process does not impose specific federal requirements upon the device being approved and, therefore, the 510(k) process does not give rise to preemptive authority.  Id.

In regards to the second question, the majority held that “state requirements ‘of general applicability’ are not preempted unless they have ‘the effect of establishing a substantive requirement for a specific device.’”  Id. (citations omitted).  The Justices disagreed over whether common law tort claims are preempted under this standard, and several Justices wrote concurrences and dissents in which they agreed and disagreed with various portions of the majority’s opinion.  As a result, initially there was much confusion among the lower courts as to how to apply Medtronic, Inc.  See id.

Over time, however, Medtronic, Inc. has come to stand for the general principle that approval of a Class III medical device through the 510(k) process does not create any “design requirements that are preemptive.”  Id.  Therefore, subsequent MDA preemption litigation has focused on Class III medical devices approved through the PMA process.  Id.
b.
Riegel v. Medtronic, Inc.

The plaintiff in Riegel was seriously injured when an Evergreen Balloon Catheter, a Class III device which had been approved by the FDA through the PMA process, ruptured during a coronary angioplasty procedure.  552 U.S. 312, 128 S. Ct. 999, 1004-05 (2008).  The issue addressed by the U.S. Supreme Court was whether the MDA’s express preemption clause “bars common law claims challenging the safety and effectiveness of a medical device given premarket approval [through the PMA process] by the FDA.”  Id., 128 S. Ct. at 1002. 

Because the MDA’s express preemption clause only preempts state requirements different from or in addition to any federal requirement, the court stated that in order to resolve the preemption issue it (1) “must determine whether the Federal Government has established requirements applicable to [the] catheter” and (2) “[i]f so . . . then determine whether the [plaintiff’s] common law claims are based upon New York requirements with respect to the device that are ‘different from, or in addition to’ the federal ones, and that relate to safety and effectiveness.”  Id., 128 S. Ct. at 1006.

In addressing the first part of the analysis, the court discussed its decision in Medtronic, Inc.  However, the court distinguish that case from Riegel on the obvious basis that the balloon catheter at issue had been through the extensive and rigorous PMA process as opposed to the less stringent 510(k) process.  Id., 128 S. Ct. at 1006-1007.  The court held that the PMA process, unlike the 510(k) process, imposes “requirements” under the MDA because it is focused on the safety of the specific device at issue as opposed to mere equivalency between devices, and a device that has received approval through the PMA process has to be made with almost no deviations from the specifications included in its approval application.  Id.  Thus, PMA approval resulted in the presence of federal “requirements” applicable to the catheter that possess preemptive force.


In addressing the second part of the analysis, the court stated that “[s]afety and effectiveness are the very subjects of the [plaintiff’s] common law claims, so the critical issue is whether New York’s tort duties constitute “requirements” under the MDA.  Id., 128 S. Ct. at 1007.  The majority then held that “[a]bsent other [congressional] indication, reference to a state’s ‘requirements’ includes its common law duties.”  Id., 128 S. Ct. at 1008.  Because there was no evidence contradicting the normal meaning, the court found that plaintiff’s claims constituted “requirements” within the meaning of the MDA.  See id.

Lastly, the court conceded that the MDA’s preemption provision does not bar a state from providing a parallel damages remedy for claims premised on a violation of FDA regulations themselves, however, the plaintiff’s claims were preempted because they would have given rise to state law requirements that were different from or in addition to federal law requirements in that plaintiff asserted that the defendant had violated state common law notwithstanding the fact that the defendant had complied with the applicable federal requirements.  Id., 128 S. Ct. at 1011.

3.
Pharmaceuticals:  Wyeth v. Levine 

In Wyeth, the plaintiff suffered irreversible injuries when the anti-nausea drug, Phenergan, entered the arteries in her arm during administration of the drug via the IV-push method.  129 S. Ct. at 1191.  The plaintiff brought an action against defendant asserting common law negligence and strict liability claims, and alleging that the drug’s label was defective because it failed to instruct health care providers that the IV-drip method should be used to administer the drug rather than the higher risk IV-push method.  Id., 129 S. Ct. at 1191-92.


Unlike the MDA, the FDCA does not include an express preemption clause.  Id., 129 S. Ct. at 1200.  As a result, historically defendants in pharmaceutical cases have not asserted preemption as a defense.  But such defenses had become increasingly common in the years leading up to Wyeth, due in part to the fact that the FDA began to support the theory that the FDCA establishes both a “floor” and a “ceiling,” such that FDA approval of a drug’s label preempts inconsistent state law, as opposed to merely establishing a “floor,” which a state law is free to build upon.  Id., 129 S. Ct. at 1200 (citations omitted).  The FDA further stated that certain state law actions, such as failure to warn claims, “‘threaten the FDA's statutorily prescribed role as the expert federal agency responsible for evaluating and regulating drugs.’”  Id. (citations omitted).

The issue the U.S. Supreme Court addressed in Wyeth was whether the FDA’s approval impliedly preempts claims like the plaintiff’s common law failure to warn claims.  See id., 129 S. Ct. at 1191.  The defendant based their preemption argument on two alternative theories.  First, the defendant argued that it would have been impossible to comply with the state law’s duty to modify Phenergan’s labeling without violating federal law.  Id., 129 S. Ct. at 1193.  Second, the defendant argued that recognition of the plaintiff’s common law tort claims would pose an obstacle to the policies behind the FDCA because it substitutes the opinion of a lay jury for the expert opinion of the FDA as to drug labeling requirements.  Id., 129 S. Ct. at 1193-94.


Prior to addressing defendant’s specific arguments, the court stated that its analysis must be guided by two fundamental principles of preemption law:  (1) that “‘the purpose of Congress is the ultimate touchstone in every preemption case’” and (2) that, in all preemption cases, “particularly in those in which Congress has ‘legislated . . . in a field which the states have traditionally occupied,’” the court begins with the assumption that the police powers of the state are not superseded by federal statute “‘unless that was the clear and manifest purpose of Congress.’”  Id., 129 S. Ct. at 1194 (quoting Medtronic, Inc., 518 U.S. at 485).  


In regards to the defendant’s impossibility preemption argument, the defendant argued that because of a 2008 regulatory amendment which provided that a manufacturer may only change its label to reflect “newly acquired information,” the defendant could not comply with its state law obligation to modify its label without violating federal law because it did not possess any “newly acquired information.”  Id., 129 S. Ct. at 1196.  The court rejected that argument, noting that defendant could have complied with both the federal and state requirements because the definition of “newly acquired information” includes both “new data” and “new analyses of previously submitted data.”  Id., 129 S. Ct. at 1196-99.  Thus, it was not impossible for defendant to comply with both the federal and state requirements because, contrary to defendant’s claims, the applicable regulations actually allowed the defendant to comply with the common law duty to modify the label by providing a method for unilateral label modifications aimed at strengthening the warnings on a label.  Id., 129 S. Ct. at 1199.


The court also rejected defendant’s alternative argument that allowing state common law actions for failure to warn would pose an obstacle to the advancement of the FDCA’s objectives and policies.  Id., 129 S. Ct. at 1204.  The court found that Congress did not intend FDA oversight to exclusively ensure drug safety and effectiveness; rather, Congress apparently anticipated that consumers would avail themselves of state law claims or else be left without a private remedy.  Id., 129 S. Ct. at 1199-1204.  The court pointed out that state tort litigation generally adds another important and beneficial layer of consumer protection that “complements” FDA regulation.  Id.  In addition, the court rejected the defendant’s and FDA’s argument that federal labeling standards establish both a floor and a ceiling, because that position conflicted with the FDA’s prior pronouncements as well as the evidence of congressional intent.  Id.  As a result, Wyeth makes clear that the FDCA regulatory scheme is merely a floor which does not preempt state common law claims similar to the plaintiff’s.  Id.
IV.
The Practical Implications of Prior Court Decisions

An analysis of the decisions discussed above can provide litigants with an understanding of the basic principles of preemption.  The decisions, however, also show that an understanding of the basic principles merely provides the starting point for any preemption determination.  Preemption cases are extremely fact dependent.  Therefore, any preemption analysis must begin with an examination of the statutory regulatory and common law framework surrounding the particular case at hand.  

The most important factor is congressional intent as to the preemptive effect of the federal law at issue.  Congress must have intended for the federal law to have a preemptive affect.  Other facts such as:  (1) whether there is a preemption or savings clause in the federal law at issue; (2) the precise wording of any applicable preemption or savings clause; (3) the comprehensiveness of the federal scheme; and (4) the opinion of the relevant federal agency, serve to evidence and supplement congressional intent.  

Still other factors, such as:  (1) whether the state law at issue is positive or common in nature; (2) whether the state law is “parallel” to the federal law or different from or in addition to the federal law; and (3) whether preemption would leave an injured plaintiff without a remedy, also often affect a court’s preemption determination.  
Recent court decisions, particularly those relating to medical devices and pharmaceuticals, have reaffirmed and clarified traditional principles and provide the best guidance for how preemption issues will be resolved by future courts.  In that regard, the decisions are particularly helpful to manufacturers and litigants dealing with the statutes that have already been interpreted by prior decisions.  For instance, Riegel gives manufacturers of Class III medical devices that were approved through the PMA process strong support for a preemption argument.  On the other hand, as a result of Wyeth, pharmaceutical manufacturers now know that they face an uphill battle when arguing that the FDCA’s labeling requirements preempt state common law failure to warn claims.   
