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 Imagine an individual who visits his or her doctor after developing a hernia. The doctor 

informs the individual of a new implant—or mesh—that involves minimally invasive sur-

gery with very little healing time. Many individuals would not hesitate to accept this offer. 

However, after the surgery, the individual experiences painful side effects and ultimately 

must undergo subsequent surgeries to remove the defective implant. Following remedial 

action, the individual files suit against the manufacturer of the implant—or rather the 

manufacturer of the medical device—alleging multiple state common law claims for mone-

tary compensation and punitive damages for pain and suffering. Whether courts will allow 

such claims to survive is the focal point of this Note and the current circuit split regarding 

the preemptive effect of the Medical Device Amendments to the Food, Drug, and Cosmetic 

Act. 

 While the Medical Device Amendments include an express preemption provision, allow-

ing courts to maneuver within the limits of its possible interpretations, the question of 

whether claims are impliedly preempted requires a much more technical and in-depth anal-

ysis from the courts. Buckman Co. v. Plaintiffs’ Legal Committee laid the framework for the 

contours of implied conflict preemption, and how and to what extent implied preemption 

may be invoked. Buckman held that “state-law fraud-on-the-FDA claims” are impliedly 

preempted by the Medical Device Amendments because, inter alia, such claims “inevitably 

conflict with the FDA’s responsibility to police fraud consistently with the Administration’s 

judgment and objectives.” However, this holding is susceptible to attack; state-law fraud-on-

the-FDA claims should not be so readily held as preempted. These claims undoubtedly as-

sist the FDA in policing fraud, and such claims should be available for injured plaintiffs 

when medical device manufacturers fail to fully comply with FDA rules and regulations 

during premarket approval or postmarket requirements. 

 This Note discusses the unfair and unjust application of implied preemption as applied 

to state common law claims of fraud-on-the-FDA. Part I will examine the societal need that 

prompted the creation of the Medical Device Amendments with respect to premarket approv-

al of Class III medical devices. Part II will discuss the current state of the law, addressing 

the Riegel, Lohr, and Buckman cases, as well as highlight the current split among circuits 

with regard to implied conflict preemption. Part III proffers that state-law fraud-on-the-

FDA claims should ultimately survive preemption and become a readily available avenue 

for injured plaintiffs to obtain recourse and hold manufacturers responsible for negligent 

and/or intentional unlawful conduct. Finally, this Note concludes by reiterating the im-

portance of state-tort law in the realm of medical device regulation; for without such com-

mon law avenues, medical device manufacturers would be on track to receive complete im-

munity from tort liability. 

 

 I. INTRODUCTION ..................................................................................................  862 
 II. THE BIRTH OF THE MEDICAL DEVICE AMENDMENTS ........................................  863 

 A. Premarket Approval ...................................................................................  864 
 B. Class III Medical Devices and Preemption ................................................  865 

 III. MANEUVERING THE LAW ...................................................................................  869 

                                                                                                                  
 * J.D. Candidate, Florida State University College of Law. I would like to thank my 

family for their endless love and support and for always encouraging me to pursue my pas-

sions. I would also like to thank David E. Landau and Stephen H. Echsner for their indis-

pensable and invaluable assistance in the development of this Note. 



862  FLORIDA STATE UNIVERSITY LAW REVIEW [Vol. 45:3 

 

 A. Riegel .........................................................................................................  869 
 B. Lohr ............................................................................................................  870 
 C. Buckman ....................................................................................................  872 
 D. Circuit Split ...............................................................................................  873 

1. The Fifth, Seventh, and Ninth Circuits ...............................................  874 
2. The Sixth and Eighth Circuits ............................................................  876 

 IV. THE RELATIONSHIP BETWEEN THE FDA AND STATE-TORT CLAIMS ..................  879 
 V. CONCLUSION .....................................................................................................  887 
 

I.   INTRODUCTION 

 The Tenth Amendment to the United States Constitution reads, 

“[t]he powers not delegated to the United States by the Constitu-

tion, nor prohibited by it to the States, are reserved to the States 

respectively.”1 This amendment is particularly relevant because up 

until the enactment of the Medical Device Amendments (MDA) to 

the Food, Drug, and Cosmetic Act (FDCA), the states held primary 

authority for regulating and approving new medical devices.2 The 

birth of the MDA,3 however, brought with it a new framework of 

federal governance that unquestionably scaled back the authority 

states once had and, arguably, infringed upon states’ rights under 

the Tenth Amendment.4 With a new structure in place, states can 

no longer guarantee, or even fully offer, the same protections they 

once did with tort liability against manufacturers of medical devic-

es. This is due, in part, to the fact that the MDA has an express 

preemption provision,5 which significantly limits the claims a plain-

tiff may bring against a manufacturer of medical devices solely to 

“parallel” state law claims.6 The MDA also restricts state involve-

ment with the doctrine of implied conflict preemption.7 

 Implied preemption has become increasingly more operative with-

in the field of state-tort lawsuits, barring common law claims where 

                                                                                                                  
 1. U.S. CONST. amend. X. 

 2. Riegel v. Medtronic, Inc., 552 U.S. 312, 315 (2008). 

 3. The Medical Device Amendments were enacted in 1976. They separated medical 

devices into three classes—differentiating based on device descriptions, purposes, and the 

accompanying regulations for each class. 21 U.S.C. § 360c(a) (2012). 

 4. See Riegel, 552 U.S. at 316, 333 (“The Medical Device Amendments of 1976 . . . as 

construed by the Court, cut deeply into a domain historically occupied by state law.”). 

 5. 21 U.S.C. § 360k(a) (2012). 

 6. A parallel claim is a state law that is “premised on a violation of FDA regulations.” 

See In re Medtronic Inc., Sprint Fidelis Leads Prods. Liab. Litig., 623 F.3d 1200, 1204 (8th 

Cir. 2010). 

 7. Conflict preemption is appropriately invoked when compliance with both state and 

federal law is impossible, or when a state law or regulation “stands as an obstacle to the 

accomplishment and execution of the full purposes and objectives of Congress.” McClellan 

v. I-Flow Corp., 776 F.3d 1035, 1039 (9th Cir. 2015) (quoting Hillsborough Cty. v. Auto-

mated Med. Labs., Inc., 471 U.S. 707, 713 (1985)). 
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they once would have thrived.8 The holdings in Riegel and Buckman 

significantly impact the scope of preemption by creating a “narrow 

gap through which a plaintiff’s state-law claim must fit if it is to es-

cape express or implied preemption.”9 While there is a long-standing 

notion of the presumption against preemption—which “applies with 

particular force when Congress has legislated in a field traditionally 

occupied by the [s]tates”10—this presumption, with regard to the 

MDA and medical device manufacturers, currently seems tenuous at 

best. Thus, the future of traditional state-tort common law claims is 

at the mercy of the federal judiciary’s analysis and interpretation of 

the scope of the MDA; and as shown throughout this Note, there is 

little consistency among courts as to how and to what extent preemp-

tion applies. 

II.   THE BIRTH OF THE MEDICAL DEVICE AMENDMENTS 

 In 1976, Congress amended the FDCA to include the MDA.11 The 

enactment of these amendments came about, in part, as a response to 

rising concerns regarding the safety and efficacy of medical devices, 

specifically the Dalkon Shield birth control device,12 and also in part 

due to the pressing need for uniform regulation, a user-friendly clas-

sification system, and overall consistency in approving safe and effec-

tive medical devices.13 

 The MDA set forth a three-part classification system to identify 

the required standards each device must meet within each class.14 

The pertinent discussion for this Note is on Class III devices, which 

                                                                                                                  
 8. See, e.g., Mink v. Smith & Nephew, Inc., 860 F.3d 1319, 1333 (11th Cir. 2017); 

Loreto v. Procter & Gamble Co., 515 F. App’x 576, 579 (6th Cir. 2013); Martin v. Medtronic, 

Inc., No. 1:15-cv-00994, 2017 WL 825410, at *7 (E.D. Cal. Feb. 24, 2017); Frere v. Medtron-

ic., Inc., No. 15-02338, 2016 WL 1533524, at *7 (C.D. Cal. Apr. 6, 2016). 

 9. In re Medtronic, Inc., Sprint Fidelis Leads, 623 F.3d at 1204. 

 10. McClellan, 776 F.3d at 1039 (quoting Altria Grp., Inc. v. Good, 555 U.S. 70, 77 

(2008)). 

 11. Medical Device Amendments of 1976, Pub. L. No. 94-295, 90 Stat. 539 (codified as 

amended in scattered sections of 21 U.S.C.). 

 12. Carol H. Krismann, Dalkon Shield, ENCYCLOPEDIA BRITANNICA, 

https://www.britannica.com/science/Dalkon-Shield [https://perma.cc/2FQA-3M4Z] (noting 

the Dalkon Shield was an intrauterine birth control device that was responsible for a “high 

number of reported incidents of inflammatory pelvic infections, uterine perforations, and 

spontaneous septic abortions,” and further noting that four people died as a result of re-

ceiving such device); Gregory J. Scandaglia & Therese L. Tully, Express Preemption and 

Premarket Approval Under the Medical Device Amendments, 59 FOOD & DRUG L.J. 245, 246 

(2004). 

 13. Gail H. Javitt, I’ve Got You Under My Skin—And I Can’t Get Redress: An Analysis 

of Recent Case Law Addressing Preemption of Manufacturer Liability for Class III Medical 

Devices, 49 FOOD & DRUG L.J. 553, 558-59 (1994). 

 14. 21 U.S.C. § 360c(a)(1) (2012); Javitt, supra note 13, at 559. 
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require premarket approval because such devices 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 impair-

ment of human health, or presents a potential unreasonable risk of 

illness or injury.”15 Class III medical devices receive “the most federal 

oversight,” and include devices such as replacement heart valves, 

transvaginal surgical mesh, and pacemakers.16 Overall, while the 

need for uniform and consistent federal regulation is necessary to 

ensure that safe and effective medical devices are readily available to 

consumers, the consequences imposed by the over-sweeping breadth 

of the MDA have significantly affected individuals’ ability to bring 

state-tort common law claims against negligent manufacturers of 

medical devices. 

A.   Premarket Approval 

 Class III medical devices endure extensive review and require 

premarket approval before they may be introduced into the market.17 

Each manufacturer that submits a device for premarket approval 

must give the Food and Drug Administration (FDA) enough infor-

mation to establish a “reasonable assurance” that each device is “both 

safe and effective.”18 While premarket approval is deemed the gold 

standard for device safety and efficacy—for example, the majority of 

manufacturers undergo anywhere between nine and eighteen 

months, or longer, of testing and research19—it is not the only mech-

anism for approval of these devices. The 510(k) approval process is an 

alternative route for medical devices that “permits devices that are 

‘substantially equivalent’ to pre-existing devices to avoid the [pre-

market approval] process.”20 However, the 510(k) process—which was 

                                                                                                                  
 15. § 360c(a)(1)(C)(ii). 

 16. Riegel v. Medtronic, Inc., 552 U.S. 312, 317 (2008). 

 17. Class III medical devices go through a rigorous premarket approval process; the 

FDA spe nds an average of 1,200 hours reviewing each submission and determining the 

safety and efficacy of each device. Medtronic, Inc. v. Lohr, 518 U.S. 470, 477 (1996). 

 18. Lohr, 518 U.S. at 477; see also U.S. FOOD AND DRUG ADMINISTRATION, MEDICAL 

DEVICES: DEVICE APPROVALS, DENIALS AND CLEARANCES (March 26, 2018), 

https://www.fda.gov/medicaldevices/productsandmedicalprocedures/deviceapprovalsandclea

rances/default.htm [https://perma.cc/XJ8Z-X3V3] (“A PMA is an application submitted to 

[the] FDA to request approval to market. Unlike premarket notification, PMA approval is 

to be based on a determination by [the] FDA that the PMA contains sufficient valid scien-

tific evidence that provides reasonable assurance that the device is safe and effective for its 

intended use or uses.”). 

 19. See Barry Sall, Regulation of Medical Devices, in MADAME CURIE BIOSCIENCE 

DATABASE, available at https://www.ncbi.nlm.nih.gov/books/NBK6534/. 

 20. Id. at 478; see also § 360c(a)(1)(B). 
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essentially meant to be an “exception” to the PMA process21—has now 

seemingly become the norm.22 While the 510(k) approval process is 

much more lax than the full premarket approval process, and alt-

hough Congress recognizes that time and resources are a major limit-

ing factor for the FDA with respect to giving each device full pre-

market approval, this fact cannot overshadow the importance of con-

sumer safety. Therefore, in order to maintain the 510(k) approval 

process—and thus avoid the inevitable undue burden on the FDA—

the FDA could actually enlist the states in a somewhat indirect way. 

Specifically, the use of state-tort liability might aid the FDA in incen-

tivizing manufacturers to adequately research and test their prod-

ucts to ensure they meet the safety and efficacy standards required 

by the FDA, thus minimizing the potential of future tort lawsuits.23 

B.   Class III Medical Devices and Preemption 

 As stated above, Class III medical devices present “a potential un-

reasonable risk of illness or injury” and are intended for life-saving or 

life-sustaining human use.24 States must adhere to certain federal 

requirements that limit state regulations with respect to such medi-

cal devices. This arguably sparked controversy between the states 

and the federal government because, as noted above, medical devices 

were initially regulated by the states under the notion that “[s]tates 

traditionally . . . had great latitude under their police powers to legis-

late as to the protection of the lives, limbs, health, comfort, and quiet 

of all persons.”25 

                                                                                                                  
 21. Statement of Dr. David A. Kessler, former FDA Commissioner, in THE BLEEDING 

EDGE (Netflix 2018); see also Alexandra Sifferlin, What the Netflix Documentary ‘Bleeding 

Edge’ Gets Right About the Dangers of Medical Devices in America, TIME (July 27, 2018), 

http://time.com/5346330/what-the-netflix-documentary-bleeding-edge-gets-right-about-the- 

dangers-of-medical-devices-in-america/ [https://perma.cc/7VR6-YSRA]. 

 22. See Jon Kamp & Thomas Burton, How FDA Approved Hysterectomy Tools It Now 

Disfavors; Regulator Didn't Study Morcellator's Cancer Risk Until 18 Years After Approv-

ing for Gynecology, WSJ (Dec. 16, 2014), https://search.proquest.com/wallstreetjournal/ 

docview/1636345453/5D6F17B3199B4180PQ/1?accountid=4840 (finding that in 2013, the 

510(k) process was used to approve over 99 percent of the approximately 3,000 new device 

applications the FDA received in 2013). 

 23. See generally Elliot Sheppard Tarloff, Note, Medical Devices and Preemption: A 

Defense of Parallel Claims Based on Violations of Non-Device Specific FDA Regulations, 86 

N.Y.U. L. REV. 1196 (2011). While this Author defends the “parallel claim,” as opposed to a 

“fraud-on-the-FDA” claim, the analysis can be applied to both in certain contexts, such as 

aiding the FDA in monitoring and redressing manufacturer malfeasance. See id. at 1226 

(“[P]arallel claims based on violations of industry-wide FDA regulations are potentially less 

disruptive than fraud-on-the-agency claims.”). However, as argued throughout this Note, 

fraud-on-the-FDA claims may not be as “disruptive” as they are claimed to be. 

 24. § 360c(a)(1)(C)(ii). 

 25. Lohr, 518 U.S. at 475 (quoting Metropolitan Life Ins. Co. v. Massachusetts, 471 

U.S. 724, 756 (1985)); see also Kubicki v. Medtronic, Inc., No. 12-cv-734 (KBJ), 2018 WL 

 



866  FLORIDA STATE UNIVERSITY LAW REVIEW [Vol. 45:3 

 

 Under the MDA, the federal requirements imposed on states are 

as follows: 

Except as provided in subsection (b) of this section, no State or po-

litical subdivision of a State may establish or continue in effect 

with respect to a device intended for human use any require-

ment—(1) which is different from, or in addition to, any require-

ment applicable under this chapter to the device, and (2) which re-

lates to the safety or effectiveness of the device or to any other 

matter included in a requirement applicable to the device under 

this chapter.26 

The first provision—the express preemption provision27—has con-

tributed heavily to the conflict among courts across the country 

questioning whether state-tort common law claims can survive 

summary judgment.28 While this provision is undoubtedly influen-

tial in shaping the preemption doctrine in this realm, the focus of 

this Note is on implied conflict preemption. 

 As a whole, the doctrine of preemption finds its strength in the 

principles set out in the Supremacy Clause of the United States 

                                                                                                                  
707428, at *37 (D.C.C. Feb. 5, 2018) (“[T]his [c]ourt concludes that the [plaintiff’s] claims 

against Medtronic that allege the negligent design, manufacture, and labeling of the 

[device] exist independently of the FDCA, and in fact, are precisely the type of claims 

that the Lohr Court anticipated would be allowed to proceed.” (citing Schouest v. Med-

tronic, Inc., 13 F. Supp. 3d 692, 704 (S.D. Tex. 2014) (“[F]inding that state law fraud, 

negligence, and breach of warranty claims relating to medical device were not impliedly 

preempted where they ‘would exist in a world without the FDCA.’ ”))). 

 26. 21 U.S.C. § 360k(a) (2012). 

 27. Express preemption occurs when Congress has explicitly spoken to whether the 

federal statute’s intent is to preempt the competing or conflicting state law. See Altria 

Grp., Inc. v. Good, 555 U.S. 70, 76 (2008). 

 28. See, e.g., McClellan v. I-Flow Corp., 776 F.3d 1035, 1041 (9th Cir. 2015) (finding 

that “there is no suggestion that Congress intended to displace traditional tort law by 

making all policing of medical labels and warnings the exclusive province of the FDA,” 

and therefore holding that the plaintiff’s state-tort claims were not preempted by the 

MDA); Bausch v. Stryker Corp., 630 F.3d 546 (7th Cir. 2010) (ruling that the plaintiff’s 

state law claims were neither expressly nor impliedly preempted by the MDA); Gelber v. 

Stryker Corp., 788 F. Supp. 2d 145 (S.D.N.Y. 2011) (holding that the plaintiff’s failure to 

warn, failure to report, and negligence claims were preempted by the MDA); Ilarraza v. 

Medtronic, Inc., 677 F. Supp. 2d 582, 589 (E.D.N.Y. 2009) (holding that because the 

plaintiff failed to allege any specific violation or noncompliance with FDA regulations 

that related to the plaintiff’s injury, her claims were preempted). Relatedly, prior to the 

holding in Buckman, some courts held that the now called “state-law fraud-on-the-FDA-

claim” was expressly preempted by the MDA. See Chadwell v. Optical Radiation Corp., 

902 F. Supp. 830, 835 (S.D. Ind. 1995) (holding that the plaintiff’s claim of failing “to 

make truthful disclosures of material fact to the FDA” was preempted); Kemp v. Pfizer 

Inc., 835 F. Supp. 1015, 1022 (E.D. Mich. 1993) (“Plaintiff has alleged that defendants 

engaged in a campaign of disinformation against the public and the FDA. Even if true, 

plaintiff's state law claims are still preempted.”). 
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Constitution.29 The Supremacy Clause places significant importance 

on the weight of federal law, and states have felt this pressure for 

years.30 Of the two types of preemption, the pertinent discussion is on 

implied conflict preemption. Conflict preemption results from the 

“operation of the Supremacy Clause when federal and state law actu-

ally conflict, even when Congress says nothing about it.”31 Further, 

conflict preemption “exists when ‘the state law makes it either im-

possible to follow the federal law or provides a significant obstacle to 

adhering to the federal law.’ ”32 One thing to note though with im-

plied conflict preemption is that courts should “begin with the as-

sumption that a state law is valid and should be reluctant to resort to 

the Supremacy Clause.”33 As courts have shown, however, this asser-

tion is not necessarily followed. 

 Moreover, notwithstanding the “narrow gap” plaintiffs must ma-

neuver to get through the MDA’s express preemption provision,34 the 

long-standing notion of a presumption against preemption, with re-

spect to traditional state-regulated domains, is currently being called 

into question.35 While the Supreme Court’s jurisprudence seems 

somewhat hesitant when tasked with applying this presumption,36 it 

                                                                                                                  
 29. J. David Prince, The Puzzle of Parallel Claims, Preemption, and Pleading the Par-

ticulars, 39 WM. MITCHELL L. REV. 1034, 1037-38 (2013). The Supremacy Clause states, 

“[t]his Constitution, and the Laws of the United States . . . shall be the supreme Law of the 

Land . . . any Thing in the Constitution or Laws of any State to the Contrary notwithstand-

ing.” See U.S. CONST. art. VI, cl. 2. 

 30. See, e.g., Arizona v. United States, 567 U.S. 387, 416 (2012) (holding that due to 

the federal government’s long-standing history of regulating immigration within the Unit-

ed States, Arizona’s additional state laws, though similar in nature, undermine the goals 

and objectives of federal immigration law and are thus preempted); PLIVA, Inc. v. Mens-

ing, 564 U.S. 604, 625-26 (2011) (holding that plaintiff’s state-tort claims were preempted 

because it would be impossible for the drug manufacturer to comply with both state and 

federal law, which undermines the federal objectives of regulating pharmaceutical drugs). 

 31. South Dakota R.R. Auth. v. Burlington N. & Santa Fe Ry. Co., 280 F. Supp. 2d 

919, 927 (D.S.D. 2003). 

 32. Martin v. Medtronic, Inc., No. 1:15-cv-00994, 2017 WL 825410, at *3 (E.D. Cal. 

Feb. 24, 2017) (quoting Freightliner Corp. v. Myrick, 514 U.S. 280, 287 (1995)). 

 33. Garcia v. Wyeth-Ayerst Labs., 385 F.3d 961, 965 (6th Cir. 2004) (citation omitted). 

 34. See Riley v. Cordis Corp., 625 F. Supp. 2d 769, 777 (D. Minn. 2009) (“Riegel and 

Buckman create a narrow gap through which a plaintiff’s state-law claim must fit if it is to 

escape express or implied preemption.”). 

 35. See Herron v. Smith & Nephew, Inc., 7 F. Supp. 3d 1043, 1047-48 (E.D. Cal. 2014) 

(noting the presumption against preemption, but nevertheless holding that the plaintiff’s 

state law claims were either expressly or impliedly preempted due to the presumption of 

Congress’ intent); see also Riegel v. Medtronic Inc., 552 U.S. 312 (2008) (holding the plain-

tiff’s claims preempted, but never mentioning this presumption). But see Medtronic, Inc., v. 

Lohr, 518 U.S. 470, 485 (1996) (“[B]ecause the States are independent sovereigns in our 

federal system, we have long presumed that Congress does not cavalierly pre-empt state-

law causes of action.”). 

 36. See Mary J. Davis, The “New” Presumption Against Preemption, 61 HASTINGS L.J. 

1217, 1220 (2010) (“In the one hundred plus years that the Supreme Court has addressed 
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still remains integral to the underlying principles surrounding Tenth 

Amendment concerns of maintaining at least some regulation for 

states in areas where states traditionally operated. In situations such 

as this, where the federal government and the states both have legit-

imate interests in regulating a particular industry, implied preemp-

tion tends to lend its hand in favor of the federal government’s inter-

est. However, this presumption supporting preemption should not be 

so readily construed; instead, because the manufacturing of medical 

devices covers multiple dimensions of commerce and consumer 

health, the FDA should enlist these state-law claims to help carry out 

its delegated duties, or Congress could enact legislation combining its 

efforts with the states to aid in regulating this pervasive industry. 

 Thus, with the present frailty of the presumption against preemp-

tion, the question of whether state-tort common law claims can sur-

vive implied conflict preemption is ripe for debate. Courts have a du-

ty to uphold this presumption because without it, federal law would 

undoubtedly exceed its permissible scope and intrude on the inherent 

authority of the states. Moreover, with regard to implied preemption, 

many courts have taken an expansive view, extending the boundaries 

to unimaginable ends. As noted above and discussed further below, 

Buckman significantly influenced this view, but many lower courts 

are now interpreting Buckman to apply to claims that should not be 

impliedly preempted. To an extent, although Buckman holds other-

wise,37 state-law fraud-on-the-FDA claims should not be impliedly 

preempted because there is no inherent conflict between the federal 

scheme and the numerous, complementary state-tort laws that are, 

or at least once were, in place. 

 Evidently, both mechanisms can work together to disincentivize 

manufacturers from attempting to submit potentially questionable 

medical devices for approval, thus allowing the FDA to focus on legit-

imately safe, carefully designed, and meticulously studied devices the 

public needs. If state law were paired with federal law in regulating 

the manufacturing and marketing of medical devices, the end result 

may include increased tort liability, which could inflate potential 

damages awarded to an injured plaintiff to enormous amounts, thus 

engendering and encouraging manufacturers to conduct strict, ade-

quate, and reliable clinical studies before submitting devices for ap-

proval.38 A manufacturer’s duty of care under federal requirements 

                                                                                                                  
preemption issues, it has been inconsistent about the role that the presumption against 

preemption plays.”). 

 37. See infra Section II.C. 

 38. But see Mark Seidenfeld, Who Decides Who Decides: Federal Regulatory Preemp-

tion of State Tort Law, 65 N.Y.U. ANN. SURV. AM. L. 611, 623 (2010) (“[I]t is not clear how 
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combined with complementary and parallel state-tort liability would 

not add to or differ from such federal requirements, but would merely 

provide an extra incentive for manufacturers to remain transparent 

and accountable with the devices they seek to market to consumers. 

III.   MANEUVERING THE LAW 

 For a plaintiff’s state-tort common law claim to have a fighting 

chance of withstanding a preemption defense, the plaintiff must care-

fully craft the complaint to fit the pleading standard set out in 

Twombly and Iqbal,39 as well as fit the mold of the narrow “parallel” 

claim set forth in In re Medtronic Inc., Sprint Fidelis Leads.40 The 

trilogy of cases that highlight how, when, and to what extent a state-

tort common law claim may survive a preemption defense is Riegel v. 

Medtronic, Inc., Medtronic, Inc. v. Lohr, and Buckman Co. v. Plain-

tiffs’ Legal Committee.41 These cases intertwine with one another, 

playing piggy-back with the analysis of certain issues; however, 

Buckman is the only case in which the United States Supreme Court 

has ruled on implied preemption of state-law fraud-on-the-FDA 

claims. 

A.   Riegel 

 In Riegel, the plaintiff, Charles Riegel, received the Evergreen 

Balloon Catheter, which was a full premarket approved Class III de-

vice that was manufactured by the defendant, Medtronic, Inc.42 After 

suffering an injury from the device, Riegel brought suit against Med-

tronic, alleging “that Medtronic’s catheter was designed, labeled, and 

manufactured in a manner that violated New York common law, and 

that these defects caused Riegel to suffer severe and permanent inju-

ries.”43 The Supreme Court affirmed the holding of the Second Cir-

cuit, barring Plaintiff’s claims as preempted, stressing that: 

                                                                                                                  
strongly failure of regulation to prevent grossly inadequate care by a producer will corre-

late with a credible threat of a potentially ruinous tort suit.”). 

 39. See Bell Atl. Corp. v. Twombly, 550 U.S. 544, 570 (2007) (holding the plaintiff need 

not plead specific facts to state a valid claim; the plaintiff must only plead enough facts to 

prove the claim is “plausible on its face”); Ashcroft v. Iqbal, 556 U.S. 662, 683 (2009) (hold-

ing that a claim must “nudge [the injury] across the line from conceivable to plausible” 

(quoting Twombly, 550 U.S. at 570)). 

 40. See In re Medtronic Inc., Sprint Fidelis Leads Prods. Liab. Litig., 623 F.3d 1200, 

1205-08 (8th Cir. 2010). 

 41. Riegel, 552 U.S. 312; Buckman Co. v. Plaintiffs’ Legal Comm., 531 U.S. 341 (2001); 

Lohr, 518 U.S. 470. 

 42. Riegel, 552 U.S. at 320. 

 43. Id. 


