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QUESTION PRESENTED 

 Respondent Medtronic, Inc. obtained premarket 
approval from the Food and Drug Administration (FDA) 
to market a medical device for a particular use and then 
marketed that product for an additional use—one never 
evaluated for safety and effectiveness by the FDA and 
never approved by the FDA. Medtronic’s marketing for 
the unapproved use succeeded, and hundreds of patients 
were seriously injured as a result.  

 This Court held in Medtronic, Inc. v. Lohr, 518 U.S. 
470 (1996), that state-law claims based on injuries caused 
by a medical device are not preempted when the FDA 
has not evaluated the device for safety and effectiveness. 
The Court held in Riegel v. Medtronic, Inc., 552 U.S. 312 
(2008), that state-law claims based on injuries caused by 
a medical device are preempted when the FDA has 
evaluated the device for safety and effectiveness and 
granted premarket approval. 

 The question presented is — 

 Whether state-law claims based on injuries caused by 
a medical device are preempted where the device was not 
granted premarket approval for the particular use that 
caused the injuries and the manufacturer marketed the 
device for that unapproved use. 
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INTRODUCTION 

 This Court held in Medtronic, Inc. v. Lohr, 518 U.S. 
470 (1996), that the express preemption provision of the 
Medical Device Amendments to the Food, Drug, and 
Cosmetic Act, 21 U.S.C. § 360k(a), does not preempt 
state-law claims based on injuries caused by a medical 
device when the Food and Drug Administration (FDA) 
has not evaluated the device for safety and effectiveness. 
The Court held in Riegel v. Medtronic, Inc., 552 U.S. 312 
(2008), that § 360k(a) does preempt state-law claims 
based on injuries caused by a medical device when the 
FDA has granted premarket approval based on 
evaluation of the device’s safety and effectiveness. This 
case presents a question on the border of those two 
cases: whether § 360k(a) preempts state-law claims for 
injuries caused by a medical device, when the device 
received premarket approval for one use but the 
manufacturer sold it for a different use, not evaluated or 
approved by the FDA, and the patient suffered serious 
injury as a result of that conduct by the manufacturer. 

 The reasoning of Lohr and Riegel dictates the answer 
to this question: No. Yet the court below, in an opinion 
acknowledging confusion about how to apply the two 
decisions, held that state-law claims arising from injuries 
caused by aggressive marketing for an unapproved use 
are preempted. The errors in the court’s reasoning 
reflect the appellate courts’ broad misapplication of Lohr 
and Riegel. As the United States stated last year, “The 
courts of appeals, in every case since Riegel involving a 
device subject to premarket approval, have dispensed 
with the first step of a proper Section 360k(a) 
preemption analysis—i.e., asking whether FDA has 
established device-specific requirements on the same 
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subject as the relevant state requirement.”1 The court of 
appeals thus erred by holding petitioner Patricia 
Caplinger’s claims preempted, when the FDA’s approval 
of the device for another use imposed no device-specific 
requirements on the subject of the state-law claims at 
issue here: namely, the proper design and the necessary 
warnings when the device is used as it was in this case. 
The Court should grant the petition to correct the 
pervasive misunderstanding that led to that error. 

 In addition, the decision below conflicts with 
decisions of the Fifth, Sixth, Seventh, and Ninth Circuits. 
Consistent with Lohr, Riegel, and Bates v. Dow Agro-
Sciences LLC, 544 U.S. 431, 447 (2005), those courts 
recognize that a state-law requirement that parallels a 
generally applicable federal requirement is not 
preempted. The Tenth Circuit, however, reached the 
opposite conclusion here. 

 The question presented is recurring and important; 
the decision below is incorrect; and the courts are finding 
the case law a “real ‘struggle’” (Pet. App. 10a) to 
understand. The Court should grant the petition. 

OPINIONS BELOW 

 The decision of the United States Court of Appeals 
for the Tenth Circuit is reported at 784 F.3d 1335 and 
reproduced in the appendix at 1a. The district court’s 
decision granting respondents’ motion for summary 
judgment is unreported and is reproduced in the appen-
dix at 48a. The district court’s decision denying peti-

–––––––––––––––––––––––– 
1 Brief for United States as Amicus Curiae, Medtronic, Inc. v. 

Stengel, No. 12-1351, at 15 (U.S. filed May 20, 2014), available at 
www.justice.gov/sites/default/files/osg/briefs/2013/01/01/2012-1351.p
et.ami.inv.pdf (emphasis added). 
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tioner’s motion for reconsideration is also unreported 
and is reproduced in the Appendix at 45a. 

JURISDICTION 

 The court of appeals entered its judgment on April 
21, 2015. Pet. App. 83a. On May 14, 2015, the court 
denied petitioner’s timely petition for rehearing. Id. at 
84a. On July 10, 2015, Justice Sotomayor granted an 
application for an extension of time to file a petition for 
certiorari to and including September 11, 2015. This 
Court has jurisdiction under 28 U.S.C. § 1254(1). 

STATUTES AND REGULATIONS INVOLVED 

 The Medical Device Amendments to the Food, Drug, 
and Cosmetic Act provide in part:  

 State and local requirements respecting devices 

 (a) General rule 

  Except as provided in subsection (b) of this 
section, 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—  

    (1) which is different from, or in addition to, 
any requirement applicable under this chapter to 
the device, and 

    (2) 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. 

 An FDA regulation found at 21 C.F.R. § 808.1(d) 
provides in part: 

 State or local requirements are preempted only 
when the Food and Drug Administration has 
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established specific counterpart regulations or 
there are other specific requirements applicable 
to a particular device under the act, thereby 
making any existing divergent State or local 
requirements applicable to the device different 
from, or in addition to, the specific Food and Drug 
Administration requirements. 

STATEMENT OF THE CASE 

This petition arises from a state-law damages suit 
brought by Patricia Caplinger to recover for severe 
injuries caused by a spinal bone graft device 
manufactured by respondent Medtronic, Inc. Ms. 
Caplinger’s injuries were directly attributable to 
Medtronic’s marketing of the device for use in a way that 
posed threats of serious injury and that had not been 
approved by the FDA. 

Because an understanding of the structure of the 
Medical Device Amendments (MDA) is important to 
understanding this case, Part 1 below offers a general 
description of the MDA. Part 2 describes this Court’s 
decisions addressing the MDA’s express preemption 
provision. Parts 3 through 5 set forth the facts 
surrounding Medtronic’s illegal promotion of the device 
for an unapproved use, Ms. Caplinger’s resulting 
injuries, and the proceedings below. 

 1. Federal Medical Device Regulation 

Although prescription drugs have been the subject of 
extensive regulation by the FDA since the enactment of 
the Food, Drug, and Cosmetic Act in 1938, medical 
devices, which range in complexity from bandages to 
artificial hearts, were outside the scope of the FDA’s 
regulatory authority until the enactment of the MDA in 
1976. See Lohr, 518 U.S. at 475-76. The MDA divided 
medical devices into three categories—classes I, II, and 
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III—and established a tripartite scheme for their 
regulation. See id. at 476-77. 

Under the MDA, class III devices are those that 
treat serious medical conditions or pose serious risks of 
causing injury to patients. 21 U.S.C. § 360c(a)(1)(C).2 
Like new drugs, new class III devices that are not 
substantially similar to devices already on the market 
when the MDA was enacted must receive premarket 
approval (PMA) from the FDA. See Lohr, 518 U.S. at 
477; Riegel, 552 U.S. at 318-19. The PMA process 
involves a detailed review of a device’s safety and 
effectiveness for particular uses, including all studies and 
investigations available to the manufacturer, as well as 
the device’s proposed uses, design, and labeling. See 
Riegel, 552 U.S. at 318. PMA represents an FDA finding 
that the device is safe and effective “under the conditions 
of use included in the proposed labeling.” 21 U.S.C. 
§ 360e(d)(1)(A); see also id. § 360e(d)(2)(A), (B) 
(requiring the FDA to deny approval if a device is not 
safe and effective for the uses recommended or 
suggested in the labeling). 

In addition, PMA is conditioned on the manufac-
turer’s compliance with ongoing obligations under FDA 
regulations, including the requirement that the manufac-
turer report adverse incidents involving the device to the 
FDA. Id. § 360i(a)(1), (3); see Riegel, 552 U.S. at 319. A 
manufacturer must report incidents in which a device 
“malfunctions” and those in which the device may have 
caused or contributed to a death or “serious injury.” 21 

–––––––––––––––––––––––– 
2 Class I devices are basic items such as bandages and tongue 

depressors. Class II devices include items, such as hearing aids, that 
are more complex and have greater potential to cause harm if 
defective or misused. 
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C.F.R. § 803.50(a); see also id. § 803.3 (defining 
“malfunction” and “serious injury”). The FDA makes 
such reports available to the public. See id. § 803.9. 

In contrast to new class III devices that are subject 
to the PMA process, class III devices that were already 
in existence when the MDA was enacted are subject to 
less stringent standards. Such devices are grandfathered 
for uses that existed when the statute was passed. 
Approval to market devices that are “substantially 
equivalent” to grandfathered devices may be obtained 
through a truncated review process generally referred to 
as the “510(k) process” (so named after the MDA section 
providing for such review). 21 U.S.C. § 360(k); see Lohr, 
518 U.S. at 477-79. Section 510(k) review focuses on the 
question of substantial equivalency and does not entail a 
thorough examination of the device’s safety and 
effectiveness, or of its design, except to the extent 
necessary to determine whether it is substantially 
equivalent to a grandfathered device for the same use. 
Riegel, 551 U.S. at 322. To market a grandfathered or 
substantially equivalent device for a new use, however, a 
manufacturer must obtain PMA. See 21 C.F.R. 
§ 807.92(a)(5); FDA, Guidance for Industry: The 510(k) 
Program: Evaluating Substantial Equivalence in 
Premarket Notifications 17 (July 2014), available at 
http://www.fda.gov/downloads/MedicalDevices/.../UCM2
84443.pdf. 

Whether a device is introduced through the PMA or 
510(k) process, it can be marketed only for the use(s) 
approved or cleared by the FDA and specified in the 
product’s labeling. See 21 U.S.C. § 360e(d)(1)(A) (in 
evaluating a PMA application, FDA “shall rely on the 
conditions of use included in the proposed labeling”); id. 
§ 360c(a)(2)(B) (providing that the safety and 
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effectiveness of a device must be determined “with 
respect to the conditions of use prescribed, 
recommended, or suggested in the labeling of the 
device”); FDA, Guidance for Industry: The 510(k) 
Program, supra, at 16-18. Thus, for example, a 
manufacturer cannot market a device approved as a knee 
implant for use as a hip implant without first obtaining a 
supplemental approval or clearance. Although the FDA 
does not regulate physicians, who may use a device 
approved for one use for a different use, see 21 U.S.C. 
§ 396, a class III device intended by the manufacturer 
for an unapproved, or “off-label,” use is adulterated and 
misbranded. Id. §§ 351(f)(1)(B), 352(f).3 And federal law 
prohibits manufacturing or marketing an adulterated or 
misbranded product. Id. § 331(a), (b), (c), (g). 

 2. Preemption Under the MDA 

In addition to provisions addressing device classifica-
tion, approval, and reporting requirements, the MDA 
contains a provision that preempts any state-law 
requirement with respect to a medical device that is 
“different from, or in addition to, any requirement” 
applicable to the device under the MDA and that “relates 
to the safety or effectiveness of the device.” Id. § 360k(a). 
The FDA has underscored the plain language of the 
statute by promulgating an implementing regulation that 
provides that state laws are preempted “only when the 
[FDA] has established specific counterpart regulations 

–––––––––––––––––––––––– 
3 See also FDA, Guidance for Industry: Good Reprint Practices 

of the Distribution of Medical Journal Articles and Medical or 
Scientific Reference Publications on Unapproved New Uses of 
Approved Drugs and Approved or Cleared Medical Devices (Jan. 
2009), available at www.fda.gov/regulatoryinformation/guidances/uc
m125126.htm. 
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or there are other specific requirements applicable to a 
particular device under the act,” 21 C.F.R. § 808.1(d), 
and that, even when such specific requirements exist, the 
MDA “does not preempt State or local requirements that 
are equal to, or substantially identical to, requirements 
imposed by or under the act,” id. § 808.1(d)(2). 

This Court has considered the MDA’s preemptive 
scope in three cases. First, in Medtronic, Inc. v. Lohr, 
518 U.S. 470 (1996), the Court unanimously held that 
state law is not preempted if no relevant federal 
requirement is in place. Id. at 492-94 (majority opinion) 
(design defect claim not preempted where federal law 
places no design requirements on the device); id. at 513 
(O’Connor, J., concurring in part and dissenting in part) 
(same). In addition, the Court held that the FDA’s 
generally applicable labeling and manufacturing 
regulations do not impose device-specific requirements 
with preemptive effect under § 360k(a). Id. at 501 
(majority opinion). Those federal requirements, the 
Court said, reflect “important but entirely generic 
concerns about device regulation generally, not the sort 
of concerns regarding a specific device or field of device 
regulation which the statute or regulations were 
designed to protect from potentially contradictory state 
requirements.” Id.  

Further, the Court unanimously held that the MDA 
does not expressly preempt state-law requirements that 
parallel federal requirements. Id. at 494-97 (majority 
opinion); id. at 513 (O’Connor, J., concurring in part and 
dissenting in part). A state may impose liability for a 
manufacturer’s conduct that violates requirements 
imposed by federal law, even if the showing required to 
establish liability requires proof of “additional elements 
of the state-law cause of action,” such as that the 
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manufacturer engaged in “negligent conduct” or 
“created an unreasonable hazard for users of the 
product.” Id. at 495. Such elements “make the state 
requirements narrower, not broader, than the federal 
requirement,” and are not “additional or different” 
requirements for purposes of § 360k(a). Id. 

In the second case, Buckman v. Plaintiffs’ Legal 
Committee, 531 U.S. 341 (2001), the Court held that a so-
called “fraud-on-the-FDA” claim was impliedly preempt-
ed by the MDA. This unusual claim, the Court explained, 
was not premised on an underlying state-law duty, but 
rested solely on a claim that the defendant violated a 
duty it owed to the FDA under federal law. Id. at 352-53. 
The Court held that the claim was in “conflict” with the 
FDA’s own responsibility to police fraud against it in 
accordance with its own objectives. Id. at 350. 

Finally, in Riegel v. Medtronic, Inc., 552 U.S. 312 
(2008), as in Lohr, the Court stated that express 
preemption under § 360k(a) requires specific federal 
requirements applicable to the device, which then 
operate to preempt different or additional state-law 
requirements addressing the same subjects. See 552 U.S. 
at 322-23. Applying that framework, the Court held that 
the PMA process through which some medical devices 
secure marketing permission from the FDA establishes 
device-specific requirements that, under § 360k(a), 
expressly preempt different or additional state-law 
requirements. In reaching this conclusion, the Court 
emphasized that PMA, unlike the 510(k) process 
considered in Lohr, represents an FDA finding that the 
device is safe and effective for its intended use as 
designed and labeled. Id. at 318, 323. 

In addition, Riegel reiterates that § 360k(a) does not 
preempt state-law claims that parallel federal 
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requirements: § 360k(a), the Court stated, “does not 
prevent a State from providing a damages remedy for 
claims premised on a violation of FDA regulations.” Id. 
at 330. The Court also restated Lohr’s conclusion that 
federal labeling requirements that apply “across the 
board to almost all medical devices” generally do not 
preempt state requirements. Id. at 322. 

3. Medtronic’s Infuse Bone Graft Device 

The InFUSE Bone Graft/L-CAGE Lumbar Tapered 
Fusion Device (Infuse) consists of two components 
containing three parts: a cage and bio-engineered bone-
filling material with a carrier or scaffold. Infuse is used 
in spinal fusion surgery as an alternative to grafting a 
patient’s own bone. The bone-filling material, a protein 
called rhBMP-2, helps fuse vertebrae in the lower 
(lumbar) spine to treat degenerative disc disease.4  

 As a class III medical device, Infuse could not be 
marketed until Medtronic obtained PMA from the FDA, 
which it did in 2002. The FDA approved Infuse for use 
only in surgery in which the surgeon approaches from 
the front (anterior) of the patient, to treat degenerative 
disc disease in the lower, or lumbar, region of the spine,5 
as the FDA approval letter expressly stated. Infuse is 
not approved for use in spinal surgery in which the 
surgeon proceeds through the patient’s back (posterior). 
That use creates an undue risk of unwanted bone growth, 
intractable pain, weakness, and foot drop, among other 
things. 

–––––––––––––––––––––––– 
4 The facts stated herein are taken from plaintiff’s first amended 

complaint, filed on July 23, 2012. 
5 Medtronic later received PMA to market Infuse for use in 

certain dental surgeries and for repair of certain tibial fractures. 
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 Nonetheless, Medtronic aggressively promoted 
Infuse for use in posterior-approach surgeries. As the 
Department of Justice, a Committee of the United States 
Senate, and a leading journal of spinal medicine have 
documented, Medtronic’s illegal promotion included 
paying kickbacks and other incentives to physicians to 
influence clinical studies, prevent publication of adverse 
events, and encourage the unapproved use. 

 Medtronic was a defendant in two qui tam lawsuits 
alleging that it violated the False Claims Act, 31 U.S.C. 
§ 3729, by paying illegal kickbacks to physicians for 
promoting the off-label use of Infuse, which resulted in 
the submission of false or fraudulent claims to federal 
health care programs. In July 2006, Medtronic agreed to 
pay $40 million to the United States to settle these 
lawsuits. 

 Despite the settlement, Medtronic continued to 
market Infuse for the unapproved use in posterior-
approach spinal surgery. In 2008, following a Wall Street 
Journal article about Medtronic’s practices, see 
Armstrong & Burton, Medtronic linked to surgery 
problems, Wall St. J., Sept. 4 2008, members of the 
Senate expressed serious concerns about continued 
wrongdoing by Medtronic. For example, Senator Charles 
Grassley wrote: “[E]arlier this month the [Wall Street 
Journal] reported on problems with off-label use of 
Medtronic’s Infuse. … Specifically, it was reported that 
Medtronic gave payments to physicians, in the form of 
consulting agreements, as a means of increasing sales of 
Infuse. The allegations that Medtronic has been 
disguising [as] consulting agreements … inducements or 
kickbacks for physicians to use Infuse are equally 
troubling.” First Am. Compl. ¶ 53. 
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 In 2011, the Senate Committee on Finance began an 
investigation into whether Medtronic was continuing to 
misrepresent the adverse events that resulted from 
Infuse and rhBMP-2, as well as the possibility that Med-
tronic used payments to physicians to improperly influ-
ence clinical trials and reporting regarding rhBMP-2.  

 In June 2011, The Spine Journal, a leading U.S. 
medical journal, published a special edition dedicated to 
addressing serious patient safety and ethical concerns 
related to the use of Infuse in the spine. The journal 
reviewed thirteen peer-reviewed articles about rhBMP-2 
by industry-sponsored authors, including many spon-
sored by Medtronic, and found that these articles had 
inaccurately reported the device’s safety by under-
estimating the risks. In an editorial summarizing the 
journal’s findings, five prominent physicians, including 
spine surgeons at Stanford University, wrote that the 
earlier industry-sponsored trials and reports were 
“remarkable for the complete absence of reported 
rhBMP-2–related clinical adverse events,” including 
reported instances of adverse back and leg pain events, 
radiculitis, bone resorption, urinary retention, and 
implant displacement, as well as sterility and cancer 
risks.6 They concluded that the trials and reports 
suffered from idiosyncratic trial design, reporting bias, 
and peer-review and publication shortfalls. Carragee, 11 
The Spine Journal at 463. According to the editorial and 
accompanying articles, the thirteen industry-sponsored 

–––––––––––––––––––––––– 
6 Eugene J. Carragee, et al., A challenge to integrity in spine 

publications: years of living dangerously with the promotion of 
bone growth factors, 11 The Spine Journal 463 (June 2011), available 
at http://www.researchgate.net/publication/51467883_A_challenge_
to_integrity_in_spine_publication_Years_of_living_with_the_promo
tion_of_bone_growth_factors. 
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articles reported only successful fusions and low rates of 
complications with Infuse, “which led to the ‘off-label’ use 
of Infuse” and “may have promoted widespread poorly 
considered on- and off-label use, eventual life-
threatening complications and deaths.” Id.  

 4. Patricia Caplinger’s Injuries 

 On August 25, 2010, Patricia Caplinger had surgery 
to correct a degenerative disc condition. The surgeon 
used the unapproved posterior approach to place the 
Medtronic Infuse bone graft into the lumbar region of 
Ms. Caplinger’s spine. A Medtronic representative was 
present during the surgery, and she was actively 
involved and provided information regarding Infuse as it 
applied to Ms. Caplinger’s particular surgery.  

 In October and November 2010, Ms. Caplinger’s 
symptoms returned and worsened. She also experienced 
a foot drop condition in her right leg resulting from 
exuberant bone growth caused by the use of Infuse. In 
December 2010, the foot drop condition caused a tear of 
the anterior cruciate ligament in her right knee, which 
required surgery in February 2011. MRI and CT 
imaging of Ms. Caplinger’s lumbar spine confirmed 
exuberant bone in her lumbar spine caused by the use of 
Infuse and requiring revision surgery on September 9, 
2011.  

 Ms. Caplinger continues to suffer exuberant bone 
growth and the resulting pain, weakness, and foot drop. 
A June 2012 CT scan confirmed continuing exuberant 
bone growth that required additional surgery.  

 5. Proceedings Below 

 Ms. Caplinger filed suit against Medtronic on June 4, 
2012, seeking to recover for her injuries under state 
products liability law. The gravamen of the state-law 
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claims is that Medtronic sold a product that was 
unreasonably dangerous for the use for which it was 
intended and failed to provide proper warnings about the 
dangers associated with that use. Ms. Caplinger’s 
amended complaint states claims for failure to warn, 
design defect, breach of express and implied warranty, 
negligence, negligent misrepresentation, fraudulent 
misrepresentation, fraud in the inducement, and 
constructive fraud. The complaint also sets forth various 
FDA regulations violated by Medtronic’s conduct but 
does not allege claims for relief directly under federal 
law.  

 Medtronic moved to dismiss, principally on the 
ground that Ms. Caplinger’s claims are foreclosed by the 
MDA’s preemption provision, 21 U.S.C. § 360k(a), which, 
as explained above, prohibits state laws from imposing 
“requirements” on devices that are “different from, or in 
addition to,” requirements imposed under the MDA. Ms. 
Caplinger, relying principally on Lohr and Riegel, 
argued that, because federal law prohibited Medtronic’s 
marketing of Infuse for an unapproved use, the MDA 
does not preempt her state-law claims, which are based 
on state-law duties that are not “different from, or in 
addition to,” those of the MDA.  

 The district court granted the motion to dismiss. 
Although the court acknowledged that some state-law 
claims for injury caused by a PMA medical device are 
neither expressly nor impliedly preempted, the court 
held that each of Ms. Caplinger’s claims is either 
expressly or impliedly preempted. The court also held 
that Ms. Caplinger’s fraud claims were not pleaded with 
adequate specificity under Federal Rule of Civil 
Procedure 9(b). 
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 Ms. Caplinger appealed. She explained that the FDA 
does not approve devices in a general sense, but for 
specific uses, and that the FDA had not approved Infuse 
for posterior-approach surgery. Accordingly, she 
explained, the FDA imposed no requirements on Infuse 
for posterior use (except to the extent that the 
prohibition against marketing devices for unapproved 
uses can be said to be a requirement with respect to 
posterior use), and thus, as in Lohr, § 360k(a) does not 
preempt her state-law claims. She also argued that her 
claims are not preempted because they are parallel to, 
not different from or in addition to, federal 
requirements—in particular, the federal prohibitions 
against misbranding and against marketing a device 
without reasonable assurance of safety and effectiveness. 

 In a 2-1 decision, the Tenth Circuit affirmed. The 
majority held that all of Ms. Caplinger’s claims are 
expressly preempted by the MDA. The majority made 
clear its confusion about how to apply this Court’s three 
preemption decisions: Reviewing this Court’s holdings in 
Lohr, Buckman, and Riegel, it stated that “laying out the 
rules governing our review is a real struggle in this 
area.” Pet. App. 10a (internal quotation marks omitted). 
“How are we to apply all these competing instructions?” 
the court asked. Id. at 9a. Nonetheless, the majority held 
that § 360k(a) expressly preempts the underlying state-
law duties because those duties would impose different 
or additional requirements on the Infuse device. In the 
majority’s view, § 360k(a) preempts the claims because 
the FDA had approved the device for one use, even if not 
for the use for which Medtronic had marketed the device. 

 Judge Lucero dissented. As he explained, Ms. 
Caplinger alleged conduct that was both tortious under 
state law and violative of federal laws that forbid the 
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marketing of misbranded or adulterated medical devices. 
The majority decision that her claims are preempted 
thus “is compelled neither by binding precedent nor by 
the plain text and clear purpose of” the MDA. Id. at 25a. 

REASONS FOR GRANTING THE WRIT 

Together, the decisions in Lohr and Riegel establish, 
first, that § 360k(a) does not preempt state-law claims in 
the absence of a relevant federal device requirement and, 
second, that § 360k(a) does not preempt state-law claims 
premised on the breach of state-law duties of care that 
parallel federal regulatory requirements. The decision 
below is inconsistent with these precedents—an outcome 
that resulted from the Tenth Circuit’s admitted difficulty 
understanding how to apply them. Notably, as the 
Solicitor General has stated, the courts of appeals for 
other circuits to address MDA preemption since Riegel 
have also misunderstood this Court’s instruction. In light 
of the lower courts’ confusion and misunderstanding, the 
Tenth Circuit’s suggestion that this area “warrant[s] 
revisiting” by this Court, Pet. App. 10a,  has considerable 
merit. 

Moreover, the decision below is inconsistent with 
decisions of other federal courts of appeals with respect 
to non-preempted parallel state-law requirements, and 
the court reached an incorrect conclusion on a recurring 
question of exceptional importance. 

For each of these reasons, the petition should be 
granted. 

I. The Courts of Appeals Widely Misapply Lohr and 
Riegel. 

The implications of the Tenth Circuit’s decision are 
far-reaching. Under the decision, PMA based on a 
determination that a medical device is safe and effective 
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for one use allows a manufacturer to promote the device 
for any other use and to do so free from liability under 
state law for injury resulting from its off-label 
marketing. Nothing in the MDA or this Court’s 
preemption jurisprudence grants a manufacturer such 
immunity when acting outside the scope of PMA, which 
allows marketing of the device according to the design 
and labeling for the particular uses for which the FDA 
has found the device to be safe and effective. 

A. The Decision Below Is Inconsistent with Lohr 
 and Riegel. 

This case involves claims based on a specific use of 
the Infuse device: its use for posterior spinal fusion 
surgery. The FDA has never approved the device for 
that use and, accordingly, has never imposed require-
ments on the design and labeling of the device for that 
use. In the absence of device-specific requirements 
applicable to the use at issue, state-law claims challeng-
ing the device’s design with respect to that use, the 
adequacy of Medtronic’s warnings concerning that use, 
and the truthfulness of Medtronic’s representations 
about that use do not seek to impose requirements that 
are different from or in addition to requirements of 
federal law within the meaning of § 360k(a). Yet 
Medtronic argued, and the court below held, that the 
MDA’s preemptive effect protects conduct that the MDA 
itself condemns. 

As explained above, both Lohr and Riegel hold that 
the touchstone for preemption under § 360k(a) is the 
existence of a requirement specifically applicable to a 
device. Such a federal requirement preempts state 
requirements that impose different or additional 
requirements with respect to the subject-matter covered 
by the federal requirement. See Riegel, 552 U.S. at 322-
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23; Lohr, 518 U.S. at 493-94, 498-502. In Lohr, the Court 
emphasized that preemption under § 360k(a) turns on 
the existence of specific federal and state requirements 
on the same subject matter and noted that “it is 
impossible to ignore [the statute’s] overarching concern 
that pre-emption occur only where a particular state 
requirement threatens to interfere with a specific federal 
interest.” 518 U.S. at 500. Thus, the court concluded that 
the state-law design defect claims at issue were not 
preempted because the 510(k) clearance process did not 
result in imposition by the FDA of specific requirements 
applicable to the device’s design. Id. at 492-94. 

In Riegel, the Court reiterated that preemption 
under § 360k(a) requires specific federal requirements 
applicable to the device, which then operate to preempt 
different or additional state-law requirements address-
ing the same subjects. See 552 U.S. at 322-23. Thus, the 
Court held that state-law design defect and failure-to-
warn claims are preempted to the extent that they would 
impose requirements different from or in addition to the 
specific design and labeling requirements imposed 
through PMA and address the same subject matter as 
those requirements. See id. at 325. The Court’s analysis 
in Riegel rests heavily on the notion that the adequacy of 
the design and labeling of devices for approved uses are 
matters specifically reviewed and approved by the FDA 
in the PMA process. Id. at 318, 323.7  

–––––––––––––––––––––––– 
7 Below, Medtronic argued that Riegel stands for the proposition 

that § 360k(a) preempts claims for injury arising from off-label 
marketing of a PMA device because the injury there “arose from an 
off-label procedure.” Tenth Cir. Appellee Br. 23. But although the 
physician in Riegel had used the device in a way contraindicated on 
the labeling, see 552 U.S. at 320, the plaintiffs did not allege that 
Medtronic had marketed the device for an unapproved use. The 

(Footnote continued) 
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When a manufacturer markets a device for an 
unapproved use, it acts outside the scope of the FDA’s 
device-specific design and labeling requirements 
because, as to that use, the FDA has not reviewed and 
approved the safety and effectiveness of the device and 
the adequacy of the warnings and instructions contained 
in the device labeling. The statute specifically provides 
that, for purposes of PMA, the FDA focuses on the 
particular uses described in the manufacturer’s proposed 
labeling for the device:  

[T]he safety and effectiveness of a device are to be 
determined—(A) with respect to the persons for 
whose use the device is represented or intended; 
(B) with respect to the conditions of use 
prescribed, recommended, or suggested in the 
labeling of the device; and (C) weighing any 
probable benefit to health from the use of the 
device against any probable risk of injury or 
illness from such use. 

21 U.S.C. § 360c(a)(2) (emphasis added). The FDA’s 
decision to grant or withhold PMA depends on whether it 
finds a reasonable assurance of safety and effectiveness 
“under the conditions of use prescribed, recommended, 
or suggested in the proposed labeling thereof,” id. 
§ 360e(d)(2)(A), (B), and PMA authorizes the manufac-
turer to market the device only for that use, id.; 21 
C.F.R. § 801.39(a)(1) (manufacturer must submit PMA 
supplement for review and approval before adding new 
indication). 

–––––––––––––––––––––––– 
Court in Riegel had no occasion to consider and did not consider the 
preemptive effect of § 360k(a) on claims arising from a manufac-
turer’s off-label marketing of a PMA device. 
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Here, while PMA for the Infuse device imposes 
specific design and labeling requirements that Medtronic 
must meet when marketing Infuse for its approved use 
in anterior-approach surgery, the PMA imposes no 
design or labeling requirements on Infuse as a device 
intended by Medtronic for use in surgery from a 
posterior approach. The FDA’s PMA for another use of 
Infuse does not require that the device intended for use 
in posterior spinal surgery “take any particular form for 
any particular reason,” Lohr, 518 U.S. at 493, nor does 
the PMA specify labeling requirements for a device 
marketed for that unapproved use. When it granted 
PMA, the FDA neither considered nor approved the 
safety and effectiveness of Infuse’s design for posterior 
surgery or the adequacy of the device’s labeling for that 
use. The PMA decision thus established no requirements 
applicable to the Infuse device to the extent that 
Medtronic intended the device for a posterior-approach 
surgery. 

Under the reasoning of Lohr and Riegel, therefore, 
no federal requirements exist to preempt state 
requirements applicable to the design or labeling of the 
device because the FDA has imposed on Infuse no 
requirements relevant to the asserted claims—all of 
which are based on marketing of Infuse for a use for 
which the FDA did not grant PMA. Yet in its “struggle,” 
Pet. App. 11a, to understand this Court’s preemption 
precedents—a task that the Tenth Circuit analogized to 
navigating between Scylla and Charybdis, id. at 10a—the 
court of appeals misunderstood the importance of 
relevant federal requirements to the preemption 
analysis. As a result, the court reached a decision that 
cannot be reconciled with this Court’s precedents. 
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B. As the United States Agrees, the Appellate 
Courts Misunderstand Riegel. 

Misapprehension of the scope of MDA preemption is 
widespread. As the United States told the Court last 
year, decisions of several courts of appeals manifest 
confusion about application of Lohr and Riegel. Like the 
court below, those courts err in addressing preemption in 
cases involving PMA devices by assuming “that the 
existence of any device-specific federal requirement has 
across-the-board preemptive effect, even on a state 
requirement addressed to a different subject.” U.S. Br., 
Medtronic v. Stengel, No. 12-1351, supra n.1, at 15. That 
assumption, the government explained, is “contrary to 
Lohr’s reasoning and FDA’s consistent interpretation in 
its regulations and briefs to this Court.” Id.  

“The courts of appeals, in every case since Riegel 
involving a device subject to premarket approval, have 
dispensed with the first step of a proper Section 360k(a) 
preemption analysis—i.e., asking whether FDA has 
established device-specific requirements on the same 
subject as the relevant state requirement,” according to 
the United States. Id. (emphasis added) (citing as an 
example Hughes v. Boston Scientific Corp., 631 F.3d 762, 
768 (5th Cir. 2011)). The United States suggested that 
the courts’ approach “may reflect a mistaken belief that 
the act of premarket approval itself establishes device-
specific requirements on all possible subjects, thus pre-
empting additional or different state requirements 
whatever their subject.” Id. at 16 (citing as an example 
Bausch v. Stryker Corp., 630 F.3d 546, 563 (7th Cir. 
2010)). 

Although in Stengel the United States identified and 
criticized the courts of appeals’ misapplication of Riegel, 
it argued against granting Medtronic’s petition because 
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of what it characterized as the “unnecessarily tortuous 
theories of causation” advanced there, because a correct 
preemption analysis would result in a more favorable 
judgment for the plaintiffs than they had obtained below 
(and they did not cross-petition), because of the lack of a 
conflict, and “especially” because of the case’s 
interlocutory posture. U.S. Br., Medtronic v. Stengel, 
No. 12-1351, supra n.1, at 7-8. None of those concerns 
applies here. Moreover, whereas in Stengel the United 
States agreed that the lower court’s misunderstanding 
led to a correct result on the claim at issue in the 
petition, id. at 7, in this case the misunderstanding 
caused an erroneous outcome that threatens sweeping 
immunization of conduct directly contrary to the MDA’s 
purposes. 

Further, the majority here took precisely the 
approach criticized by the government in Stengel. Like 
the plaintiff in Stengel, Ms. Caplinger attacks conduct 
that was “governed not by the terms of the [PMA], but 
rather by FDA’s general regulations.” Id. at 12. Yet the 
court below focused on the fact that the PMA for Infuse 
imposed requirements (applicable to the design and 
disclosures required to market the device for anterior 
lumbar surgery) and relied on the existence of those 
requirements as the basis for preemption of state-law 
claims addressed to a different subject (whether the 
device was designed defectively for posterior lumbar 
surgery and whether Medtronic’s warnings and 
representations concerning that different use were 
tortious under state law). The court stated: “[T]he device 
endured the premarket approval process. So the MDA 
will preempt all of Ms. Caplinger’s claims unless federal 
requirements impose duties that are at least as broad as 
those she seeks to vindicate through state law.” Pet. App. 
11a; see also id. at 17a. That rationale—that PMA “itself 
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establishes device-specific requirements on all possible 
subjects, thus preempting additional or different state 
requirements whatever their subject”—encapsulates 
precisely the belief that the United States characterized 
as “mistaken.” U.S. Br., Medtronic v. Stengel, No. 12-
1351, supra n.1, at 16.  

The petition should be granted to correct the lower 
courts’ consistently incorrect approach to preemption of 
claims involving PMA devices—an approach exemplified 
by the decision below. 

II. The Tenth Circuit’s Decision Is Inconsistent with 
Decisions of Other Federal Courts of Appeals. 

Even while sharing in the broad and pervasive 
confusion over the scope of MDA preemption, the Tenth 
Circuit’s decision is inconsistent with decisions of the 
Fifth, Sixth, Seventh, and Ninth Circuits finding no 
preemption of state-law claims that parallel federal 
requirements. In Medtronic, Inc. v. Stengel, Medtronic 
argued in a petition for certiorari that there is “pervasive 
disagreement in the lower courts regarding the scope of 
the ‘parallel’ duty exception to the MDA’s express 
preemption provision recognized by this Court in 
Riegel.” No. 12-1351, Pet. at 17 (filed May 14, 2013) 
(stating that “[t]he Circuits are split on whether the 
MDA expressly preempts state-law claims alleging a 
violation of a generalized, rather than a device-specific, 
federal requirement”). Medtronic was incorrect at that 
time, but the Tenth Circuit’s decision creates the conflict 
that was then lacking. 

As this Court stated in Bates v. Dow AgroSciences 
LLC, 544 U.S. 431, 447 (2005), addressing the “similarly 
worded” preemption provision of the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA), “a state-law 
labeling requirement is not pre-empted” if the state 
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requirement “is equivalent to, and fully consistent with, 
[the statute’s] misbranding provisions.” Accord Riegel, 
552 U.S. at 330; Lohr, 518 U.S. at 494-97. Flatly incon-
sistent with Bates, Lohr, and Riegel, the Tenth Circuit 
rejected the federal statute’s prohibition on misbranding 
as the basis for a parallel claim.  

The allegation was clearly made: Ms. Caplinger 
alleged an extensive program of off-label marketing, 
explained that off-label marketing renders a product 
misbranded and adulterated in violation of federal law, 
and explained that these federal prohibitions parallel the 
state-law duties on which the claims for failure-to-warn, 
fraudulent misrepresentation, and design defect are 
based. Yet the court of appeals overlooked adulteration 
entirely, and it held that Ms. Caplinger’s claims did not 
parallel the prohibition on misbranding because it 
thought that misbranding is limited to mislabeling, 
whereas Ms. Caplinger’s claims look to conduct beyond 
labeling. Pet. App. 12a. That reasoning ignores that 
marketing for an unapproved use renders the labeling 
false and misleading because the labeling no longer 
accurately describes the use for which the manufacturer 
intends the product, no longer provides warnings for 
using the product safely and effectively for that use, and 
no longer meets other requirements of an adequate label. 
The Tenth Circuit’s view thus contradicts the FDA’s 
determination that a device is misbranded (that is, its 
labeling is false and misleading) when the product is 
marketed for an unapproved use. It contradicts as well 
this Court’s decisions holding that a state-law duty to 
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warn may parallel the federal prohibition against 
misbranding.8 

Consistent with Bates, Lohr, and Riegel—but in stark 
contrast to the Tenth Circuit—the Fifth, Sixth, Seventh, 
and Ninth Circuits have found no preemption in cases 
concerning PMA devices where a state-law claim is 
based on violation of a duty that parallels a generally 
applicable federal requirement, including duties compa-
rable to the misbranding provisions and marketing 
restrictions on which Ms. Caplinger relies. See Stengel v. 
Medtronic, 704 F.3d 1224, 1233 (9th Cir. 2013) (no 
preemption of state-law duty to warn that parallels FDA 
reporting requirement); Bass v. Stryker Corp., 669 F.3d 
501, 510 (5th Cir. 2012) (no preemption of state-law duty 
that parallels FDA good manufacturing practices regula-
tions); Hughes, 631 F.3d at 770-71 (5th Cir.) (no preemp-
tion of state-law duty to warn that parallels FDA 
reporting requirement); Bausch, 630 F.3d at 555 (7th 
Cir.) (no preemption of state-law duty that parallels FDA 
good manufacturing practices regulations); Howard v. 
Sulzer Orthopedics, Inc., 382 Fed. App’x 436, 441 (6th 
Cir. 2010) (same); cf. Walker v. Medtronic, 670 F.3d 569, 
571 (4th Cir. 2012) (“In light of Walker’s concession that 
the device was designed, manufactured, and distributed 

–––––––––––––––––––––––– 
8 The court of appeal’s erroneous understanding of this Court’s 

case law was compounded by its assumption that device labeling is 
fixed in time at the point of FDA approval—that federal law 
“precludes” a manufacturer from revising labeling. Pet. App. 12a. In 
fact, the FDA permits device manufacturers to revise labeling to 
“enhance the safety of the device” prior to FDA approval of the 
revision, much as drug manufacturers are able to do. 21 C.F.R. 
§ 814.39(d)(1); see also Wyeth v. Levine, 555 U.S. 555 (2009) (no 
preemption of failure-to-warn claim against drug manufacturer 
where FDA regulations allow revision without prior approval); 
Tenth Cir. Reply Br. at 15. 
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in compliance with the terms of its premarket approval, 
given by the [FDA] as required under the MDA, 
however, we are compelled to affirm [the finding of 
preemption].”).9 

In reaching its contrary conclusion, the Tenth Circuit 
suggested that, to state a parallel state-law claim, Ms. 
Caplinger would face the “conundrum” of “requir[ing] 
more label warnings that federal law seems to prohibit.” 
Pet. App. 12a. In so doing, the court—contrary to other 
federal courts of appeals—defined the task of stating a 
parallel claim for failure to warn as an impossibility. The 
petition should be granted to resolve the conflict among 
the Circuits regarding the nature of a “parallel” federal 
requirement. 

III. The Court Below Incorrectly Decided A 
 Recurring Question Of Importance. 

Finally, the majority below reached an incorrect 
conclusion on a question of exceptional importance: 
whether a medical device manufacturer is immune from 
liability for harms caused by a product that it markets 
for a use never approved by the FDA. Medtronic’s 
extensive marketing of Infuse for an unapproved use has 
led to a large number of injuries and lawsuits, and the 

–––––––––––––––––––––––– 
9 Medtronic incorrectly argued below that the violation for which 

Ms. Caplinger seeks to hold it accountable is its off-label 
marketing—that is, its violation of federal law. Cf. Buckman, 531 
U.S. 341. Ms. Caplinger’s suit, however, does not seek to state a 
claim for off-label marketing itself, but asserts state-law claims that 
parallel the prohibitions against misbranding and adulteration that 
Medtronic violated through its marketing scheme. Both the state-
law duties and federal law prohibit the marketing of a device for a 
use for which it is not properly designed and is unreasonably 
dangerous, and for which adequate warnings have not been 
provided. 
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question whether federal law preempts state-law 
remedies for injuries caused by that unapproved use 
arises frequently.10 Furthermore, the issue is likely to 
arise with respect to other products as well, given the 
interest of medical device companies in marketing for 
unapproved uses to increase revenues while avoiding the 
time and expense of demonstrating a reasonable 
assurance of safety and effectiveness through the PMA 
process.11 

The regulatory regime, developed to protect patients 
from unsafe or ineffective medical devices, appropriately 
puts the burden on the manufacturer to prove safety and 
effectiveness; the manufacturer must make this showing 
for each use for which it intends to sell a device. This 

–––––––––––––––––––––––– 
10 E.g., Otis-Wisher v. Medtronic, Inc., 2015 WL 3557011 (2d 

Cir. June 9, 2015) (unpublished) (affirming dismissal on preemption 
grounds); Hafer v. Medtronic, Inc., 2015 WL 1648978 (W.D. Tenn. 
Apr. 13, 2015) (consolidation of 141 individual cases; preemption of 
several claims); Garross v. Medtronic, Inc., 77 F. Supp. 3d 809 (E.D. 
Wis. 2015) (no preemption); Martin v. Medtronic, Inc., 32 F. Supp. 
3d 1026 (D. Ariz. 2014) (preemption); Houston v. Medtronic, Inc., 
957 F. Supp. 2d 1166 (C.D. Cal. 2013) (preemption); Ramirez v. 
Medtronic Inc., 961 F. Supp. 2d 977 (D. Ariz. 2013) (no preemption 
of most claims); Coleman v. Medtronic, Inc., 223 Cal. App. 4th 413 
(Cal. Ct. App. 2014) (preemption in part); McCormick v. Medtronic, 
Inc., 101 A.3d 467 (Md. Ct. Spec. App. 2013) (no preemption). 

11 Examples of recent federal indictments and civil complaints 
against medical device manufacturers for off-label marketing are 
available on the Department of Justice website at http://www.
justice.gov/opa/pr/vascular-solutions-inc-and-its-ceo-charged-selling-
unapproved-medical-devices-and-conspiring (announcing November 
2014 indictment and discussing related civil action brought by Dep’t 
of Justice), and http://www.justice.gov/opa/pr/united-states-files-
enforcement-action-against-south-dakota-laser-medical-device-distri
butor (announcing October 2014 civil complaint filed by Dep’t of 
Justice). 
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regime developed in response to real-world situations 
that highlighted the need for an objective decision-maker 
to assess the safety and effectiveness of drugs and 
devices for particular uses before they are marketed to 
patients.12 As this case illustrates, manufacturers’ 
assurances that claims of safety and effectiveness are 
well-supported are no substitute for FDA evaluation of 
the evidence.13 See supra pp. 12-13 (discussing The Spine 
Journal’s criticism of Medtronic’s promotion of Infuse). 

 Under the reasoning of Lohr and Riegel, “[i]t would 
make little sense to allow [a company] to receive the 
protection of preemption when it is actively promoting 

–––––––––––––––––––––––– 
12 See generally Henry A. Waxman, A History of Adverse Drug 

Experiences: Congress Had Ample Evidence to Support 
Restrictions on the Promotion of Prescription Drugs, 58 Food & 
Drug L.J. 299, 301-06 (2003) (detailing history of harms resulting 
from marketing of drugs for uses for which they had not been shown 
to be safe and effective). 

13 Extensive evidence shows that companies use marketing 
techniques that mislead doctors about the safety and effectiveness of 
unapproved uses. Mark A. Ford, Another Use of OxyContin: The 
Case for Enhancing Liability for Off-Label Drug Marketing, 83 
B.U. L. Rev. 429, 434 (2003); see also Washington Legal Found’n v. 
Friedman, 13 F. Supp. 2d 51, 65 (D.D.C. 1998) (noting that 
“manufacturers will likely only seek to disseminate information that 
presents their product in a favorable light”), vacated on other 
grounds, 202 F.3d 331 (D.C. Cir. 2000). For example, companies may 
lead doctors “to believe that a certain [product] is safe and effective 
because a manufacturer has found, and aggressively promoted, ‘the 
one’ article that supports use of their [product], even if there exists 
considerable evidence to the contrary.” Friedman, 13 F. Supp. 2d at 
65. These marketing techniques are particularly pernicious because 
studies are overwhelmingly funded by the companies themselves 
and thus may lack the objectivity of reliable medical research. 
Editorial, Sponsorship, Authorship, and Accountability, 345 New 
Eng. J. Med. 825 (Sept. 13, 2001). 
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off-label uses that have not been reviewed by the FDA.” 
Ramirez, 961 F. Supp. 2d at 992. “When the device is not 
being used in the manner the FDA preapproved and the 
manufacturer is actually promoting such use, there is no 
law or policy basis on which to pre-empt the application 
of state law designed to provide … protection” to 
patients. Id. at 991. 

Device-specific requirements imposed via PMA apply 
to a device marketed for its approved use. Medtronic, 
when it acted affirmatively to subvert those require-
ments by marketing its device for a different use, acted 
outside the requirements imposed by the FDA. To hold 
otherwise would turn the law upside down and allow 
manufacturers to claim that, by telling them not to do 
something, the FDA has given them protection when 
they do it. Medtronic should not be permitted to “cite[] 
the existence of federal regulations it is allegedly 
circumventing to justify” preemption. Id. 

Thus, the court of appeals erred by looking to the 
general holding of Riegel—that PMA may form the basis 
for preemption—without appreciating its factual 
premise: PMA is based on the FDA’s determination, 
based on the information set forth in the PMA 
application for the stated “conditions of use,” that the 
product “provides a reasonable assurance of safety and 
effectiveness.” Riegel, 552 U.S. at 322. The MDA does 
not preempt state requirements “absent a specific 
federal requirement that reflects the FDA’s weighing of 
competing considerations on the same subject and 
specific to the device.” U.S. Br., Medtronic v. Stengel, 
No. 12-1351, supra n.1, at 11; see Riegel, 552 U.S. at 322 
(federal labeling requirements that apply “across the 
board to almost all medical devices” generally do not 
preempt state requirements). 
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Here, Medtronic marketed its product for a use never 
evaluated by the FDA for safety and effectiveness and 
never determined by the FDA to provide a reasonable 
assurance of safety and effectiveness. Riegel no more 
applies to this situation than to the non-PMA device at 
issue in Lohr or to a device marketed with no approval at 
all.  

Whether this situation is viewed as presenting an 
absence of relevant federal requirements or as pre-
senting parallel federal requirements, § 360k(a) cannot 
rationally preempt Ms. Caplinger’s state-law claims 
under this Court’s precedents. Review should be granted 
to address this important issue of federal law. 

CONCLUSION 

The petition for a writ of certiorari should be granted. 
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Before LUCERO, HARTZ, and GORSUCH,  
Circuit  Judges. 
 
 
GORSUCH, Circuit Judge. 
  

Some medical devices are so risky they can’t be sold 
without the federal government’s prior approval. While 
even relatively simple things like bandages face some 
degree of federal oversight, manufacturers of pacemak-
ers, heart valves, and the like must prove the “safety and 
effectiveness” of their devices to the FDA’s satisfaction 
before offering them for sale. Batteries of tests must be 
performed and presented and the agency’s premarket 
approval process can take years. Beyond guarding the 
gate to the market square, the FDA also acts as censor 
for those allowed to enter. A manufacturer must receive 
the agency’s approval for any instructional or warning 
label associated with its device. And once the device and 
label are approved, the manufacturer usually may not 
change them without the agency’s consent. See 21 U.S.C. 
§ 360e(d)(1)(A), (d)(6)(A)(i); Riegel v. Medtronic, Inc., 
552 U.S. 312, 319 (2008). 

As with most federal regulatory regimes, Congress 
had to balance competing goods when it enacted the 
Medical Device Amendments (MDA) to the Federal 
Food, Drug, and Cosmetics Act (FDCA). Perhaps most 
notably, it had to weigh the good of ensuring that pro-
posed medical devices are carefully scrutinized for safety 
against the good of preserving the freedom of patients 
and doctors to use potentially life-saving technology as 
they see fit and without undue delay. One arena in which 
these objectives clashed during the legislative process 
involved this question: to what extent (if any) should 
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states be able to layer additional rules on top of Con-
gress’s? Allowing more regulation of medical devices 
could yield benefits for patient safety. But it could also 
mean forcing manufacturers to abide not one but fifty-
one sets of requirements, a prospect that could deter or 
delay access to innovative devices and wind up hurting 
more patients than it helps. 

Exercising its authority under the Supremacy 
Clause, Congress chose to balance these competing con-
siderations by instructing that: 

[N]o State or political subdivision of a State may 
establish or continue in effect with respect to a 
device intended for human use any requirement 
— 

(1) which is different from, or in addition 
to, any requirement applicable under 
this chapter to the device, and 

(2) which relates to the safety or effec-
tiveness of the device or to any other 
matter included in a require-ment appli-
cable to the device under this chapter. 

21 U.S.C. § 360k(a). 

The question we face is whether this provision fore-
closes Patricia Caplinger’s state law tort suit against 
Medtronic. Medtronic produces Infuse, a device that 
stimulates bone growth to repair damaged or diseased 
vertebrae. When it approved the device for sale, the FDA 
required the company to include a warning label instruct-
ing that Infuse should “be implanted via an anterior” 
surgical approach. The label further cautioned that the 
device’s “safety and effectiveness . . . in surgical tech-
niques other than anterior open or anterior 
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laparoscopic approaches have not been established” and 
that “[w]hen degenerative disc disease was treated by a 
posterior lumber [sic] interbody fusion procedure with 
cylindrical threaded cages, posterior bone formation was 
observed in some instances.” Medtronic Sofamor Danek, 
InFUSE Bone Graft/LT-CAGE Lumbar Tapered Fu-
sion Device Important Medical Information (2002). 

Despite this warning, Ms. Caplinger alleges, Med-
tronic and its representatives promoted Infuse for use in 
a posterior surgical approach — an “off-label” use as it’s 
known in the industry. Ms. Caplinger alleges that a Med-
tronic representative personally recommended using the 
device in this particular way to her and her doctor. All 
the while, Ms. Caplinger asserts, the company harbored 
evidence documenting dangers associated with posterior 
surgical approaches that it kept hidden. According to Ms. 
Caplinger, she and her doctor relied on Medtronic’s rep-
resentations and elected to implant the device using a 
posterior approach — only to watch complications 
emerge that could have been avoided had they known the 
truth about Infuse. Ms. Caplinger alleges that Medtron-
ic’s conduct exposed the company to liability under a va-
riety of state tort theories. But the district court held all 
of these state law claims either insufficiently pleaded or 
preempted, and it’s this decision we’re now asked to re-
visit. 

* 

At first glance the answer to this appeal might ap-
pear easy enough. Section 360k(a) preempts “any re-
quirement” imposed by states on manufacturers that dif-
fers from or adds to those found in the FDCA. Given this 
expansive language one might be forgiven for thinking all 
private state law tort suits are foreclosed. After all, a 
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“requirement” usually means a request, need, want, or 
demand. See 13 The Oxford English Dictionary 682 (2d 
ed. 1989). And an adverse tort judgment seems to involve 
just that: a demand that a defendant appear to answer 
for its conduct and pay damages for failing some state 
law duty. Certainly some commentators have argued that 
the obligation to pay state law judgments amounts to an 
additional state law requirement warranting preemption 
under § 360k(a). See, e.g., Mark Herrmann & Geoffrey J. 
Ritts, Preemption and Medical Devices: A Response to 
Adler and Mann, 51 Food & Drug L.J. 1, 15-16 (1996). 

But the answer to this appeal isn’t so simple. The Su-
preme Court has issued a number of opinions that em-
body “divergent views” about the proper role of the 
MDA’s preemption provision, a fact that has yielded con-
siderable “uncertainty” among the lower courts seeking 
to apply the statute to cases like this one. Max N. 
Helveston, Preemption Without Borders: The Modern 
Conflation of Tort and Contract Liabilities, 48 Ga. L. 
Rev. 1085, 1124 (2014); see also Martin v. Medtronic, 
Inc., 254 F.3d 573, 578-79 (5th Cir. 2001)(observing the 
difficulty in “extracting the final meaning” of the Su-
preme Court’s cases in this area); Schouest v. Medtronic, 
Inc., 13 F. Supp. 3d 692, 700 (S.D. Tex. 2014) (“Courts 
have struggled with applying the Supreme Court’s 
preemption rulings to cases involving the Infuse de-
vice.”); Carrelo v. Advanced Neuromodulation Sys., 
Inc., 777 F. Supp. 2d 303, 310 (D.P.R. 2011) (noting “the 
present struggle . . . to determine whether state-law 
claims are preempted by the MDA”). 

The Supreme Court’s first significant encounter with 
the MDA’s preemption provision came in Medtronic, Inc. 
v. Lohr, 518 U.S. 470 (1996). There the Court rejected 
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the notion that state law tort suits are always preempted. 
It held that tort suits do not impose new “requirements” 
on manufacturers and are not preempted so long as the 
duties they seek to impose “parallel” duties found in the 
FDCA. Id. at 495. The fact that a manufacturer is “re-
quired” to defend itself against a damages remedy no-
where provided for in federal law is, the Court indicated, 
neither here nor there.  

But the Court’s answer only invited the next ques-
tion: when exactly does a state law duty “parallel” a fed-
eral law duty enough to evade preemption? That term 
doesn’t appear in the statute, so its meaning was left en-
tirely to judicial exposition. And in Lohr itself five justic-
es took the view that state and federal law duties “paral-
lel” each other not only when they are identical, but also 
when state law imposes duties on the defendant that are 
“narrower, not broader” than those found in the FDCA. 
Id. So, for example, a state claim requiring a plaintiff to 
prove that a manufacturer negligently breached a duty of 
care might survive preemption if a federal regulation 
would impose strict liability in the same situation.  

Now, you might ask, why isn’t a narrower state law 
requirement at least “different from” a broader federal 
requirement — and thus preempted by § 360k(a)’s ex-
press terms? The Lohr majority acknowledged that a 
state duty imposing a “narrower requirement” is indeed 
“‘different from’ the federal rules in a literal sense.” Id. 
And when it comes to interpreting the text of a statute, 
that’s often the sense that matters most. See, e.g., Hart-
ford Underwriters Ins. Co. v. Union Planters Bank, 
N.A., 530 U.S. 1, 6 (2000) (noting that “when the statute’s 
language is plain, the sole function of the courts — at 
least where the disposition required by the text is not 
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absurd — is to enforce it according to its terms”(internal 
quotation marks omitted)). But all the same the Lohr 
majority adopted a test that leaves it to lower courts to 
try to resolve whether a state duty is “literally different” 
but “narrower” (and thus permissible) or “too different” 
and “broader” (and thus impermissible). Lower courts 
have struggled ever since when it comes to trying to de-
cide whether particular state claims do or don’t “parallel” 
putative federal counterparts. See, e.g., In re Medtronic, 
Inc., Sprint Fidelis Leads Prods. Liab. Litig., 623 F.3d 
1200, 1204 (8th Cir. 2010) (noting that the “contours of 
the parallel claim exception” are “as-yet ill defined”); 
Mark Herrmann, David Booth Alden, & Bradley W. 
Harrison, The Meaning of the Parallel Requirements 
Exception Under Lohr and Riegel, 65 N.Y.U. Ann. Surv. 
Am. L. 545, 546 (2010) (“This parallel requirements ex-
ception is far from clear.”); David Chang, Note, Internal-
izing the External Costs of Medical Device Preemption, 
65 Hastings L.J. 283, 295 (2013) (noting that the Court’s 
decisions have not “provide[d] much guidance as to what 
constitutes a parallel claim”). 

Neither are these the only directions Lohr left us to 
contend with. Section 360k(a) provides that state laws 
are preempted to the extent they conflict with “any [fed-
eral] requirement applicable under this chapter to the 
device.” The chapter in question is chapter 9 of title 21 of 
the U.S. Code, which contains the whole of the FDCA. 
So, again read literally, it would seem “any” federal re-
quirement imposed by the FDCA is capable of preempt-
ing any different or additional state requirement. But 
again the Lohr majority held otherwise, instructing low-
er courts that for preemption to take place the FDA 
must first issue some regulation “specific” to a “particu-
lar device.” 518 U.S. at 498-99 (quoting 21 C.F.R. § 
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801.1(d)). Put differently, a device must undergo the 
premarket approval process — or, the Court suggested, 
perhaps something like it. See id.; Riegel, 552 U.S. at 
322-23. Lawsuits aimed at less highly regulated devices 
— like those subject only to “general” FDA regulatory 
requirements applicable to all devices — are not 
preempted. See Lohr, 518 U.S. at 500. To be sure, Lohr 
itself wasn’t unequivocal on this point: the Court 
acknowledged the possibility that “general” federal re-
quirements might sometimes preempt state require-
ments. Id. But when it comes to when and what kinds of 
“general” requirements have preemptive effect, or what 
sort of device-specific regulations beyond the premarket 
approval process might bear that same power, Lohr told 
us little. See Scott W. Sayler & Steven M. Thomas, Post-
Decision Diagnosis: Medical Device Preemption Alive 
and Mostly Well After Medtronic, Inc. v. Lohr, 6 Annals 
Health L. 185, 196 (1997). 

Since Lohr, the Supreme Court has twice revisited 
and cut back the scope of its initial decision. The first 
blow fell in Buckman Co. v. Plaintiffs’ Legal Committee, 
531 U.S. 341 (2001). There the Court addressed 21 U.S.C. 
§ 337(a), a provision authorizing the federal government 
to enforce the MDA. In that statute’s language and 
structure the Court found “clear evidence that Congress 
intended that the MDA be enforced exclusively by the 
Federal Government.” Id. at 352. For this reason, 
Buckman concluded, § 337(a) preempts any state tort 
claim that exists “solely by virtue” of an FDCA violation 
— say, a claim against a manufacturer for violating the 
FDCA’s prohibition against making false statements to 
the FDA during the device-approval process. Id. at 353. 
At the same time, the Court left undisturbed the portion 
of Lohr allowing state lawsuits based on “traditional 
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state tort law” that “predate[s]” the FDCA but happens 
to “parallel” it. Id. So it is that lower courts must now 
accept both the notion that § 337(a) shows Congress in-
tended the federal government to enjoy exclusive en-
forcement authority over the MDA and the notion that 
§ 360k(a) permits private tort suits that do no more than 
parallel the MDA. See Catherine M. Sharkey, Tort-
Agency Partnerships in an Age of Preemption, 15 Theo-
retical Inquiries L. 359, 369-70 (2014) (noting the tension 
in allowing private tort suits in light of § 337(a)’s grant of 
exclusive enforcement authority). 

The Court retreated further from Lohr in Riegel v. 
Medtronic, Inc., 552 U.S. 312 (2008). As Riegel saw it, 
the clause in § 360k(a) providing that “any [state] re-
quirement . . . which relates to the safety or effectiveness 
of the device” should be read literally: any state re-
quirement, whether device specific or generally applica-
ble, is preempted when it differs from or adds to federal 
requirements. 552 U.S. at 327-28. While perhaps unre-
markable on its own terms, this invited a new tension 
with Lohr and its suggestion that (at least usually) only 
device-specific federal requirements bear preemptive 
power even though the statute’s literal language sug-
gests “any” federal requirement hold that power. True, 
Lohr and Riegel formally addressed different clauses in 
§ 360k(a) — Lohr interpreted the “any” federal require-
ments clause and Riegel discussed the “any” state re-
quirements clause. But it’s no small mystery why the 
same word — “any”— should bear such different mean-
ings in two such similar clauses that lie cheek by jowl in 
the same statutory subsection. 

How are we supposed to apply all these competing in-
structions? It’s “no easy task.” Martin, 254 F.3d at 579. 
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Even the usually straightforward job of laying out the 
rules governing our review is a real “struggle[]” in this 
area. Schouest, 13 F. Supp. 3d at 700. One can’t help but 
wonder if perhaps some of those rules warrant revisiting 
and reconciliation. But if we understand our directions, it 
seems we aren’t supposed to ask whether Ms. Caplinger 
wishes to use state tort law to impose on Medtronic a 
safety requirement that is “different from, or in addition 
to” a federal requirement so much as whether she seeks 
to vindicate a state duty that is “narrower” or “broader” 
than a federal duty. To the extent the state law duty is 
narrower than or equal to the federal duty it survives, 
through what seems a sort of Venn diagram approach to 
preemption. Still, even if the state claim fails that test 
because it would impose a “broader” duty than can be 
found in federal law, it appears we may not find the claim 
preempted just because it conflicts with “any” federal 
requirement. Instead, we may find the state law claim 
preempted only if there exists a device-specific federal 
requirement, though this test admittedly finds no ana-
logue when it comes to the state requirement clause in-
terpreted in Riegel. Finally, should the state claim sur-
vive this far, we must ask whether it exists “solely by vir-
tue” of the federal statutory scheme (unacceptable) or 
“predates” the scheme (acceptable). It’s no wonder that 
the difficulty of crafting a complaint sufficient to satisfy 
all these demands has been compared to the task of nav-
igating between Scylla and Charybdis. Jean Macchiaroli 
Eggen, Navigating Between Scylla and Charybdis: 
Preemption of Medical Device “Parallel Claims,” 9 J. 
Health & Biomedical L. 159, 161 (2013). Certainly the 
task we face in trying to apply the Court’s directions 
faithfully feels something like that. 

* 
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How do Ms. Caplinger’s pleadings measure up to the 
Court’s announced preemption principles? Her complaint 
raises claims for strict products liability (alleging defec-
tive design and inadequate warning), breach of warranty, 
negligent misrepresentation, and negligence1. There’s no 
dispute in our case that device-specific federal require-
ments apply to Infuse: the device endured the premarket 
approval process. So the MDA will preempt all of Ms. 
Caplinger’s claims unless federal requirements impose 
duties that are at least as broad as those she seeks to 
vindicate through state law. See Riegel, 552 U.S. at 322-
24. 

It’s here the problems begin. When it comes to her 
design defect and breach of warranty claims, Ms. Cap-
linger has not attempted, in either the district court or 
this one, to identify a single parallel federal statute or 
regulation. For her failure to warn, negligence, and neg-
ligent misrepresentation claims, Ms. Caplinger has at 
least offered candidates for a parallel federal duty: 21 
U.S.C. § 352 and 21 C.F.R. § 801.5. Through the com-
bined effect of these provisions, a device’s warning label 
must not be “false or misleading in any particular,” 
21U.S.C. § 352(a), and generally must bear “directions 
under which the layman can use a device safely and for 
the purposes for which it is intended,” 21 C.F.R. § 801.5. 
But on inspection these regulations do not provide paral-
lels to most of the state claims she seeks to pursue. They 

                                                           
1 Ms. Caplinger also pursues claims for fraud, but we don’t have 

to consider whether they survive preemption because we agree with 
the district court that Ms. Caplinger’s complaint doesn’t identify the 
who, what, when, where, and how of the alleged fraud with the speci-
ficity required by Federal Rule of Civil Procedure 9(b). See, e.g., 
United States ex rel. Sikkenga v. Regence Bluecross Blueshield of 
Utah, 472 F.3d 702, 726-27 (10th Cir. 2006). 
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don’t because the federal regulations Ms. Caplinger cites 
govern only a device’s labeling and her state law claims 
go well beyond that, attacking not just Infuse’s label but 
also Medtronic’s advertising and oral and written repre-
sentations to her, her doctor, and others. So as a matter 
of law Ms. Caplinger’s state law claims substantially ex-
ceed the potential scope of any federal regulation she’s 
identified. 

Even with respect to her remaining labeling attack 
that falls within the arguable (Venn diagram) scope of 
the regulations she’s cited, another problem quickly 
emerges. Infuse is a prescription device. As federal regu-
lations explain, that usually means it isn’t possible to 
prepare adequate directions for its safe use by laymen. 
Id. § 801.109. And for precisely this reason, 21 C.F.R. § 
801.109 generally absolves manufacturers from liability 
under § 352 and § 801.5 so long as they label their pre-
scription devices in a certain manner approved by the 
FDA. More than that, once the FDA approves a device’s 
label as part of the premarket approval process (as it has 
here), the manufacturer usually may not alter the label’s 
warnings without prior agency approval. See 21 U.S.C. § 
360e(d). So in the end Ms. Caplinger relies exclusively on 
a legally inapplicable provision in her effort to establish a 
parallel claim (§ 801.5), fails anywhere to discuss the ap-
parently applicable one (§ 801.109), and offers no answer 
to the conundrum how she might impose a state tort duty 
on Medtronic to revise a label that federal regulation 
precludes it from revising. 

In these circumstances, we cannot see how the dis-
trict court can be faulted for dismissing her claims. A dis-
trict court may grant judgment as a matter of law under 
Federal Rule of Civil Procedure 12(b)(6) on the basis of 
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an affirmative defense like preemption when the law 
compels that result. See Jones v. Bock, 549 U.S. 199, 212-
15 (2007); 5B Charles Alan Wright & Arthur R. Miller, 
Federal Practice and Procedure § 1357 (3d ed. 2004 & 
Supp. 2014) (collecting cases). Here, Medtronic argued 
for just that result. It didn’t dispute the veracity of any 
of Ms. Caplinger’s factual pleadings. Instead, it contend-
ed that, even taking all her factual pleadings as true, not 
a single regulation or statute exists in all the federal law 
books parallel to the state law claims she sought to pur-
sue. In reply, Ms. Caplinger didn’t identify any viable 
parallel federal duty and so the district court quite rea-
sonably concluded that the Medtronic had met its burden 
of showing that the law compelled dismissal of the com-
plaint. See, e.g., Wolicki-Gables v. Arrow Int’l, Inc., 634 
F.3d 1296, 1301-03 (11th Cir. 2011) (affirming the dismis-
sal of a complaint where the plaintiff failed to identify a 
parallel federal duty); Sprint Fidelis, 623 F.3d at 1206-07 
(same); cf. Nelson v. State Farm Mut.Auto. Ins. Co., 419 
F.3d 1117, 1120-21 (10th Cir. 2005) (noting that the plain-
tiff “made no suggestion of a proper accrual date at the 
trial-court level” in response to the defendant’s statute-
of-limitations affirmative defense).2 

                                                           
2 One might read some of these cases as suggesting that a plain-

tiff’s complaint must anticipate the affirmative defense of preemp-
tion and identify parallel federal requirements. See, e.g., Wolicki-
Gables, 634 F.3d at 1301-03; Sprint Fidelis, 623 F.3d at 1206-07. 
That far we do not go. After all, it is for defendants to prove their 
affirmative defenses in their motions, not for plaintiffs to disprove 
them in their complaints. See Jones, 549 U.S. 212-14; Bausch v. 
Stryker Corp., 630 F.3d 546, 561 (7th Cir. 2010). But all the same it 
remains the case that a defendant may win dismissal as a matter of 
law with an affirmative defense if it can show that, without respect to 
any material dispute of fact, the law compels that result — exactly 
what happened here. See, e.g., Jones, 549 U.S. at 215; Wright & Mil-
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That’s not to say another plaintiff won’t ever be able 
to succeed where Ms. Caplinger has failed. For example, 
we don’t question the possibility that buried somewhere 
in the heap of federal law parallel provisions exist to save 
claims like Ms. Caplinger’s. After all, the FDA’s medical 
device regulations alone cover 592 pages of eight-point 
type and the Supreme Court has suggested that in 
searching for a parallel federal duty a plaintiff may scour 
them all as well as the statute itself. See Lohr, 518 U.S. 
at 495. And lurking in there somewhere might be some 
answer to the apparent conundrum of how a plaintiff 
might use state law to require more label warnings that 
federal law seems to prohibit. But despite the challenge 
of Medtronic’s motion to dismiss, Ms. Caplinger has nev-
er — in all her voluminous briefs in the district court or 
this one — identified any legally viable federal require-
ment that might parallel and thus permit her claims. 
Neither are the courts under an obligation to perform 
that work for her, searching out theories and authorities 
she has not presented for herself. Indeed, we are espe-
cially hesitant to try that here, where Ms. Caplinger has 
been ably represented by counsel and the effort to sup-
plement their efforts would require us to venture into a 
field in which so many others who’ve come before have 
struggled to find their way and there exists so much risk 
of going astray. See, e.g., Aquila, Inc. v. C.W. Mining, 
545 F.3d 1258, 1268 (10th Cir. 2008).3 

                                                                                                                       
ler, supra, § 1357 (collecting cases). 

3 Ms. Caplinger’s warranty claims, both express and implied, al-
so fail because they depend on conclusory allegations. The operative 
complaint contains no well-pleaded facts suggesting, for example, 
what Medtronic expressly promised her, how those promises related 
to the Infuse device, or how they became part of the basis of the 
bargain. Likewise, the complaint doesn’t allege any facts that would 
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Not only do we acknowledge others might succeed 
where Ms. Caplinger has failed. We also acknowledge 
that there’s always the possibility an antecedent dispute 
of material fact will preclude a court from being able to 
render judgment as a matter of law on an affirmative de-
fense like preemption. In Bausch v. Stryker Corp., 630 
F.3d 546 (7th Cir. 2010), for example, the court found 
that the plaintiff lacked access to the certain confidential 
premarket approval documents for the device in ques-
tion. Id. at 561. According to the court, the plaintiff didn’t 
and couldn’t know at the time of the motion to dismiss 
what federal requirements applied to the device in ques-
tion. And without knowing, as a factual matter, what fed-
eral requirements did and didn’t apply to the device the 
court held it couldn’t resolve the legal question whether 
the state torts the plaintiff wished to pursue did or didn’t 
parallel those federal requirements. In other words, a 
material question of fact (what federal requirements ex-
ist related to the device?) precluded the ability to issue a 
definitive ruling on the legal question (do the plaintiff’s 
state law claims parallel federal requirements?). 

But, once again, Ms. Caplinger has never suggested 
anything like that here. She’s never argued that she 
lacks access to any relevant documents for the Infuse 
device and she has never identified any other missing 
material fact essential to analyzing the preemption ques-
tion. She has not so much as cited Bausch to suggest the 

                                                                                                                       
suggest any species of implied warranty claim. Regardless whether 
Oklahoma or Missouri state law happens to apply to this case (a 
question the parties debate but proves immaterial), Ms. Caplinger 
simply hasn’t alleged “enough facts to state a claim to relief that is 
plausible on its face.” Bell Atl. Corp. v. Twombly, 550 U.S. 544, 570 
(2007); see also Okla. Stat. Ann. tit. 12A, §§ 2-313 to -315; Mo. Ann. 
Stat. §§ 400.2-313 to -315. 
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preemption question presented in our case raises any-
thing less than a purely legal question. In these circum-
stances we can again hardly fault the district court for 
granting judgment as a matter of law when no one has 
suggested a material dispute of fact exists that might re-
quire otherwise.4 

* 
Still, that doesn’t come close to ending our encounter 

with this case. So far we’ve hewed to the path the Su-
preme Court mapped out in Lohr, Riegel, and Buckman, 
asking whether Ms. Caplinger’s state law claims seek to 
impose duties that parallel federal duties but do not de-
pend solely on federal law. Recognizing the weakness of 
her position under the tests announced by the Supreme 
Court, she now seeks to suggest they don’t much matter. 
Even if no parallel federal requirements exist for her 
state tort claims, Ms. Caplinger argues that’s immaterial 
and her tort claims should survive preemption anyway. 

                                                           
4 Our colleague states that Ms. Caplinger’s efforts to identify a 

parallel federal requirement have not proven “model[s] of clarity” 
but suggests that we should still remand the case to allow Ms. Cap-
linger one more chance to crack open the federal register and un-
earth some parallel requirement or perhaps amend her complaint. 
See post at 7-8; id. at 14. Respectfully, however, Ms. Caplinger has 
already amended her complaint once and in this appeal she does not 
seek another chance to do so. Indeed, she nowhere challenges the 
district court’s ruling denying her motion to file a second amended 
complaint; instead, she chooses to stand and fight on the basis of her 
existing pleadings. Neither do we see a lawful basis for remanding 
the case for further proceedings on the present pleadings. Ms. Cap-
linger has been repeatedly challenged to identify some federal regu-
lation or statute on the books that parallels her state law claims and 
she has repeatedly failed to do so. Accordingly, Medtronic is now 
entitled to the judgment it has long sought on its affirmative de-
fense. 
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As she sees it, the fact that her suit concerns an off-label 
use is enough all by itself to insulate all her claims from 
preemption. Her reasoning goes something like this: 
When weighing whether a medical device is sufficiently 
safe to enter the market, the FDA usually examines the 
use the manufacturer intends the device to be put — its 
“on-label” use. See 21 U.S.C. §§ 360c(a)(2), 360e(d)(1)-(2). 
Because the agency’s studies and safety assessments 
generally focus on the device’s intended or on-label uses, 
she argues, it isn’t appropriate to preempt claims con-
cerning off-label uses. Parallelism may be one way to 
avoid preemption, but in Ms. Caplinger’s estimation at-
tacking off-label uses should be another entirely separate 
way around the problem. In not a single one of its many 
and involved encounters with the MDA has the Supreme 
Court so much as hinted at this alternative path around 
preemption. But Ms. Caplinger says its past obscurity 
shouldn’t stop us from recognizing it now. 

This we decline to do.5 Textually, § 360k(a) simply 
does not contain the distinction Ms. Caplinger would 
have us draw between suits addressing on- and off-label 
uses. The MDA says that a plaintiff may not invoke state 
law to impose “any requirement” that “relates to the 
safety or effectiveness of [a] device” that is “different 
from, or in addition to, any requirement applicable . . . to 
the device” under the FDCA. 21 U.S.C. § 360k(a) (em-
phasis added). Nothing depends on whether the plaintiff 
seeks to use state law to impose requirements for off-
label uses or on-label uses. Rather, by its terms, the 

                                                           
5 Neither do we understand our colleague’s separate writing as 

taking a different view. His difference of opinion appears to be con-
fined to the question whether a parallel federal requirement might 
exist to save this suit. 
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statute preempts any effort to use state law to impose a 
new requirement on a federally approved medical device.  

Neither was Congress oblivious to the potential pit-
falls (and promises) of off-label uses when it wrote such a 
broad preemption provision. Congress spoke directly to 
off-label uses in 21 U.S.C. § 396. There legislators went 
out of their way to protect the liberty of doctors and pa-
tients to use approved devices in any manner they wish 
— including off-label — instructing that “[n]othing in 
this chapter shall be construed to limit or interfere with 
the authority of a health care practitioner to prescribe or 
administer any legally marketed device.” 21 U.S.C. § 396. 
Congress added this language aware that experiments 
with off-label uses often prove vital to patients and wary 
about granting the federal government the power to de-
ny doctors and patients the freedom to use approved de-
vices in any way they think might help improve health or 
extend life. See Buckman, 531 U.S. at 351 n.5. But in 
preserving the liberty of doctors and patients to use ap-
proved devices however they wish, Congress also ap-
peared to place a good deal of the risk on them rather 
than on manufacturers. Knowing about (even encourag-
ing) off-label uses in § 396, Congress proceeded in § 
360k(a) to preempt any state tort suit challenging the 
safety of a federally approved device without qualifica-
tion about the manner of its use. Given that Congress 
well understood the difference between on- and off-label 
uses and exhibited its facility with those terms in § 396, 
the absence of any mention of them in § 360k(a) becomes 
all the harder to ignore, a sort of dog that didn’t bark. 
See, e.g., Roberts v. Sea-Land Servs., Inc., 132 S. Ct. 
1350, 1357 n.5 (2012) (explaining that when Congress us-
es “different language” in different parts of the same 
statute, we normally “assume[] different meanings were 
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intended” (quoting Sosa v. Alvarez-Machain, 542 U.S. 
692, 711 n.9 (2004)) (internal quotation mark omitted)). 

At this point in the proceedings and recognizing the 
absence of any textual authority for limiting § 360k(a)’s 
preemptive effect to challenges concerning on-label uses, 
Ms. Caplinger offers yet another amendment to her posi-
tion, even as she continues to aim in the same direction. 
Now she says preemption should occur only when a state 
requirement differs from or adds to a federal regulation 
covering the “same subject.” And because there are no 
federal regulations on the “subject” of off-label uses, she 
reasons, off-label claims should not be preempted. 

This theory faces a similar textual dead-end. Section 
360k(a) doesn’t preempt only those state safety require-
ments addressing the “same subject” as federal re-
quirements. Instead and again, the statute requires 
preemption whenever state law is used to impose “any 
requirement . . . which relates to the safety or effective-
ness of the device.” To accommodate Ms. Caplinger’s 
view, a serious revision would be required, mandating 
preemption only when the state imposes “any require-
ment . . . which relates to the safety and effectiveness of 
the device and concerns the same subject matter as a 
federal requirement.” We discern nothing in the judicial 
power that might permit us to undertake such a revamp-
ing of Congress’s handiwork. 

Not only does the statute lack Ms. Caplinger’s latest 
precondition to preemption, it once again contains evi-
dence suggesting that Congress knew how to prescribe 
ones exactly like it when it wished. Section 360k(a) 
preempts any state requirement that (1) adds to or dif-
fers from federal requirements and (2) relates either to 
(a) a device’s “safety or effectiveness” or (b) “any other 
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matter included in a [federal] requirement applicable to 
the device.” The category we’ve labeled (b) is noteworthy 
because there a federal requirement concerning the 
“same subject” as a state requirement may be a neces-
sary precondition to preemption. Meanwhile, none of this 
is true of the first category — what we’ve labeled (a). 
That category specifies its preemptive reach plainly and 
broadly: any state requirement that adds to federal re-
quirements and that relates to the safety or effectiveness 
of the device is preempted. No other qualification exists. 
It seems pretty clear, then, that Congress knew not only 
how to impose a “same subject” precondition to preemp-
tion but actually chose to do so in an adjacent clause. In 
this light, its decision not to include a “same subject” 
precondition in the clause under review seems all the 
more deliberate and difficult for a court to disregard. See 
Roberts, 132 S. Ct. at 1357 n.5. 

Beyond these textual impediments, Ms. Caplinger’s 
theories face precedential problems. Like Ms. Caplinger, 
the plaintiff in Riegel argued that a medical device was 
poorly designed for the particular off-label use his doctor 
made of it. The plaintiff in Riegel claimed, too, that the 
manufacturer failed to provide sufficient warnings about 
off-label uses. Even so, the Court didn’t hesitate to find 
all of his claims preempted. Once a device endures the 
premarket approval process, Riegel held, any state safe-
ty requirement differing from or adding to the body of 
federal regulations is preempted, even if that require-
ment comes in the guise of a general tort suit addressing 
only safety issues relating to off-label uses. See 552 U.S. 
at 322-24. Indeed, the Court told us unequivocally that 
“[s]tate tort law that requires a manufacturer’s [device] 
to be safer . . . than the model the FDA has approved 
disrupts the federal scheme.” Id. at 325. And the Court 
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proceeded to dismiss the plaintiff’s design defect and 
failure to warn claims addressing off-label uses. We fail 
to see how we might faithfully reach a different view 
here. 

Our conclusion finds support in circuit precedent too. 
Several circuits have already recognized that once a de-
vice survives premarket approval it’s immune from state 
tort suits that seek to impose different or additional safe-
ty-related duties like those alleged here. See, e.g., Stengel 
v. Medtronic, Inc., 704 F.3d 1224, 1233 (9th Cir. 2013) (en 
banc); Walker v. Medtronic, Inc., 670 F.3d 569, 577 (4th 
Cir. 2012); Hughes v. Bos. Scientific Corp., 631 F.3d 762, 
768 (5th Cir. 2011); Wolicki-Gables, 634 F.3d at 1301; 
Howard v. Sulzer Orthopedics, Inc., 382 F. App’x 436, 
439-40 (6th Cir. 2010); Bausch, 630 F.3d at 552-53; Sprint 
Fidelis, 623 F.3d at 1205; see also Helveston, supra, at 
1111 (explaining that “the MDA grants manufacturers of 
devices that have gone through the pre-market approval 
process immunity from nearly all state law claims”). On 
the other side of the ledger, Ms. Caplinger cites no cir-
cuit authority supporting any of her various arguments 
for reversal. 

Instead, she notes that the FDA recently submitted 
a legal brief in another case that arguably endorses her 
view that § 360k(a) preempts only claims concerning on-
label uses and allows any claim concerning off-label uses 
to proceed. See Brief for the United States as Amicus 
Curiae at 8-9, Medtronic, Inc. v. Stengel, No. 12-1351 
(U.S. 2014). But Ms. Caplinger neglects to mention that 
the agency itself not long ago read the MDA preemption 
provision just as we have, as preempting any claim that 
seeks to impose a state law duty that differs from or adds 
to federal duties, whether those duties concern on- or off-
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label uses. See Brief for the United States as Amicus Cu-
riae Supporting Respondent at 8, Riegel, 552 U.S. 312 
(2008) (No. 06-179). Neither does the agency’s latest 
brief mention — let alone seek to explain why it has de-
viated from — its prior litigating position. And the FDA 
acknowledges candidly that its (current) litigating posi-
tion would require a court to reject “every [circuit] case 
since Riegel” because none has suggested that § 
360k(a)’s preemptive effect depends on a dichotomy be-
tween on- and off-label uses. See Brief for the United 
States as Amicus Curiae, Stengel, supra, at 15-16. With-
out any good reason to defer to the FDA’s current posi-
tion over its previous position — and the textual and 
precedential acrobatics that would be required to land 
there — we decline the attempt. 

Aside from statutory terms, structure, and precedent 
there remains the question of statutory purpose. The 
business of hazarding a guess about the intent of a legis-
lative body composed of more than 500 individuals, each 
with his or her own interests and ends, always bears its 
risks. But as explored by the parties and amicus, the leg-
islative history suggests that to the extent Congress con-
sidered any of the questions here it opted for the broad-
est available preemption provision in circulation during 
the drafting process. Compare H.R. 11124, 94th Cong. § 
2 (as reported by H. Comm. on Interstate & Foreign 
Commerce, Feb. 29, 1976), with S. 510, 94th Cong. § 704 
(as passed by Senate, April 17, 1975). 

It’s easy to imagine, too, why Congress adopted a 
preemption provision that doesn’t distinguish between 
on- and off-label uses. Any additional state duties on top 
of those imposed by federal law, even if nominally limited 
to off- label uses, might check innovation, postpone ac-
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cess to life-saving devices, and impose barriers to entry 
without sufficient offsetting safety gains. For example, a 
state’s judgment that a device is unsafe for a particular 
off-label use could require design changes that adversely 
affect the device’s safety for on-label uses. Requiring 
manufacturers to comply with fifty states’ warning re-
quirements concerning off-label uses, on top of existing 
federal on-label warning requirements, might introduce 
sufficient uncertainty and cost that manufacturers would 
delay or abandon at least some number of life-saving in-
novations. See, e.g., Sharkey, supra, at 361; Samuel Issa-
charoff & Catherine M. Sharkey, Backdoor Federaliza-
tion, 53 UCLA L. Rev. 1353, 1385-86 (2006); Catherine 
M. Sharkey, Products Liability Preemption: An Institu-
tional Approach, 76 Geo. Wash. L. Rev. 449, 483 (2008). 
Regulating any aspect of a device also raises the possibil-
ity of “spillover effects” from rules that “benefit in-state 
residents” at the expense of out-of-staters. Issacharoff & 
Sharkey, supra, at 1386-87. In short, we can see a num-
ber of ways in which a lawsuit nominally limited to at-
tacking an off-label use might have knock-on effects for 
those seeking access to a device for its on-label use. And 
the Supreme Court has explained that “the text of the 
statute . . . suggests that the solicitude for those injured 
by FDA-approved devices . . . was overcome in Con-
gress’s estimation by solicitude for those who would suf-
fer without new medical devices if juries were allowed to 
apply the tort law of 50 States to all innovations.” Riegel, 
552 U.S. at 326. 

Not everyone may agree with how Congress balanced 
the competing interests it faced in this sensitive and dif-
ficult area. We can surely imagine a different statute 
embodying a different judgment. But strike a balance 
Congress had to and did, and it is not for this court to 



24a 
 

revise it by beating a new path around preemption no-
where authorized in the text of the statute and nowhere 
recognized in any of the Supreme Court’s many forays 
into this field. 

Affirmed.
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13-6061, Caplinger v. Medtronic 

LUCERO, J., concurring in part and dissenting in 
part. 

According to the majority, Patricia Caplinger cannot 
recover for harms, long cognizable under state law, that 
flow directly from Medtronic’s alleged violations of fed-
eral laws forbidding the introduction of misbranded or 
adulterated medical devices into the market. This result 
is compelled neither by binding precedent nor by the 
plain text and clear purpose of the Federal Food, Drug, 
and Cosmetic Act as amended by the Medical Devices 
Amendments of 1976 (“MDA”), which were enacted to 
promote the safety of medical devices through honest 
labeling and promotion.1 

Federalism concerns caution against rushing to 
preempt state law. See The Federalist No. 33, at 206-08 
(Alexander Hamilton) (J. Cooke ed. 1961). Those con-
cerns are heightened when, as here, the district court 
misapprehended the scope of relevant law. Although I 
agree with most of the majority’s preemption analysis, I 
write separately to express these concerns, discuss how 
the district court misapprehended law, and explain why 
some of Caplinger’s claims are at least plausibly parallel 
and should survive a motion to dismiss at this early stage 

                                                           
1 Ensuring the truthful labeling and promotion of medical devic-

es has been a federal priority for decades. See S. Rep. No. 94-33, at 
17 (1976), reprinted in 1976 U.S.C.C.A.N. 1070, 1086 (stating that 
“[t]he Committee believes that the Secretary of Health, Education, 
and Welfare should have authority to regulate prescription medical 
device advertising”); id. at 2-3, reprinted in 1976 U.S.C.C.A.N. at 
1072 (explaining that in the Federal Food, Drug, and Cosmetic Act 
of 1938, “the major concern with these devices was assuring truthful 
labeling”). 
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of the litigation.  

I 

Caplinger alleges that Medtronic promoted and mar-
keted uses of its Infuse product to Caplinger and her 
physicians that were not approved by the Food and Drug 
Administration (“FDA”). This “off-label” promotion al-
legedly induced Caplinger and her physicians to implant 
Infuse in Caplinger’s spine using a technique that had 
never been evaluated by the FDA.2 A Medtronic repre-
sentative, acting in the course of her employment, active-
ly provided information regarding Infuse as it applied to 
Caplinger’s particular surgery and was present during 
her surgery. Caplinger’s complaint details extensive ev-
idence suggesting that Medtronic intentionally intro-
duced Infuse into the market for misbranded or adulter-
ated uses, including the specific off-label use that harmed 
Caplinger. This includes evidence that Medtronic im-
properly bribed physicians, paid “kickbacks” to promote 
these off-label uses, and funded misleading scientific 
studies that misrepresented the safety of these uses.3

 

Caplinger alleges that Medtronic’s conduct violated the 
MDA, FDA regulations, and state tort law.4 

                                                           
2 In considering Medtronic’s motion to dismiss pursuant to Fed. 

R. Civ. P. 12(b)(6), we must assume that Caplinger’s factual allega-
tions are true. Bell Atl. Corp. v. Twombly, 550 U.S. 544, 555 (2007). 

3 Caplinger also proffers well-substantiated allegations that 
Medtronic was subjected to a bipartisan Senate investigation for its 
marketing practices. 

4 The parties dispute which state law applies. Caplinger argues 
that determining the relevant state law should not affect the 
preemption analysis. This is incorrect. The specific requirements 
and duties imposed by state law are so central to the preemption 
analysis that this issue on its own merits a remand. See Bates v. 
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II 

After a device has been submitted for Premarket Ap-
proval (“PMA”), the FDA carefully studies its safety 
“under the conditions of use prescribed, recommended, 
or suggested in the proposed labeling” by the manufac-
turer. 21 U.S.C. § 360e(d)(2)(A). A device can be safe for 
one use but unsafe for many others. For instance, an ar-
tificial heart valve safe for use in adults may not be safe 
for pediatric use. Immunizing from liability a medical de-
vice company that sells or markets a device for untested, 
unapproved, and potentially unsafe uses would complete-
ly subvert the purpose of the PMA process and provide 
perverse incentives for device companies as they seek 
federal approval. 

The FDA guards against this danger by forbidding 
manufacturers from introducing “misbranded” or “adul-
terated” devices into the marketplace. §§ 351, 352; see 
also 21 C.F.R. § 814.80 (forbidding devices to be “manu-
factured, packaged, stored, labeled, distributed, or ad-
vertised in a manner that is inconsistent with any condi-
tions to approval specified in the PMA approval order for 
the device”). An otherwise approved device is misbrand-
ed if, among other things, “its labeling is false or mislead-
ing in any particular,” its label does not bear “adequate 
directions for use,” or the manufacturer of a restricted 
device uses “false or misleading advertising.” 21 U.S.C. 

                                                                                                                       
Dow Agrosciences LLC, 544 U.S. 431, 453 & n.27 (2005). There is 
some evidence suggesting that the district court applied Oklahoma 
law, and in illustrating why I would conclude that some of Cap-
linger’s claims are not preempted at this stage of the litigation, I will 
discuss the elements of Oklahoma tort law. I express no opinion re-
garding the proper resolution of this choice of law dispute or wheth-
er its resolution would change the result. 
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§ 352. The FDA has sensibly concluded that a manufac-
turer who introduces a medical device into the market 
for uses not contemplated in the PMA process violates 
the prohibition on selling devices with false, misleading, 
and/or inadequate labeling. See 21 C.F.R. §§ 801.5, 
801.109. Specifically, § 801.5 explains that “[a]dequate 
directions for use means directions under which the lay-
man can use a device safely and for the purposes for 
which it is intended” Id. (emphasis added). Another 
regulation, § 801.4, explains that references to intended 
use in § 801.5 “refer to the objective intent of the persons 
legally responsible for the labeling of devices” and are 
“determined by such persons’ expressions or may be 
shown by the circumstances surrounding the distribution 
of the article.” § 801.4. The regulation further provides: 

This objective intent may, for example, be 
shown by labeling claims, advertising matter, or 
oral or written statements by such persons or 
their representatives. It may be shown by the 
circumstances that the article is, with the 
knowledge of such persons or their representa-
tives, offered and used for a purpose for which it 
is neither labeled nor advertised. 

Id. For prescription devices, such as Infuse, the labeling 
must include adequate information “under which practi-
tioners licensed by law to administer the device can use 
the device safely and for the purpose for which it is in-
tended, including all purposes for which it is advertised 
or represented.” § 801.109(c) (emphasis added). 

If a manufacturer wishes to sell a device for an in-
tended use not analyzed in the PMA process, it must 
generally “submit a PMA supplement for review and ap-
proval by FDA.” § 814.39. A device sold in violation of 
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that requirement is considered “adulterated.” 21 U.S.C. 
§ 351. 

These prohibitions against misbranding or adultera-
tion do not limit the ability of doctors to exercise profes-
sional judgment in their use of approved devices. As the 
majority notes, a medical practitioner does not violate 
federal law by using a medical device off-label. See § 396. 
However, practitioners who use devices off-label are not 
excused from their legal responsibilities. Traditional 
state tort remedies such as negligence and malpractice 
ensure that those practitioners employ off-label devices 
in line with the professional standard of care. 

Unlike the patient protection achieved by practitioner 
liability for off-label use, the result of allowing injured 
individuals to pursue state tort remedies against medical 
device manufacturers who legally sold and marketed 
FDA-approved devices would be an undue burden on 
those manufacturers. To avoid federal liability, each 
modification made to a device in order to forestall such a 
state tort claim would need to comply with the exacting 
PMA process. See Buckman Co. v. Plaintiffs’ Legal 
Comm., 531 U.S. 341, 344-45 (2001) (explaining that “the 
PMA process is ordinarily quite time consuming because 
the FDA’s review requires an ‘average of 1,200 hours 
[for] each submission’” (quoting Medtronic, Inc. v. Lohr, 
518 U.S. 470, 477 (1996))). Congress’ solution to this 
problem was enacting § 360k(a). Pursuant to this provi-
sion, a medical device manufacturer who complies with 
the PMA process and the FDA’s marketing regulations 
cannot be held liable under state law for injuries result-
ing from a physician’s off-label use of a medical device. 
Riegel v. Medtronic, Inc., 552 U.S. 312, 330 (2008) (hold-
ing state law tort claims preempted when plaintiff as-



30a 
 

serted “that Medtronic’s device violated state tort law 
notwithstanding compliance with the relevant federal re-
quirements” (emphasis added)); Walker v. Medtronic, 
Inc., 670 F.3d 569, 581 (4th Cir. 2012) (explaining that 
state law tort claims stemming from the failure of “de-
vices that were designed, manufactured, and sold in ac-
cordance with the terms of their premarket approval 
were preempted” (emphasis added)). 

In contrast, when a plaintiff alleges harms predicated 
on a manufacturer’s violation of both FDA regulations 
and “parallel” state law duties, the enforcement of state 
tort law complements the federal scheme. See Riegel, 
552 U.S. at 330; see also Lohr, 518 U.S. at 513 (O’Connor, 
J., concurring in part and dissenting in part) (“[T]he 
threat of a damages remedy will give manufacturers an 
additional cause to comply . . . . Section 360k does not 
preclude States from imposing different or additional 
remedies, but only different or additional require-
ments.”). This is a form of “cooperative federalism” that 
invites, but does not require, states to deploy their tradi-
tional police powers to provide remedies that reinforce 
federal standards. See New York v. United States, 505 
U.S. 144, 167-68 (1992) (discussing cooperative federal-
ism); see generally Jessica Bulman-Pozen & Heather K. 
Gerken, Uncooperative Federalism, 118 Yale L.J. 1256 
(2009) (explaining how cooperative federalism structures 
the relationship between states and the federal govern-
ment). With the MDA, Congress has provided a powerful 
example of how our federal system can work to efficient-
ly implement national regulations while simultaneously 
respecting the role of states in that system. 

Thus, § 360(k)(a) does not expressly preempt the 
state law claims of a plaintiff like Caplinger who alleges 
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that: (1) the medical device that injured her was mis-
branded or adulterated in violation of federal law; (2) the 
violation of federal law that caused the product to be-
come misbranded or adulterated is also a violation of 
state law; and (3) her use of the device resulted in harms 
with parallel state law remedies. See Bausch v. Stryker 
Corp., 630 F.3d 546, 553 (7th Cir. 2010) (concluding that 
“section 360k provides immunity for manufacturers of 
new Class III medical devices to the extent that they 
comply with federal law, but it does not protect them if 
they have violated federal law”). 

To hold otherwise would “have the perverse effect of 
granting complete immunity” from state law torts stem-
ming from misbranding and adulteration practices for-
bidden by federal law and regulation “to an entire indus-
try that, in the judgment of Congress, needed more 
stringent regulation in order to provide for the safety 
and effectiveness of medical devices intended for human 
use.” Lohr, 518 U.S. at 487 (quotation omitted). Moreo-
ver, allowing medical device companies to escape state 
tort liability in such a situation would improperly shift 
the risk of liability from device companies that intention-
ally mislead physicians to the physicians who rely upon 
that misleading advice when deciding to utilize a device 
off-label. Congress sensibly refused to establish such a 
dystopic regime. 

III 

I suspect that the majority would not disagree with 
the above preemption analysis. Our disagreement in this 
case stems primarily from our varying characterization 
of Caplinger’s complaint and her appellate briefing. In 
my view, the majority holds Caplinger’s complaint and 
appellate briefing to an excessively stringent standard 
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that places the onus on her to affirmatively demonstrate 
that state law claims are parallel to federal require-
ments. The majority does this by minimizing the scope of 
her state tort claims and their relationship with the rele-
vant federal laws. I admit that Caplinger’s briefing on 
the topic, especially before the district court, was not a 
model of clarity, but the presence of parallel state claims 
in Caplinger’s complaint is certainly more apparent than 
in the operative complaint in Lohr, where the Supreme 
Court allowed a suit to proceed on remand. See 518 U.S. 
at 495 (allowing the Lohrs’ suit against Medtronic to pro-
ceed despite the fact that “the precise contours of their 
theory of recovery have not yet been defined” because “it 
is clear that the Lohrs’ allegations may include claims 
that Medtronic has, to the extent that they exist, violated 
FDA regulations”). Moreover, because the district court 
based its dismissal on a mistaken understanding of the 
MDA and relevant FDA regulations, and failed to com-
pare the elements of state tort law with the federal re-
quirements, Caplinger should be provided an opportuni-
ty to make her case with the regulatory regime properly 
understood. 

A 

As the majority explains, federal law “does not pre-
vent a State from providing a damages remedy for claims 
premised on a violation of FDA regulations.” Riegel, 552 
U.S. at 330. Such a claim seeks a “parallel” remedy and is 
not expressly preempted by § 360k(a) if it does not im-
pose any requirements with respect to safety or effec-
tiveness that are “different from, or in addition to, feder-
al requirements.” Id. at 328 (quotation and citation omit-
ted). Preemption is an affirmative defense, and the de-
fendant bears the burden of proof. See Emerson v. Kan. 
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City S. Ry. Co., 503 F.3d 1126, 1133-34 (10th Cir. 2007); 
see also De Buono v. NYSA-ILA Med. & Clinical Servs. 
Fund, 520 U.S. 806, 814 (1997); Stengel v. Medtronic Inc., 
704 F.3d 1224, 1227 (9th Cir. 2013) (en banc) (explaining 
that “[p]arties seeking to invalidate a state law based on 
preemption bear the considerable burden of overcoming 
the starting presumption that Congress does not intend 
to supplant state law” (quotation omitted)). Caplinger 
has properly alleged facts in her complaint “demonstrat-
ing the presence of the elements of a parallel claim” and 
she has pointed “to specific PMA requirements that have 
been violated.” Wolicki-Gables v. Arrow Int’l, Inc., 634 
F.3d 1296, 1302 (11th Cir. 2011). To establish that Cap-
linger’s claims are expressly preempted, Medtronic must 
affirmatively show that her state tort claims are not 
“parallel” to the alleged federal violation. And to judge 
whether a plaintiff’s state law claims are genuinely paral-
lel, a district court must consider the elements “to de-
termine whether these claims impose requirements that 
differ from or are in addition to federal requirements.” 
Hughes v. Boston Scientific Corp., 631 F.3d 762, 768 (5th 
Cir. 2011). 

Crucially, federal law and state law remedies need 
not be identical in order to be parallel and thus avoid ex-
press preemption. See Lohr, 518 U.S. at 495; see also 
Bates, 544 U.S. 431, 454 (2005) (holding that “to survive 
pre-emption, the state-law requirement need not be 
phrased in the identical language as its corresponding 
[statutory] requirement; it would be surprising if a com-
mon-law requirement used the same phraseology as [the 
statute]”). As the Court explained in Lohr, “additional 
elements of the state-law cause of action” requiring 
plaintiffs to show that “violations were the result of neg-
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ligent conduct, or that they created an unreasonable haz-
ard for users of the product . . . would make the state re-
quirements narrower, not broader, than the federal re-
quirement.” 5 18 U.S. at 494. For example, in the con-
text of misbranded or adulterated medical devices, a 
state may permissibly determine that it only wishes to 
provide private remedies to individuals who can demon-
strate that they relied upon false statements or omis-
sions about the safety of the misbranded products, or 
that the misbranding or adulteration created an unrea-
sonable hazard for its citizens. 

B 

The majority does not reach the question of implied 
preemption, because it holds that all of Caplinger’s 
claims were either insufficiently pled or expressly 
preempted. The district court did reach the question, in-
correctly holding that several of Caplinger’s claims relat-
ing to Medtronic’s “off-label marketing” would be im-
pliedly preempted. Some otherwise parallel state claims 
are impliedly preempted because Congress has deter-
mined that actions to enforce FDA requirements related 
to medical devices “shall be by and in the name of the 
United States.” § 337(a). This language has been inter-
preted by the Supreme Court to impliedly preempt 
claims that “exist solely by virtue” of federal require-
ments. Buckman, 531 U.S. at 353. This language does 
not, however, preempt claims that would traditionally 
sound in state tort law, such as Lohr’s “common-law neg-
ligence action against the manufacturer of an allegedly 
defective pacemaker lead.” Buckman, 531 U.S. at 352. 

The contours of implied preemption are eloquently 
explained by the Sixth Circuit in Loreto v. Procter & 
Gamble Co., 515 F. App’x 576 (6th Cir. 2013) (un-
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published). Loreto held that Buckman preempted a claim 
alleging that Procter & Gamble failed to tell consumers 
that its products were “illegal” when that claim’s theory 
of liability depended “entirely upon an FDCA [Federal 
Food, Drug, and Cosmetic Act] violation—i.e., the only 
reason Procter & Gamble’s products were allegedly ‘ille-
gal’ was because they failed to comply with FDCA label-
ing requirements.” 515 F. App’x at 579. But the court al-
lowed a claim to proceed alleging that Procter & Gamble 
made false or misleading statements regarding the same 
product, because the false-or-misleading “theory relies 
solely on traditional state tort law predating the FDCA, 
and would exist in the absence of the Act.” Id. at 580; see 
also Hughes, 631 F.3d at 775 (holding that state tort law 
failure-to-warn claim was not impliedly preempted); 
Bausch, 630 F.3d at 557 (holding that tort law claims 
based on manufacturing defects were not impliedly 
preempted). 

As discussed below, it is clear that at least some of 
Caplinger’s claims are not dependent entirely upon a vio-
lation of federal law. Instead, they are grounded in tra-
ditional state-law duties that predate the MDA and 
would be cognizable even if the MDA did not exist. 
These claims are not impliedly preempted. 

IV 

According to the district court, Caplinger’s state law 
claims were either not genuinely parallel to the federal 
laws relating to off-label promotion or were impliedly 
preempted because they were entirely based upon those 
laws and “even the concept of ‘off-label use’ is a creature 
of the FDCA, is defined by the FDCA, and is not part of 
Oklahoma substantive law.” Caplinger v. Medtronic, Inc., 
921 F. Supp. 2d 1206, 1219-20 (W.D. Okla. 2013). This 



36a 
 

misstates the scope of federal-law violations alleged in 
Caplinger’s complaint, artificially narrowing their 
grounds. Federal regulations prohibit the promotion of 
off-label uses, which might itself form the basis of an ap-
propriately parallel state law claim. But that act of for-
bidden promotion does not capture the extent of Med-
tronic’s alleged federal violations, or the state tort claims 
Caplinger specifically raised in her complaint. Instead, 
Medtronic’s allegedly illegal promotion of Infuse, includ-
ing Medtronic’s advertising and oral and written state-
ments made by its representatives, is properly viewed as 
evidence that Infuse was misbranded and/or adulterated 
in violation of the law. See United States v. Caronia, 703 
F.3d 149, 154 (2d Cir. 2012) (explaining that misbranding 
may be proven by, “among other evidence, oral or writ-
ten statements by [persons legally responsible for the 
labeling of drugs] or their representatives and the cir-
cumstances that the article is, with the knowledge of 
such persons or their representatives, offered and used 
for a purpose for which it is neither labeled nor adver-
tised” (quotation omitted)); see also 21 C.F.R. § 801.4 
(explaining that “intended use” of a device may be shown 
“by the circumstances that the article is . . . offered and 
used for a purpose for which it is neither labeled nor ad-
vertised”). Caplinger explicitly alleges violations of 21 
U.S.C. § 331, which prohibits “[t]he introduction or deliv-
ery for introduction into interstate commerce of any 
food, drug, device, tobacco product, or cosmetic that is 
adulterated or misbranded.” Id. As a result, if Cap-
linger can prove that Infuse was misbranded or adulter-
ated, her state law claims are not preempted so long as 
the federal violation that caused the devices to be mis-
branded is also a violation of some state law that does not 
impose requirements “different from, or in addition to” 
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the federal prohibitions concerning misbranded or adul-
terated devices. 

Applying this analysis, I would hold that Caplinger’s 
claims based on failure to warn and negligence have been 
sufficiently pled to avoid preemption at this stage of the 
litigation. For each of these claims, Caplinger alleges 
that exactly the same conduct that violated federal device 
requirements also violated state law. 

Although Caplinger’s claims could end up being 
preempted as the case proceeds, the burden of establish-
ing preemption at this stage falls upon Medtronic, and in 
my view it has not met that burden. 

A 

As a preliminary matter, I agree with the majority 
that Caplinger’s complaint currently fails to state her 
fraud claims with the particularity required by Fed. R. 
Civ. P. 9(b). I also agree that her warranty claim was not 
sufficiently pled. However, these issues are closer than 
the majority concludes. Federal law explicitly forbids 
medical device manufacturers from engaging in false or 
misleading advertising. See §§ 331(a), 352(q)(1). With 
this in mind, and as the majority acknowledges, ade-
quately pled state- law fraud claims bottomed on a device 
manufacturer’s false or misleading advertising may es-
cape preemption. Moreover, an adequately pled warran-
ty claim should easily escape preemption. As the court in 
Houston v. Medtronic, Inc., 957 F. Supp. 2d 1166 (C.D. 
Cal. 2013), explained: 

[F]ederal law already prohibits false or mislead-
ing off-label promotion. Therefore, to the extent 
that Plaintiff seeks to impose liability on De-
fendants for voluntarily making misleading war-
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ranties outside the label, Plaintiff is not impos-
ing any requirement different from or additional 
to what federal law already requires. In other 
words, to avoid state law liability on this claim, 
Defendants need only to refrain from making 
misleading warranties, which adds no burden 
beyond what federal law already imposes. Nor is 
the express warranty claim impliedly preempt-
ed under Buckman, as a claim for express 
breach of warranty finds its origin in traditional 
state law that predates the FDCA. 

Id. at 1180-81. This conclusion is consistent with the de-
veloping consensus regarding the scope of preemption in 
this context. See Beavers-Gabriel v. Medtronic, Inc., 15 
F. Supp.3d 1021 (D. Haw. 2014) (holding that express 
warranty claim survives preemption); Schouest v. Med-
tronic, Inc., 13 F. Supp. 3d. 692, 707 (S.D. Tex. 2014) 
(same); Arvizu v. Medtronic Inc., 41 F. Supp. 3d 783, 793 
(D. Ariz. 2014) (explaining that “[s]everal courts have 
found that claims for breach of express warranty are nei-
ther expressly nor impliedly preempted in the context of 
off-label promotion”); see also Scovil v. Medtronic Inc., 
No. 2:14-CV-00213-APG, 2015 WL 880614, at *12 (D. 
Nev. Mar. 2, 2015) (unpublished) (similar); Wright v. 
Medtronic, Inc., No. 1:13-CV-716, 2015 WL 328596, at 
*15 (W.D. Mich. Jan. 23, 2015) (unpublished) (similar); 
Arthur v. Medtronic, Inc., No. 4:14-CV-52 (CEJ), 2014 
WL 3894365, at *8 (E.D. Mo. Aug. 11, 2014) (un-
published) (similar). 

The district court denied Caplinger’s motion to re-
consider or, in the alternative, for leave to amend be-
cause it concluded many of her claims were necessarily 
preempted. Remand for the district court to apply a 
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proper understanding of preemption would allow Cap-
linger to amend her complaint and possibly state viable 
fraud and warranty claims. See Fed. R. Civ. P. 15; 
Grossman v. Novell, Inc., 120 F.3d 1112, 1126 (10th Cir. 
1997) (holding that it is an abuse of discretion for a dis-
trict court to refuse leave to amend if the stated reasons 
are “incorrect as a matter of law”). 

B 

In contrast, I would hold that Caplinger’s failure-to-
warn and negligence claims are not clearly preempted at 
this stage of the litigation and are also plausibly stated. 
Caplinger contends that Medtronic had a state law duty 
to warn both the plaintiff and her physician about the 
dangers associated with off-label use of Infuse. The dis-
trict court concluded that this claim was expressly or im-
pliedly preempted. To the extent that her claim is predi-
cated on a general failure to warn about off-label uses or 
asserts a state- imposed duty to include different or addi-
tional labeling, I agree with the majority and the district 
court that it is preempted by § 360k(a) or Buckman. 

However, in my judgment, Caplinger may be advanc-
ing a more specific failure-to-warn claim that survives 
preemption. A medical device must contain directions 
that are adequate for its intended use. See 21 C.F.R. §§ 
801.5, 801.109. A device’s “intended use” is determined 
by “the objective intent of the persons legally responsible 
for the labeling of devices.” § 801.4. Successful traversal 
of the PMA process means that the FDA has conclusive-
ly determined that a device is adequately labeled with 
respect to the intended use for which it was approved. 
See 21 U.S.C. § 360c(a)(1)(C)(ii)(II), 360c(a)(2)(B). But in 
her complaint, Caplinger incorporated allegations, sup-
ported by facts, that Medtronic misbranded Infuse in 
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violation of federal law because it sold Infuse for an in-
tended use not approved by the FDA. This would render 
its labeling no longer necessarily “adequate” under fed-
eral law. See 21 C.F.R. § 801.109(c). Caplinger’s asser-
tions relating to “advertising and oral and written repre-
sentations to her, her doctor, and others” (Majority Op. 
13), which the majority seems to read as irrelevant to the 
question at hand, likely have the purpose of demonstrat-
ing the existence of improper “purposes for which [In-
fuse] is intended.” § 801.5. 

Caplinger also alleged that even as it promoted In-
fuse in violation of those requirements, Medtronic failed 
to include adequate warnings and directions for the mis-
branded product that it was promoting. Other courts 
have imagined just this scenario as the type of “narrow 
failure-to-warn claim that would escape preemption.” Ri-
ley v. Cordis Corp., 625 F. Supp. 2d 769, 783 (D. Minn. 
2009). 

In Oklahoma, the elements of a product liability fail-
ure-to-warn claim are: (1) “the product was the cause of 
the injury”; (2) “the defect existed in the product, if the 
action is against the manufacturer, at the time the prod-
uct left the manufacturer’s possession and control”; and 
(3) the defect “made the article unreasonably danger-
ous.” Kirkland v. Gen. Motors Corp., 521 P.2d 1353, 1363 
(Okla. 1974). That defect “can stem from either a dan-
gerous design or an inadequate warning about the prod-
uct’s dangers.” Braswell v. Cincinnati Inc., 731 F.3d 
1081, 1085 (10th Cir. 2013) (applying Oklahoma law); see 
also Tansy v. Dacomed Corp., 890 P.2d 881, 886 (Okla. 
1994) (observing that “inadequate warnings” can render 
a product defective). Like federal medical device law, Ok-
lahoma law considers an object’s intended use when de-
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termining if a warning is sufficient to avoid making the 
product unreasonably dangerous. See Smith v. U.S. 
Gypsum Co., 612 P.2d 251, 256 (Okla. 1980); Kirkland, 
521 P.2d at 1366 (holding that “[i]f the plaintiff is using 
the product for some purpose for which it was not in-
tended and is consequently injured, he should not recov-
er”). Moreover, like federal law, Oklahoma law specifical-
ly extends protection from defective design claims, in-
cluding failure-to-warn claims, when “the product is 
properly manufactured and contains adequate warn-
ings.” Tansy, 890 P.2d at 886. The additional Oklahoma 
requirements that a plaintiff show injury and show that 
any warning was inadequate when the product “left the 
manufacturer’s possession and control” are exactly the 
kind of “narrower” conditions that the Lohr court held 
were not preempted. 

Comparing the relevant elements of federal and Ok-
lahoma law makes it clear that Oklahoma imposes no re-
quirements that are “different from, or in addition to” 
federal requirements. Cf. Riegel, 552 U.S. at 330. The 
district court incorrectly determined that this claim 
would be preempted because it would “permit a finding 
that defendants were required to provide warnings above 
and beyond those on the Infuse Device’s label and ac-
companying the device.” Caplinger, 921 F. Supp. 2d at 
1221. This determination misstates the elements of Ok-
lahoma law. Nothing in Oklahoma failure-to-warn law 
requires that Medtronic provide additional warnings or 
labeling in order to escape state tort liability. Once the 
specific elements of state law are apprehended, it be-
comes clear that Oklahoma is merely providing a mecha-
nism for recovery if Medtronic violates federal law by 
introducing Infuse for an adulterated or misbranded use 
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and the warnings accompanying Infuse are inadequate 
for that adulterated or misbranded use.  The state duty, 
like the federal duty, requires that Medtronic provide 
adequate directions for use. It does not attach “liability 
to statements on the label that do not produce liability 
under [federal law].” See Bates, 544 U.S. at 456 (Thomas, 
J., concurring in part and dissenting in part). Permitting 
recovery would properly hold Medtronic accountable for 
its alleged violations of state and federal law. To hold 
otherwise would allow Medtronic to shift liability for its 
illegal misbranding and adulteration to patients and phy-
sicians and provide a strong disincentive for Medtronic 
to seek supplemental FDA approval when the intended 
use of a device changes. 

Because Caplinger’s failure-to-warn claim is at least 
arguably parallel to her claim that Medtronic’s mis-
branded device failed to contain adequate directions for 
its intended use, I would hold that it is not preempted at 
this juncture. Cf. Alton v. Medtronic, Inc., 970 F. Supp. 
2d 1069, 1101 (D. Or. 2013) (holding that plaintiff’s simi-
lar failure-to-warn claim against Medtronic regarding 
misbranding of Infuse was not preempted). 

Caplinger also alleged claims sounding in negligence 
and negligent misrepresentation. In response to a certi-
fied question from our Circuit, the Oklahoma Supreme 
Court has explicitly acknowledged “the distinction be-
tween attempting to enforce a federal regulation and al-
lowing a parallel claim for negligence per se bottomed on 
violation of the regulation.” It held that Oklahoma negli-
gence law provides a preexisting remedy for many of the 
harms caused by “adulterated” medical devices. Howard 
v. Zimmer, Inc., 299 P.3d 463, 470-74 (Okla. 2013). The 
remedy provided is not merely an enforcement action 
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based on the violation of a federal regulation, which 
would be preempted by Buckman. Id. Caplinger claims 
that Medtronic provided untrue or misleading infor-
mation about the safety and efficacy of the particular off-
label use of Infuse that Medtronic allegedly promoted. 
Such conduct is a clear violation of federal law forbidding 
adulteration and misbranding, including 21 U.S.C. § 352 
and 21 C.F.R. § 814.80. To the extent that Caplinger’s 
negligence and negligent misrepresentation claims paral-
lel these requirements, and her pleadings suggest they 
well might, those claims should not be preempted. 

V 

Although I would hold that several of Caplinger’s 
claims are not preempted at this early stage of the litiga-
tion, and would remand the remaining claims with in-
structions to permit amendment, I would also echo the 
Sixth Circuit in reminding Caplinger that over the course 
of her lawsuit, the “arguments she makes, the proofs she 
offers, and the evidence she submits are all subject to 
limitation by preemption principles.” Fulgenzi v. PLIVA, 
Inc., 711 F.3d 578, 588 (6th Cir. 2013). My disagreement 
with the majority opinion does not turn on the substance 
of federal preemption law. Instead, our disagreement 
turns on our respective characterization of Caplinger’s 
pleadings and understanding of the proper burden at this 
stage of the litigation, as described by the Supreme 
Court in cases such as Lohr and Bates. I suspect that the 
majority would say that I am “trying out arguments and 
searching out legal theories [Caplinger] has not present-
ed for herself” (Majority Op. 16). However, in light of 
the important federalism concerns at the heart of this 
case, the district court’s misapprehension of relevant 
federal law, and its failure to examine the specific ele-
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ments of state tort law at issue, I would remand for the 
district court to revisit its analysis with a proper under-
standing of this regulatory regime. 

Ultimately, Caplinger’s allegations need not be con-
clusive at this stage of the litigation. They need only 
state a plausible claim for relief. Twombly, 550 U.S. at 
556. Although I disagree with the majority’s interpreta-
tion of Caplinger’s complaint, the text of the majority’s 
opinion properly advises that a future plaintiff alleging 
similar harms can avoid preemption by carefully expli-
cating the parallels between the alleged federal viola-
tions and state tort remedies. 
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IN THE UNITED STATES DISTRICT COURT FOR 
THE WESTERN DISTRICT OF  

OKLAHOMA 
 
PATRICIA CAPLINGER, )  
  Plaintiff, ) 
vs.                                   )    Case No. CIV-12-630-M     
    ) 
MEDTRONIC, INC., a ) 
Minnesota corporation, ) 
and MEDTRONIC  ) 
SOFAMOR DANEK ) 
USA, INC., a Tennessee ) 
corporation,   ) 
  Defendants. ) 
 

ORDER 

Before the Court is plaintiff’s Motion to Reconsider 
or in the Alternative for Leave to File Second Amended 
Complaint, filed March 6, 2013. On March 27, 2013, de-
fendants filed their response. Based upon the parties’ 
submissions, the Court makes its determination. 

I.   Motion to Reconsider 

Plaintiff moves this Court to reconsider its February 
6, 2013 Order granting defendants’ Motion to Dismiss 
and to vacate the dismissal set forth in the Order and 
the February 6, 2013 Judgment filed in this matter. 
“Grounds warranting a motion to reconsider include (1) 
an intervening change in the controlling law, (2) new evi-
dence previously unavailable, and (3) the need to correct 
error or prevent manifest injustice.” Servants of the 
Paraclete v. John Does I-XVI, 204 F.3d 1005, 1012 (10th 
Cir. 2000). A motion to reconsider is appropriate 
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“where the court has misapprehended the facts, a party’s 
position, or the controlling law” but is not appropriate “to 
revisit issues already addressed or advance arguments 
that could have been raised in prior briefing.” Id. 

Having carefully reviewed plaintiff’s motion, the 
Court finds no grounds warranting reconsideration in 
the case at bar. Specifically, the Court finds no inter-
vening change in the controlling law, no new evidence 
previously unavailable, and no need to correct clear error 
or prevent manifest injustice. The Court further finds it 
did not misapprehend the facts, it did not misapprehend 
plaintiff’s position, and it did not misapprehend the con-
trolling law. In its motion, plaintiff simply revisits issues 
that were addressed in the Court’s February 6, 2013 
Order and advances arguments that could have been 
raised in prior briefing. 

Accordingly, the Court finds that plaintiff’s motion to 
reconsider should be denied. 

II. Motion for leave to file second amended complaint 

In her motion, plaintiff alternatively moves for leave 
to amend her claims and file a Second Amended Com-
plaint. Plaintiff states that subsequent to the filing of the 
case and subsequent to the filing and briefing on defend-
ants’ Motion to Dismiss, the United States Senate Com-
mittee on Finance issued its October 2012 Staff Report 
on Medtronic’s Influence on Infuse Clinical Studies and 
that this report provides additional details on Medtron-
ic’s improper manipulation of clinical trials to conceal the 
unreasonably dangerous nature of Infuse, including the 
concealment of significant negative results when Infuse is 
used in a posterior approach lumbar fusion surgery such 
as plaintiff’s. Plaintiff contends that this report allows her 
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claims to be pled with greater detail than what was avail-
able at the time the Amended Complaint was filed. 

Having carefully reviewed the parties’ submissions, as 
well as the Court’s February 6, 2013 Order, the Court 
finds plaintiff has not set forth a sufficient basis for this 
Court to grant her leave to file a Second Amended Com-
plaint. Specifically, the Court finds that plaintiff has not 
shown how any information in the Senate staff report, a 
report that has possible reliability issues, would cure the 
deficiencies in plaintiff’s claims set forth in the Court’s 
February 6, 2013 Order, including, most notably, the 
Court’s finding of preemption. Accordingly, the Court 
finds that plaintiff’s motion for leave to file a second 
amended complaint should be denied. 

III. Conclusion 

For the reasons set forth above, the Court DENIES 
plaintiff’s Motion to Reconsider or in the Alternative for 
Leave to File Second Amended Complaint [docket no. 
39]. 

IT IS SO ORDERED this 8th day of April, 2013. 
 
   /s/     
   Vicki Miles-LaGrange 
   Chief United States District Judge
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IN THE UNITED STATES DISTRICT COURT FOR 
THE WESTERN DISTRICT OF OKLAHOMA 

 
PATRICIA CAPLINGER, ) 
   Plaintiff, )  

) 
vs.    )   Case No. CIV-12-630-M 
    ) 
MEDTRONIC, INC., a ) 
Minnesota corporation,  ) 
and MEDTRONIC  ) 
SOFAMOR DANEK ) 
USA, INC.,   ) 
a Tennessee corporation, ) 
  Defendants ) 

ORDER 

Before the Court is defendants’ Motion to Dismiss 
Plaintiff’s Amended Complaint, filed August 9, 2012. On 
September 4, 2012, plaintiff filed her response, and on 
September 20, 2012, defendants filed their reply. 

I. Background 

On August 25, 2010, plaintiff had a posterior lumbar 
interbody fusion surgery at the L5-S1 spine to correct a 
degenerative disc condition.1 The Infuse® Bone Graft 
product (“Infuse Device”) was used in the surgery. In Oc-
tober and November 2010, plaintiff’s symptoms returned 
and worsened and included a drop foot condition in her 
right leg allegedly resulting from exuberant bone growth 
caused by the use of the Infuse Device. In December 
2010, plaintiff’s drop foot condition caused a tear of the 

                                                           
1 A posterior lumbar interbody infusion surgery is performed 

through the back. 
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anterior cruciate ligament in her right knee, which re-
quired surgery in February 2011. Because of exuberant 
bone growth in plaintiff’s lumbar spine, revision surgery 
was required on September 9, 2011. Exuberant bone 
growth is continuing and will likely require a second 
revision surgery.  

The Infuse Device was made by defendants. It is a 
medical device consisting of three parts: (1) a recombinant 
human bone morphogenetic protein, (2) a collagen scaf-
fold, and (3) an interbody fusion device (essentially, a 
cage). The Infuse Device is used for the treatment of de-
generative disc disease in a surgical procedure known as 
spinal fusion. The Infuse Device is a Class III medical 
device approved by the Federal Drug Administration 
(“FDA”) through the Premarket Approval (“PMA”) pro-
cess. The Infuse Device has been approved for use in lum-
bar surgery that is performed through the abdomen (an-
terior) but has not been approved for use in lumbar sur-
gery that is performed through the back (posterior). The 
Infuse Device was initially approved on July 2, 2002. The 
FDA has since approved thirty-seven supplements to its 
PMA. 

On June 4, 2012, plaintiff filed the instant action. 
On July 23, 2012, plaintiff filed an Amended Complaint. 
In her Amended Complaint, plaintiff alleges seven causes 
of action against defendants in connection with their In-
fuse Device: (1) fraudulent misrepresentation and fraud in 
the inducement, (2) constructive fraud, (3) strict products 
liability – failure to warn, (4) strict products liability – de-
sign defect, (5) breach of express and implied warranty, 
(6) negligence, and (7) negligent misrepresentation. 

Pursuant to Federal Rule of Civil Procedure 12(b)(6), 
defendants now move this Court to dismiss plaintiff’s 
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Amended Complaint with prejudice. Defendants assert 
that plaintiff’s claims are expressly preempted in their 
entirety by the Medical Device Amendments of 1976, 21 
U.S.C. § 360(k), as interpreted by the Supreme Court in 
Riegel v. Medtronic, Inc., 552 U.S. 312 (2008), because 
they seek to impose state-law requirements on the de-
sign, manufacture, or labeling of the Infuse Device that 
are different from or in addition to the federal require-
ments imposed by the FDA. Moreover, defendants assert 
that to the extent plaintiff’s claims seek to enforce the 
provisions of federal law governing the promotion of 
medical devices for “off-label” uses, they are impliedly 
preempted under Buckman Co. v. Plaintiffs’ Legal 
Comm., 531 U.S. 341 (2001) and prohibited by the “no 
private cause of action” clause of the Federal Food, 
Drug and Cosmetic Act, 21 U.S.C. § 337(a). 

II.    The Statutory and Regulatory Framework and the 
PMA Process 

The Federal Food, Drug, and Cosmetic Act (“FDCA”), 
52 Stat. 1040, as amended, 21 U.S.C. § 301 et seq., has 
long required FDA approval for the introduction of new 
drugs into the market; however, the introduction of new 
medical devices was left largely for the states to supervise 
as they saw fit. See Riegel, 552 U.S. at 315. The regula-
tory landscape changed in the 1960’s and 1970’s, as com-
plex devices proliferated and some failed, most notably 
the Dalkon Shield. See id. As a result, Congress stepped 
in with the passage of the Medical Device Amendments of 
1976 (“MDA”), 21 U.S.C. § 360c et seq., which swept back 
some state obligations and imposed a regime of detailed 
federal oversight. See id. at 316. 

The new regulatory regime established vari-
ous levels of oversight for medical devices, de-
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pending on the risks they present. Class I, 
which includes such devices as elastic bandages 
and examination gloves, is subject to the lowest 
level of oversight: “general controls,” such as la-
beling requirements. § 360c(a)(1)(A); FDA, De-
vice Advice: Device Classes, 
http://www.fda.gov/cdrh/devadvice/3132.html 
(all internet materials as visited Feb. 14, 2008, 
and available in Clerk of Court’s case file). Class 
II, which includes such devices as powered 
wheelchairs and surgical drapes, ibid., is subject 
in addition to “special controls” such as perfor-
mance standards and postmarket surveillance 
measures, § 360c(a)(1)(B). 

The devices receiving the most federal over-
sight are those in Class III, which include re-
placement heart valves, implanted cerebella 
stimulators, and pacemaker pulse generators, 
FDA, Device Advice: Device Classes, supra. In 
general, a device is assigned to Class III if it 
cannot be established that a less stringent classi-
fication would provide reasonable assurance of 
safety and effectiveness, and the device is “pur-
ported or represented to be for a use in support-
ing 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.” 
§ 360c(a)(1)(C)(ii). 

Id. at 316-17. 

The MDA established a rigorous regime of pre-
market approval for new Class III devices. 
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A manufacturer must submit what is typically a 
multivolume application. FDA, Device Advice—
premarket Approval (PMA) 18, 
http://www.fda.gov/cdrh/devadvice/pma/printer.
html. It includes, among other things, full re-
ports of all studies and investigations of the de-
vice’s safety and effectiveness that have been 
published or should reasonably be known to the 
applicant; a “full statement” of the device’s 
“components, ingredients, and properties and of 
the principle or principles of operation”; “a full 
description of the methods used in, and the facil-
ities and controls used for, the manufacture, 
processing, and, when relevant, packing and in-
stallation of, such device”; samples or device 
components required by the FDA; and a speci-
men of the proposed labeling. § 360e(c)(1). Be-
fore deciding whether to approve the applica-
tion, the agency may refer it to a panel of out-
side experts, 21 CFR § 814.44(a) (2007), and 
may request additional data from the manufac-
turer, § 360e(c)(1)(G). 

The FDA spends an average of 1,200 hours 
reviewing each application, [Medtronic, Inc. v.] 
Lohr, [518 U.S. 470,] 477 . . . and grants pre-
market approval only if it finds there is a “rea-
sonable assurance” of the device’s “safety and ef-
fectiveness,” § 360e(d). The agency must 
“weig[h] any probable benefit to health from the 
use of the device against any probable risk of in-
jury or illness from such use.” § 360c(a)(2)(C). It 
may thus approve devices that present great 
risks if they nonetheless offer great benefits in 
light of available alternatives. . . . 
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The premarket approval process includes 
review of the device’s proposed labeling. The 
FDA evaluates safety and effectiveness under 
the conditions of use set forth on the label, § 
360c(a)(2)(B), and must determine that the pro-
posed labeling is neither false nor misleading, § 
360e(d)(1)(A). 

After completing its review, the FDA may 
grant or deny premarket approval. § 360e(d). It 
may also condition approval on adherence to 
performance standards, 21 CFR § 861.1(b)(3), 
restrictions upon sale or distribution, or compli-
ance with other requirements, § 814.82. The 
agency is also free to impose device- specific re-
strictions by regulation. § 360j(e)(1). 

If the FDA is unable to approve a new device 
in its proposed form, it may send an “approvable 
letter” indicating that the device could be ap-
proved if the applicant submitted specified infor-
mation or agreed to certain conditions or re-
strictions. 21 CFR § 814.44(e). Alternatively, 
the agency may send a “not approvable” letter, 
listing the grounds that justify denial and, where 
practical, measures that the applicant could un-
dertake to make the device approvable. 
§ 814.44(f). 

Once a device has received premarket ap-
proval, the MDA forbids the manufacturer to 
make, without FDA permission, changes in de-
sign specifications, manufacturing processes, 
labeling, or any other attribute, that would af-
fect safety or effectiveness. § 360e(d)(6)(A)(i). If 
the applicant wishes to make such a change, it 
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must submit, and the FDA must approve, an 
application for supplemental premarket approv-
al, to be evaluated under largely the same crite-
ria as an initial application. § 360e(d)(6); 21 
CFR § 814.39(c). 

After premarket approval, the devices are 
subject to reporting requirements. § 360i. These 
include the obligation to inform the FDA of 
new clinical investigations or scientific studies 
concerning the device which the applicant knows 
of or reasonably should know of, 21 CFR § 
814.84(b)(2), and to report incidents in which the 
device may have caused or contributed to death 
or serious injury, or malfunctioned in a manner 
that would likely cause or contribute to death or 
serious injury if it recurred, § 803.50(a). The 
FDA has the power to withdraw premarket ap-
proval based on newly reported data or existing 
information and must withdraw approval if it de-
termines that a device is unsafe or ineffective 
under the conditions in its labeling. § 360e(e)(1); 
see also § 360h(e) (recall authority). 

Id. at 317-320. 

III. Discussion 

A.  Motion to dismiss standard 

Regarding the standard for determining whether to 
dismiss a claim pursuant to Rule 12(b)(6), the United 
States Supreme Court has held:  

To survive a motion to dismiss, a complaint must 
contain sufficient factual matter, accepted as 
true, to state a claim to relief that is plausible on 
its face. A claim has facial plausibility when the 
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plaintiff pleads factual content that allows the 
court to draw the reasonable inference that the 
defendant is liable for the misconduct alleged. 
The plausibility standard is not akin to a “prob-
ability requirement,” but it asks for more than a 
sheer possibility that a defendant has acted un-
lawfully. Where a complaint pleads facts that are 
merely consistent with a defendant’s liability, it 
stops short of the line between possibility and 
plausibility of entitlement to relief. 

Ashcroft v. Iqbal, 556 U.S. 662, 678 (2009) (internal quo-
tations and citations omitted). Further, “where the well-
pleaded facts do not permit the court to infer more than 
the mere possibility of misconduct, the complaint has al-
leged—but it has not shown—that the pleader is entitled 
to relief.” Id. at 679 (internal quotations and citations 
omitted). Additionally, “[a] pleading that offers labels 
and conclusions or a formulaic recitation of the elements 
of a cause of action will not do. Nor does a complaint suf-
fice if it tenders naked assertion[s] devoid of further fac-
tual enhancement.” Id. at 678 (internal quotations and 
citations omitted). Finally, “[a] court reviewing the suffi-
ciency of a complaint presumes all of plaintiff’s factual al-
legations are true and construes them in the light most fa-
vorable to the plaintiff.” Hall v. Bellmon, 935 F.2d 1106, 
1109 (10th Cir. 1991). 

B.  Express preemption 

The MDA includes an express preemption provision 
that states: 

Except as provided in subsection (b) of this sec-
tion, no State or political subdivision of a State 
may establish or continue in effect with respect 



56a 
 

to a device intended for human use any re-
quirement— 
(1) which is different from, or in addition to, any 
requirement applicable under this chapter to 
the device, and 
(2) 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 In Riegel, the United States Su-
preme Court employed a two-step analysis for determin-
ing whether state law claims are preempted under § 
360k(a). First, the Supreme Court considered whether 
PMA of a medical device by the FDA imposes federal “re-
quirements” under the MDA. See Riegel, 552 U.S. at 321-
23. The Court concluded that PMA imposes federal “re-
quirements” within the meaning of the MDA. See id. at 
322-23. Second, the Supreme Court considered whether 
the state common law claims would impose requirements 
“different from, or in addition to” the requirements im-
posed by the PMA process and that relate to safety and 
effectiveness. See id. at 322-23. The Court concluded that 
the plaintiffs’ state common law claims for strict products 
liability, breach of implied warranty, and negligence in 
the design, testing, inspection, distribution, labeling, 
marketing, and sale of the device would impose require-
ments “different from, or in addition to” the require-
ments imposed by the PMA process. Id. at 323. In reach-
ing that conclusion, the Supreme Court noted that 

excluding common law duties from the scope of 
pre-emption would make little sense. State tort 

                                                           
2 The exception contained in subsection (b) permits the FDA to 

exempt some state and local requirements from preemption. 
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law that requires a manufacturer’s [device] to be 
safer, but hence less effective, than the model the 
FDA has approved disrupts the federal scheme 
no less than state regulatory law to the same ef-
fect. Indeed, one would think that tort law, ap-
plied by juries under a negligence or strict-
liability standard, is less deserving of preserva-
tion. A state statute, or a regulation adopted by a 
state agency, could at least be expected to apply 
cost-benefit analysis similar to that applied by 
the experts at the FDA: How many more lives 
will be saved by a device which, along with its 
greater effectiveness, brings a greater risk of 
harm? A jury, on the other hand, sees only the 
cost of a more dangerous design, and is not con-
cerned with its benefits; the patients who reaped 
those benefits are not represented in court. 

Id. at 325. 

When determining whether a state requirement is “in 
addition to” the requirements imposed by federal law, 
courts have found “[w]here a federal requirement per-
mits a course of conduct and the state makes its obligato-
ry, the state’s requirement is in addition to the federal 
requirement and thus is preempted.” In re Medtronic, 
Inc., Sprint Fidelis Leads Prods. Liab. Litig., 623 F.3d 
1200, 1205 (8th Cir. 2010) (internal quotations and cita-
tion omitted). 

However, the Supreme Court has made clear that 
“[s]tate requirements are pre-empted under the MDA on-
ly to the extent that they are ‘different from, or in addition 
to’ the requirements imposed by federal law. § 360k(a)(1). 
Thus, § 360k does not prevent a State from providing a 
damages remedy for claims premised on a violation of 
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FDA regulations; the state duties in such a case ‘paral-
lel,’ rather than add to, federal requirements.” Riegel, 
552 U.S. at 330. 

In order for a state requirement to be parallel to 
a federal requirement, and thus not expressly 
preempted under § 360k(a), the plaintiff must 
show that the requirements are “genuinely 
equivalent.” State and federal requirements are 
not genuinely equivalent if a manufacturer could 
be held liable under the state law without having 
violated the federal law. 

Wolicki-Gables v. Arrow Int’l, Inc., 634 F.3d 1296, 1300 
(8th Cir. 2011) (quoting McMullen v. Medtronic, Inc., 
421 F.3d 482, 489 (7th Cir. 2005)) (emphasis in original). 
Further, “[t]o properly allege parallel claims, the com-
plaint must set forth facts pointing to specific PMA re-
quirements that have been violated.” Id. at 1301 (internal 
quotations and citation omitted). “Plaintiffs must also 
allege a link between the failure to comply and the alleged 
injury.” Desabio v. Howmedica Osteonics Corp., 817 F. 
Supp. 2d 197, 204 (W.D.N.Y. 2011). 

C.  Implied preemption 

The FDCA states that an action for “enforcement, or 
to restrain violations, of th[e] [FDCA] shall be by and in 
the name of the United States.” 21 U.S.C. § 337(a). The 
Supreme Court interpreted § 337(a) in Buckman Co. v. 
Plaintiffs’ Legal Comm., 531 U.S. 341 (2001). The Su-
preme Court found “clear evidence that Congress in-
tended that the MDA be enforced exclusively by the 
Federal Government. 21 U.S.C. § 337(a).” Buckman, 531 
U.S. at 352. The Supreme Court then found that “alt-
hough Medtronic[, Inc. v. Lohr, 518 U.S. 470 (1996)] can 
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be read to allow certain state-law causes of actions that 
parallel federal safety requirements, it does not and can-
not stand for the proposition that any violation of the 
FDCA will support a state-law claim.” Buckman, 531 
U.S. at 353. Concluding, the Supreme Court found: 

[i]n sum, were plaintiffs to maintain their fraud-
on-the-agency claims here, they would not be re-
lying on traditional state tort law which had pre-
dated the federal enactments in questions. On 
the contrary, the existence of these federal en-
actments is a critical element in their case. 

Id. 

Thus, a private litigant cannot sue a defendant 
for violating the FDCA. Similarly, a private liti-
gant cannot bring a state-law claim against a de-
fendant when the state-law claim is in substance 
(even if not in form) a claim for violating the 
FDCA—that is, when the state claim would not 
exist if the FDCA did not exist. So, for example, 
a state-law claim that the defendant made mis-
representations to the FDA is preempted be-
cause such a claim would not exist absent the 
federal regulatory scheme established by the 
FDCA. 

This does not mean . . . that a plaintiff can never 
bring a state-law claim based on conduct that 
violates the FDCA. Indeed . . . the conduct on 
which the plaintiff’s claim is premised must vio-
late the FDCA if the claim is to escape express 
preemption by § 360k(a). Instead, to avoid being 
impliedly preempted under Buckman, a claim 
must rely[ ] on traditional state tort law which 
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had predated the federal enactments in ques-
tion[ ]. In other words, the conduct on which 
the claim is premised must be the type of con-
duct that would traditionally give rise to liability 
under state law—and that would give rise to lia-
bility under state law even if the FDCA had nev-
er been enacted. If the defendant’s conduct is 
not of this type, then the plaintiff is effectively 
suing for a violation of the FDCA (no matter 
how the plaintiff labels the claim), and the plain-
tiff’s claim is thus impliedly pre-empted under 
Buckman. 

Riley v. Cordis Corp., 625 F. Supp. 2d 769, 776-77 (D. 
Minn. 2009) (internal quotations and citations omitted). 

D.  Interplay between express and implied preemp-
tion 

Considering the law regarding express preemption and 
the law regarding implied preemption together,  

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 preemp-
tion. The plaintiff must be suing for conduct that 
violates the FDCA (or else his claim is expressly 
preempted by § 360k(a)), but the plaintiff must 
not be suing because the conduct violates the 
FDCA (such a claim would be impliedly preempt-
ed under Buckman). 

In re Medtronic, Inc., Sprint Fidelis Leads Prods. Liab. 
Litig., 623 F.3d at 1204 (quoting Riley, 625 F. Supp. 2d at 
777) (emphasis in original). Thus, “[f]or a state-law claim 
to survive, then, the claim must be premised on conduct 
that both (1) violates the FDCA and (2) would give rise to 
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a recovery under state law even in the absence of the 
FDCA.” Riley, 625 F. Supp. 2d at 777. 

E.  The parties’ arguments 

1. Defendants’ arguments 

Defendants assert that because plaintiff’s claims 
would require a determination that the Infuse Device 
should have been labeled, designed or manufactured 
differently from the manner required by the FDA, those 
claims are preempted and must be dismissed. Specifical-
ly, defendants assert that because each of plaintiff’s 
claims seeks to impose state law requirements on the de-
sign, manufacture, or labeling of the Infuse Device that 
are different from or in addition to those imposed by the 
FDA through the PMA process, Riegel and its progeny 
compel dismissal. Defendants further assert that to the 
extent that plaintiff’s claims seek to enforce the FDCA’s 
provisions governing the approval or off-label promotion 
of medical devices, they also are impliedly preempted 
and barred by § 337(a). 

Regarding plaintiff’s fraudulent misrepresentation, 
fraud in the inducement, constructive fraud, negligent 
misrepresentation, and failure to warn claims (both 
based in strict liability and negligence), defendants con-
tend that plaintiff does not allege that defendants failed 
to provide any of the warnings required by the FDA 
through the PMA process but instead alleges that de-
fendants should have given additional warnings beyond 
those required by the FDA. Defendants, therefore, con-
clude that plaintiff’s claims are preempted because they 
would require a finding that, as a matter of Oklahoma law, 
defendants failed to provide adequate warnings despite 
having labeled the Infuse Device as required by the FDA 
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and would, thus, impose labeling requirements “different 
from, or in addition to,” those imposed by federal law. 
Defendants further assert that plaintiff’s off-label pro-
motion allegations do not immunize plaintiff’s claims from 
express preemption under § 360k(a). Defendants contend 
that to comply with the state law duty that plaintiff’s 
failure-to-warn theory imposes, defendants would be 
forced to provide certain, unspecified warnings about the 
alleged risks of off-label use and would thus be forced to 
provide labeling to accompany the Infuse Device that is 
“different from, or in addition to” that already approved 
by the FDA through the PMA process. 

Defendants also contend that plaintiff’s fraud and mis-
representation claims fail because they are not pled with 
particularity as required by Federal Rule of Civil Proce-
dure 9(b). Specifically, defendants contend that plaintiff’s 
Amended Complaint does not set forth the time, place 
and contents of the alleged false representations, the 
identity of the party making the alleged false statements 
and the consequences thereof. Finally, defendants con-
tend that plaintiff cannot base her failure to warn claims 
on defendants’ representative’s failure to fully disclose 
all pertinent information and properly instruct plaintiff’s 
surgeon regarding the off-label use of the Infuse Device 
for plaintiff’s surgery because such a claim would require 
defendants, through their representative, to have used 
warnings different from, or in addition to, those required 
by the FDA. 

Regarding plaintiff’s strict liability design defect 
claim, defendants state that although plaintiff alleges 
that the Infuse Device suffered from a defective design, 
she does not allege that the design of the device that she 
received was anything other than the design approved by 
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the FDA through the PMA process. Defendants assert 
that claims that attack the FDA-approved design of a 
Premarket Approved device are preempted regardless of 
whether they are based in strict liability or negligence. 
Defendants further assert that plaintiff’s off-label allega-
tions cannot save her design defect claim from preemp-
tion because even if plaintiff could prevail on her design 
defect claim as a matter of state law by convincing a jury 
that the Infuse Device was “unsafe” with respect to a 
given off-label use, such a claim would impose a state law 
requirement that the device have been designed differ-
ently from the manner approved by the FDA through 
the PMA process. 

Regarding plaintiff’s breach of express and implied 
warranty claims, defendants contend that for plaintiff to 
prevail on these claims, a jury would have to find that the 
Infuse Device was not safe or effective but that such a 
jury finding would inevitably contradict the FDA’s 
conclusive determination, via the PMA process, that 
the Infuse device is safe and effective. Defendants, 
therefore, contend that because plaintiff’s warranty 
claims challenge the safety and effectiveness of a Pre-
market Approved device, they are expressly preempted. 

Additionally, defendants contend that plaintiff has 
failed to allege any parallel claim that might survive 
preemption. Specifically, defendants assert that plaintiff 
has not demonstrated how the duties and obligations im-
posed by state and federal law are genuinely equivalent or 
identical or how the alleged federal violations caused 
injury. For example, defendants allegedly violated a 
federal requirement that manufacturers not promote de-
vices for off-label uses. The state law requirement that 
defendants allegedly violated is the requirement that a 
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manufacturer provide adequate warnings to physicians 
about the risks of its medical device. But a duty not to 
promote devices for off-label use is not parallel to a duty 
to warn of device risks. Defendants assert that it is pos-
sible to violate the purported state law requirement 
while complying with the federal requirement, and vice 
versa, thereby demonstrating that the two requirements 
are not “parallel” and that an alleged violation of the fed-
eral duty to refrain from off-label promotion cannot save 
plaintiff’s state law failure-to-warn claims from express 
preemption. 

Finally, defendants contend that even if allegations of 
off-label promotion or other federal statutory or regula-
tory violations could save plaintiff’s claims from express 
preemption, her claims would still be impliedly preempted 
under Buckman and barred by § 337(a). Specifically, de-
fendants assert that by seeking to impose liability based 
on defendants’ alleged violation of the FDA’s restriction 
on off-label promotion, plaintiff is trying to usurp the 
FDA’s exclusive authority to police purported violations 
of its own regulations and this Court should reject plain-
tiff’s attempt to encroach upon the FDA’s discretionary 
authority to enforce the restrictions on off-label promo-
tion. Defendants further contend that to the extent plain-
tiff’s claims rest on allegations of regulatory violations, 
they are not only impliedly preempted but are also 
barred by the FDCA’s no-private-right-of-action clause, 
§ 337(a). Any effort by plaintiff to fashion a state law 
cause of action out of an alleged federal statutory viola-
tion with no counterpart in established state law is an 
attempt at private enforcement of the FDCA barred by § 
337(a). There is no pre-existing state law duty to abstain 
from off-label promotion (or to comply with the various 
federal statutes and regulations listed in the complaint). 



65a 
 

Defendants contend that plaintiff is seeking to hold de-
fendants liable for conduct that was not unlawful under 
traditional state tort law which had predated the federal 
enactment and is attempting to pursue claims that include 
as a critical element something that exists solely by virtue 
of the FDCA. 

2. Plaintiff’s arguments 

Plaintiff asserts that the FDA only approved the In-
fuse Device for anterior procedures and specifically 
asked defendants to take measures to prohibit the off-
label use and off-label promotion of posterior uses. Plain-
tiff further asserts that posterior use is considered a 
“new indication” for which defendants were obligated to 
obtain FDA approval if it sought to promote such use, 
yet, defendants never obtained the FDA’s approval for 
posterior use of the Infuse Device. Because defendants 
failed to obtain said approval, plaintiff contends defend-
ants’ intentional promotion of the Infuse Device for such 
off-label uses was in violation of federal law and FDA 
regulations and, thus, defendants are not entitled to the 
preemption defense. 

Additionally, plaintiff asserts that she is alleging “par-
allel” claims arising out of defendants’ illegal off-label 
promotion that are not preempted by federal law. Plaintiff 
contends that defendants were obligated to obtain FDA 
approval for all of the uses for which they intended to 
promote the Infuse Device and once defendants chose to 
intentionally promote the Infuse Device for off- la-
bel/unapproved uses, it resulted in a violation of federal 
law. Plaintiff then contends that defendants’ failure to 
obtain approval for posterior use of the Infuse Device, 
their intentional off- label promotion of the Infuse De-
vice, and their failure to provide adequate warnings for 
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the off-label/unapproved uses, thus, subjects them to 
state law tort liability. 

Plaintiff further asserts that the Buckman case is not 
applicable to the case at bar and does not impliedly 
preempt plaintiff’s parallel claims of illegal off-label pro-
motion. Plaintiff contends that her claims are traditional 
state tort law claims based on negligence, warning de-
fects, and fraud on her, not fraud on a federal agency. 
Plaintiff states that she is not complaining of fraud on the 
FDA but rather claims that she and her physician were 
deceived and injured by defendants’ actions in (a) illegally 
promoting the Infuse Device for off-label/unapproved us-
es, (b) utilizing undisclosed paid consultants to market the 
off-label use of the Infuse Device, and (c) failing to provide 
adequate warnings regarding the risks and dangers as-
sociated with the promoted off-label uses. 

Regarding her breach of warranty claims, plaintiff 
contends that even if the Court deems plaintiff’s other 
claims preempted, her breach of warranty claims cannot 
be preempted because such claims are specifically ex-
cluded from preemption by FDA regulations, 21 C.F.R. § 
808.1(d), and arise out of defendants’ own voluntary (as 
opposed to FDA imposed) off-label warranties and rep-
resentations. Plaintiff further asserts that imposing lia-
bility on defendants for violating their express and im-
plied warranties would not impose any additional state law 
obligations on defendants. 

Finally, plaintiff contends that her claims arising out 
of defendants’ acts during her surgery are not preempt-
ed. Plaintiff alleges that even though defendants’ repre-
sentative was aware of the specific use of the Infuse De-
vice for plaintiff’s surgery, the representative breached 
her duty by failing to provide the necessary information 
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regarding the excessive danger involved in using the In-
fuse Device for a posterior-approach lumbar spine fusion. 
Plaintiff asserts that her negligence and constructive 
fraud claims against defendants arising out of the repre-
sentative’s actions/inactions during surgery do not chal-
lenge the design, manufacture, and labeling of the Infuse 
Device so as to implicate Riegel preemption. 

F.  Court’s analysis 

1.   Effect of allegations of off-label promotion on 
preemption 

As set forth above, plaintiff asserts that because de-
fendants promoted off-label use of the Infuse Device for 
posterior approach lumbar spine fusion in violation of 
federal law, § 360k(a) preemption does not apply. In oth-
er words, plaintiff contends that § 360k(a) does not 
preempt any claim that arises out of the promotion of an 
off-label use of a device.3 

The Court finds that such a contention must fail be-
cause it is inconsistent with the text of § 360k(a) and alle-
gations of promotion of off-label use of a device in violation 
of federal law does not automatically immunize a plain-
tiff’s claims from being subject to a preemption analysis 
under § 360k(a). As the court is Riley aptly stated: 

under § 360k(a)(1), the question is not whether 
there are federal requirements applicable to a 

                                                           
3 The Court would note that the Supreme Court recognized in 

Buckman that off-label use is not illegal or even disfavored under 
federal law but is an accepted and valuable part of the practice of 
medicine. “‘[O]ff-label’ usage of medical devices . . . is an accepted 
and necessary corollary of the FDA’s mission to regulate in this area 
without directly interfering with the practice of medicine.” Buckman, 
531 U.S. at 350. 



68a 
 

particular use of a device; the question is wheth-
er there are federal requirements applicable “to 
the device.” If there are—and, as Riegel makes 
clear, the PMA process unquestionably imposes 
such requirements—then any state require-
ments that are different from, or in addition to, 
those federal requirements are preempted. 
Nothing in the statute suggests that the preemp-
tion analysis somehow depends on how the de-
vice is used. 

Riley, 625 F. Supp. 2d. at 779 (emphasis in original). For 
the same reasons, the Court finds that nothing in 
§ 360k(a) suggests that the preemption analysis somehow 
depends on how the device is being promoted to be used. 
Accordingly, the Court finds that regardless of plain-
tiff’s off-label promotion allegations, each of plaintiff’s 
claims must be analyzed to determine whether it is 
preempted under § 360k(a) or § 337(a).4 

2. Plaintiff’s fraudulent misrepresentation and 
fraud in the inducement claim 

In her Amended Complaint, plaintiff alleges that “De-
fendants fraudulently and intentionally misrepresented 
material and important health and safety product risk in-
formation from Plaintiff and her physicians.” Amended 

                                                           
4 The Court also finds that plaintiff’s off-label promotion allega-

tions do not somehow turn plaintiff’s claims into “parallel” claims that 
are not preempted. Specifically, the Court finds that the federal re-
quirement that manufacturers not promote devices for off-label uses 
is not genuinely equivalent to the state law requirements that a manu-
facturer provide adequate warnings to physicians about the risks of its 
medical device and that a manufacturer not produce a product with a 
defective design. It is possible to violate the state law requirement 
while complying with the federal requirement and vice versa. 
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Complaint at ¶ 93. Plaintiff further specifically alleges 
the following to establish defendants’ liability for fraudu-
lent misrepresentation and/or fraud in the inducement: 

a. Defendants fraudulently concealed and mis-
represented the health and safety hazards, 
symptoms, constellation of symptoms, diseases 
and/or health problems associated with the off-
label posterior- approach use of their Infuse® 
product; 
b. Defendants fraudulently concealed and mis-
represented their practice of promoting and 
marketing to physicians, including Plaintiff’s 
physician, the off-label use of Infuse® in poste-
rior- approach lumbar spine surgery; 
c.  Defendants fraudulently concealed and mis-
represented information about the known com-
parative risks and benefits of the use of Infuse® 
and the relative benefits and availability of al-
ternate products, treatments and/or therapies. 

Amended Complaint at ¶ 94. 

Having carefully reviewed plaintiff’s Amended Com-
plaint, the Court finds that there are a number of differ-
ent possible bases for plaintiff’s fraudulent misrepresen-
tation/fraud in the inducement claim. First, plaintiff’s 
claim may be based upon alleged misrepresentations and 
omissions contained in the actual warnings and labels ac-
companying the Infuse Device. The Court finds that this 
basis for a fraudulent misrepresentation/fraud in the in-
ducement claim is preempted under § 360k(a). Specifical-
ly, the Court finds that allowing this type of fraudulent 
misrepresentation/fraud in the inducement claim to pro-
ceed would permit a finding that defendants were re-
quired to alter the Infuse Device’s warning and label and 
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to provide additional warnings above and beyond those 
on the Infuse Device’s label and accompanying the de-
vice—a label and warnings that were specifically ap-
proved by the FDA as part of the PMA process. This 
would establish labeling and warning requirements dif-
ferent from, or in addition to, federal requirements for 
the Infuse Device. 

Second, plaintiff’s claim may be based upon alleged 
misrepresentations and omissions regarding defendants’ 
practice of promoting and marketing to physicians the 
off-label use of the Infuse Device in posterior-approach 
lumbar spine surgery. The Court finds that this basis 
for a fraudulent misrepresentation/fraud in the induce-
ment claim is impliedly preempted under Buckman and 
§ 337(a). While plaintiff’s allegations regarding defend-
ants’ practice of promoting and marketing to physicians 
the off-label use of the Infuse Device in posterior-
approach lumbar spine surgery could be a violation of 
the FDCA and, thus, plaintiff’s claim would not be ex-
pressly preempted under § 360k(a), plaintiff’s fraudulent 
misrepresentation/fraud in the inducement claim is not 
based on conduct that would give rise to a recovery under 
state law even in the absence of the FDCA. The conduct 
plaintiff complains of—how defendants are promoting 
and marketing to physicians the off-label use of the In-
fuse Device in posterior-approach lumbar spine sur-
gery—is governed by the FDCA. To determine whether 
said conduct is improper would require reliance on the 
requirements of the FDCA. Further, even the concept of 
“off-label use” is a creature of the FDCA, is defined by 
the FDCA, and is not a part of Oklahoma substantive 
law. While plaintiff couches her claim as a state law 
fraudulent misrepresentation/fraud in the inducement 
claim, this claim is in substance a claim for violating the 
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FDCA and, thus, is clearly preempted under Buckman 
and § 337(a). 

Finally, plaintiff’s claim may be based upon alleged 
misrepresentations and omissions defendants made while 
promoting and marketing to physicians the off-label use of 
the Infuse Device in posterior-approach lumbar spine 
surgery. Whether this basis for plaintiff’s fraudulent 
misrepresentation/fraud in the inducement claim is 
preempted, however, can not be determined due to the 
lack of specificity in plaintiff’s Amended Complaint. It is 
entirely unclear what specific alleged misrepresenta-
tions and/or omissions plaintiff claims defendants made 
while promoting and marketing the off-label use, and, 
thus, it is impossible for this Court to determine whether 
allowing this type of fraudulent misrepresentation/fraud 
in the inducement claim to proceed would permit a find-
ing that would require statements and warnings to be 
made that would be different from or in addition to the 
statements and warnings made on the label and materi-
als that were specifically approved by the FDA as part of 
the PMA process. 

Additionally, whether this basis for plaintiff’s fraudu-
lent misrepresentation/fraud in the inducement claim is 
preempted or not, the Court finds that this basis should 
be dismissed because it is not pled with particularity as 
required by Federal Rule of Civil Procedure 9(b). “[A] 
complaint alleging fraud [must] set forth the time, place 
and contents of the false representation, the identity of 
the party making the false statements and the conse-
quences thereof.” Tal v. Hogan, 453 F.3d 1244, 1263 
(10th Cir. 2006) (internal quotations and citations 
omitted). Plaintiff’s Amended Complaint does not set 
forth any of these required items and should, therefore, 
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be dismissed. 

3.     Plaintiff’s constructive fraud claim 

In her Amended Complaint, plaintiff alleges: 

105. Defendants had specific knowledge of the 
use of the Infuse® in Patricia Caplinger’s par-
ticular surgery. Defendants, participated in the 
surgery, and breached her duty to fully disclose 
all pertinent information to Dr. Rahman regard-
ing the use of Infuse® for Patricia Caplinger’s 
surgery. The representative’s failure to provide 
known dangers for Plaintiff’s surgery fraudulent-
ly caused Infuse® to be used in the surgery and 
subsequently caused Patricia Caplinger’s inju-
ries. 

106. Defendants owed Plaintiff duties to exer-
cise reasonable or ordinary care under the cir-
cumstances, in light of the generally recognized 
and prevailing best scientific knowledge, and to 
produce and market Infuse® in as safe a man-
ner and condition as possible. 

107. Specific defects . . . in the Infuse® product, 
rendered it defective and unreasonably danger-
ous. 

Amended Complaint at ¶¶ 105-107. 

Having carefully reviewed plaintiff’s Amended Com-
plaint, the Court finds that plaintiff’s constructive fraud 
claim is preempted under § 360k(a). As set forth in the 
allegations above, in her constructive fraud claim, plain-
tiff is specifically alleging that the Infuse Device was de-
fective and unreasonably dangerous and was not pro-
duced and marketed in as safe a manner and condition as 
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possible. To permit a jury to second-guess the Infuse 
Device’s design, manufacturing, labeling, warning, and 
marketing would risk interference with the federally-
approved design, manufacturing, labeling, warning, and 
marketing requirements. Plaintiff’s constructive fraud 
claim would, therefore, establish design, manufacturing, 
labeling, warning, and marketing requirements different 
from, or in addition to, federal requirements for the In-
fuse Device. The Court finds that this is the exact type of 
claim that is expressly preempted under § 360k(a) and 
plaintiff’s constructive fraud claim, therefore, should be 
dismissed. 

To the extent that plaintiff’s constructive fraud claim is 
based on defendants’ representative’s statements during 
plaintiff’s surgery, the Court finds that it is not pled with 
particularity as required by Federal Rule of Civil Proce-
dure 9(b). Specifically, the Court finds that plaintiff has 
not set forth the contents of the alleged misrepresenta-
tions or omissions. It is impossible for the Court to know 
if plaintiff is alleging that defendants’ representative 
failed to provide particular warnings and information 
specific to plaintiff’s surgery or if plaintiff is alleging that 
defendants’ representative failed to provide the same 
general warnings and information regarding the Infuse 
Device which the Court has already found would risk in-
terference with the PMA process and the federally-
approved warning and labeling requirements. According-
ly, the Court finds that plaintiff’s constructive fraud claim 
should be dismissed.  

4.    Plaintiff’s strict products liability – failure to 
warn claim 

Plaintiff also alleges a strict products liability fail-
ure to warn claim. In her Amended Complaint, plaintiff 
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specifically alleges the following regarding this claim: 

116. The warnings accompanying the Infuse® 
product did not adequately warn Plaintiff and 
her physicians, in light of its scientific and medi-
cal knowledge at the time, of the dangers asso-
ciated with Infuse® when used off-label in pos-
terior-approach lumbar spine surgery including, 
but not limited to, pain and weakness in limbs, 
radiculitis, ectopic bone formation, osteolysis, 
and poorer global outcomes than alternative 
treatments. 

117. The warnings accompanying the Infuse® 
product failed to provide the level of information 
that an ordinary physician or consumer would 
expect when using the product in a manner rea-
sonably foreseeable to Medtronic. Medtronic ei-
ther recklessly or intentionally minimized and/or 
downplayed the risks of serious side effects re-
lated to the off-label use of Infuse® for posteri-
or-approach lumbar spine fusion surgery had 
they known of the safety risks related to In-
fuse®. 

Amended Complaint at ¶ 116-117 (emphasis added). 

Having reviewed the Amended Complaint, the Court 
finds plaintiff’s strict products liability failure to warn 
claim is preempted under § 360k(a). Specifically, the 
Court finds that allowing plaintiff’s strict products liabil-
ity failure to warn claim to proceed would permit a find-
ing that defendants were required to provide warnings 
above and beyond those on the Infuse Device’s label and 
accompanying the device—a label and warnings that 
were specifically approved by the FDA as part of the 
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PMA process. Plaintiff’s strict products liability failure 
to warn claim would, therefore, establish labeling and 
warning requirements different from, or in addition to, 
federal requirements for the Infuse Device. The Court 
finds that this is the exact type of claim that is express-
ly preempted under § 360k(a) and plaintiff’s strict prod-
ucts liability failure to warn claim, therefore, should be 
dismissed. 

5.    Plaintiff’s strict products liability – design de-
fect claim 

In her Amended Complaint, plaintiff alleges that the 
Infuse Device was “defectively designed at the time that 
it left the Defendants’ control and was placed into the 
stream of commerce.” Amended Complaint at ¶ 122. 
Plaintiff alleges the Infuse Device was defectively de-
signed “because the design was unsafe when used in the 
manner promoted by Defendants and in a manner rea-
sonably foreseeable by Defendants” and “because the 
risks of danger in the design outweigh the benefits of the 
design.” Amended Complaint at ¶¶ 123, 124. Finally, 
plaintiff alleges “[t]he foreseeable risks of harm posed 
by using the Infuse® product in a manner promoted 
by Defendants could have been reduced or avoided by 
adopting a reasonably alternative design.” Amended 
Complaint at ¶ 126. 

Having reviewed the Amended Complaint, the Court 
finds plaintiff’s strict products liability design defect 
claim is preempted under § 360k(a). Specifically, the 
Court finds that allowing plaintiff’s strict products lia-
bility design defect claim to proceed would permit a find-
ing that a design defect rendered the Infuse Device un-
reasonably dangerous, even if defendants complied with 
all FDA regulations addressed to design. To permit a 
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jury to second-guess the Infuse Device’s design would 
risk interference with the federally-approved design 
standards and criteria. Plaintiff’s strict products liability 
design defect claim would, therefore, establish design re-
quirements different from, or in addition to, federal re-
quirements for the Infuse Device. The Court finds that 
this is the exact type of claim that is expressly preempt-
ed under § 360k(a) and plaintiff’s strict products liability 
design defect claim, therefore, should be dismissed. 

6. Plaintiff’s breach of express and implied 
warranty claim 

In her Amended Complaint, plaintiff alleges that de-
fendants “utilized journal articles, advertising, media, 
sales representatives, consultants and paid Key Opinion 
Leaders to urge the use, purchase, and utilization of the 
off-label use of Infuse® and expressly and impliedly 
warranted to physicians and other members of the general 
public and medical community that such off-label uses, in-
cluding uses in posterior procedures was safe and ef-
fective.” Amended Complaint at ¶ 129. Having carefully 
reviewed plaintiff’s Amended Complaint, the Court finds 
that plaintiff’s breach of express and implied warranty 
claim is preempted. To succeed on the express and im-
plied warranty claim, as alleged by plaintiff in her Amend-
ed Complaint, plaintiff must persuade a jury that the In-
fuse Device was not safe and effective, a finding that 
would be contrary to the FDA’s approval. Additionally, 
“[a] state common law claim is preempted if it ‘actually 
conflicts with the federal requirement—either because 
compliance with both is impossible, or because the 
state requirement stands as an obstacle to the accom-
plishment and execution of the full purposes and objec-
tives of Congress.’” In re Medtronic, Inc., Sprint Fidelis 
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Leads Prods. Liab. Litig., 623 F.3d at 1208 (quoting 
Lohr, 518 U.S. at 507 (Breyer, J., concurring) (quotations 
and citations omitted)). The Court finds that, as alleged, 
plaintiff’s breach of express and implied warranty claim 
interferes with the FDA’s regulation of Class III medical 
devices and is, therefore, conflict preempted. Finally, 
plaintiff contends her breach of express and implied war-
ranty claim cannot be preempted because such a claim is 
specifically excluded from preemption by FDA regula-
tions, 21 C.F.R. § 808.1(d). Riegel explicitly rejected this 
contention, explaining that § 808.1(d) “add[s] nothing to 
our analysis but confusion.” Riegel, 552 U.S. at 339. Ac-
cordingly, the Court finds that plaintiff’s breach of ex-
press and implied warranty claim should be dismissed. 

7. Plaintiff’s negligence claim 

In relation to her negligence claim, plaintiff alleges 
that defendants: 

had an affirmative duty to fully and adequately 
warn Plaintiff and her physicians of the true 
health and safety risks related to the off-label 
use of Infuse®, and Defendants had a duty to 
disclose their dangerous and irresponsible prac-
tices of improperly promoting to physicians the 
off-label use of Infuse® for posterior-approach 
lumbar spine fusion surgery. Independent of 
any special relationship of confidence or trust, 
Defendants had a duty not to conceal the dangers 
of the off-label use of Infuse® to Plaintiff and 
her physicians. 

Amended Complaint at ¶ 136. Plaintiff also alleges that 
“[m]isrepresentations made by Defendants about the 
health and safety of Infuse® independently imposed a 
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duty upon Defendants to fully and accurately disclose to 
Plaintiff and her physicians the true health and safety 
risks related to Infuse®, and a duty to disclose their 
dangerous and irresponsible off-label promotion and 
marketing practices.” Amended Complaint at ¶ 137. 
Plaintiff further specifically alleges the following to es-
tablish defendants’ liability for negligence: 

a. Unreasonable and improper promotion and 
marketing of Infuse® to physicians, including 
but not limited to the promotion and marketing 
of Infuse® for off-label use in posterior-
approach lumbar spine fusion surgeries; 
b. Failure to warn physicians and Plaintiff of the 
dangers associated with Infuse® when used off-
label in posterior-approach lumbar spine surgery 
including, but not limited to, pain and weakness 
in limbs, radiculitis, extopic bone formation, os-
teolysis, and poorer global outcomes than alter-
native treatments. 
c. Failure to exercise reasonable care by not 
complying with federal law and regulations ap-
plicable to the sale and marketing of Infuse®. 

Amended Complaint at ¶ 139. 

Having carefully reviewed plaintiff’s Amended Com-
plaint, the Court finds that to the extent that plaintiff’s 
negligence claim is based upon defendants’ failure to 
warn, plaintiff’s negligence claim is preempted under § 
360k(a). Specifically, the Court finds that allowing plain-
tiff’s negligence claim based upon a failure to warn to 
proceed would permit a finding that defendants were re-
quired to provide warnings above and beyond those on 
the Infuse Device’s label and accompanying the device—
a label and warnings that were specifically approved by 
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the FDA as part of the PMA process. Plaintiff’s negli-
gence claim based upon a failure to warn would, there-
fore, establish labeling and warning requirements differ-
ent from, or in addition to, federal requirements for the 
Infuse Device. The Court finds that this is the exact type 
of claim that is expressly preempted under § 360k(a) and 
plaintiff’s negligence claim based upon a failure to warn, 
therefore, should be dismissed. 

To the extent that plaintiff’s negligence claim is 
based upon defendants’ promotion and marketing of the 
Infuse Device for off-label uses, the Court finds it is im-
pliedly preempted under Buckman and § 337(a). While 
plaintiff’s allegations regarding defendants’ practice of 
promoting and marketing to physicians the off-label use 
of the Infuse Device in posterior-approach lumbar spine 
surgery could be a violation of the FDCA and, thus, plain-
tiff’s claim would not be expressly preempted under § 
360k(a), plaintiff’s negligence claim based upon defend-
ants’ promotion and marketing of the Infuse Device is not 
based on conduct that would give rise to a recovery under 
state law even in the absence of the FDCA. As set forth 
in the Court’s analysis of plaintiff’s fraudulent misrepre-
sentation/fraud in the inducement claim, the conduct 
plaintiff complains of—how defendants are promoting 
and marketing to physicians the off-label use of the In-
fuse Device in posterior-approach lumbar spine sur-
gery—is governed by the FDCA. To determine whether 
said conduct is improper would require reliance on the 
requirements of the FDCA. Further, even the concept of 
“off-label use” is a creature of the FDCA, is defined by 
the FDCA, and is not a part of Oklahoma substantive 
law. While plaintiff couches her claim as a state law neg-
ligence claim, this claim is, in substance, a claim for vio-
lating the FDCA and, thus, is clearly preempted under 
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Buckman and § 337(a). 

Finally, to the extent that plaintiff is basing her negli-
gence claim on some other violation of federal law, the 
Court finds that plaintiff has not alleged sufficient facts 
to survive a motion to dismiss. Plaintiff “cannot simply 
incant the magic words Medtronic violated FDA regula-
tions in order to avoid preemption.” In re Medtronic, 
Inc. Sprint Fidelis Leads Prods. Liab. Litig., 592 F. 
Supp. 2d 1147, 1158 (D. Minn. 2009) (internal quotations 
and citation omitted). Merely alleging that defendants 
failed to exercise reasonable care “by not complying with 
federal law and regulations applicable to the sale and 
marketing” of the Infuse Device is insufficient to over-
come the preemptive reach of § 360k(a) without some 
factual detail as to how defendants violated the federal 
regulations. 

Accordingly, the Court finds that plaintiff’s negli-
gence claim should be dismissed. 

8.  Plaintiff’s negligent misrepresentation claim 

Plaintiff’s final claim alleged in her Amended Com-
plaint is a negligent misrepresentation claim. In relation 
to her negligent misrepresentation claim, plaintiff alleges 
that specific defects in the Infuse Device rendered it de-
fective and unreasonably dangerous. See Amended Com-
plaint at ¶ 146. Plaintiff further alleges that “Defendants 
made untrue representations and omitted material in-
formation to Plaintiff and her physicians by sponsoring 
biased medical trials, reports and articles that concluded 
that the dangers inherent to off-label use of Infuse® did 
not exist or were significantly less than the actual dan-
gers.” Amended Complaint at ¶ 147. Plaintiff also alleges 
that “Defendants were negligent in making the untrue 
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misrepresentations and omitting material information 
because Defendants knew, or had reason to know, of the 
actual, unreasonable dangers and defects in their In-
fuse® product.” Amended Complaint at ¶ 149. 

Having carefully reviewed plaintiff’s Amended Com-
plaint, the Court finds that plaintiff’s negligent misrepre-
sentation claim is preempted by § 360k(a). To permit a 
jury to second-guess the Infuse Device’s design, manu-
facturing, labeling, and warnings would risk interference 
with the federally-approved design, manufacturing, label-
ing, and warning requirements. Plaintiff’s negligent mis-
representation claim would, therefore, establish design, 
manufacturing, labeling, and warning requirements dif-
ferent from, or in addition to, federal requirements for 
the Infuse Device. The Court, therefore, finds that plain-
tiff’s negligent misrepresentation claim should be dis-
missed. 

G.  Need for discovery 

Plaintiff also asserts that defendants’ motion is 
premature because she has not yet had a chance to initi-
ate, much less complete, discovery. Plaintiff contends 
that she will need to do significant discovery into the full 
scope of defendants’ off-label promotional efforts, the 
warnings, if any, it provided to physicians, including 
plaintiff’s physician, regarding such off-label posterior 
uses, and the risks of off-label use known to defendants 
but which they failed to warn about when they illegally 
promoted the Infuse Device for off-label uses. 

Having reviewed the parties’ submissions, the Court 
finds that discovery is unnecessary to resolve defendants’ 
motion to dismiss. Specifically, the Court finds that the 
issue of federal medical device preemption is a question of 
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law and may properly be decided on a motion to dismiss 
prior to any discovery being conducted. Accordingly, the 
Court finds that defendant’s motion to dismiss is not 
premature. 

IV. Conclusion 

For the reasons set forth above, the Court 
GRANTS defendants’ Motion to Dismiss Plaintiff’s 
Amended Complaint [docket no. 31]. 

IT IS SO ORDERED this 6th day of February, 
2013. 
 

/s/     
   Vicki Miles-LaGrange 

   Chief United States District Judge 
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IN THE UNITED STATES DISTRICT COURT FOR 
THE WESTERN DISTRICT OF OKLAHOMA 

 
PATRICIA CAPLINGER, ) 
   Plaintiff, )  

) 
vs.    )   Case No. CIV-12-630-M 
    ) 
MEDTRONIC, INC., a ) 
Minnesota corporation,  ) 
and MEDTRONIC  ) 
SOFAMOR DANEK ) 
USA, INC.,   ) 
a Tennessee corporation, ) 
  Defendants. ) 
 

JUDGMENT 

 Pursuant to a separate order issued this same 

date, this action is hereby dismissed. 

 ENTERED at Oklahoma City, Oklahoma this 

6th day of February, 2013. 

 
/s/     

   Vicki Miles-LaGrange 
   Chief United States District Judge 
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Appellant’s petition for rehearing is denied. 

The petition for rehearing en banc was transmitted to 
all of the judges of the court who are in regular active 
service. As no member of the panel and no judge in regu-
lar active service on the court requested that the court be 
polled, that petition is also denied. 

   Entered for the Court 
 
   /s/ 
   ELISABETH A. SHUMAKER,  
   Clerk 
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