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UNITED STATES DISTRICT COURT
DISTRICT OF MARYLAND
(Baltimore Division)
IN RE SMITH & NEPHEW BIRMINGHAM MDL No. 2775
HIP RESURFACING (BHR) HIP
Master Docket No. 1:17-md-2775
IMPLANT PRODUCTS LIABILITY
LITIGATION
JUDGE CATHERINE C. BLAKE
This Document Relates to All THA Track
Cases

SMITH & NEPHEW, INC.’S MOTION TO DISMISS THA AND R3 MASTER
AMENDED CONSOLIDATED COMPLAINTS AND SHORT FORM COMPLAINTS
Defendant Smith & Nephew, Inc. (“S&N”) hereby respectfully moves the Court
pursuant to Federal Rules of Civil Procedure 8, 9(b), and 12(b)(6) to dismiss the Master
Amended Consolidated Complaint for Plaintiffs With BHR Cups, Modular Femoral Heads
and Stems [D.E. 878] (“THA MACC”), the Master Amended Consolidated Complaint for
Plaintiffs with R3 Total Hip Cases [D.E. 966] (“R3 MACC”), and Plaintiffs’ THA Track
Short Form Complaints.
In support thereof, S&N states as follows:
1.

Plaintiffs’ claims in the MACCs, which are incorporated into their Short Form

Complaints, are expressly preempted by the Medical Device Amendments to the Federal
Food, Drug and Cosmetic Act (“FDCA”), because they seek to impose requirements different
from, or in addition to, federal requirements for S&N’s BHR System, a Class III medical
devices with premarket approval with the FDA. Plaintiffs’ allegations relating to “off-label”
use do not insulate their claims from express preemption. Rather, their claims still seek to
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impose different or additional requirements “with respect to” BHR components (i.e., the
BHR cup and R3 metal liner), which themselves are PMA-approved devices. See 21 U.S.C.
§ 360k(a).
2.

Plaintiffs’ claims in the MACCs are also impliedly preempted by federal law,

because they allege that S&N violated the FDCA without identifying parallel state law
requirements, and advance claims that would interfere with the objectives and methods
underlying the federal statutory and regulatory scheme.
3.

Plaintiffs’ allegations in the MACCs also fail to state a claim for relief

pursuant to Federal Rule 8 and 9(b) pleading requirements, because Plaintiffs do not plead
facts adequate to support the essential elements of their causes of action.
4.

S&N incorporates into this Motion its Memorandum in Support, all exhibits

thereto, and its Proposed Order.
WHEREFORE, Defendant Smith & Nephew, Inc. respectfully requests that the Court
grant its Motion to Dismiss the THA MACC and R3 MACC, and Plaintiffs’ THA Track
Short Form Complaints, and dismiss Plaintiffs’ claims with prejudice.
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James B. Irwin
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David O’Quinn
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New Orleans, Louisiana 70130
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kmoore@irwinllc.com
doquinn@irwinllc.com
Tel.: (504) 310-2100
Fax: (504) 310-2101
Terri S. Reiskin
DYKEMA GOSSETT PLLC
1301 K Street NW, Suite 1100 West
Washington, DC 20005
treiskin@dykema.com
Telephone: (202) 906-8600

Respectfully Submitted,
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Jana D. Wozniak
SIDLEY AUSTIN LLP
One South Dearborn
Chicago, Illinois 60603
sgourley@sidley.com
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CERTIFICATE OF SERVICE
I hereby certify that on November 9, 2018, I electronically filed the foregoing
document with the Clerk of the Court using the CM/ECF system, which will send
notification of such filing to all attorneys of record.

/s/ Sara J. Gourley
Sara J. Gourley
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INTRODUCTION AND SUMMARY
Plaintiffs’ counsel have filed two additional Master Amended Consolidated Complaints
(“MACCs”) alleging injuries they contend were caused by PMA-approved Birmingham Hip
Resurfacing (“BHR”) components used in combination with other medical device components that
lacked PMA approval in total hip arthroplasty (“THA”) procedures. The first MACC addresses
claims involving PMA-approved BHR cups used “off-label”—that is, in combination with
modular femoral heads (“MFH”) and stems as part of a THA implant. See generally “Master
Amended Consolidated Complaint for Plaintiffs With BHR Cups, Modular Femoral Heads and
Stems” [D.E. 878] (“THA MACC”). The second addresses claims involving off-label use of
PMA-approved R3 metal liners used in a THA procedure. See generally “Master Amended
Consolidated Complaint for Plaintiffs With R3 Total Hip Cases,” [D.E. 966] (“R3 MACC”).
These allegations fall within the scope of this MDL to the extent that Plaintiffs allege injuries
resulting from the interaction of a PMA-approved BHR “component as part of a total hip
replacement construct.” Case Management Order No. 7 [D.E. 680] at 1. Although some of
Plaintiffs’ allegations in these MACCs track allegations in the BHR MACC, there are key
differences, including allegations of “off-label” use of the PMA-approved BHR components.
As discussed below, Plaintiffs’ claims should be dismissed.
I.

The “off-label” use by physicians of BHR components in a “hybrid” system of

PMA-approved and 510k-approved components does not insulate Plaintiffs’ claims from federal
preemption. The express preemption provision of the Medical Device Amendments (“MDA”) to
the Food, Drug and Cosmetic Act (“FDCA”) draws no distinction between “on-label” and “offlabel” uses, and Plaintiffs’ claims impermissibly would impose requirements on PMA-approved
components in addition to and different from existing federal requirements. See 21 U.S.C. §

1
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360k(a). As then-Judge Gorsuch explained, “Textually, § 360k(a) simply does not contain the
distinction . . . between suits addressing on-and off-label uses.” Caplinger v. Medtronic, Inc., 784
F.3d 1335, 1343-45 (10th Cir. 2015).

The Third Circuit agrees, holding that preemption

“protection inures to manufacturers regardless of how a device is used by third parties.” Shuker v.
Smith & Nephew, PLC, 885 F.3d 760, 768 (3d Cir. 2018). Nor can “off-label” use of a medical
device insulate state law claims from implied preemption. See Buckman Co. v. Plaintiffs’ Legal
Comm., 531 U.S. 341, 350-51 (2001). Moreover, Plaintiffs’ allegations concerning “off-label”
promotion are preempted and fail utterly to set forth viable claims. See United States v. Caronia,
703 F.3d 149, 153, 160 (2d Cir. 2012); Riley v. Cordis Corp., 625 F. Supp. 2d 769, 783 (D. Minn.
2009); Raab v. Smith & Nephew, Inc., 150 F. Supp. 3d 671, 697-99 (D. W. Va. 2015).
II.

A number of Plaintiffs’ core claims already have been rejected by this Court, and

should be here as well. Their strict liability claims are preempted for the same reasons this Court
dismissed similar claims involving the BHR system. See In re Smith & Nephew Birmingham Hip
Resurfacing (BHR) Hip Implant Prods. Liab. Litig. (“In re BHR”), 300 F. Supp. 3d 732, 736 (D.
Md. 2018). The same is true of Plaintiffs’ implied warranty claims. See Williams v. Smith &
Nephew, Inc., 123 F. Supp. 3d 733, 742 (D. Md. 2015). Claims premised upon a duty to
communicate information to Plaintiffs or the medical community fail because “[a]ny claim . . . that
Smith & Nephew had a duty to . . . communicate information to patients or the medical community,
or any other duty not also imposed by the FDA, should be preempted as an attempt to impose
requirements that add to or differ from federal regulations.” In re BHR, 300 F. Supp. 3d at 745.
Nor can S&N be liable for making statements that BHR components are safe and effective
because “[a] manufacturer of an FDA approved device does not violate federal regulations by
claiming its device is safe” and “[t]hat is exactly what FDA approval means.” Id. Claims that

2
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S&N was obligated to supplement and revise labeling that relates to PMA-approved components
are preempted because “any state law that would have required Smith & Nephew to change its
labeling adds to, or differs from, federal requirements.” Id. at 744 n.10. Allegations that S&N
should have recalled or withdrawn BHR components that were used “off-label” by physicians are
preempted because “[o]nly the FDA has the authority to withdraw approval from a device, and it
did not do so here.” Id. at 737 n.5; see Williams, 123 F. Supp. 3d at 743 n.8, 747 (same). Finally,
claims that S&N failed to conduct a post-approval study concerning “off-label” use of BHR
components is preempted both because federal law imposed no such requirement on S&N and
because state law imposes no such duty. Id. at 746-47.
III.

Plaintiffs’ misrepresentation, deceptive trade practices, and fraudulent concealment

allegations also should be dismissed. These claims fail because they would impose additional
requirements on S&N, and have not been pleaded with particularity as required by Rule 9(b).
IV.

A number of Plaintiffs’ claims that this Court concluded, in connection with the

BHR MACC, “at least facially, survive preemption,” In re BHR, 300 F. Supp. 3d at 740,
nevertheless should be dismissed here. In some instances, Plaintiffs’ allegations in the THA
MACC and R3 MACC are materially different than those in the BHR MACC. In others, S&N
respectfully request reconsideration of this Court’s prior ruling. In particular, Plaintiffs’ claim that
S&N failed to train physicians should be dismissed because there was no federal requirement to
train physicians concerning “off-label” uses of BHR components. Likewise, Plaintiffs’ negligence
per se claims should be dismissed under Buckman. And, Plaintiffs’ failure to warn claim based
upon allegations that S&N violated federal requirements associated with adverse event reporting

3
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is preempted and fails to allege a non-preempted basis for supporting causation. Finally, the THA
and R3 MACCs fail adequately to allege punitive damages claims.1
FACTUAL AND LEGAL BACKGROUND
A.

Plaintiffs’ Master Amended Consolidated Complaints (“MACCs”)

On April 5, 2017, the Judicial Panel on Multidistrict Litigation centralized proceedings
before this Court for actions involving “the design, manufacture, marketing or performance of
Smith & Nephew’s BHR system.” In re Smith & Nephew BHR Implant Prods. Liab. Litig., 249 F.
Supp. 3d 1348, 1350 (J.P.M.L. 2017). The JPML limited centralization to those actions “involving
BHR components” so that actions that “do not involve claims relating to BHR components should
be excluded from this MDL.” Id. at 1351. The JPML limited the MDL’s scope because (1) “BHR
components were subject to the rigorous premarket approval procedure by the U.S. Food and Drug
Administration, whereas the other hip implant components . . . were cleared for marketing under
the more lenient Section 510(k) procedure,” and (2) “non-BHR actions will be subject to different
discovery and pretrial motion practice.” Id. The Court excluded from the MDL a plaintiff who
“attribute[d] his alleged metallosis to non-BHR components installed during a revision surgery”
because his action was “unlikely to share many common questions of fact with the BHR actions.”
Id.

1

S&N further submits that to the extent that Short Form Complaints purport to allege causes of action in addition to
those set forth in the MACCs, those allegations are wholly inadequate under Rules 8 and 9(b). Consistent with the
Court’s prior ruling, S&N will defer its challenges to these additional claims until after the Court rules on its broader
challenges to the THA MACC and R3 MACC. See In re BHR, 300 F. Supp. 3d at 750. Additionally, several of
Plaintiffs’ complaints are time-barred by the applicable statute of limitations. Plaintiffs’ revision surgeries—the dates
of which are alleged in their Short Form Complaints—were performed in response to Plaintiffs’ already-existing,
known injuries, and specifically targeted the devices that they allege caused their injuries. Under the state laws that
Plaintiffs invoke, several Plaintiffs’ claims accrued and the statute of limitations had begun to run no later than the
date of each Plaintiff’s respective revision surgery, but they did not file suit within the applicable statutory period.
S&N reserves its right to move to dismiss these Plaintiffs’ time-barred claims on this additional basis, following the
Court’s ruling on S&N’s pending motion to dismiss time-barred BHR Track complaints [D.E. 795].

4
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On January 31, 2018, the JPML specifically addressed the transfer of “‘combination’
actions,” that is, cases in which “plaintiffs in each action allege that a BHR Acetabular Cup was
used with non-BHR components (in particular, Smith & Nephew’s MFH) in total hip replacement
procedures.” Jan. 31, 2018 Transfer Order [D.E. 231 in MDL 2775] at 1. The JPML explained
that it previously had excluded “two other ‘combination’ actions” because they “(a) alleged a
different mechanism of injury, or (b) were too procedurally advanced to benefit from
centralization.” Id. The JPML ruled that “[t]he only actions excluded from the MDL as falling
outside the scope of the litigation did not involve any allegations relating to BHR components.”
Id. Since then, multiple “combination” cases have been transferred to the MDL. Given the influx
of these cases, Plaintiffs were granted leave to file two additional Master Amended Consolidated
Complaints (“MACCs”) addressing claims of Plaintiffs involving combination uses of PMAapproved BHR components. Case Management Order No. 10 [D.E. 975] (“CMO 10”) at 1.
Plaintiffs’ MACCs both assert allegations pertaining to Plaintiffs who received total hip
arthroplasties involving a PMA-approved BHR component combined with other non-BHR
components.
In particular, Plaintiffs’ THA MACC alleges that Plaintiffs each received a PMA-approved
BHR acetabular cup, used in combination with a non-BHR modular femoral head, neck sleeve,
and femoral stem. THA MACC ¶ 116. Similarly, Plaintiffs’ R3 MACC asserts claims on behalf
of Plaintiffs who received an R3 metal liner—which is a PMA-approved BHR component—used
in combination with various non-BHR components as part of a total hip arthroplasty procedure.
See R3 MACC ¶ 10. Consistent with the JPML’s definition of the scope of this MDL, Plaintiffs
allege that the articulation of PMA-approved BHR components with non-BHR components in their

5
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THA implants leads to the release of metal ions, which in turn caused them various injuries. See,
e.g., THA MACC ¶ 32; R3 MACC ¶ 59.2
Plaintiffs argue in these two MACCs that the BHR components (i.e., the BHR acetabular
cup and the R3 acetabular liner) were only PMA-approved for use in hip resurfacing procedures,
rather than total hip arthroplasties, thereby rendering the use of these BHR components by
physicians in Plaintiffs’ total hip procedures “off-label.” See, e.g., THA MACC ¶ 118; R3 MACC
¶ 10; see also R3 MACC ¶¶ 13-14 (discussing the R3 metal liner and the differences between a
resurfacing procedure and a total hip arthroplasty). Plaintiffs additionally allege that S&N
“promoted . . . and/or failed to take steps to prevent” use of the BHR components in total hip
arthroplasties. See, e.g., THA MACC ¶ 69; R3 MACC ¶¶ 20, 25, 91.
Plaintiffs advance similar claims in both the THA MACC and R3 MACC. Plaintiffs assert
that S&N is liable under a theory of “Strict Products Liability – Design Defect and Failure to Warn,”
alleging that the combination of components used in Plaintiffs’ total hip procedures were
“defective” and “unreasonably dangerous.” THA MACC ¶¶ 131, 148, 153-99; R3 MACC ¶¶ 13436, 157-203.3 Plaintiffs also include causes of action for “Negligence and Negligent Failure to

2

To the extent that individual Plaintiffs allege injuries unrelated to the PMA-approved BHR components, such claims
are beyond the scope of this MDL. E.g., THA MACC ¶ 33 (alleging injuries from metal ions produced by the MFH
“and/or at the modular neck-stem junction”); R3 MACC ¶ 54 (alleging injuries from metal ions at the “taper junction”).
To the extent that a Plaintiff is making claims unrelated to any BHR component, that Plaintiff’s action should be
remanded back to the transferor court. See In re Nexium (Esomeprazole) Prods. Liab. Litig., 908 F. Supp. 1362, 1364
(J.P.M.L. 2012) (refusing transfer of case that “does not fall within the scope of this MDL”); In re DePuy Orthopaedics,
Inc., Pinnacle Hip Implant Prods. Liab. Litig., 787 F. Supp. 2d 1358, 1360 (J.P.M.L. 2011) (MDL has authority to
remand cases to transferor courts even when they fall within the scope of the MDL created by the JPML). Such claims
remain subject to federal preemption. See, e.g., Kubicki ex rel. Kubicki v. Medtronic, Inc., 293 F. Supp. 3d 129, 172
(D.D.C. 2018) (implied preemption applies to PMA-approved and 510k devices); Kapps v. Biosense Webster, Inc.,
813 F. Supp. 2d 1128, 1151 (D. Minn. 2011) (applying Buckman to non-PMA approved device). Further, they likewise
must satisfy applicable pleading requirements under Rules 8 and 9(b).
3

As was the case with the BHR MACC, Plaintiffs’ strict liability claims incorporate a laundry list of allegations,
including that S&N (i) failed to comply with various federal regulations, see THA MACC ¶¶ 131, 148; R3 MACC
¶ 144; (ii) failed to properly handle or report adverse events, THA MACC ¶¶ 132(a)-(f), 140, 149(a)-(f); R3 MACC
¶ 145(a)-(f); (iii) failed to modify its device labeling, THA MACC ¶¶ 132(h), 132 (m), 149(h), 149 (m); R3 MACC
¶¶ 134(c), 135(c)-(d), 136(c), 145(h); and (iv) failed to warn the medical community about the “defective and
unreasonably dangerous condition associated with” the devices, THA MACC ¶¶ 142; R3 MACC ¶ 147.

6
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Warn” based on assertions that S&N “negligently promoted, sold, allowed to be sold and marketed”
the combinations of components that Plaintiffs received as “safe for patients including Plaintiffs.”
THA MACC ¶¶ 209, 219; R3 MACC ¶¶ 213, 219, 221. Plaintiffs also allege that S&N “fail[ed]
to warn Plaintiffs and the medical community of the true risks of [the device components and
combinations received by Plaintiffs], misrepresent[ed] the true safety of [these components and
configurations], . . . fail[ed] to update the medical community and patients when it learned or
discovered new information about the risks and safety of the [components and configurations],
and otherwise fail[ed] to recall the [devices and configurations] in a timely manner.” THA MACC
¶ 214; R3 MACC ¶ 216. Plaintiffs further assert causes of action for “Negligence Per Se,” alleging
that the device combinations at issue were “misbranded,” and that S&N violated “existing laws”
and regulations. THA MACC ¶¶ 293-98; R3 MACC ¶¶ 295-300.
Plaintiffs likewise bring “Breach of Warranty” claims and allege that S&N “warranted,
both expressly and impliedly . . . that the [device component combinations at issue] w[ere] [1] of
merchantable quality, [2] fit for the ordinary purposes and uses for which [they] were sold, and
[3] . . . could be used together in a safe and effective way when in fact they were not safe and
effective and were not approved for sale in the U.S.” THA MACC ¶ 308; see, e.g., R3 MACC
¶ 310. Plaintiffs also allege that S&N impliedly warranted that the combinations of device
components at issue were “merchantable and fit for the particular purposes for which they were
intended, despite the fact that the configuration was never approved by the FDA for use by
surgeons in the U.S.” THA MACC ¶ 324; see R3 MACC ¶ 318.
Plaintiffs also advance claims for “Negligent Misrepresentation,” alleging that S&N made
misrepresentations to the FDA, medical community, patients, the public, and Plaintiffs regarding
the safety of the BHR and device combinations at issue, and about the adverse events associated

7
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with the BHR and component combinations. See, e.g., THA MACC ¶¶ 336, 338, 341, 343; R3
MACC ¶¶ 328-29, 338, 340. In a similar vein, Plaintiffs assert claims for “Unfair and Deceptive
Trade Practices” and allege that if S&N had not engaged in unspecified “deceptive conduct
described herein, Plaintiffs would not have purchased and/or paid for [S&N’s] unapproved and
fraudulently marketed” medical devices. THA MACC ¶ 352; R3 MACC ¶ 349. And, in the THA
MACC, Plaintiffs bring a cause of action for “Fraudulent Concealment,” alleging, for example,
that S&N “fraudulently concealed the danger of the THA system by underreporting adverse events
for the BHR and the [modular femoral head]” and “promoting them as if they were FDA approved
and safe.” THA MACC ¶ 358. Finally, Plaintiffs allege that S&N’s conduct supports punitive
damages. See THA MACC ¶¶ 364-66; R3 MACC ¶¶ 354-56.
B.

The Governing Federal Preemption Standards

As this Court has explained, “Federal courts ‘must not give effect to state laws that conflict
with federal laws,’ for the ‘Constitution, and the Laws of the United States, which shall be made
in Pursuance thereof . . . shall be the supreme Law of the Land,’ U.S. Const. art. VI, § 2.” In re
BHR, 300 F. Supp. 3d at 741 (quoting Armstrong v. Exceptional Child Ctr., Inc., 135 S. Ct. 1378,
1383 (2015)). Federal law may preempt state law expressly and/or impliedly. State law is
expressly preempted when “[t]he federal government . . . ‘withdraw[s] specified powers from the
States by enacting a statute.”’ Id. State law is impliedly preempted when it “conflict[s] with a
federal statute” or “stands as an obstacle to the accomplishment and execution of the full purposes
and objectives of Congress.” Id. (quoting Arizona v. U.S., 567 U.S. 387, 399-400 (2012) and
Crosby v. Nat’l Foreign Trade Council, 530 U.S. 363, 372-73 (2000)).
Plaintiffs’ claims implicate both express and implied preemption.
preemption, the MDA provides:

8
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[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 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) (emphasis added). By its terms, Section 360k(a) mandates preemption of
state law requirements that are “different from, or in addition to” federal requirements with respect
to a “device.” Id. State-law tort claims are expressly preempted under the MDA unless they “fit
within the narrow exception for parallel claims the Supreme Court carved out in Riegel,” Walker
v. Medtronic, 670 F.3d 569, 576-77 (4th Cir. 2012), that is, where the “state duties . . . ‘parallel,’
rather than add to, federal requirements,” id. at 577 (quoting Riegel v. Medtronic, Inc., 552 U.S.
312, 330 (2008)).
In particular, State law is preempted under Section 360k(a) “if: (1) ‘the Federal
Government has established requirements applicable to’ the challenged medical device and (2) the
state law requirements are ‘different from, or in addition to’ those requirements and ‘relate to
safety and effectiveness.’” In re BHR, 300 F. Supp. 3d at 742 (quoting Riegel, 552 U.S. at 32124). As to the first element, premarket approval (PMA) by the FDA of a medical device imposes
federal “requirements” on the approved device within the meaning of § 360k(a). Riegel, 552 U.S.
at 322–23. Here, both the BHR System and the R3 metal liner are PMA-approved by the FDA.
See Master Amended Consolidated Complaint, [D.E. 124] ¶ 4 (“BHR MACC”) (“FDA approved
the BHR product through the Pre-Market Approval (‘PMA’) process”); R3 MACC ¶ 8
(acknowledging that R3 metal liner was PMA-approved). As to the second element, State law
requirements that are “different from, or in addition to,” PMA requirements are preempted.
Section 360k explains that the preemptive force of federal law applies “with respect to a
device intended for human use.” 21 U.S.C. § 360k(a) (emphasis added). In turn, the FDCA defines
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“device” in 21 U.S.C. § 321(h) to “encompass[] instruments, machines, implants, and ‘other
similar or related’ articles, and ‘including any component, part, or accessory’ of those articles.”
Shuker, 885 F.3d at 765 (quoting 21 U.S.C. § 321(h)) (emphasis added). The term “device” thus
refers not only to a medical device as a whole, but also to each of its “constituent” parts. Id. Here,
the PMA-approved BHR system and the R3 metal liner are PMA-approved “devices” for purposes
of § 360k(a). Further, each constituent part of the BHR system (such as the BHR acetabular cup
and the R3 metal acetabular liner) also qualifies as a “device” under § 360(k)(a).
Because the BHR System and R3 metal liner both are PMA-approved, state law claims that
impose requirements with respect to the BHR acetabular cup or with respect to the R3 acetabular
liner that are “different from, or in addition to” the federal requirements are preempted. 21 U.S.C.
§ 360k(a). When a PMA-approved device—such as the BHR acetabular cup or the R3 metal
acetabular liner—is used in combination with a non-PMA approved device, state law claims
challenging the safety and effectiveness of the PMA-approved device are preempted. Or, as the
Third Circuit explained in Shuker, “[e]xpress preemption therefore applies to a so-called
‘combination’ claim, like any other, so long as the claims are based on state requirements ‘with
respect to’ a device that are ‘different from, or in addition to’ federal requirements.” 885 F.3d at
774 & n.14.
The text, structure, and congressional purpose of the FDCA confirm that federal
preemption applies to claims involving “off-label” uses of medical devices. The text of Section
360k does not distinguish between “on-label” and off-label uses of PMA-approved devices. 21
U.S.C. § 360k(a); see also Caplinger, 784 F.3d at 1344. Instead, § 360k(a) “preempts any effort
to use state law to impose a new federal requirement on a federally approved medical device.” Id.
Structurally, the FDCA elsewhere reflects that Congress was aware of “off-label” uses and
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expressly “protected the liberty of doctors and patients to use approved devices in any manner they
wish—including off-label.” Id. (citing 21 U.S.C. § 396). Thus, “the regulatory landscape
contemplates that devices may be broken down into component parts and individual components
used separately by third parties,” and “[e]ven then . . . premarket approval requirements ‘apply
equally’ to the components, as manufacturers ‘generally may not deviate from the requirements
imposed through premarket approval regardless of how [a component] is used.’” Shuker, 885 F.3d
at 773 (quoting amicus brief filed by FDA). Congress permitted “off-label” uses because it (1)
was aware that these “experiments with off-label uses often prove vital to patients” and (2) was
“wary about granting the federal government the power to deny doctors and patients the freedom
to use approved devices in any way they think might help improve life or extend health.”
Caplinger, 784 F.3d at 1344 (citing Buckman, 531 U.S. at 351 n.5).
State law claims also are subject to implied preemption. See Buckman, 531 U.S. at 352.
The FDCA provides that “all . . . proceedings for the enforcement, or to restrain violations, of [the
FDCA] shall be by and in the name of the United States.” 21 U.S.C. § 337(a). “The FDCA leaves
no doubt that it is the Federal Government rather than private litigants who are authorized to file
suit for noncompliance with the medical device provisions.” Buckman, 531 U.S. at 349 n.4.
Federal law impliedly preempts State-law claims that “exist solely by virtue of the FDCA” or that
“would exert an extraneous pull on the scheme established by Congress.” Id. at 353.
C.

This Court’s Prior Preemption Rulings

This Court has twice addressed federal preemption of claims relating to the PMA-approved
BHR. In Williams, this Court dismissed strict liability and design defect claims that were expressly
preempted by federal law because they were not parallel to existing federal requirements. 123 F.
Supp. 3d at 742. This Court further held that breach of implied warranty claims were not parallel
and thus were preempted because they relied upon state-law requirements that were “more
11
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burdensome than those imposed by the MDA.” Id. This Court also held that a breach of express
warranty claim was preempted where the warranties were based upon the FDA-approved labeling.
Id. at 743-44. As to implied preemption, the Court dismissed claims based upon “the duties to
train physicians, conduct studies, and recall the BHR System.” Id. at 747 & n.8.
Likewise, earlier this year, this Court dismissed several claims, and arguments within
claims, relating to the BHR System alleged in the BHR MACC. This Court dismissed plaintiffs’
separate claims of strict products liability (and strict liability for failure to warn) because such
claims “add to, or are different from, federal regulations and are therefore expressly preempted.”
In re BHR, 300 F. Supp. 3d at 743; see also id. at 736 (“[P]laintiffs’ two strict liability claims are
preempted”); id. at 740 (same). That conclusion applied “as well to any other cause of action that
might require proof that the BHR was unreasonably dangerous.” Id. at 743 n.9.
Although this Court ruled that other claims, “at least facially, survive express preemption
because their elements may be satisfied by a violation of federal regulations,” id. at 743, it drew
finer boundaries by identifying “arguments within [plaintiffs’] claims” that “would run afoul of
the FDA’s express preemption of state requirements that differ from or add to federal regulations.”
Id. at 741. Thus, the Court rejected “[a]ny claim . . . that Smith & Nephew had a duty to change
its labeling or communicate information to patients or the medical community, or any other duty
not also imposed by the FDA,” because such claims “should be preempted as an attempt to impose
requirements that add to or differ from federal regulations.” Id. at 745. Likewise, “[a]ny claim
that Smith & Nephew had a duty to warn the general public or the medical community is . . .
expressly preempted because there is no such parallel federal requirement.” Id. Further, the Court
preempted any claim under “state law that would have required Smith & Nephew to change its
labeling,” because such a claim “adds to, or differs from, federal requirements.” Id. at 744 n.10.

12
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The Court ruled that “[o]nly the FDA has the authority to withdraw approval from a device, and it
did not do so here,” id. at 737 n.5, and that “the FDA also has the sole power to declare that a
particular device is too dangerous for the market based on new information.” Id. at 743.
STANDARD OF REVIEW
A motion under Rule 12(b)(6) should be granted if the complaint does not contain
“sufficient factual matter, accepted as true, to ‘state a claim to relief that is plausible on its
face.’” Ashcroft v. Iqbal, 556 U.S. 662, 678 (2009) (quoting Bell Atlantic Corp. v. Twombly, 550
U.S. 544, 570 (2007)). A complaint that offers no more than “labels and conclusions,” a
“formulaic recitation of the elements of a cause of action,” or “naked assertion[s] devoid of further
factual enhancement” is insufficient. Id. at 678 (internal quotation marks omitted). Rather, “the
factual allegations of [the] complaint ‘must be enough to raise a right to relief above the speculative
level,’” Williams, 123 F. Supp. 3d at 739 (quoting Twombly, 550 U.S. at 555), and must permit the
court to infer more than the “mere possibility of misconduct,” Iqbal, 556 U.S. at 679. “The mere
recital of elements of a cause of action, supported only by conclusory statements, is not sufficient
to survive a motion made pursuant to Rule 12(b)(6).” Williams, 123 F. Supp. 3d at 739. Rather,
the complaint must “allege sufficient facts to establish those elements” and “advance the plaintiff’s
claim across the line from conceivable to plausible.” Id. at 740 (internal quotation marks omitted).
Well-pleaded factual allegations are taken as true, and the facts and reasonable inferences
derived therefrom are construed in the light most favorable to the plaintiff, id. at 739-40, but a
court is not bound to accept legal conclusions couched as factual allegations, A Soc’y Without A
Name v. Virginia, 655 F.3d 342, 346 (4th Cir. 2011) (citing Iqbal, 556 U.S. at 678). Further, the
circumstances constituting fraud-based claims must be pleaded with “particularity,” Fed. R. Civ.
P. 9(b), including the time, place, and contents of any false representation, and the identity of the
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person making the misrepresentation. See Harrison v. Westinghouse Savannah River Co., 176
F.3d 776, 783-84 (4th Cir. 1999). Rule 9(b) applies to fraud-based claims of unfair or deceptive
business practices and fraudulent concealment. See Spaulding v. Wells Fargo Bank, N.A., 714
F.3d 769, 780-81 (4th Cir. 2013); Metro Ready Mix, Inc. v. Essroc Cement Corp., No. CIV CCB06-0538, 2007 WL 1306595, at *3 (D. Md. Apr. 25, 2007) (applying Rule 9(b) to dismiss Maryland
fraudulent concealment claim).

These principles apply to complaints filed in multidistrict

litigations because “[t]he creation of an MDL proceeding does not suspend the requirements of the
Federal Rules of Civil Procedure, nor does it change or lower the requirements of those rules.” In
re Zofran (Ondansetron) Prods. Liab. Litig., No. 1:15-md-2657-FDS, 2017 WL 1458193, at *4-5
(D. Mass. Apr. 24, 2017) (“Rule 9(b) applies to MDL proceedings”).
ARGUMENT
I.

FEDERAL PREEMPTION APPLIES TO PLAINTIFFS’ CLAIMS INVOLVING
“OFF-LABEL” USE OF PMA-APPROVED BHR COMPONENTS.
A.

Plaintiffs’ Claims Are Subject To Preemption.

Plaintiffs contend that their claims are exempt from federal preemption because (1) their
particular implant (either the so-called “BHR-THA system” or the “R3-THA configuration”4 )
“was not [510(k)- or PMA-] approved,” and (2) they were allegedly “injured by metal debris from
components that are not subject to express preemption under 21 U.S.C. § 360k.” THA MACC
¶ 139; R3 MACC ¶ 118. That is wrong. It is irrelevant that the implants as a whole were not
subject to PMA-approval, because the components at issue—the BHR acetabular cup and/or the
R3 metal liner—each separately is itself a PMA-approved “device,” 21 U.S.C. § 321(h), for

4

There is no such thing as a “BHR-THA system” or “R3-THA configuration” sold by S&N. Plaintiffs use these
names to refer to the off-label combinations of PMA-approved BHR components and non-BHR components that their
physicians and surgeons chose for them. S&N uses the terms BHR-THA and R3-THA to refer to these combinations
herein.
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purposes of preemption under section 360k(a). See, e.g., Shuker, 885 F.3d at 772. Plaintiffs’
claims are thus subject to preemption under Section 360k.
The BHR System is a PMA-approved device subject to preemption under 21 U.S.C.
§ 360k(a). See In re BHR, 300 F. Supp. 3d at 742-43. The BHR System is comprised of multiple
“components” or “constituent” parts. These components include the BHR acetabular cup and the
R3 metal liner. See Shuker v. Smith & Nephew PLC, No. CIV.A. 13-6158, 2015 WL 1475368, at
*2 (E.D. Pa. Mar. 31, 2015), aff’d, 885 F.3d 760 (3d Cir. 2018). Because the BHR acetabular cup
and the R3 metal liner are each components of the PMA-approved BHR system, both the BHR
acetabular cup and the R3 metal liner are themselves PMA-approved “device[s].” See Shuker, 885
F.3d at 774-75 (R3 metal liner is a PMA-approved “device”).
Claims involving a component of the BHR System are subject to preemption under 21
U.S.C. § 360k pursuant to the statute’s plain terms. As explained above, § 360k preempts statelaw requirements “with respect to a device” that are different from or in addition to federal
requirements. Section 321(h), in turn, defines “device” as “an . . . implant . . . or other similar or
related article, including any component, part, or accessory.” 21 U.S.C. §321(h) (emphasis added).
As the Third Circuit recently explained, “‘[d]evice’ refers not just to” the BHR System, “but also
to . . . the constituent parts of [that] item[].” Shuker, 885 F.3d at 765, 772-73.
Plaintiffs’ claims are with respect to these PMA-approved devices. See 21 U.S.C. §
360k(a). They allege injury from either a BHR-THA, which includes a BHR acetabular cup, or an
R3-THA, which includes an R3 metal liner. Each of these implants includes a PMA-approved
“device,” and claims relating to those BHR components are subject to express preemption. Shuker,
885 F.3d at 772–74. Indeed, in Shuker, the Third Circuit held that negligence, strict liability,
breach of implied warranty claims, and failure to warn claims involving a THA comprised of
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various non-PMA approved components and a PMA-approved R3 acetabular liner were preempted.
That was because “‘each of [the plaintiffs’] claims’ challenged the safety and effectiveness of the
R3 metal liner, id. at 774, and they each “rest on the premise that the [non-PMA approved system]
was defective only because it was used with the [PMA-approved] R3 metal liner,” id. at 775.
Further, the failure to warn claims were preempted because “the FDA already imposed devicespecific labeling requirements on the liner, and thus, as the FDA itself point[ed] out in its amicus
submission, ‘a state warning requirement that applie[s] specifically to the use of the [non-PMA
approved] system’s components with the R3 metal liner in particular’ is preempted.” Id.
Plaintiffs’ claims are also subject to implied preemption. In Shuker, the Third Circuit
explained that “the existence of an express preemption provision like § 360k(a) . . . does not
ordinarily alter the normal operation of implied-preemption principles.” Id. at 770 n.8 (declining
to address implied preemption because it was not raised by the parties below). Where Plaintiffs’
claims “exist solely by virtue of the FDCA” or “would exert an extraneous pull on the scheme
established by Congress,” they are impliedly preempted. Buckman, 531 U.S. at 353.
B.

Off-Label Use of BHR Components Does Not Insulate Plaintiffs’ Claims
from Express or Implied Preemption.

Plaintiffs’ claims relating to BHR components are subject to preemption even though the
BHR components were used in an off-label manner—here, in combination with other components
in a THA procedure. In Riegel, the Supreme Court held that state law claims were preempted
under § 360k in a case involving an off-label use of a medical device. 552 U.S. at 320 (explaining
that use of device was contrary to “device’s labeling stat[ing] that use was contraindicated for
patients with diffuse or calcified stenoses”). The Third and Tenth Circuits likewise have held
state-law claims preempted in cases involving “off-label” uses. See Shuker, 885 F.3d at 768
(claims involving R3 metal liner used with various § 510(k)-approved components; preemption
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“protection inures to manufacturers regardless of how a device is used by third parties”);
Caplinger, 784 F.3d at 1343-45 (plaintiffs’ claims are not “insulated” from preemption because
they allege off-label use).
As then-Judge Gorsuch explained, “[n]othing [in the FDCA’s preemption provision]
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 statute preempts any effort to use state law to impose a
new requirement on a federally approved medical device.” Caplinger, 784 F.3d at 1344. Indeed,
Congress “went out of [its] way to protect the liberty of doctors and patients 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.’” Id. (quoting 21 U.S.C. § 396). “Although the statute
thus expressly contemplates the possibility that physicians may use a Class III device for
unapproved purposes, a manufacturer may not vary the design or manufacture of the pre-approved
device, even in anticipation of such uses.” Shuker, 885 F.3d at 766-67.
That preemption applies to claims alleging on-label and off-label use makes sense given
that “‘off-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. FDA is thus fully aware of the potential for off-label use of individual
components when it imposes pre-market approval requirements. As the FDA has explained, those
requirements “‘apply equally’ to the components, as manufacturers ‘generally may not deviate
from the requirements imposed through premarket approval regardless of how [a component] is
used.’” Shuker, 885 F.3d at 773 (quoting FDA’s Amicus Brief). Moreover, it is “easy to imagine
. . . why Congress adopted a preemption provision that doesn’t distinguish between on- and off-

17

Case 1:17-md-02775-CCB Document 1173-1 Filed 11/09/18 Page 29 of 63

label uses” because “[a]ny additional state duties on top of those imposed by federal law, even if
nominally limited to off-label uses, might check innovation, postpone access to life-saving devices,
and impose barriers to entry without sufficient offsetting safety gains.” Caplinger, 784 F.3d at
1346. Indeed, “[r]equiring manufacturers to comply with fifty states’ warning requirements
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 innovations.” Id. S&N therefore does not lose preemption protection for
its BHR components when they are used in an off-label manner, including claims involving the
BHR acetabular cup or the R3 metal liner used as part of a THA procedure.
C.

Plaintiffs’ “Off-Label” Promotion Claims Should Be Dismissed.

Any claim that S&N is liable for injuries resulting from the off-label promotion of BHR
components should be dismissed. E.g., THA MACC ¶ 279(m); R3 MACC ¶ 18. First, “off-label”
promotion of devices approved by FDA does not violate the FDCA or any FDA regulations, and
therefore a state-law claim holding S&N liable for off-label promotion would impose additional
or different requirements, and therefore is expressly preempted. See 21 U.S.C. § 360k(a). Neither
the FDCA nor its accompanying regulations prohibit either off-label use or off-label promotion of
FDA-approved drugs or devices. See Caronia, 703 F.3d at 153, 160. To the contrary, the FDCA
recognizes, and does not prohibit, off-label use of FDA-approved devices. See 21 U.S.C. § 396;
Buckman, 531 U.S. at 351 (“off-label use is generally accepted”); Caplinger, 784 F.3d at 1344
(“Knowing about (even encouraging) 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
qualification about the manner of its use.”).
To be sure, the FDCA prohibits the “misbranding” of FDA-approved drugs or devices, but
the FDCA’s misbranding provisions should not be construed as prohibiting all off-label promotion.
18
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See Caronia, 703 F.3d at 162. Because off-label promotion does not violate the FDCA, “any state
laws proscribing off-label promotion would establish requirements ‘different from[] or in addition
to[] any requirement’ under the MDA and would be expressly preempted.” Dawson v. Medtronic,
Inc., No. 3:13-cv-663-JFA, 2013 WL 4048850, at *6 (D.S.C. Aug. 9, 2013) (quoting 21 U.S.C. §
360k(a)); see also Otis-Wisher v. Medtronic, Inc. 616 F. App’x 435 n.2 (2d Cir. 2015) (“The
weight of authority both in [the Second Circuit] and elsewhere casts doubts on the viability of [offlabel promotion claims]”). Indeed, imposing “additional state duties on top of those imposed by
federal law, even if nominally limited to off-label uses, might check innovation, postpone access
to life-saving devices, and impose barriers to entry without sufficient offsetting safety gains.”
Caplinger, 784 F.3d at 1346.
Second, Plaintiffs’ claims of “off-label” promotion of the BHR components are impliedly
preempted by the FDCA. Section 337(a) states that “all such proceedings for the enforcement, or
to restrain violations, of [the FDCA] shall be by and in the name of the United States.” 21 U.S.C.
§ 337(a). In Buckman, the Supreme Court explained that section 337 provided clear evidence that
“Congress intended that the [Medical Device Amendments to the FDCA] be enforced exclusively
by the Federal Government.” 531 U.S. at 352 (emphasis added). As a result, where claims “exist
solely by virtue” of a requirement of the FDCA, they are impliedly preempted by the scheme
adopted by Congress. Id. at 353; see In re BHR, 300 F. Supp. 3d at 746 (federal law impliedly
preempts state law that “‘exist[s] solely by virtue of the FDCA’”) (quoting Buckman, 531 U.S. at
353); Williams, 123 F. Supp. 3d at 746 (to avoid implied preemption “‘the claim must be premised
on conduct that both (1) violates the FDCA and (2) would give rise to a recovery under state law
even in the absence of the FDCA’”) (quoting Riley v. Cordis Corp., 625 F. Supp. 2d 769, 777 (D.
Minn. 2009)).

19

Case 1:17-md-02775-CCB Document 1173-1 Filed 11/09/18 Page 31 of 63

The very concept of “off-label” promotion did not, and could not, exist until Congress
enacted the MDA and required that manufacturers obtain FDA approval of their devices and labels.
See Aaron v. Medtronic, Inc., 209 F. Supp. 3d 994, 1010 (S.D. Ohio 2016). Thus, the distinction
between on-label and off-label use or promotion “exists solely by virtue” of the federal statutory
and regulatory scheme. Id.; see Caplinger v. Medtronic, Inc., 921 F. Supp. 2d 1206, 1217 (W.D.
Okla. 2013), aff’d, 784 F.3d 1335 (10th Cir. 2015); Aaron, 209 F. Supp. 3d at 1011. Indeed,
promoting the off-label use of an FDA-approved medical device is not unlawful under traditional
state tort law. E.g., Riley, 625 F. Supp. 2d at 783; Thorn v. Medtronic Sofamor Danek, USA, Inc.
81 F. Supp. 3d 619 (W.D. Mich. 2015); Aaron, 209 F. Supp. 3d at 1011.5 In short, off-label
promotion claims are foreclosed because they “‘exist solely by virtue of the FDCA . . .
requirements’ and [are] not a ‘traditional state tort law which had predated the federal enactments
in question.’” In re BHR, 300 F. Supp. 3d at 747; see Caplinger, 921 F. Supp. 2d at 1219 (claims
predicated on “off-label” promotion are “‘impliedly preempted’ under Buckman and § 337(a).”).
Finally, the off-label promotion allegations do not satisfy the applicable pleading standards
under federal law. See Raab, 150 F. Supp. 3d at 698-99. Thus, even if Plaintiffs could avoid
express and implied preemption by alleging that S&N engaged in off-label promotion that is “false
or misleading,” Schouest v. Medtronic, Inc., 13 F. Supp. 3d 692, 702 (S.D. Tex. 2014), they have
failed to allege the necessary facts with the particularity required by Rule 9(b), see Caplinger, 921
F. Supp. 2d at 1220. Plaintiffs have not identified the time, place or content of the false
5
See Hafer v. Medtronic, Inc., 99 F. Supp. 3d 844, 856-57 (W.D. Tenn. 2015) (under 21 U.S.C. § 337(a), “[a]ny claim
based solely on off-label promotion would . . . be impliedly preempted”); accord Blankenship v. Medtronic, 6 F. Supp.
3d 979, 990 (E.D. Mo. 2014); Evans v. Rich, Case No. 5:13-cv-868-BO, 2014 WL 2535221, at *2 (E.D.N.C. 2014);
Thorn, 81 F. Supp. 3d at 629-30; Arthur v. Medtronic, Inc., No. 4:14-cv-52 (CEF), 2014 WL 3894365, at *6-7 (E.D.
Mo. 2014); Brady v. Medtronic, Inc., Case No. 13-cv-6219-RNS, 2014 WL 1377830, at *8 (S.D. Fla. Apr. 8, 2014);
Martin v. Medtronic, Inc., 32 F. Supp. 3d 1026, 1045 (D. Ariz. 2014); Beavers-Gabriel v. Medtronic, Inc., 15 F. Supp.
3d 1021, 1041 (D. Haw. 2014); Gavin v. Medtronic, Inc., Case No. 12-0851, 2013 WL 3791612, at *17 (E.D. La. July
19, 2013); Houston v. Medtronic, Inc., 957 F. Supp. 2d 1166, 1177-78 (C.D. Cal. 2013); Lawrence v. Medtronic, Inc.,
Case No. 27-cv-131197, 2013 WL 4008821, at *4 (D. Minn. Aug. 7, 2013).
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representation, the identity of the party making the false statements, or the consequences therefrom.
See id. Plaintiffs also “have failed to allege sufficient facts to allow the Court to determine whether
the state law action would impose requirements ‘different from’ or ‘in addition to’ those imposed
by federal law.” Raab, 150 F. Supp. 3d at 697.
II.

PLAINTIFFS’ CORE ALLEGATIONS ARE MATERIALLY THE SAME AS
THOSE ALREADY DISMISSED BY THIS COURT.
A.

Plaintiffs’ Strict Liability Claims Should Be Dismissed.

The strict liability claims in the THA MACC (¶¶ 129-207) and the R3 MACC (¶¶ 132-211)
should be dismissed because they are preempted by federal law.
In connection with the BHR MACC, plaintiffs advanced “two theories of strict liability:
strict products liability and strict liability for failure to warn.” In re BHR, 300 F. Supp. 3d at 743.
They sought to hold S&N liable “for, among other things, selling unreasonably dangerous
products.” But “imposing liability under a state statute . . . [that] permit[s] a state court to declare
the BHR system unreasonably dangerous adds to federal requirements in two ways.” Id. First,
because “premarket approval is FDA recognition of a particular medical device’s fitness for the
market,” it follows that after “[h]aving received that approval, the BHR system cannot be labeled
unreasonably dangerous by state law without imposing requirements on medical devices different
from or in addition to federal regulations.” Id. Second, “the FDA also has the sole power to
declare that a particular device is too dangerous for the market based on new information,” but
under plaintiffs’ theory, “courts would have the power to declare medical devices unreasonably
dangerous after the FDA already granted the device approval.” Id. This Court held that “allowing
state tort claims to proceed that would require finding a device unreasonably dangerous would
undermine Congress’s decision to leave such questions to the FDA,” and thus “[s]uch product
liability laws add to, or are different from, federal regulations” and are “expressly preempted.” Id.;
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see id. at 736 (“[P]laintiffs’ two strict liability claims are preempted because they require the court
to impose requirements on [S&N] that differ from or add to FDA requirements”); id. at 740 (same).
This Court’s analysis applies equally here. The THA and R3 MACCs advance strict
liability claims that are indistinguishable from the strict liability claims in the BHR MACC. The
THA MACC and R3 MACC assert claims of strict liability based upon (1) design defect and (2)
failure to warn. See THA MACC ¶¶ 129-207; R3 MACC ¶¶ 132-211. Each of the state laws
identified—from Alabama to Washington—requires a showing that the PMA-approved BHR
component was “defective” and “unreasonably dangerous.” THA MACC ¶¶ 153-199; R3 MACC
¶¶ 157-203. These claims are expressly preempted because a PMA-approved device “cannot be
labeled unreasonably dangerous by state law without imposing requirements on medical devices
different from or in addition to federal regulations.” In re BHR, 300 F.3d at 743. Therefore,
“allowing state tort law claims to proceed that would require finding a device unreasonably
dangerous would undermine Congress’s decision to leave such questions to the FDA,” id., and
would “add to, or [would be] different from, federal regulations and are therefore expressly
preempted,” id.
Plaintiffs argue that there is no federal preemption of their strict liability claims “because
the BHR cup was only approved for use in resurfacing procedures, [and] any use with other
components as part of a THA procedure [is] not provided the same express preemption protections
as PMA devices.” THA MACC ¶ 135; see id. ¶ 152 (“[t]here is no express preemption for the
THA devices”). According to Plaintiffs, “there is no express preemption for the R3-THA device
configuration or for the non-PMA components,” R3 MACC ¶ 156, because “the R3-THA
configuration was not approved for sale in the U.S. under either 510(k) or PMA guidelines,” id.
¶ 118; see also id. ¶ 211 (“Smith & Nephew was not given pre-market approval for the R3-THA
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device configuration and therefore 360(k) does not cover R3-THA device configuration cases”).6
Plaintiffs’ argument is mistaken and should be rejected.
As discussed in Section I, the “off-label” use of a PMA-approved component by physicians
engaged in the practice of medicine does not negate federal preemption under 21 U.S.C. § 360k(a).
See Riegel, 552 U.S. at 332-34 (holding claims preempted in case involving use of medical device
not authorized by FDA); see also Caplinger, 784 F.3d at 1345 (same). Indeed, Shuker affirmed
the dismissal of claims arising from a total hip replacement involving the PMA-approved R3 metal
liner because preemption protection under Section 360k “inures to manufacturers regardless of
how a device is used by third parties.” 885 F.3d at 768 (citing Caplinger, 784 F.3d at 1343-45).
That is because preemption of state-law claims relating to devices under Section 360k
applies “at the component level” of a hybrid-system. First, the FDCA defines “‘device’ to mean
not simply a finished ‘instrument, apparatus, implement, machine, contrivance, implant, in vitro
reagent, or other similar or related article,’ but also ‘any component, part, or accessory’ of that
article.” Id. at 885 F.3d at 772 (quoting 21 U.S.C. § 321(h) (emphasis added)). Second, the
FDCA’s “provision for off-label use supports a component-level analysis” because the “statutory
scheme contemplates that physicians will prescribe or administer components outside of a system
with which the FDA approved their use.” Id. at 772-73. Indeed, “off-label uses of devices (and
components) are an ‘accepted and necessary corollary of the FDA’s mission to regulate in this area
without directly interfering with the practice of medicine.’” Id. at 773 (quoting Buckman Co., 531

6

See also THA MACC id. ¶ 207 (“Smith & Nephew was not given pre-market approval for the BHR to be used with
components such as the stem and MFH, and therefore 360(k) does not cover THA cases”); R3 MACC ¶ 118 (“[T]he
cause of action set forth here is not preempted by 21 U.S.C. § [360k] because the R3-THA configuration was not
approved for sale in the U.S. under either 510(k) or PMA guidelines”); id. ¶ 156 (“[T]here is no express preemption
for the R3-THA device configuration or for the non-PMA components.”).
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U.S. at 350). Finally, the Shuker Court explained that the FDA itself has taken the position that
“the relevant device for preemption purposes must be evaluated at the component level.” Id.7
As in Shuker, Plaintiffs’ strict liability claims involving the interaction of PMA-approved
BHR components with non-PMA-approved components are preempted.
B.

The Breach of Implied Warranty Claims Should Be Dismissed.

Plaintiffs’ breach of implied warranty claims also are expressly preempted. See THA
MACC ¶¶ 323-33; R3 MACC ¶¶ 317-25. In Williams, this Court held that a state-law claim of
breach of implied warranty was expressly preempted by Section 360k(a) because such a claim was
not parallel to existing federal requirements. 123 F. Supp. 3d at 742. Williams explained that
alleged violations of “warranties, imposed by operation of [state] law” are based upon
“requirements imposed by [state] law that are more burdensome than those imposed by the
[Medical Device Amendments to the FDCA].” Id. at 742 (citing Schouest, 13 F. Supp. 3d at 707).
Likewise, as explained in Shouest, a claim for breach of implied warranty derives from warranties
imposed by state law and is thus “based on statements that [the manufacturer] did not actually
make.” 13 F. Supp. 3d at 707.8
Here, Plaintiffs’ breach of implied warranty claims are preempted because S&N could
violate state law notwithstanding full compliance with the relevant federal requirements. Riegel,
552 U.S. at 321-24 (affirming dismissal of breach of implied warranty claim); Shuker, 885 F.3d at

7

Plaintiffs also argue in both the THA and R3 MACCs that “the cause of action set forth here is not preempted by 21
U.S.C. § [360k] because . . . Plaintiff was injured by metal debris from components that are not subject to express
preemption under 21 U.S.C. §360(k).” THA MACC ¶ 139; see also R3 MACC ¶ 118 (same). As noted above, supra
n.2, claims unrelated to any PMA-approved BHR component are not properly part of this MDL proceeding because
this MDL is limited to those actions “involving BHR components” such that actions that “do not involve claims
relating to BHR components should be excluded from the MDL.” In re BHR, 249 F. Supp. 3d at 135.
8

See Am. Tobacco Co., Inc. v. Grinnell, 951 S.W.2d 420, 435 (Tex. 1997) (“An implied warranty is a representation
about the implied quality or suitability of a product that the law implies and imports into a contract”); Western Tank
& Steel Corp. v. Gandy, 385 S.W.2d 406, 409 (Tex. Civ. App. 1964) (“An implied warranty is an inherent term of a
sale contract”).
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775 (dismissing breach of implied warranty claims relating to the PMA-approved R3 metal liner).
As in Williams, Plaintiffs allege that S&N “impliedly warranted that the [BHR-THA] system was
merchantable and fit for the particular purposes for which they were intended.” THA MACC ¶
324; R3 MACC ¶ 318 (same). According to Plaintiffs, S&N “breached these implied warranties
of merchantability and fitness for a particular purpose because the [BHR-THA] system implanted
in Plaintiffs was neither merchantable nor suited for the intended uses as warranted.” THA MACC
¶ 330; R3 MACC ¶ 322 (same). As in Williams, Plaintiffs’ allegations of breach of implied
warranty rest upon state-law requirements “that are more burdensome than those imposed by the
MDA.” 123 F. Supp. 3d at 742. Indeed, the claims asserted in the THA MACC and R3 MACC
are materially the same as in Shuker, where the Third Circuit (1) affirmed the dismissal of implied
warranty claims based upon off-label use of the PMA-approved R3 metal liner, 885 F.3d at 774,
and (2) explained that such claims “would impose requirements ‘with respect to’ the R3 metal
liner that are ‘different from, or in addition to,’ federal ones, 21 U.S.C. § 360k(a), because ‘the
heart of each of [plaintiffs’] claims’ challenges the safety and effectiveness of the R3 metal liner.”
Id. Here, too, the breach of implied warranty claims are based on challenges to the safety and
effectiveness of PMA-approved BHR components. See THA MACC ¶ 330; R3 MACC ¶ 322.9
Finally, Plaintiffs’ breach of implied warranty claims also should be dismissed because
Plaintiffs assert only inadequate and conclusory allegations. See Caplinger, 784 F.3d at 1342 n.3.
Specifically, Plaintiffs allege only that S&N warranted that “the BHR-THA system was
merchantable and fit for the particular purposes for which they were [sic] intended,” THA MACC
¶ 324, and that “the R3-THA device configuration and its component parts were merchantable and

9

As discussed, the fact that the PMA-approved BHR components and R3 metal liner were used in combination with
non-PMA approved components is not a basis for avoiding federal preemption of the specific PMA-approved
components in these two MACCs. See Shuker, 885 F.3d at 772-73; see also Caplinger, 784 F.3d at 1343-46.
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fit for the particular purposes for which they were intended,” R3 MACC ¶ 318. The MACCs have
not alleged facts that “would suggest any species of implied warranty claim” or “‘enough facts to
state a claim to relief that is plausible on its face.’” Id. (quoting Twombly, 550 U.S. at 570).
C.

Plaintiffs’ Claims That S&N Breached a Duty to Communicate Information
to Patients and the Medical Community Should Be Dismissed.

Plaintiffs allege in the THA MACC 10 and R3 MACC 11 that S&N failed to provide
information to patients, physicians and the medical community relating to off-label uses of BHR
components in THA procedures. This Court has determined that such claims are preempted: “Any
claim, however, that Smith & Nephew had a duty to . . . communicate information to patients or
the medical community, or any other duty not also imposed by the FDA, should be preempted as
an attempt to impose requirements that add to or differ from federal regulations.” In re BHR, 300
F. Supp. 3d at 745; see id. at 744 n.10 (“[A]ny state law that would have required Smith & Nephew
to change its labeling adds to, or differs from, federal requirements.”).12
This same analysis applies to BHR components used in Plaintiffs’ THA procedures. The
PMA-approved labeling requirements for the BHR System apply equally to the BHR components
such that S&N is prohibited by federal law from changing this PMA-approved labeling without

10

E.g., THA MACC ¶ 28 (S&N “chose not to inform patients and the medical community”); id. ¶ 113 (S&N “engaged
in a silent market withdrawal without informing patients and/or the medical community”); see also id. ¶ 132(m); id. ¶
142(a) - (e); id. ¶ 149(l); id. ¶ 218; id. ¶ 279(j) to (l); id. 359.
11

E.g., R3 MACC ¶ 121 (“[S&N] was under a duty to disclose to Plaintiffs and the medical community the defective
nature of the R3-THA products”); see also id. ¶ 122; id. ¶ 147 & (a)-(e); id. ¶ 216; id. ¶ 220; id. ¶ 327.

12

See also, e.g., Bertini v. Smith & Nephew, Inc., 8 F. Supp. 3d 246, 255-56 (E.D.N.Y. 2014) (holding that a claim for
failure to warn the public and health care professionals is expressly preempted); In re Medtronic, Sprint Fidelis Leads
Prods. Liab. Litig., 623 F.3d 1200, 1205 (8th Cir. 2010) (affirming dismissal of claim that defendant “was required to
give additional warnings” because that is “precisely the type of state requirement that is ‘different from or in addition
to’ the federal requirement and therefore preempted”); Thorn, 81 F. Supp. 3d at 626-67 (dismissing claims as expressly
preempted where “a jury would have to find either that Defendants were required to include warnings beyond those
in the FDA-approved label for the [device], or that Defendants were obligated to issue post-sale warnings about
potential adverse effects of using the [device] in an off-label manner”); Eidson v. Medtronic, Inc., 981 F. Supp. 2d
868, 884 (N.D. Cal. 2013) (state law cannot require a manufacturer to “provide extra warnings beyond those already
approved during the PMA process” because that “would impose labeling and warning requirements ‘different from,
or in addition to,’ federal requirements”).
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FDA approval. Likewise, Plaintiffs cannot require, through state law claims, that S&N issue
different or additional post-sale warnings to patients, physicians, or the medical community. As
explained in Shuker, “the FDA already imposed device-specific labeling requirements on the liner,
and thus, as the FDA itself points out in its amicus submission, ‘a state warning requirement that
applie[s] specifically to the use of the R3 system’s components with the R3 metal liner in particular’
is preempted.” 885 F.3d at 775. As in Shuker, the fact that the BHR components were used in an
off-label manner by Plaintiffs does not alter this conclusion. Indeed, FDA was fully aware that
BHR components could be used off-label when it approved the BHR labeling. Any state-law
requirement that S&N had “to change its labeling or communicate information to patients or the
medical community,” merely because a physician used the BHR component off-label is preempted
because it adds to or differs from federal regulations. In re BHR, 300 F. Supp. 3d at 745.
D.

Plaintiffs’ Claims That S&N Misrepresented the BHR’s Safety and Efficacy
Should Be Dismissed.

Plaintiffs’ claims alleging that S&N misrepresented that the BHR components were safe
and effective are preempted.13 As this Court explained previously, “[a] manufacturer of an FDA
approved device does not violate federal regulations by claiming its device is safe. That is exactly
what FDA approval means.” In re BHR, 300 F. Supp. 3d at 745; see also id. at 743 & n.9
(explaining that strict liability claims are preempted and that “the reasoning in this section applies
as well to any other cause of action that might require proof that the BHR device was unreasonably

13

E.g., THA MACC ¶ 317 (“[S&N] made numerous claims to the general public, and to Plaintiffs in particular, that
the BHR-THA system was safe and that it did not suffer from the same problems that plague other metal-on-metal
hips”); id. ¶ 133(m) (S&N “failed to timely supplement its labeling as required in the Approval Order with information
pertaining to the various failures of the BHR system, thereby misrepresenting the efficacy and safety of the BHR
resurfacing products”); id. ¶ 140 (S&N “made numerous representations to the medical community, the general public,
and potential patients, touting the safety of [S&N’s] BHR-THA products over the course of several years”); id. ¶ 141
(S&N “left the impression with surgeons and the medical community that the failure rate of the BHR was lower than
it really was - and that the BHR was safe - by failing to provide updated studies and survivorship, including [S&N’s]
own PMA-mandated studies.”).
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dangerous”). Here, as well, the same analysis applies to BHR components used with the R3 metal
liner or other components in a THA procedure. As discussed above, each of the BHR components
is “an FDA approved device,” and in granting such approval FDA was aware that the components
could be used off-label. S&N did not violate federal law by claiming that the BHR components
are safe because “[t]hat is exactly what FDA approval means.” Id. at 745.
E.

Plaintiffs’ Claims that S&N Was Obligated to Supplement and Revise
Labeling Relating to PMA-Approved Components Should Be Dismissed.

Federal law preempts Plaintiffs’ claims that S&N (1) “failed to timely supplement its
labeling . . . pertaining to the various failures of the BHR System,” (2) “failed to revise its
instructions to doctors and its surgical technique documents to reflect true problematic experience
with the BHR-THA system,” and (3) “failed to revise [its] labeling, instructions to doctors and its
surgical techniques documents to reflect the true problematic experience with the R3-THA device
configuration.” THA MACC ¶¶ 132(m), 149(h); R3 MACC ¶ 145(h).14 These allegations should
be dismissed.
As this Court has held, Plaintiffs cannot require, through state-law claims, that S&N seek
changes to the BHR System’s labeling, which was approved by the FDA through the PMA process:
“Such claims are expressly preempted” because “any state law that would have required Smith &
Nephew to change its labeling adds to, or differs from, federal requirements.” In re BHR, 300 F.
Supp. 3d at 744 n.10; id. at 745 (“Any claim . . . that Smith & Nephew had a duty to change its
labeling . . . should be preempted as an attempt to impose requirements that add to or differ from

14

See also, e.g., THA MACC ¶¶ 132(h), 149(m); R3 MACC ¶¶ 134(c), 135(c)-(d), 136(c) (similarly alleging
inadequate labeling and a failure to timely supplement or revise labeling).
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federal regulations.”).15 Allegations that S&N should have sought to supplement or revise labeling
for the BHR System, including the R3 metal liner, are expressly preempted by federal law.
To the extent Plaintiffs also allege that S&N should have supplemented or revised labeling
for non-BHR device components to warn about use with BHR components, those allegations
likewise should be dismissed. See, e.g., THA MACC ¶ 149(m) (“Smith & Nephew failed to timely
supplement its labeling . . . with information pertaining to the various failures of the BHR-THA
system”); R3 MACC ¶ 134(c) (the “R3-THA device configuration was not accompanied by
adequate instructions and/or warnings to fully inform Plaintiffs or their physicians of the full nature
or extent of the risks associated with its use”). 16 Courts have held that even where, as here,
plaintiffs allege that non-PMA component labeling should have included warnings pertaining to
the dangers of off-label use with PMA-approved components, such claims are expressly preempted.
That is because such claims would impose state law requirements “with respect to” the PMAapproved device that are “‘different from, or in addition to,’ the federal ones, and that relate to
safety and effectiveness.” 21 U.S.C. § 360k(a); Shuker, 885 F.3d at 774 (quoting Riegel, 552 U.S.
at 321-22).
As the Third Circuit explained in Shuker:

15

Accord Williams, 123 F. Supp. 3d at 742 (“the FDA, through the PMA process, . . . determines all representations
Smith & Nephew ‘is obligated to make concerning’ the BHR System”); In re Medtronic, Inc., 623 F.3d at 1205
(affirming dismissal of claim that defendant “was required to give additional warnings” because that is “precisely the
type of state requirement that is ‘different from or in addition to’ the federal requirement and therefore preempted”);
Thorn, 81 F. Supp. 3d at 626-67 (dismissing claims as expressly preempted where “a jury would have to find either
that Defendants were required to include warnings beyond those in the FDA-approved label for the [device], or that
Defendants were obligated to issue post-sale warnings about potential adverse effects of using the [device]”); Eidson,
981 F. Supp. 2d at 884 (state law cannot require a manufacturer to “provide extra warnings beyond those already
approved during the PMA process” because that “would impose labeling and warning requirements ‘different from,
or in addition to,’ federal requirements”).

16

See also R3 MACC ¶ 135(c) (“the R3 acetabular component, optional metal liner, cobalt chrome femoral head and
femoral head sleeve, and R3-THA device configuration were not accompanied by adequate instructions, warnings and
labels, including, but not limited to, instructions, warnings and labels regarding the risks and dangers of using the R3THA device configuration and its individual components”).
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[E]ven the failure-to-warn allegations embedded in [plaintiffs’] negligence claim
would impose different requirements on the R3 metal liner, as [plaintiffs] seek to
impose liability because defendants did not accompany their product with proper
warnings regarding the risks associated with a premarket-approved device, the R3
metal liner. But the FDA already imposed device-specific labeling requirements
on the liner, and thus, as the FDA itself points out in its amicus submission, a state
warning requirement that applie[s] specifically to the use of the R3 system’s [nonPMA] components with the R3 metal liner in particular is preempted.
Id. at 775 (internal quotations omitted). Likewise, in Bertini, the court rejected an argument that
S&N failed to warn of risks associated with the “R3 locking mechanism,” a non-PMA device
component that interacted with the PMA-approved R3 metal liner. 8 F. Supp. 3d at 256. The court
rejected plaintiffs’ argument that “defendant did not adequately warn health care professionals and
the public about the R3 locking mechanism’s defect” because “there should not be different
preemption analyses for separate device components that operate as a single unit.”

Id. 17

Accordingly, regardless of whether Plaintiffs purport to impose requirements on S&N to
supplement or revise labeling for the BHR device or other components that interacted with BHR
components to allegedly cause Plaintiffs’ injuries, their allegations should be dismissed as
expressly preempted.
F.

Plaintiffs’ Claims That S&N Failed to “Withdraw” or “Recall” the BHR or
Device Combinations Should Be Dismissed.

Plaintiffs’ claim that S&N “breached [its] duties of reasonable care to Plaintiffs by . . .
failing to recall the BHR . . . in a timely manner” should be dismissed. THA MACC ¶ 214; see id.
¶ 279(h); ¶ 55 (“The standard of care for metal-on-metal device manufacturers includes . . . not
selling the device and/or recalling and/or removing the device from the market”). This Court

17

Plaintiffs refer in the MACCs to “labeling” and “instructions” for the “BHR-THA system” and “the R3-THA device
configuration,” see, e.g., THA MACC ¶ 149(m); R3 MACC ¶ 134(c). They identify no FDA-approved “labeling” or
“instructions” for off-label configurations. To the extent Plaintiffs instead intend to refer to the labeling and
instructions for the components that comprise the “BHR-THA system” and “the R3-THA device configuration,” their
claims would impose requirements “with respect to” the BHR that are different from or in addition to federal
requirements, and are therefore expressly preempted.
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previously ruled that (1) “[o]nly the FDA has the authority to withdraw approval from a device,
and it did not do so here,” In re BHR, 300 F. Supp. 3d at 737 n.5, and (2) “the FDA also has the
sole power to declare that a particular device is too dangerous for the market based on new
information.” Id. at 743. Where “the FDA did not prohibit [a defendant manufacturer] from
continuing to sell [a device], a state requirement” that would deem such sales unlawful “would be
‘different from or in addition to’ the federal requirement and preempted under § 360k.” In re
Medtronic, 623 F.3d at 1205; see Williams, 123 F. Supp. 3d at 743 n.8, 747 (dismissing negligence
claim based on alleged “duties to . . . recall the BHR System”).
Nor can S&N be held liable for failing to “recall the BHR-THA system,” THA MACC
¶ 361, or “failing to recall the R3-THA device configuration in a timely manner,” R3 MACC ¶ 216;
see id. ¶ 124 (“Smith & Nephew’s . . . failure to recall the R3-THA also made it impossible for
many Plaintiffs to know that they had viable legal claims.”). These claims are baffling because
there is no “BHR-THA system” or “R3-THA device configuration.” Rather, the terms set forth in
Plaintiffs’ MACCs are simply combinations of components chosen by physicians to be used
together based on their professional judgment for the patient at issue.18 In all events, these claims
are preempted because they would impose state law requirements different from and in addition
to those under federal law “with respect to” the PMA components used in Plaintiffs’ THA implants.
See In re Medtronic, 623 F.3d at 1204-05; Shuker, 885 F.3d at 774; see supra § I (express
preemption applies to allegations “with respect to” a PMA device component).
Plaintiffs’ allegations that S&N should have recalled the MFH fare no better. See THA
MACC ¶ 214 (“[S&N] breached [its] duties of reasonable care to Plaintiffs by . . . failing to recall

18

These are off-label device combinations that Plaintiffs elsewhere inconsistently allege cannot be withdrawn. See
THA MACC ¶ 113 (“Smith & Nephew never issued a formal recall for the THA “mix and match” system in the U.S.
because it was never approved for a THA in the first place.”); id. ¶ 120 (“Smith & Nephew lacked the incentive—or
even the ability—to issue a recall for a device that was never approved in the first place”).
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the BHR and MFH in a timely manner.”); id. ¶ 279(h) (“Smith & Nephew breached their duties
under the above states’ laws by . . . failing to recall the MFH device entirely or earlier than it did
so”). As relevant here, Plaintiffs allege injuries resulting from the interaction between the MFH
and the PMA-approved BHR cup. See id. ¶¶ 32, 34 (“The metal ions produced by the THA include
metal ions from the BHR cup and from the modular femoral head placed inside the cup . . . Edge
loading occurs when too much pressure is exerted on the contact area between the cup and the
head, and produces too much wear and metal ions.”). Plaintiffs’ claim that S&N should have
recalled the MFH is an attempt to place additional and different requirements on the PMAapproved BHR System and is expressly preempted. See, e.g., Bertini, 8 F. Supp. 3d at 256 (claims
that S&N failed to issue warnings regarding an alleged defect in a non-PMA component that
interacted with the R3 metal liner were expressly preempted, because “there should not be different
preemption analyses for separate device components that operate as a single unit”). Their claims
regarding the MFH are also impliedly preempted because they have not alleged a parallel duty
under state law to recall or withdraw the MFH. See Williams, 123 F. Supp. 3d at 743 n.8, 747.
G.

Plaintiffs’ Claims That S&N Failed to Conduct a Post-Approval Study
Concerning Off-Label Use of the R3 Metal Liner Should Be Dismissed.

Plaintiffs allege in the R3 MACC that S&N “[f]ailed to properly conduct a study of the R3
metal liner pursuant to the FDA’s PMA requirements.” R3 MACC ¶ 113(f); see id. ¶¶ 28, 67
(addressing post-approval study). No such allegations are repeated in the numbered claims
themselves, and there are no similar allegations in the THA MACC. To the extent Plaintiffs claim
that S&N is liable for failing to conduct post-approval studies, these allegations should be dismissed.

First, there are no “PMA requirements” that S&N conduct a post-approval “study of the
R3 metal liner.” Id. ¶ 113. The FDA’s November 13, 2008 letter approving the R3 metal liner as
a “line extension to the BHR System” states that S&N “may begin commercial distribution of the
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device as modified by your PMA supplement in accordance with the conditions described below
and in the ‘Conditions of Approval’ (enclosed).” See Nov. 13, 2008 Approval Letter from FDA
(Ex. A); see also R3 MACC ¶ 8 (acknowledging that FDA’s November 2008 Approval Letter
concerns the R3 metal liner).19 No conditions of approval or other requirements imposed by FDA
required S&N to conduct any post-approval study regarding the R3 metal liner. See id. Thus,
Plaintiffs’ attempt to hold S&N liable under state law for not performing such a study would
impose a requirement “different from, or in addition to” existing federal requirements, and is
therefore expressly preempted. See 21 U.S.C. § 360k(a).
Second, Plaintiffs do not identify any state law requiring S&N to conduct a post-approval
study. Even if federal law imposed such a requirement (it does not), requiring S&N to conduct
such a study with regard to the R3 metal liner would constitute an attempt to enforce the FDCA,
and would be impliedly preempted. See 21 U.S.C. § 337(a). This Court reached the same
conclusion in response to similar allegations that S&N was required to “conduct a study” with
regard to the BHR System. See Williams, 123 F. Supp. 3d at 746-47. The Court held that “even
if the failure to conduct a study” “violated . . . federal duties,” there was no basis for concluding
that the challenged conduct was “actionable under state law.” Id. at 747.20 The same is true here.

19

The Court may consider documents that are integral to and relied upon in the MACCs in resolving this Rule 12
Motion. E.g., Phillips v. LIC Int’l, Inc., 190 F.3d 609, 618 (4th Cir. 1999); In re Criimi Mae, Inc. Sec. Litig., 94 F.
Supp. 2d 652, 656 (D. Md. 2000); cf. Zak v. Chelsea Therapeutics Int’l, Ltd., 780 F.3d 597, 606-07 (4th Cir. 2015)
(authorizing judicial notice of public documents under Rule 12).

20

See also Ebrahimi v. Mentor Worldwide LLC, Case No. CV 16-7316-DMG (KSx), 2017 WL 4128976, at *5 (C.D.
Cal. Sept. 15, 2017) (“[Plaintiff] identifies no parallel state-law duty to conduct post-approval ‘follow-through studies.’
Thus, to the extent [Plaintiff] bases her failure-to-warn claim on Mentor’s failure to comply with the federal
requirement to complete the six postapproval studies, the claim is impliedly preempted.”); cf. Richardson v. Bayer
Healthcare Pharm., Inc., Case No. 4:15-cv-00443-BLW, 2016 WL 4546369, at *5-6 (D. Idaho Aug. 30, 2016) (claim
that defendant “failed to conduct sufficient post-market testing and surveillance” of a drug was preempted because it
stems “solely from a failure to adhere to FDA protocol, rather than an independent state duty”).
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Finally, Plaintiffs’ claims also should be dismissed because they have not sufficiently
alleged how S&N’s purported failure to conduct a post-approval study regarding the R3 metal liner
caused any of their injuries. Instead, Plaintiffs assert that if S&N had “properly conducted this
study, it would have found out earlier that the R3-THA configuration would lead to higher than
expected revisions and premature failures.” R3 MACC ¶ 67. But Plaintiffs make no allegations
as to how this would have prevented any Plaintiff’s injury. To the extent Plaintiffs were to
maintain, for instance, that the R3 metal liner should have been recalled earlier, that its labeling
should have been revised, or that S&N should have issued a post-approval warning to physicians
or the medical community, such allegations of causation would be expressly preempted. See supra.
Plaintiffs’ claims fail under Rule 8 because they do not plead any causal nexus between S&N’s
alleged conduct and Plaintiffs’ injuries. See, e.g., Horowitz v. Stryker Corp., 613 F. Supp. 2d 271,
282 (E.D.N.Y. 2009) (dismissing state law claims as expressly preempted because “in order to
survive preemption under the MDA a plaintiff must demonstrate a cognizable link between the
defendant’s federal violations and plaintiff’s injury”); Houston, 957 F. Supp. 2d at 1174 (“To
properly plead parallel claims that survive preemption, a plaintiff must allege facts (1) showing an
alleged violation of FDA regulations or requirements related to [the device], and (2) establishing
a causal nexus between the alleged injury and the violation.”) (emphasis added).
III.

PLAINTIFFS’ FRAUD AND MISREPRESENTATION CLAIMS SHOULD BE
DISMISSED.
Plaintiffs’ claims that S&N is liable for negligent misrepresentation, fraud, unfair and

deceptive trade practices and fraudulent concealment should be dismissed. THA MACC ¶¶ 33449 (negligent misrepresentation); id. ¶¶ 350-55 (unfair and deceptive trade practices); id. ¶¶ 35662 (fraudulent concealment); R3 MACC ¶¶ 326-46 (negligent misrepresentation and fraud); id. ¶¶
347-52 (unfair and deceptive trade practices).
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A.

Plaintiffs’ Fraud and Deceptive Trade Practices Claims Are Preempted.

Federal preemption bars Plaintiffs’ negligent misrepresentation, fraud, unfair and
deceptive trade practices and fraudulent concealment claims. As explained above, PMA approval
by the FDA of the BHR device forecloses state-law claims that the approved BHR components
suffer from design or manufacturing defects, are unsafe, are unfit for their intended purposes or
are not of merchantable quality. See Williams, 123 F. Supp. 3d at 742 (finding design defect and
implied warranty claims preempted); In re BHR, 300 F. Supp. 3d at 750 (dismissing manufacturing
defect claim where plaintiffs failed to allege how the BHR device “deviated from FDA design
specification”); id. at 745 (noting that “[a] manufacturer of an FDA approved device does not
violate federal regulations by claiming its device is safe. That is exactly what FDA approval
means”). Likewise, “[a]ny claim . . . that Smith & Nephew had a duty to . . . communicate
information to patients or the medical community . . . should be preempted as an attempt to impose
requirements that add to or differ from federal regulations.” Id.; see also id. (“Any claim that
Smith & Nephew had a duty to warn the general public or the medical community is, however,
expressly preempted because there is no such parallel federal requirement.”).
These rulings apply directly to Plaintiffs’ fraud and misrepresentation claims in the THA
and R3 MACCs. Plaintiffs’ fraudulent concealment claim is premised on the notion that S&N was
“under a duty to disclose to Plaintiffs and the medical community the defective nature” of the
BHR-THA and R3-THA combinations, “including the fact they were not FDA approved, because
Smith & Nephew was in a superior position to know the true quality, safety, and efficacy of the
THA system products.” THA MACC ¶ 358; R3 MACC ¶ 121 (same). This claim is no different
than the failure-to-warn claims this Court has already held were preempted. In re BHR, 300 F.
Supp. 3d at 745; see also Waterhouse v. R.J. Reynolds Tobacco Co., 270 F. Supp. 2d 678, 684–85
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(D. Md. 2003) (dismissing fraudulent concealment claim that was “in large part nothing more than
a failure-to-warn claim in different dress”).21
Because federal preemption applies to claims concerning the off-label uses of PMAapproved devices, Plaintiffs’ allegations of fraud based on the same types of representations that
this Court has concluded are preempted are also preempted here. E.g., THA MACC ¶¶ 336-338,
357-59; R3 MACC ¶ 338. For example, in Byrnes v. Small, 60 F. Supp. 3d 1289 (M.D. Fla. 2015),
the court ruled that claims of fraudulent misrepresentation and fraud in the inducement were
expressly preempted to the extent that they were based on defendant’s failure to warn the medical
community about the dangers associated with the off-label use of its medical device, where
plaintiffs had “not identified any federal requirement to inform the public or to update warning
labels regarding the dangers of off-label use.” Id. at 1297. Plaintiffs’ claims are expressly
preempted to the extent that they seek to hold S&N liable for representing that BHR components
are safe and effective or failing to disclose information concerning off-label uses, as these claims
would impose requirements different from and additional to federal requirements.
Finally, Plaintiffs’ claims are also impliedly preempted to the extent that they are premised
solely on S&N’s alleged violations of federal law. See Evans v. Rich, No. 5:13-CV-868-BO, 2014
WL 2535221, at *2-3 (E.D.N.C. June 5, 2014) (ruling that unfair and deceptive trade practices
claim was impliedly preempted because it sought to hold defendant liable for the off-label
promotion of a medical device); see also Martin v. Medtronic, Inc., Case No. 1:15-cv-00994DAD-MJS, 2017 WL 825410, at *10 (E.D. Cal. Feb. 24, 2017) (fraudulent concealment claim

21

See also Frazier v. Mylan Inc., 911 F. Supp. 2d 1285, 1298 (N.D. Ga. 2012) (dismissing fraud claim that was
“essentially a failure to warn claim,” as the court had already dismissed plaintiff’s failure to warn claim under
Georgia’s learned intermediary doctrine).
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expressly preempted where plaintiff sought “to impose duties beyond the mandates imposed on
defendants by the MDA”) (citing cases).
B.

Plaintiffs’ Fraud and Deceptive Trade Practices Claims Fail to Satisfy
Applicable Pleading Requirements.

Plaintiffs’ negligent misrepresentation, fraud, unfair and deceptive trade practices and
fraudulent concealment claims must also be dismissed because Plaintiffs have failed to adequately
plead facts to support these claims under Rule 8 and Rule 9(b). Multiple courts have applied Rule
9(b) to fraud-based unfair and deceptive trade practices claims and fraudulent concealment claims.
See, e.g., Spaulding v. Wells Fargo Bank, N.A., 714 F.3d 769, 781 (4th Cir. 2013) (applying Rule
9(b) to dismiss Maryland Consumer Protection Act (“MCPA”) claim that “sound[ed] in fraud”);
McKinney v. Fulton Bank, 776 F. Supp. 2d 97, 104 (D. Md. 2010) (same); Hearn v. R.J. Reynolds
Tobacco Co., 279 F. Supp. 2d 1096, 1113-14 (D. Ariz. 2003) (applying Rule 9(b) to dismiss
Arizona fraudulent concealment claim).22
Plaintiffs do not satisfy these requirements because they fail to identify particular
misrepresentations by S&N that were relied-upon by any individual Plaintiff (or physician),
despite reliance being an essential element of their claims. See, e.g., Gunnels v. Healthplan Servs.,
Inc., 348 F.3d 417, 434 (4th Cir. 2003) (“Indisputably, negligent misrepresentation and fraud
require proof of reliance”). 23 Instead, without tying any representation to any Plaintiff, the

22

Multiple courts have required negligent misrepresentation claims to satisfy the heightened requirements of Rule
9(b). See Aetna Cas. & Sur. Co. v. Aniero Concrete Co., 404 F.3d 566, 583 (2d Cir. 2005); Trooien v. Mansour, 608
F.3d 1020, 1028 (8th Cir. 2010); Atl. Richfield Co. v. Ramirez, 176 F.3d 481, *1 (9th Cir. 1999); Benchmark Elecs.,
Inc. v. J.M. Huber Corp. 343 F.3d 719, 723-24 (5th Cir. 2003); Madison River Mgmt. Co. v. Bus. Mgmt. Software
Corp., 351 F. Supp. 2d 436, 447 (M.D.N.C. 2005); Giannaris v. Cheng, 219 F. Supp. 2d 687, 694-95 (D. Md. 2002);
but see Baltimore Cty. v. Cigna Healthcare, 238 F. App’x 914, 921-22 (4th Cir. 2007) (declining to apply Rule 9(b)
where negligent misrepresentation claim did not require showing of fraud).
23

See also Stewart v. Bierman, 859 F. Supp. 2d 754, 769 (D. Md. 2012) (dismissing MCPA claim in part for failure
to show reliance), aff’d sub nom. Lembach v. Bierman, 528 F. App’x 297 (4th Cir. 2013); Metro Ready Mix, Inc. v.
Essroc Cement Corp., No. CIV CCB-06-0538, 2007 WL 1306595, at *3 (D. Md. Apr. 25, 2007) (fraudulent
concealment claims under Maryland law require showing justifiable reliance); In re Marsh & Mclennan Cos., Inc.
Secs. Litig., 501 F. Supp. 2d 452, 495 (S.D.N.Y. 2006) (negligent misrepresentation claims under various states’ laws
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MACCs state in conclusory form that unspecified Plaintiffs and/or their physicians “reasonably
rel[ied] on [S&N’s] negligent misrepresentations.” THA MACC ¶ 287; R3 MACC ¶¶ 289, 332
(same). Plaintiffs essentially present a fraud-on-the-public theory, alleging that S&N created an
impression that the device configurations at issue (and their component parts) were safe. See THA
MACC ¶¶ 338-39, 348 (alleging that S&N made negligent misrepresentations to Plaintiffs,
physicians, the medical community and the general public); R3 MACC ¶¶ 330-31 (similar). But
Plaintiffs’ generalized conclusions of collective reliance and fraud on the public do not satisfy
Rule 8 or Rule 9(b) pleading standards. See Hafer v. Medtronic, Inc., 99 F. Supp. 3d 844, 859-60
(W.D. Tenn. 2015) (dismissing fraud claim under Rule 9(b) where plaintiffs “failed to state with
particularity which misrepresentations . . . the Plaintiffs (or their doctors) relied upon”). 24
Moreover, allegations “in general terms that defendants made misrepresentations” and “broad
allegations of statements made in a nationwide . . . campaign are insufficient to pass muster under
Rule 9(b).” In re Zofran, 2017 WL 1458193, at *6.25
Plaintiffs also fail adequately to plead essential elements of their fraud claims, including
reliance. For example, in Willis v. Bank of Am., N.A., No. CIV.A. ELH-13-2615, 2015 WL
5157501, at *21 (D. Md. Sept. 2, 2015), the court acknowledged that “an omission cannot be

require reliance); In re Sony Gaming Networks & Customer Data Sec. Breach Litig., 996 F. Supp. 2d 942, 973 (S.D.
Cal. 2014) (same).
24

See also Iqbal, 556 U.S. at 678 (“Threadbare recitals of the elements of a cause of action, supported by mere
conclusory statements, do not suffice.”); Fuqua v. Bristol-Myers Squibb Co., 926 F. Supp. 2d 538, 550 (D.N.J. 2013)
(applying Rule 9(b) and rejecting plaintiffs’ fraudulent concealment argument for tolling the statute of limitations in
part because plaintiffs did not allege how defendant’s concealment “affect[ed] each particular plaintiff”).
25

See also, e.g., Fero v. Excellus Health Plain, Inc., 236 F. Supp. 3d 735, 772 (W.D.N.Y. 2017) (“Plaintiffs have
failed to allege with any particularity that they actually read or saw” the alleged misrepresentations, and “[f]ailure to
plead any facts concerning their purported reliance requires dismissal of Plaintiffs’ negligent misrepresentation
claim.”); Herrington v. Johnson & Johnson Consumer Cos., Inc., No. 09-cv-1597, 2010 WL 3448531, at *11 (N.D.
Cal. 2010) (“Plaintiffs’ negligent misrepresentation claims fail” because they have not pled “the circumstances in
which they were exposed to the alleged misrepresentations upon which they relied.”); In re Clorox Consumer Litig.,
301 F.R.D. 436, 448 (N.D. Cal. 2014) (“Determining whether any individual [plaintiff] has a claim . . . will therefore
depend upon whether that person actually saw the misrepresentation.”).
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described in terms of the time, place, and contents of the misrepresentation or the identity of the
person making the misrepresentation,” but nevertheless dismissed plaintiffs’ MCPA claims
because plaintiffs failed to “allege any reliance or injury.” Similarly, in Hill v. Brush Engineered
Materials, Inc., 383 F. Supp. 2d 814, 823 (D. Md. 2005), the court dismissed plaintiff’s Maryland
fraudulent concealment claim under Rule 9(b) because plaintiff failed to plead with particularity
facts surrounding defendants’ “partial and fragmentary statements of fact,” including how plaintiff
came to rely on them. Furthermore, in Oden v. Boston Sci. Corp., No. CV180334SJFSIL, 2018
WL 3102534, at *12 (E.D.N.Y. June 4, 2018), the court dismissed plaintiff’s fraudulent
concealment claim where plaintiff failed to sufficiently allege, e.g., “the context of [defendant’s]
omissions and the manner in which they misled the plaintiff,” facts establishing that the
purportedly withheld information was not otherwise available to plaintiff by reasonable inquiry,
or facts demonstrating that defendant knew plaintiff was acting on the basis of mistaken knowledge.
Plaintiffs’ omissions-based claims similarly should be dismissed.
Plaintiffs’ unfair and deceptive trade practices claims also fail to satisfy Rule 8 and Rule
9(b). In addition to the foregoing deficiencies, Plaintiffs are impermissibly vague about the
underlying conduct giving rise to these claims. The R3 MACC does not describe the deceptive
conduct in question in the six paragraphs it devotes to this claim, R3 MACC ¶¶ 347-52, and merely
states that such conduct was “described above” (¶ 348) and “described herein” (¶ 349). The only
conduct described in the THA MACC is a conclusory reference to “violations of the PMA Letter
for the BHR cup, and the 510(k) approval order for the various other components including the
MFH.” THA MACC ¶ 351; id. ¶ 352 (stating that the deceptive conduct is “described herein”).
This claim should be dismissed in both MACCs under Rules 8 and 9(b) as inadequately pleaded.
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See Iqbal, 556 U.S. at 678 (“Threadbare recitals of the elements of a cause of action, supported by
mere conclusory statements, do not suffice.”).26
Finally, Plaintiffs’ Short Form Complaints do not cure these foregoing deficiencies. Most
Plaintiffs have not identified in their Short Form Complaints any specific alleged
misrepresentations by S&N that they or their physicians ever saw or relied upon. Multiple
Plaintiffs simply left this question blank. E.g., Tracy [D.E. 986] ¶ 18. Many Plaintiffs allege
assurances they received from their physicians about S&N’s hip replacement products, but do not
mention any representations made by S&N itself. E.g., Corbett [D.E. 1025] ¶ 15. Others allege
representations, but do not identify the speaker, the time or the place, as required. E.g., Pitts [D.E.
1091] ¶ 23; Hinds [D.E. 1120] ¶ 17. This failure to plead facts supporting their fraud and deceptive
trade practices claims requires dismissal. See In re Zofran, 2017 WL 1458193, at *6 (where MDL
plaintiffs file “a master complaint, supplemented by individual short-form complaints . . . any
particularized allegation of fraud applicable only as to an individual should normally be set forth
in the individual short form complaint”).
IV.

A NUMBER OF CLAIMS THAT “FACIALLY” SURVIVED DISMISSAL IN
CONNECTION IN THE BHR MACC SHOULD BE DISMISSED HERE.
A.

Plaintiffs’ Claims That S&N Failed to Train Physicians Should Be Dismissed.

As they did in the BHR MACC, the new MACCs allege that S&N failed to properly train
physicians in the implantation and use of the MFH or the R3 metal liner in a THA procedure. See,
e.g., THA MACC ¶¶ 99, 121(b-c), 122, 123, 128(e-g), 132(k), 149(j), 212-13, 221, 279(n), 345;

26

See also Munoz v. Wells Fargo Bank, N.A., No. CV1407400MMMVBKX, 2015 WL 12748816, at *11 (C.D. Cal.
Jan. 9, 2015) (dismissing claim of conspiracy to commit fraud under Rule 8 and Rule 9(b) where plaintiffs failed to
adequately plead defendant’s “specific fraudulent conduct” and instead referred, “in conclusory fashion,” to
defendant’s “predatory and deceptive practices”); Solomon v. Bristol-Myers Squibb Co., No. CIV.A.07-1102(FLW),
2009 WL 5206120, at *9-11 (D. N.J. Dec. 30, 2009) (dismissing Texas Deceptive Trade Practices Act claim under
Rule 9(b) where plaintiff failed to identify misrepresentations or explain how he or his physicians relied on them).
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R3 MACC ¶¶ 106, 109, 113(e), 223, 342.27 Whatever the Court’s ruling in the BHR resurfacing
context (which S&N respectfully disagrees with), these claims should be dismissed here because
S&N had no duty to train physicians about “off-label” uses of BHR components.
First, Plaintiffs’ claim is expressly preempted because Plaintiffs do not allege that S&N
violated any federal requirements. Plaintiffs point to nothing in the PMA that required S&N to
train physicians about “off-label” uses of its BHR components or to prohibit physicians from
employing BHR components for “off-label” uses. 28 Plaintiffs’ claims thus would impose
requirements on S&N under state law that are different from or additional to federal requirements,
which is impermissible under 21 U.S.C. § 360(k). See Riegel, 552 U.S. at 323. Multiple courts
have dismissed failure to train claims that imposed “‘substantive requirements’ different from or
inconsistent with the federal law.” Gomez v. St. Jude Med. Diag Div. Inc., 442 F.3d 919, 929 (5th
Cir. 2006) (affirming dismissal of claim, which included allegation that PMA-approved training

27
See, e.g., THA MACC ¶ 121(c) (“Smith & Nephew training courses attended by Plaintiffs’ surgeons that included
written materials and instructional videos that did not advise the surgeons that it was not permissible to use the femoral
stem, modular head sleeve and MFH head with the BHR acetabular component”) (emphasis omitted), 128(f) (stating
that “S&N failed to properly train surgeons using Defendant’s MFH and BHR devices on the permitted use of the
devices and their respective component parts and failed to properly train and/or instruct surgeons on what
products/devices surgeons could and/or could not use in a total hip arthroplasty”); R3 MACC ¶¶ 213 (“Smith &
Nephew . . . failed to train surgeons in how to implant the BHR cup with the MFH in a total hip arthroplasty, because
the THA procedure was not approved in the U.S. Because of this lack of approval, Smith & Nephew failed to provide
any instructions whatsoever that would show surgeons how to combine these devices in a THA procedure, even though
it actively promoted and marketed this configuration for off-label use through its sales representatives”), 221 (stressing
that S&N failed “to properly train and educate physicians on the use of the MFH device when used in a total hip
arthroplasty system” in part “because the MFH was not approved for use in a THA procedure in the first place”).
28
This is unsurprising, given that the FDA lacks authority to regulate the practice of medicine. See Chaney v. Heckler,
718 F.2d 1174, 1179 (D.C. Cir. 1983), rev’d on other grounds, 470 U.S. 821 (1985) (“FDCA’s legislative history
expresses a specific intent to prohibit FDA from regulating physicians’ practice of medicine.”). As the Caplinger
court noted, Congress “went out of [its] way” in the FDCA “to protect the liberty of doctors and patients 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.’” 784 F.3d at 1344 (quoting 21 U.S.C. § 396); see also Buckman, 531 U.S. at 350 (stressing that
“‘off-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.”). Thus, one would not expect the PMA to require
S&N to offer physicians any type of direction concerning off-label uses.
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materials “were inadequate”).29 Id. at 931. Similarly, Plaintiffs’ claim—which is distinct from
the failure to train claim that this Court declined to dismiss in connection with the BHR MACC—
should be dismissed. Plaintiffs’ claim in the BHR MACC concerns S&N’s alleged failure to
adequately train physicians in the implantation and use of the BHR in accordance with the
requirements of the BHR’s PMA approval. But the THA and R3 MACCS do not allege, nor could
they, that FDA required S&N (1) to provide training to physicians about off-label uses or (2) to
instruct physicians not to employ off-label uses.
Second, Plaintiffs’ claim is impliedly preempted because S&N had no independent duty
under state law to train physicians about “off-label” uses. See Mink v. Smith & Nephew, Inc., 860
F.3d 1319, 1329-30 (11th Cir. 2017) (affirming dismissal of claim that S&N failed to train a doctor
in how to implant a BHR System, noting that under Florida’s learned-intermediary doctrine
defendant’s “duty in this regard, if any, was to the physician, not [plaintiff]”).
Finally, Plaintiffs fail to satisfy Rule 8 because they do not plead facts plausibly
establishing that the alleged failure to train physicians caused any specific Plaintiff injury. Under
Twombly, Plaintiffs’ allegations are insufficient to “raise a right to relief above the speculative
level.” 550 U.S. at 555; see Burrell, 260 F. Supp. 3d at 493 (dismissing failure to train claim where
plaintiff had pled “little causal connection between . . . any training and the harm alleged”).30

29

See also Burrell v. Bayer Corp., 260 F. Supp. 3d 485, 493 (W.D.N.C. 2017) (holding that negligent training claim
was preempted because it would “impose[] a duty that is beyond the confines of the MDA”) appeal docketed, No. 171714 (4th Cir. June 12, 2017); Martin, 2017 WL 825410, at *10 (holding that negligent training claim was expressly
preempted because it would impose requirements that were “different from, or in addition to” federal requirements).
30

S&N reincorporates its arguments regarding preemption of failure to train claims in its Motion to Dismiss the BHR
MACC. See also S&N’s Mem. In Support of Mot. to Dismiss BHR MACC [D.E. 409-1] (“BHR Mot.”) at 25-28;
S&N’s Reply in Support of Mot. to Dismiss BHR MACC [D.E. 502] (“BHR Reply”) at 14-15.
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B.

Plaintiffs’ Negligence Per Se Claims Should Be Dismissed.31

Plaintiffs’ negligence per se claims should be dismissed. Although this Court ruled that
the negligence per se claims in the BHR-track cases are not preempted, In re BHR, 300 F. Supp.
3d at 747-48, S&N respectfully requests that this Court reconsider that ruling.
Since this Court’s ruling on the BHR MACC, an MDL Court in Arizona has joined other
courts finding negligence per se claims based on FDCA violations impliedly preempted. See In
re Bard IVC Filters Prods. Liab. Litig., No. 16-00893, 2018 WL 4356638 (D. Ariz. Sept. 12,
2018).32 That MDL court explained that “Plaintiffs’ ‘claim of negligence per se would not exist
prior to the enactment of the FDCA . . . because the claim only alleges violation of that law.’” Id.
at *2. Negligence per se claims are thus preempted under Buckman. Id.
In holding that the negligence per se claims in the BHR MACC were not preempted, this
Court reasoned that finding negligence per se claims “impliedly preempted because they depend
on the existence of regulatory violations” would “swee[p] too broadly for, if correct, every claim
that survives express preemption by paralleling FDA regulations would later be impliedly
preempted for, paradoxically, paralleling FDA regulations.” In re BHR, 300 F. Supp. 3d at 747.
Respectfully, that analysis is mistaken and should be reconsidered. Unlike other state law claims

31

S&N reincorporates its arguments regarding preemption of negligence per se claims in its Motion to Dismiss the
BHR MACC. See BHR Mot. 37–39; BHR Reply 20–22.

32

In re Darvocet, Darvon, & Propoxyphene Prods. Liab. Litig., 756 F.3d 917, 936 (6th Cir. 2014) (claims are
preempted where “the conduct that Plaintiffs allege gives rise to their statutory negligence claims is the [defendants’]
violation of the FDCA”); Connelly v. St. Jude Med., Inc., No. 5:17-CV-02006-EJD, 2017 WL 3619612, at *5 (N.D.
Cal. Aug. 23, 2017); Grant v. Corin Grp. PLC, 2016 WL 4447523, at *4 (S.D. Cal. Jan. 15, 2016); Perdue v. Wyeth
Pharm. Inc., 209 F. Supp. 3d 847, 852 (E.D.N.C. 2016); Norman v. Bayer Corp., Case No. 3:16-cv-253, 2016 WL
4007547, at *5 (D. Conn. July 26, 2016), appeal docketed, No. 16-2966 (2d Cir. Aug. 26, 2016); Hafer, 99 F. Supp.
3d at 862; Williams v. Zimmer US Inc., 2015 WL 4256249, at *6-7 (E.D.N.C. July 14, 2015); Blankenship, 6 F. Supp.
3d at 991; Dunbar v. Medtronic, Inc., No. 14-01520, 2014 WL 3056026, at *5-6 (C.D. Cal. June 25, 2014); McClelland
v. Medtronic, Inc., 944 F. Supp. 2d 1193, 1200 (M.D. Fla. 2013); Kapps v. Biosense Webster, Inc., 813 F. Supp. 2d
1128, 1151-52 (D. Minn. 2011); Leonard v. Medtronic, Inc., No. 1:10-CV-03787-JEC, 2011 WL 3652311, at *7–8
(N.D. Ga. Aug. 19, 2011); Franklin v. Medtronic, Inc., No. 09-CV-02301REBKMT, 2010 WL 2543579, at *8 (D.
Colo. May 12, 2010), report and recommendation adopted, No. 09-CV-02301-REB-KMT, 2010 WL 2543570 (D.
Colo. June 22, 2010).
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that parallel federal requirements, negligence per se claims base liability solely on the federal law
violation, and thus do not rely on a freestanding state-law duty that exists “‘even in the absence of
the FDCA.’” Williams, 123 F. Supp. 3d at 746 (quoting Riley, 625 F. Supp. 2d at 777).
Negligence per se claims thus attempt to hold a defendant liable only because the conduct
violates FDA regulations, not for conduct that violates state law duties and “also violates FDA
regulations.” In re BHR, 300 F. Supp. 3d at 747 (emphasis added). As a result, permitting such
claims would allow Plaintiffs, under the auspices of state law, to hold manufacturers liable for
violations of federal law that Congress made clear should be “enforced exclusively by the Federal
Government.” Buckman, 531 U.S. at 352 (citing 21 U.S.C. § 337). Allowing these claims “to go
forward would authorize an impermissible action to enforce provisions of the FDCA and its
implementing regulations.” In re Bard IVC Filters Prods. Liab. Litig., No. 15-02641, 2018 WL
1256768, at *9 (D. Ariz. Mar. 12, 2018).
C.

Plaintiffs’ Claims That S&N Failed to Report Adverse Events Should Be
Dismissed.

Plaintiffs’ allegations that S&N failed to report adverse events to the FDA with regard to
the so-called “BHR-THA system” and “R3-THA device configuration” also should be dismissed.
See, e.g., THA MACC ¶¶ 132, 148(h), 149, 338, 358; R3 MACC ¶¶ 119, 121, 145, 329. In
response to Plaintiffs’ BHR MACC, the Court held that Plaintiffs’ allegations that S&N failed to
report adverse events were not preempted, because “[i]t is undisputed that under FDA regulations
and the PMA Smith & Nephew had duties . . . to report adverse incidents,” and certain courts “have
recognized that violations of those federal requirements may breach state tort duties.” In re BHR,
300 F. Supp. 3d at 744. S&N respectfully submits, however, that Plaintiffs here have not identified
any state law duty that parallels S&N’s federal requirements to submit information about adverse
events to the FDA.
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First, to avoid express preemption, “the plaintiff must show that the requirements” of state
and federal law “are ‘genuinely equivalent.’” Wolicki-Gables v. Arrow Int’l Inc., 634 F.3d 1296,
1301 (11th Cir. 2011). But “the federal duty to report certain information to the FDA is not
‘identical,’ and thus not parallel, to the state-law duty to provide warnings to patients or their
physicians.” Aaron, 209 F. Supp. 3d at 1005-06. “Because the state-law duty to warn is not
genuinely equivalent to a duty imposed by the FDCA, Plaintiffs’ allegations that [defendant] failed
to report adverse events to the FDA do not state a parallel claim.” Id. (internal quotation marks
omitted). There is “no state-law requirement that medical-device manufacturers submit adverseevent reports to the FDA.” Id. at 1005.
Even where state law includes certain duties to warn third parties, “it does not follow from
this principle that defendant[] had a state-law duty to warn the FDA, a third party with no
relationship to plaintiff.” Norman, 2016 WL 4007547, at *4 (emphasis added). Rather, state law
claims based on warnings that allegedly should have been given to non-plaintiffs are premised on
scenarios in which “a dangerous product is provided to one person (such as a store owner) for the
use of another (such as a customer). . . . The analogous party to the shop owner . . . is plaintiff’s
doctor—who had a direct relationship with plaintiff and provided the device—not the FDA,” from
whom there is no “reasonable assurance that the information would have reached plaintiff.” Id.;
see also, e.g., Warstler v. Medtronic, Inc., 238 F. Supp. 3d 978, 989 (N.D. Ohio 2017) (“[A]
manufacturer’s mandatory adverse event report to the FDA does not function as a warning. While
the FDA ‘may disclose’ adverse event reports to the public, it has no obligation to do so. . . . That
adverse-event reports are not warnings further evidences that the federal duty to submit these
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reports is not ‘equal to, or substantially identical’ to a state law duty to warn patients, their doctors,
or the medical community.”).33
Second, Plaintiffs’ claims based on a failure to report adverse events to the FDA should be
dismissed as impliedly preempted under Buckman. The Supreme Court has recognized that
Buckman holds that “federal drug and medical device laws pre-emp[t] a state tort-law claim based
on failure to properly communicate with the FDA.” Pliva Inc. v. Mensing, 564 U.S. 604, 618-19
(2011) (emphasis added). Plaintiffs’ claims that S&N “fail[ed] to properly communicate” (id.)
adverse events to the FDA is no different: “Because this theory of liability is based on a duty to
file a report with the FDA, it is very much like the ‘fraud-on-the-FDA’ claim the Supreme Court
held was impliedly preempted in Buckman. In both cases, a plaintiff alleged a manufacturer failed
to tell the FDA those things required by federal law.” Mink v. Smith & Nephew, Inc., 860 F.3d
1319, 1330 (11th Cir. 2017) (dismissing claim asserted under Florida law); see also Aaron, 209 F.
Supp. 3d at 1010 (adverse event “[reporting] regulations relate to information that manufacturers
are required to provide to the FDA, and Plaintiff[s] cannot usurp the FDA’s regulatory oversight
role for policing purported violations of the agency’s regulations”). S&N acknowledges that this
Court previously ruled otherwise. Other courts, however, have dismissed similar claims asserted

33

Numerous courts have ruled that there is no state law duty parallel to federal adverse event reporting requirements,
and claims purportedly based on such a duty are thus expressly preempted by federal law. See, e.g., Aaron, 209 F.
Supp. 3d at 1005-06 (dismissing claims asserted under Ohio law); Warstler. 238 F. Supp. 3d at 989 (same); Norman,
2016 WL 400754 at *4 (dismissing claims asserted under Connecticut law); Pearsall v. Medtronics, Inc., 147 F. Supp.
3d 188, 201 (E.D.N.Y. 2015) (“While New York law may require manufacturers to warn the medical profession, that
is not the same as a duty to report to the FDA.”); Marmol v. St. Jude Med. Ctr., 132 F. Supp. 3d 1359, 1369 (M.D.
Fla. 2015) (“Plaintiff’s failure-to-warn claim is premised upon an FDA-reporting requirement that is not paralleled by
a Florida-law duty”); Byrnes, 60 F. Supp. 3d at 1297 (“Plaintiffs have failed to identify any Florida state law duty to
report to the FDA”); Schouest, 92 F. Supp. 3d at 609 (claim based on failure to report adverse events to the FDA was
preempted, where the “complaint does not point to a [Texas state law] duty to report adverse events”); Pinnsonneault
v. St. Jude Med., Inc., 953 F. Supp. 2d 1006, 1017 (D. Minn. 2013) (there is no Minnesota “state common law failureto-warn claim based on a failure to properly issue reports to a federal agency, such as the FDA”); Norabuena v.
Medtronic, Inc., 86 N.E. 3d 1198, 1207 (Ill. App. Ct. 2017), (“although plaintiffs have identified a federal
requirement” to report adverse events to the FDA, “there is no Illinois requirement that parallels it”).
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under various states’ laws, 34 and S&N respectfully submits that these cases were decided
correctly.35
Finally, Plaintiffs’ claims based upon the alleged failure to report adverse events to the
FDA also should be dismissed because Plaintiffs have not sufficiently pled a causal link between
S&N’s failure to report and Plaintiffs’ injuries. “To properly plead parallel claims that survive
preemption, a plaintiff must allege facts (1) showing an alleged violation of FDA regulations or
requirements related to [the device], and (2) establishing a causal nexus between the alleged injury
and the violation.” Houston, 957 F. Supp. 2d at 1174 (emphasis added). “[C]onclusory allegations”
linking an alleged violation of federal law to a plaintiff’s injury do not suffice under federal
pleading requirements. McAfee v. Medtronic, Inc., No. 1:12-cv-417, 2016 WL 2588807, at *2
(N.D. Ind. May 5, 2016).
With regard to their claims that S&N failed to report adverse events to the FDA, Plaintiffs
allege only that “[a]s a direct and proximate result of [S&N’s] violations of one or more of these
federal statutory standards and regulatory standards of care, a THA system was implanted in
Plaintiffs’ hip joints, and its subsequent failure directly and proximately caused and/or contributed

34

See, e.g., In re Medtronic, 623 F.3d at 1205-06 (dismissing claims based on failure to report adverse events to the
FDA under Buckman); Marsh v. Genentech, Inc., 693 F.3d 546, 553-54 (6th Cir. 2012) (affirming holding that adverse
event reporting claim asserted under Michigan law was impliedly preempted, because “[h]aving a court determine
whether any non-disclosed information ‘may reasonably affect the statement of contra indications, warnings,
precautions or adverse reactions in the draft labeling’ . . . would both usurp the agency’s role and go beyond the court’s
institutional expertise”); Hafer, 99 F. Supp. 3d at 860-61 (dismissing Tennessee state law claim alleging failure to
report adverse events to the FDA as impliedly preempted); Blankenship, 6 F. Supp. 3d at 989 (dismissing claim
brought under Missouri law, because “even if plaintiff based this claim on [defendant’s] failure to file an adverse event
report with the FDA, the Eighth Circuit has held that such a claim is preempted under Buckman”); Morris v. Wyeth,
Inc., 582 F. Supp. 2d 861, 867-69 (W.D. Ky. 2008) (claim asserted under Kentucky law for failure to file adverse
event reports was impliedly preempted because “it is the proper role of the FDA, not the Court, to determine whether
Defendants have failed to comply with FDA reporting requirements”).
35

No state law at issue in Plaintiffs’ MACC or Short Form Complaints parallels the federal duty to report adverse
events to the FDA, and Plaintiffs’ adverse event reporting allegations should be held impliedly preempted under
Buckman regardless of the state law invoked. At a minimum, Plaintiffs’ claims that S&N failed to report adverse
events to the FDA should be dismissed to the extent Plaintiffs invoke state laws that courts have already held to be
preempted in the case law set forth above. Plaintiffs’ THA Track cases (and the respective state law alleged) that fall
within this category are set forth in Exhibit B.
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to the severe and permanent injuries the Plaintiff sustained.” THA MACC ¶ 133; id. ¶ 150
(similar); R3 MACC ¶ 146 (similar). Neither Plaintiffs’ MACCs nor their Short Form Complaints
provide factual allegations offering a plausible basis for how submission of the adverse event
reports to the FDA would have reached them or their surgeons, let alone prevented them from
receiving their devices.
Plaintiffs’ failure to plead facts supporting this necessary causal link is particularly stark,
because their potential theories to establish causation are preempted for reasons set forth above.
For instance, Plaintiffs cannot maintain that additional adverse event reporting would have resulted
in a label change, additional post-sale warnings, or withdrawal of the devices. Nor is there any
requirement (or basis to allege) that FDA would have communicated additional adverse events to
Plaintiffs’ surgeons or the medical community. See, e.g., Aaron, 2009 F. Supp. at 1005 (“Although
the FDA ‘may disclose’ adverse-event repots, it is not required to do so. Thus, adverse-event
reports, unlike the warnings on a device label, are not automatically made public”) (citing 21 C.F.R.
§ 803.9) (emphasis omitted). Accordingly, whether framed as a preemption issue or a failure to
meet Rule 8 pleading requirements, Plaintiffs’ claims should be dismissed because of their failure
to plead a non-preempted causal link between S&N’s alleged failure to report adverse events to
the FDA and Plaintiffs’ injuries. See, e.g., Martin, 32 F. Supp. 3d at 1043 (dismissing claim as
preempted, because “although plaintiffs have alleged that defendants failed to warn the FDA about
adverse events, they have not alleged how that failure to warn caused or contributed to their
damages or injuries”).36
36

See also, e.g., Beavers-Gabriel, 15 F. Supp. 3d at 1040 (dismissing claims as preempted because “Plaintiffs provide
no facts or arguments tying the failure to submit reports of adverse events to the FDA to a failure to warn Plaintiff and
Plaintiff’s physicians”); De La Paz v. Bayer Healthcare, Inc. 159 F. Supp. 3d 1085, 1097 (N.D. Cal. 2016) (dismissing
claim that manufacturer of PMA device failed to report adverse events, because plaintiff had not pleaded facts to
support that “she or her physician would have even become aware of these adverse events if [defendant] had timely
reported them to the FDA”); McAfee, 2016 WL 2588807, at *2 (dismissing claim that defendant failed to report
adverse events, because plaintiff had not alleged that if defendant “filed the report of the . . . adverse event before his
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D.

The Punitive Damages Claims Should Be Dismissed.

Plaintiffs’ claims seeking punitive damages should be dismissed as inadequately pleaded
and derivative of claims that cannot stand. Plaintiffs allege that S&N (1) marketed the BHR-THA
system and R3-THA configuration as being approved for sale or similar to the PMA-approved
BHR system, (2) delayed reporting failures to the FDA, and (3) concealed information about the
unapproved systems’ widespread use. THA MACC ¶¶ 364-67; R3 MACC ¶¶ 354-57. Plaintiffs
assert that this conduct, along with other conduct alleged in the MACCs, was “intentional,
fraudulent, malicious and/or reckless.” This claim should be dismissed.
First, the punitive damages claim fails because it is derivative of Plaintiffs’ underlying
liability claims, which, as described above, are inadequate. See, e.g., Sacks v. Phillip-Morris, Inc.,
Case No. Civ. A. NMN-95-1840, 1996 WL 780311, at *7 (D. Md. Sept. 19, 1996), aff’d 139 F.3d
892 (4th Cir. 1998) (“As Plaintiffs have failed to state a claim under any theory of liability, they
cannot be entitled to punitive damages.”); accord In re Darvocet, 756 F.3d at 936 (affirming
dismissal of punitive damages claim because it was derivative of plaintiffs’ underlying claims,
which had been properly dismissed).
Second, the only specific allegations that Plaintiffs make in support of this claim do not
suggest the type of mental state necessary to warrant punitive damages. See, e.g., Sykes v. Bayer
Pharm. Corp., 548 F. Supp. 2d 208, 217-18 (E.D. Va. 2008) (denying leave to amend complaint
to add punitive damages claim) (noting that Virginia only awards punitive damages “in cases of

surgery, his physician would have received notice of that filing”); Viserta v. St. Jude Med., Inc., Case No. 8:11-cv00505-JMC, 2012 WL 667814, at *4 (D.S.C. Feb. 29, 2012) (dismissing claim that defendant failed to report adverse
events, because there was no allegation of a “factual basis to create a plausible causal connection between [adverse
event] reports and [plaintiff’s] injury”); Hawkins v. Medtronic, Inc., 1:13-cv-499, 2014 WL 346622, at *8 (E.D. Cal.
Jan. 30, 2014) (“Plaintiff has not pleaded sufficient facts to support any claims under this theory because a causal
connection between his injuries and the alleged failure to report is absent. Plaintiff generally alleges that Defendants
failed to report adverse events to the FDA. He also generally alleges that these failures caused or contributed to his
injuries. What is not alleged is any factual content that would support the causal nexus.”).
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the most egregious conduct,” and finding that plaintiffs’ conclusory allegations did not support
that characterization of defendant’s conduct). 37 Courts routinely dismiss claims for punitive
damages that are unsupported by plausible factual allegations, 38 and this Court should do
likewise.39
CONCLUSION
For these reasons, the THA MACC and R3 MACC and the individual Plaintiffs’ Short
Form Complaints should be dismissed.

37

See also Laskowski v. Brown Shoe Co., No. 3:14-CV-01812, 2015 WL 1286164, at *3 (M.D. Pa. Mar. 20, 2015)
(allegations did not support claim for punitive damages that failed to demonstrate a “wanton disregard of the Plaintiffs
by the Defendants”); Miller v. I-Flow Corp., No. CV 09-813-PHX-SRB, 2011 WL 13092973, at *3 (D. Ariz. July 6,
2011) (dismissing punitive damages claim where plaintiff failed to identify the causes of action for which she sought
punitive damages and where the complaints’ factual allegations were insufficient to suggest that defendant “acted with
the ‘evil mind’ required to support a request for punitive damages”).

38

See Whitaker v. Hyundai Motor Co., Case No. 7:17-cv-00055, 2017 WL 3197243, at *4 (W.D. Va. July 27, 2017)
(“[B]ecause the plaintiff has not included facts that could plausibly give rise to punitive damages, the court will grant
the defendants’ motions to dismiss count VI [requesting punitive damages].”); Perez v. Auto Tech. Co., 2014 WL
12588644, at *4-7 (C.D. Cal. July 14, 2014) (dismissing prayer for punitive damages in products liability action,
where plaintiff failed to support “conclusory allegations” that defendant had acted “maliciously and oppressively”
with “any facts”); Moore v. Mylan Inc., 840 F. Supp. 2d 1337, 1353 (N.D. Ga. 2012) (dismissing punitive damages
claim in products liability action, where plaintiff failed to state “any facts to support her claim” that defendants’
conduct was “intentional, willful, wanton, oppressive, malicious, and reckless”); Brown v. Cox, Case No. 2:11-cv-184,
2011 WL 3269680, at *6 (E.D. Va. July 27, 2011) (dismissing punitive damages claim in personal injury action, where
plaintiff’s “conclusory legal statements” that defendants’ conduct was “‘reckless and ‘grossly negligent”‘ provided
“no factual support for its allegations that Defendants’ conduct was willful or wanton and thus deserving of punitive
damages”).
39

S&N acknowledges that this Court has ruled that the punitive damages claim in the BHR MACC survived because
a number of plaintiffs’ underlying claims survived. In re BHR, 300 F. Supp. 3d at 736 n.3. S&N respectfully disagrees
and submits this argument to preserve it for further review.
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EXHIBIT B
REJECTION OF FAILURE TO REPORT ADVERSE EVENT ALLEGATIONS UNDER
CERTAIN STATE LAWS AT ISSUE IN PLAINTIFFS’ SHORT FORM COMPLAINTS
State1
Connecticut

Law
“Plaintiff next argues that defendants may be liable because they were required
to report certain adverse events to the FDA and failed to do so. Because I
conclude that Connecticut law creates no parallel duty to report such events to
the FDA, I will also dismiss this claim.” Norman v. Bayer Corp., 3:16-cv-253,
2016 WL 4007547, at *4 (D. Conn. July 26, 2016).

Florida

“[Plaintiff’s] failure to report theory is impliedly preempted. [Plaintiff’s] theory
relies on his allegation that S&N failed to adequately investigate adverse events
and complaints and failed to property report these issues to the FDA. . . . [T]he
federal law preempts these claims insofar as S&N’s duty is owed to the FDA and
[plaintiff’s] theory of liability is not one that state tort law has traditionally
occupied.” Mink v. Smith & Nephew, Inc., 860 F.3d 1319, 1330 (11th Cir. 2017).
“Florida recognizes a duty to warn the user or consumer of the product and, in
the case of medical devices, a physician. On the other hand, the MDA requires
manufacturers to provide reports of adverse events associated with a medical
device to the FDA; and the information contained in these reports may or may
not reach physicians. Plaintiff has not identified a duty under Florida law that
requires a manufacturer to warn an agency, such as the FDA, of potential dangers
associated with a medical device. Because Plaintiff’s failure-to-warn claim is
premised upon an FDA-reporting requirement that is not paralleled by a Floridalaw duty, Plaintiff’s claim is impliedly preempted.” Marmol v. St. Jude Med.
Ctr., 132 F. Supp. 3d 1359, 1369 (M.D. Fla. 2015).

1
The following Plaintiffs’ Short Form Complaints adopt the MACCs’ allegations regarding S&N’s alleged failure to
report adverse to the FDA, and purport to assert claims under the law of the states listed in this Exhibit. Lafountain
[D.E. 99 in 1:18-cv-01658] (Connecticut); Proudfoot [D.E. 1051] (Connecticut); Trischitti [D.E. 1015]
(Connecticut); McAnneny [D.E. 991] (Connecticut); Deleo [D.E. 1 in 1:18-cv-01738] (Connecticut); Sherwill [D.E.
1001] ( Connecticut); Williams [D.E. 1 in 1:18-cv-00659] (Connecticut); Overing [D.E. 1046] (Florida); Procter
[D.E. 1090] (Florida); Brubaker [D.E. 1026] (Florida); Garback [D.E. 1059] (Florida); Hill [D.E. 1039] (Florida);
Hinds [D.E. 1120] (Florida); Jones [D.E. 1041] (Florida); Peragallo [D.E. 1079] (Florida); Shanteau [D.E. 1132]
(Florida); Williams [D.E. 515] (Florida); Bucalo [D.E. 1131] (Illinois); DeWitt [D.E. 1139] (Illinois); Tipsord [D.E.
99 in 1:18-01662] (Illinois); Farner [D.E. 1029] (Illinois); Menges [D.E. 1007] (Illinois); Russell [D.E.1049]
(Illinois); Sullender [D.E. 1088] (Kentucky); Schalch [D.E. 1054] (Kentucky); Rigney [D.E. 1012] (Kentucky);
Radzwion [D.E. 1050] (Michigan); Plummer [D.E. 1130] (Michigan); Arrigo [D.E. 1141] (Michigan); Hartley [D.E.
984] (Minnesota); Budnick [D.E. 1020] (Minnesota); Tracy [D.E. 986] (Minnesota); Chambly [D.E. 1019]
(Missouri); Almodovar [D.E. 1063] (New York); Banas [D.E. 1066] (New York); Balgley [D.E. 1028] (New York);
Bottenus [D.E. 989] (New York); Dunn [D.E. 1133] (New York); Feeley [D.E. 1072] (New York); Koda [D.E. 1 in
1:18-cv-00663] (New York); Lytle [D.E. 1022] (New York); Minschke [D.E.773] (New York); Pantin [D.E. 1036]
(New York); Ravitz [D.E. 998] (New York); Urbanczyk [D.E. 1002] (New York); VanLeuwen [D.E. 1143] (New
York); Wilhelm [D.E. 1058] (New York); Bowers [D.E. 1077] (Ohio); Hammer [D.E. 1084] (Ohio); Fisher [D.E.
1003] (Ohio); Frees [D.E. 1032] (Ohio); Myers [D.E. 1045] (Ohio); Strader [D.E. 1056] (Ohio); Hauri [D.E. 1092]
(Tennessee); Kephart [D.E. 1129] (Tennessee); Leturno [D.E. 992] (Tennessee); Martin [D.E. 1087] (Texas);
Ahlenius [D.E. 1140] (Texas); Balderas-Salas [D.E. 591] (Texas); Belter [D.E. 1024] (Texas); Cromwell [D.E.
1027] (Texas); Sadau [D.E. 1052] (Texas); Wood [D.E. 1083] (Texas); Yokum [D.E. 1061] (Texas).
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State1

Law
“[T]o the extent that the claim is based on [defendant’s] failure to report adverse
events to the FDA, it is impliedly preempted. Although federal law requires
medical device manufacturers to file adverse event reports . . . , Plaintiffs have
failed to identify any Florida state law duty to report to the FDA.” Byrnes v.
Small, 60 F. Supp. 3d 1289, 1297 (M.D. Fla. 2015).

Illinois

Plaintiffs “allege [defendant] failed to report adverse events to the FDA as
required as a condition to the [device’s] premarket approval. However, although
plaintiffs have identified a federal requirement that their complaint alleges
[defendant] violated, there is no Illinois requirement that parallels it.” Norabuena
v. Medtronic, Inc., 86 N.E. 3d 1198, 1206 (Ill. App. Ct. 2017).

Kentucky

“It is the proper role of the FDA, not the Court, to determine whether Defendants
had failed to comply with FDA reporting requirements,” such that plaintiff’s
Kentucky state law claims based on a failure to report adverse events to the FDA
are preempted. Morris v. Wyeth, Inc., 582 F. Supp. 2d 861, 869 (W.D. Ky. 2008).

Michigan

Plaintiff’s “suit would require a court to rule on the adequacy of [defendant’s]
post-marketing disclosures to the FDA, which is the kind of ‘inter-branch
meddling’ that concerned the Court in Buckman. . . . Having a court determine
whether any non-disclosure information ‘may reasonably affect the statement of
contra indications, warnings, precautions or adverse reactions in the draft
labeling’ would both usurp the agency’s role and go beyond the court’s
institutional expertise.” Marsh v. Genentech, Inc., 693 F.3d 546, 553-54 (6th Cir.
2012).

Minnesota

“Plaintiffs alleged that [defendant] failed to provide the FDA with sufficient
information and did not timely file adverse event reports, as required by federal
regulations. . . . [T]hese claims are simply an attempt by private parties to enforce
the MDA, claims foreclosed by § 337(a) as construed in Buckman.” In re
Medtronic, Inc., Sprint Fidelis Leads Prods. Liab. Litig., 623 F.3d 1200, 120506 (8th Cir. 2010).
“This Court concludes that plaintiffs’ failure-to-warn claims are expressly
preempted under § 360k(a). . . . [P]laintiffs have not pointed this Court to any
applicable jurisdictions that recognize a state common law failure-to-warn claim
based on a failure to properly issue reports to a federal agency, such as the FDA.
. . . [E]ven assuming that the possible applicable jurisdictions permit a state law
claim for failure-to-warn a patient based on [defendant’s] failure to issue timely
or proper MDRs to the FDA, such claims are not genuinely equivalent to a duty
imposed by the FDCA.” Pinnsonneault v. St. Jude Med., Inc., 953 F. Supp. 2d
1006, 1015-16 (D. Minn. 2013).

2
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State1
Missouri

Law
“[E]ven if plaintiff based this claim on [defendant’s] failure to file an adverse
event report with the FDA, the Eighth Circuit has held that such a claim is
preempted under Buckman.” Blankenship v. Medtronic, Inc., 6 F. Supp. 3d 979,
989 (E.D. Mo. 2014).

New York

“The federal requirements require that adverse events and other reports be made
to the FDA. While New York law may require manufacturers to warn the medical
profession, that is not the same as a duty to report to the FDA. Thus, since the
state law duty imposes obligations that are ‘different from, or in addition to’ the
federal requirements, the Court finds that Plaintiff’s failure to warn claim is
preempted. The Court also finds that since Plaintiff’s failure to warn claim is
predicated on Defendant’s alleged failure to provide the required reports to the
FDA, authority to enforce that claim rests with the FDA.” Pearsall v.
Medtronics, Inc., 147 F. Supp. 3d 188, 201 (E.D.N.Y. 2015).

Ohio

“Although federal law requires device manufacturers to report certain adverse
events to the FDA, there is no state-law duty to report adverse events to the FDA.
And the federal duty to report certain information to the FDA is not identical,
and thus not parallel, to the state-law duty to provide warnings to patients or their
physicians. Because the state-law duty to warn is not genuinely equivalent to a
duty imposed by the FDCA, Plaintiffs’ allegations that [defendant] failed to
report adverse events to the FDA do not state a parallel claim.” Aaron v.
Medtronic, Inc., 209 F. Supp. 3d 994, 1005 (S.D. Ohio 2016).
“Unlike the FDA’s adverse event reporting requirement, Ohio law imposes no
duty to report adverse events to the FDA. Simply put, the federal reporting duty
is not equal to, or substantially identical to and, therefore, not parallel to the state
law duty to warn patients or their physicians. As a result, plaintiff’s allegations
that defendant failed to satisfy a duty to warn does not state a parallel claim.
Further, . . . a manufacturer’s mandatory adverse event report to the FDA does
not function as a warning. While the FDA ‘may disclose’ adverse event reports
to the public, it has no obligation to do so. . . . That adverse-event reports are not
warnings further evidences that the federal duty to submit these reports is not
equal to, or substantially identical to a state law duty to warn patients, their
doctors, or the medical community . . . .” Warstler v. Medtronic, Inc., 238 F.
Supp. 3d 978, 989 (N.D. Ohio 2017) (internal quotations omitted).

Tennessee

“To the extent that Plaintiffs seek recourse for Defendants’ failure to file adverse
event reports with the FDA, the Court finds such claim impliedly preempted
under Buckman.” Hafer v. Medtronic, Inc., 99 F. Supp. 3d 844, 860-61 (W.D.
Tenn. 2015) (citing Blankenship v. Medtronic, Inc., 6 F. Supp. 3d 979, 989 (E.D.
Mo. 2014)).
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State1
Texas

Law
Plaintiff’s “complaint does not point to a duty to report adverse events or allege
any FDA reporting regulations that [defendant] violated. Therefore, any general
negligence claim that [plaintiff] has attempted to plead is preempted.” Schouest
v. Medtronic, Inc., 92 F. Supp. 3d 606, 609 (S.D. Tex. 2015).
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