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The American Association for Justice [“AAJ"], fornerly the Association of Tria
Lawers of America, and Public Justice respectfully subnmit this brief as amci
curiae. The parties have filed letters of consent to the filing of am cus
briefs.[ FN1]

FN1. Pursuant to Rule 37.6, Amici disclose that no counsel for a party au-
thored any part of this brief, nor did any person or entity other than Am ci
Curiae, their nenbers, or counsel make a nmonetary contribution to its pre-
par ati on.

AAJ is a voluntary national bar association whose approximately 52,000 trial |aw
yer nenbers primarily represent individual plaintiffs in civil suits and persona
injury actions, including plaintiffs injured by unsafe nedical devices. Throughout
its 40-year history, the association has chanpioned the fundamental right of every
Anerican to |l egal recourse for redress of wongful injury. AAJ views the | ower
court's decision in this case as an unwarranted expansi on of the preenption doc-
trine that underm nes that fundanmental right.

Public Justice is a national public interest |law firm dedicated to pursuing
justice for the victinms of corporate and governnental abuses. Through invol venent
in precedent-setting and socially significant litigation, Public Justice seeks to
ensure that tort law fully serves its dual purposes - conpensating those injured
by wrongful conduct and deterring similar conduct in the future. Public Justice is
gravely concerned that, if the tort systemis closed to innocent victinms of de-
fective nedical devices through application of the preenption doctrine in this
case, neither of these purposes will be served.

SUMVARY OF THE ARGUMENT

1. The court below erred in holding that the Medical Device Amendnents of 1976 ex-
pressly preenpt not only state adm nistrative regul ati on of devices, but also
state product liability damage | awsuits.

Congress enacted the MDA to expand the authority of the FDA to keep unsafe nedical
devices off the market before they could cause injury. Lawrakers were responding
to the harns caused by the Dal kon Shield and ot her unsafe medi cal devices that had
resulted in numerous |lawsuits. Congress did not respond by protecting manufactur-
ers fromliability for such injuries. In fact, there is no indication in the |e-
gislative history that Congress sought to elimnate state-law remedies for injury.

Rat her, Congress saw this litigation as synptomatic of a regulatory shortfall. Its
response was to fill this gap by enacting additional tools for protecting the pub-
lic.

The nost inportant of this Court's canons of construction regarding preenption
provisions is the presunption against preenption. Congress nmust be presuned to
have intended to | eave state law renedies in place in the absence of clear and un-
anbi guous intent to the contrary. The court bel ow, however, construed 8§ 360k
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t hrough preenption-col ored gl asses, holding that a State “requirenent” should in-
cl ude common-1aw actions sinply because it could be so construed

2. The court below erred in holding that plaintiffs' product liability action, if
successful, would inpose a state requirenent different fromthe federal require-
ment under the MDA. Al though preenption of state requirenents may in sone circum
st ances enconpass common | aw duties, Congress narrowly wwote the MDA to preenpt
only state requirenents “with respect to a device.” Plaintiffs' causes of action
in this case are based on the duties inposed on all manufacturers to exercise due
care under the circunstances in designing products and warni ng of their dangers.
These general common | aw duties are not requirenents with respect to nedica

devi ces.

Nor are plaintiffs' causes of action preenpted on the theory that a jury verdict
woul d establish a requirement with respect to the specific device in this case. A
jury is not a “State or political subdivision of a State.” Mreover, a jury ver-
dict in plaintiff's favor inposes no requirenent upon the defendant apart fromthe
obligation to pay conpensation. Although a verdict nmay notivate the defendant to
change a product to avoid future liability, such a financial incentive does not
anount to a “requirenent.” The Supremacy Cl ause and the preenption doctrine are
not concerned with speculative influences on private deci si onmaki ng.

3. The court below erred in basing its holding on the notion that Congress inten-
ded to rely solely upon FDA regulation to ensure the safety of the nost poten-
tially dangerous medi cal devices - those subject to PMA approval

For nearly a century, Anmerica has relied on a two-pronged approach to consuner
product safety. Governnent regul ation overrides the marketplace and i nposes safety
directly by decree. Product liability, on the other hand, operates indirectly

t hrough the nmarketplace. By requiring the manufacturer to internalize the costs of
injury as part of the price of the product, the market creates a financial incent-
ive for manufacturers to make their products reasonably safe. These two approaches
to product safety are radically different, and this Court has consistently held
that Congress can intend to preenpt state regulatory requirenents while leaving in
pl ace the indirect effects of tort awards.

I ndeed, as Congress was undoubtedly aware, courts have traditionally viewed regu-
lation and liability as conplenentary approaches to product safety. Courts have
har noni zed t hose approaches in the well-settled rule that conpliance with regul at -
ory requirenments is evidence of, but not conclusive of, due care

There is no evidence that Congress intended to rely exclusively on FDA regul ation
to ensure the safety of potentially dangerous nedi cal devices. Congress was well
aware of the limtations on the agency's abilities to protect the public.

Mor eover, Congress woul d not have elimnated without comrent the consunmer's right
to seek legal renmedy for wongful injury. This Court has recognized that right as
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fundamental for over two hundred years. Congress should not be presuned to have
cast it aside without clear indication that it intended to take so drastic a step

ARGUMENT

I. In Enacting The Medi cal Device Amendnents, Congress Did Not Clearly and Unam
bi guously Preenpt Private Causes of Action for Injury Caused by Unsafe Devices.

The court below erred in ruling that, because an express preenption of state
“requi rements” could enconpass comon | aw renedi es, the MDA should *5 be so inter-
preted, disregarding the strong presunption that Congress intended to |eave the
matter of remedy for wongful injury to the States.

A. Congress Enacted the Medical Device Amendnments To Protect Consuners By Expand-
ing the FDA's Pre-Marketing Authority, Not To Protect Device Makers from Post -
Mar keting Liability.

Amici address this Court on an inportant and di spositive issue in this case:

Whet her an individual's product liability claimis a state “requirenent” that is
expressly preenpted by the Medical Device Anendnents of 1976, 21 U.S.C. 8§ 360k.
The | ower court held that 8 360k(a) preenpts not only the positive law of a state
- legislative and adninistrative regulation - but also an individual's private
cause of action for personal injury. Riegel v. Medtronic, Inc., 451 F.3d 104,
120-23 (2d Cir. 2006).

In 1976, Congress took a dramatic step to protect the health and safety of Americ-
ans. Congress recogni zed that new and sophisticated nedical devices, particularly
t hose designed to be placed inside the body, pose a serious risk of harmto con-
sumers. S. Rep. No. 94-33, at 5 (1976), reprinted in 1976 U S. Code & Adnmi n. News
1070, 1074. Injuries to wonen caused by the Dal kon Shield 1UD, for exanple, resul-
ted in nmore than 500 | awsuits seeking conpensation. H R Rep. No. 853, at 8
(1976). In 1976, Dal kon Shield lawsuits were the | argest category of product I|iab-
ility actions pending in federal courts, outnumbering even asbestos cases. U S.
General Accounting Ofice, Product Liability: Extent of “Litigation Explosion” in
Federal Courts Questioned, HRD-88-36BR (Jan. 1988) at 22.

*6 Congress responded to the nunmerous injuries |linked to harnful medical devices
not by declaring a need to protect device nmakers from | awsuits, but by creating
additional tools to prevent future tragedies. Indeed, “the entire legislative his-
tory reveals no nmention of preenpting state conmon |aw tort clainms.” Robert S

Adl er & Richard A. Mann, Preenption and Medi cal Devices: The Courts Run Ampk, 59
Mo. L. Rev. 895, 923 n.128 (1994). It was private litigation, not the efforts of
the Food and Drug Admi nistration, that brought the problens of unsafe devices to

| awmakers' attention. Id. at 944-45

Congress saw these injury lawsuits as synptomatic of a serious regulatory short-
fall. The FDA had acted swiftly to renove the Dal kon Shield fromthe market, but
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it was too late for thousands of wonen who suffered toxic shock, infertility, and
pel vic infections. FN The question that concerned Congress was not whether the
manuf acturers should be held liable for injuries, but rather why the FDA coul d not
keep unsafe devices off the market in the first place. O particular concern were
t he Dal kon Shield, catheters, artificial heart valves, defibrillators, and pace-
makers. Medtronic, Inc. v. Lohr, 518 U S. 470, 476 (1996). These devices “becane
the synbols that spurred Congressional action to protect the public fromthe harm
ful effects of a largely unregul ated device industry.” *7Mnistry of Health v.
Shiley, Inc., 858 F. Supp. 1426, 1434 (C.D. Cal. 1994). Wtness after witness in
congressi onal hearings blamed the numerous injuries and deaths caused by nedi cal
devices on the FDA's inability to assure their safety prior to marketing. See S
Rep. No. 94-33, at 7-10 (1976), reprinted in 1976 U S. Code & Admin. News 1070,
1076-79.

FN2. The story of the Dal kon Shield scandal is told in In re A H Robins
Co., 880 F.2d 709, 710-12 (4th Cir.), cert. denied, 493 U S. 959 (1989); and
in Richard B. Sobol, Bending the Law. The Story of the Dal kon Shield Bank-
ruptcy (1991).

At that time, the FDA possessed no specific authority to regulate the entry of
nmedi cal devices into the market, as it possessed with respect to drugs. H R Rep
No. 853, at 2-3 (1976). The agency had authority to nonitor and regulate the sale
of nmedical devices. See 21 U S.C. 8§ 331 (1994) (prohibiting comerce in adulter-
ated or m sbranded nedi cal devices). But its enforcenment powers were linmted to
recall s and ot her post-nmarketing actions.

To fill this gap, Congress passed the Medical Device Amendnments [“MDA’], which
created a regulatory structure for the FDA to require that nedical devices be
shown to be safe and effective prior to entering the market. Pub. L. No. 94-295,
90 Stat. 539 (1976) (codified at 21 U.S.C. § 360c et seq.). The statute's overrid-
ing purpose was to “provide for the safety and effectiveness of nedical devices

i ntended for human use.” 90 Stat. 539 (preanble).

Congress included in the MDA an express preenption provision:

(a) General rule. Except as provided in subsection (b), no State or political sub-
division of a State nmay establish or continue in effect with respect to a device

i ntended for human use any requirenent -

(1) which is different fromor in addition to, any requirenent applicable under
this Act to a device, and

*8 (2) which relates to the safety or effectiveness of the device or to any other
matter included in a requirenent applicable to the device under this Act.

21 U.S.C. § 360k(a).

The question before the Court is whether Congress intended this provision to pre-
vent future victinse frombringing state-law tort actions for harns caused by un-
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saf e nmedi cal devices that have nanaged to reach the marketplace. The answer is
clearly “No.”"

B. The Court Below Failed to Interpret the MDA's Express Preenption Provision Con-
sistent Wth the Strong Presunption Agai nst Preenption of State Law Renedies for
Personal Injury.

This Court's “canons of construction” for interpreting express preenption provi-
sions are well-known. The intent of Congress provides the “touchstone” in matters
of federal preenption of state |law. Cipollone v. Liggett Goup, Inc., 505 US
504, 516 (1992); Lohr, supra, 518 U. S. at 485. Courts ascertain congressional in-
tent fromthe plain wording of a preenption provision, Cipollone, 505 U.S. at
523-24; Lohr, 518 U. S. at 484, as well as from“both textual and | egislative con-
text” of the statute. Cipollone, 505 U.S. at 519 n.16 (1992); Lohr, 518 U.S. at
489-90.

Most inmportantly, courts nust assume that “the historic police powers of the
States were not to be superseded by the Federal Act unless that was the clear and
mani f est purpose of Congress.” Cipollone, 505 U. S at 518; Lohr, 518 U S. at 485.
This presunption is even stronger where, as here, *9 preenption would | eave in-
jured individuals wthout any |egal remedy for wongful injury. Lohr, at 487
(plurality), citing Silkwod v. Kerr-MGCee Corp., 464 U. S. 238, 251 (1984). If
congressional intent to elimnate state tort renedies is not unambi guously cl ear
it is not the role of the courts to supply it.

FN3. “When judges preenpt state laws in the absence of explicit congression-
al guidance, they in effect assunme a |l egislative role without accepting |e-

gislative responsibility.” Kenneth Starr, et al., The Law of Preenption: A
Report of the Appellate Judges Conference of the Anerican Bar Association 48
(1991).

The court below did not reject the presunption against preenption, but it never-
thel ess read the statutory | anguage through preenption-colored | enses. It reasoned
that, because “a state ‘requirenment,’ for purposes of the MDA, could stem from
state common-|law actions,” then “Section 360k(a)'s reference to state
‘requirenents' should be interpreted to enconpass state conmon | aw actions.” 451
F.3d at 116 & 123 (enphasi s added).

The presunption applied by the | ower court was clearly one that favored preenp-
tion. In fact, the court turned the presunption conpletely upside down, shifting
the onus to Congress to “anmend Section 360k(a) to make clear that its reference to
state ‘requirenents' does not include state tort actions.” 451 F.3d at 124.

Thi s approach flies in the face of this Court's repeated teachings that congres-
sional silence is not a sufficient basis for extending the scope of express pree-
nption beyond state positive |law to enconpass commn-| aw renedi es. See, e.g.
Sprietsma v. Mercury Marine, 537 U S. 51, 69 (2002) (provision of the Federal Boat
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Safety Act, 46 U.S.C. § 4306, *10 preenpting state |laws, regul ations, or standards
“inmposing a requirenent,” does not also preenpt tort clains where the statute does
not convey Congress's “clear and manifest intent to sweep away state conmon

law. ”); Bates v. Dow Agrosciences LLC, 544 U. S. 431, 452 n.26 (2005) (in Federa

I nsecticide, Fungicide, and Rodenticide Act, express preenption of state

“requi renments” does not include tort remedies where “the |lengthy | egislative his-
tory is barren of any indication that Congress meant to abrogate nost of the com
nmon- | aw duties | ong owed by pesticide manufacturers.”); Geier v. American Honda
Motor Co., Inc., 529 U. S. 861, 868 (2000) (preenption of state “standards” does
not include tort actions where the Court “found no convincing indication that Con-
gress wanted to pre-enpt, not only state statutes and regul ations, but also com
non-law tort actions.”).

1. A State Does Not Establish a Requirenment Wth Respect To A Device When A Jury
Returns a Verdict For The Plaintiff In A Product Liability Action

The court below erred in holding that a verdict in plaintiff's favor in a product
liability case results in a requirenent established by the State.

A. General Conmmon-Law Duties Establish No Requirenment “Wth Respect To A Device.”

This Court has indicated that express preenption of state “requirenents” could, in
some circunstances, enbrace general conmon |aw duties. Cipollone, 505 U S. at

522; Bates, 544 U. S. at 443. However, Congress wote 21 U S.C. § 360k(a) *11 nar-
rowmy. Its preenptive scope includes only a requirement “with respect to a
device.” A mjority of this Court has held that the MDA s preenption of any state
“requirenent” does not include “general state common-|aw requirenents,” such as
“the general duty of every manufacturer to use due care to avoid foreseeable
dangers in its products.” Lohr, 518 U. S. at 501 (Part V).

Plaintiffs in this case have all eged negligence in design, negligent failure to
warn, strict liability, and breach of inplied warranty. Such general duties, as
the Court pointed out, “were not specifically developed “with respect to” nedical
devices.” 1d.

Additionally, these duties nerely create a financial incentive for a manufacturer
to exercise due care under the circunstances. The focus of the inquiry is whether
the manufacturer acted reasonably in marketing a product with a known and prevent -
able risk of injury. David G Owen, Proving Negligence in Mdern Products Liabil-
ity Litigation, 36 Ariz. St. L.J. 1003, 1003 (2004). Applicable New York product
liability lawis no different:

New York courts generally consider design defect and negligence clains
“functionally synonymous,” ...Utimately, the inquiry in a design defect case
‘requires a fact finder to make a judgnment about the manufacturer's judgnment’ in
choosing to design a product in a certain way.

Barban v. Rheem Textile Sys., Inc., 2005 W. 387660, at *7 & *8 (E.D.N. Y. 2005)
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(citations omtted).

Thus, these common |aw duties nerely relate to a manufacturer's conduct; they do
not inpose any specific requirement with respect to the design of the product it-
sel f.

*12 B. A Verdict In Plaintiffs Favor Does Not Establish A “Requirenent” Wth Re-
spect to a Device.

The court below, responding to plaintiff's argunment that § 360k does not enconpass
general comrmon | aw duties, shifted its focus to jury verdicts. The court stated
that, “a verdict [in the Riegels' favor] would clearly differ fromthe FDA's PMA
approval of the device.” Riegel v. Medtronic, Inc., 451 F.3d 104, 114 (2d GCir.
2006) . Thus, the court reasoned, “the Riegels' claim if successful, would result
in state ‘requirenments' that differed fromor added to those [federal] stand-
ards.” ld. at 122.

The court viewed this case as “quite anal ogous to the hypothetical situation posed
by Justice Breyer in his Lohr concurrence.” 1d.

Justice Breyer posited a federal MDA regulation that requires a 2-inch wire in a
hearing aid. The wire, however, caused serious injury to a consumer, a known
danger that could have been avoided if the manufacturer had used a shorter wire.
Justice Breyer suggested that “an award by a jury persuaded by expert testinony
that use of a nore than 1-inch wire is negligent” would establish a requirenent
different than the MDA regul ati on. Suggesting that the effects of such a jury
verdict would be “identical” to a state agency regulation requiring a 1-inch wire,
Justice Breyer questioned whether the state tort action should al so be preenpted.
518 US. at 504-05.

FN4. It is not indicated whether the hypothetical manufacturer alerted the
FDA to the hazard presented by the 2-inch wire or whether the conpany sought
to modify the regulation, matters that would be probative of due care under
the circunstances.

*13 For several reasons, the court below erred in relying on this hypothetical
First, as Justice Breyer hinself indicated, 8§ 360k is “highly anbiguous” and
“Congress likely did not focus specifically upon the matter.” Id. at 504-05.[FN5]
Such a showi ng, he concluded, is not sufficient to surmount the presunption

agai nst preenption. Id. at 505. As the Court explained in connection with another
statute expressly preenpting state “requirenents”

FN5. G ven the | awmakers' overriding concern with FDA's premarketing aut hor-
ity, it is likely Congress saw no conflict with post-marketing liability. As
one court has noted, “the legislative history recounts the difficulty the
FDA experienced in its earlier attenpts to keep dangerous nedi cal devices
out of the marketplace.” “This attention to the regul ation of nedica
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devi ces before they reach the marketplace is consistent with” the absence of
any expressed intent to affect manufacturers' liability after devices are
sold. Goodlin v. Medtronic, Inc., 167 F.3d 1367, 1378 (11th Cir. 1999)
(enphasis in original).

Even if Dow had offered us a plausible alternative reading of § 136v(b) - indeed,
even if its alternative were just as plausible as our reading of that text - we
woul d neverthel ess have a duty to accept the reading that disfavors pre-enption.

Bates, supra, 544 U. S. at 449.

Second, characterizing jury verdicts as state requirenments does violence to the

pl ai n | anguage of § 360k. A jury cannot confortably be deenmed a “State or politic-
al subdivision of a State.” That usage is even less sensible in this case, where
the role of the State would be played by a federal jury or federal judge rendering
a verdict in this diversity case. Nor in commpn usage does a jury “establish or
continue in effect” its verdict.

*14 Finally, and nost inportantly, the effects of state regulation and the effects
of a jury verdict in a tort action are not identical. As trial |awers are well
aware, a jury verdict in favor of the plaintiff in a products liability case, re-
qguires nothing nmore than that the defendant conpensate the plaintiff for the harm
caused. See Philip H Corboy and Todd A. Smith, Federal Preenption of Product Li-
ability Law. Federalismand the Theory of Inplied Preenption, 15 Am J. Trial Adv.
435, 455-57 (1992); Ral ph Nader and Joseph A. Page, Autonobile-Design Liability
and Conpliance Wth Federal Standards 64 Geo. Wash. L. Rev. 415, 437-39 (1996).

A manuf acturer nmay be influenced by a verdict to change the design of its product,
but it is not required to do so. The product may al ready have been taken off the
mar ket or replaced by a newer, safer nodel. The manufacturer may deci de to address
the hazard by a warning or by a design change not considered by the jury. It could
al so rationally decide, balancing the probability of future serious harm agai nst
the cost of elimnating the risk, sinply to conpensate any future victinms. Stephen
Breyer, Regulation and Its Reform 175 (1982). In fact, nost manufacturers sued for
injury caused by their products do not change the product's design. 6]

FN6. Ri sk managers of Fortune 1000 corporations wi th actual product liabil-
ity experience reported that as a result (1) over 35% had inproved their
product warnings and/or instructions; (2) over 30% had i nproved the safety
of their designs and (3) 65% had established fornmal safety objectives. E
Patrick McGQuire, The Inpact of Product Liability 18 (Conference Bd. 1988),
summari zed in W Page Keeton et al., Products Liability and Safety--Cases
and Materials 1033-34 (2d ed. 1989).

*15 As this Court recently stated, a jury verdict that creates an econom c incent-
ive to invest in safety does not inpose a “requirenment” as that termis used in a
preenpti on provision
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An occurrence that merely notivates an optional decision does not qualify as a re-
qui renment ...

A requirement is a rule of law that nust be obeyed; an event, such as a jury ver-
dict, that nmerely notivates an optional decision is not a requirenent.

Bat es, 544 U. S. at 444-45.

The central concern of preenption is the exercise of power by the state or federa
government. It is not concerned with the private choices by individuals and com
pani es who renain free to select fromvariously attractive options. See Ferebee v.
Chevron Chemi cal Co., 736 F.2d 1529, 1540-41 (D.C. Cir. 1984).

[11.Congress Did Not Intend To Elinm nate Traditional State Tort Renedies and Rely
Solely On FDA Regul ations To Ensure the Safety of Medical Devices.

The | ower court erred in speculating that when Congress authorized the FDA to re-
qgui re premar ket approval of medical devices, it intended to elinmnate the |ong-
standi ng reliance on post-marketing liability as a conpl enentary neans to achi eve
product safety.

A. Product Liability Plays a Distinct and Inportant Role Protecting Public Safety.

The court below attenmpted to distinguish this Court's decision in Medtronic, Inc.
v. Lohr, 518 U S. 470 (1996), as limted to devices approved through premarketing
notification (8 510(k) process), rather *16 than through the nore rigorous pre-
mar ket approval (“PMA”) process applicable to the catheter in this case.

In the court's view,

[T] he PMA reginme represented an entirely new approach of ensuring consuner safety
t hrough increased federal regulation and oversight. It is thus nuch |ess clear
that the continuation of the previous tort renedies in the PMA context is consist-
ent with the MDA s purpose.

451 F. 3d 123.

The court offered no support for the proposition that Congress intended to pursue
the goal of safety for the npbst potentially dangerous mnedi cal devices by elininat-
ing common-|aw renedi es for injured consuners, and relying on FDA regul ation

al one. Moreover, the court gave little heed to this Court's instruction to ap-
proach this question with “the general understandi ng of conmon-| aw danages ac-
tions” and their role in product safety. Cipollone, 505 U S. at 521.

Mass production and mass marketing of consuner products has brought great progress
and prosperity to Americans over the past century. But unreasonably dangerous
products al so pose grave risks of personal injury and death. Throughout this era,
the United States has depended upon a two- pronged approach to ensuring product
safety.
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Governmental regul ati on assunmes the marketpl ace cannot achieve the desired | eve
of safety and instead inposes safety by decree. Wth respect to nedical devices,
the responsi bl e agency is the Food and Drug Adninistration, first created in *17
1906 to regulate food safety and expanded in 1938 to cover drugs, nedical devices
and cosneti cs. ]

FN7. The FDA was originally called the Division of Chem stry, changed its
name to the Food, Drug, and Insecticide Admnistration in 1927, and in 1930,
adopted its current nane. Sasha B. Rieders, State Law Tort Cl ains and the
FDA: Proposing a Consuner-Oriented Prescription in Medical Device Cases, 25
Cardozo L. Rev. 1159, 1160 n.6 (2004).

Product liability, on the other hand, allows the marketplace itself to provide the
financial incentive for manufacturers to nmake their products safe. Product liabil-
ity is an evolution of the fault principle adapted by conmon | aw courts to the
noder n mar ket pl ace, beginning with Justice Cardozo's |andmark deci sion in MacPher -
son v. Buick Mdtor Co., 111 N.E. 1050 (N. Y. 1916), nore fully devel oped in G een-
man v. Yuba Power Products, 377 P.2d 897 (Cal. 1963), and reaching its nost widely
adopted formul ation in Restatenent (Second) of Torts 8402A (1965). See generally,
Gary T. Schwartz, The Vitality of Negligence and the Ethics of Strict Liability,
15 Ga. L. Rev. 963 (1981).

Tort | aw has been called “law with a human face.” Peter H Schuck, Introduction:
The Context of the Controversy 17, 21, in Tort Law and the Public Interest (Peter
H. Schuck ed., 1991). Its primary purpose is to conpensate those who have been
wrongfully injured. But product liability also plays an indirect role providing
mar ket incentives for safety. See John W Wade, On the Nature of Strict Tort Liab-
ility for Products, 44 Mss. L.J. 825, 826 (1973).

It is well-accepted that in a marketplace in which all actors have perfect know

| edge of risks, the *18 market itself would provide the nost efficient allocation
of resources to produce reasonably safe products. Ronald H Coase, The Probl em of
Social Cost, 3 J.L. & Econ. 1 (1960); Jon D. Hanson and Kyle D. Logue, The First-
Party Insurance Externality: an Econonmic Justification for Enterprise Liability,
76 Cornell L Rev. 129, 161 (1990) (noting that the Coase Theoremis “well accep-
ted”). That is, the market would favor products with the | owest sum of the cost of
injuries plus the cost of injury prevention. Id.

O course, real-world markets don't provide perfect consuner information. Manufac-
turers are able to “externalize” the injury costs of their products. Guido Ca-

| abresi, The Costs of Accidents 70 (1970). That is, the nanufacturer can force
consuners, taxpayers, and society generally to subsidize his product by bearing
part of the cost of the injuries it causes. This places the manufacturer who in-
vests in safety at a conpetitive disadvantage, and unsafe products would tend to
drive safer ones out of the marketplace. Product liability rules, by assessing
risk retrospectively, conpensate for inperfect consuner information. Steven P
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Crol ey and Jon D. Hanson, Rescuing the Revolution: The Revived Case for Enterprise
Liability, 91 Mch. L. Rev. 683, 707-08 (1993). See also W Kip Viscusi, Reforning
Products Liability 66 (1991) (“The purpose of products liability is to fill the
gaps left by market inperfections and to replicate the incentives that woul d have
been generated had markets been functioning perfectly.”)

In this way, “civil liability has a regulatory effect by pronoting optiml de-
terrence - the taking of precautions and selection of activities that *19 mnin ze
the sum of accident costs and acci dent avoi dance costs.” Kenneth S. Abraham The

I nsurance Effects of Regulation by Litigation, in Regulation Through Litigation,

at 212, 232 (W Kip Viscusi ed. 2002). It is for the manufacturer to rationally
deci de whether it is cheaper to prevent future injuries by investing in safety
precautions or to sinply conpensate future victins. |d.

Product liability duties therefore reflect a policy of neking dangerous products
pay their own way, that is, internalizing costs to achieve an efficient |evel of
manuf acturing operations. Wlliam M Landes and Richard A Posner, The Positive
Econom ¢ Theory of Tort Law, 15 Ga. L. Rev. 851, 871-77 (1981); Richard C. Aus-
ness, Conpensation For Snoking-Related Injuries: An Alternative to Strict Liabil-
ity in Tort, 46 Wayne L. Rev. 1085, 1140 (1990)( “efficient allocation of re-
sources is nore likely if product prices reflect their actual social costs”).

Vi ewed anot her way, the law requires the product's purchase price to reflect the
costs of injuries so the “cheapest cost avoider” makes the nost efficient alloca-
tion of resources. CGuido Cal abresi and Jon T. Hirschoff, Toward a Test for Strict
Liability in Torts, Yale L.J. 1055, 1060 (1972) (“The question for the court re-
duces to a search for the cheapest cost avoider.. [i.e.] which of the parties to
the accident is in the best position to nake the cost-benefit anal ysis between ac-
ci dent costs and acci dent avoi dance costs and to act on that decision once it is
made.”); see also Breyer, supra, at 175 (favoring rule “likely to place costs on
the party best able to avoid theni).

To the extent that preventing injury is cheaper than conpensating the injured, *20
manuf act urers have an economc incentive to make their products safer. Id. In this
way, liability “is broadly consistent with an optimum investnent in accident pre-
vention by the enterprises subject to the standard.” Richard A. Posner, A Theory
of Negligence, 1 J. Legal Stud. 29, 30 (1972).

Safety by governnent regulation is a much different reginme. It is prenmised on the
belief that the marketplace cannot achieve the | evel of safety society demands.
Crol ey and Hansen, supra at 736. Regulators therefore command manufacturers to do
that which they would not do voluntarily. In many ways, regulation and liability
are pol ar opposites. Adm nistrative regulations are prospective; liability as-
sesses past conduct. Regul ations prescribe specific design or perfornance stand-
ards; a liability verdict assesses whether a manufacturer met a duty of care under
the circunstances of a particular case. Regulatory penalties are inposed to en-
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force conpliance; a liability verdict is measured to conpensate for wongful death
and injury. See Steven Shavell, Liability for Harm Versus Regul ati on of Safety, 13
J. Legal Studies 357, 359 (1984) (explaining that administrative regulation is a
centralized system of government control, while tort lawis essentially a market-
based systen).

In his classic exposition, Judge Cal abresi contrasts the indirect influence exer-
ted on the market by tort |law (“general deterrence”) w th governmental regulatory
mandates (“specific deterrence”). Cal abresi, The Costs of Accidents, supra, at
68-129. As one schol ar summari zed

[U nder a general deterrence regi ne, manufacturers, not government officials, mke
deci si ons about product safety.. In contrast, *21 specific deterrence mandates a
particul ar choice determned by the |legislature or an adnministrative agency. It is
a raw exercise of state power

Ri chard C. Ausness, Cigarette Conpany Liability: Preenption, Public Policy, and

Al ternative Conpensation Systens, 39 Syracuse L. Rev. 897, 927 (1988) (enphasis
added). It is the exercise of government power, not the private decisions of indi-
viduals, that is preenption's concern.

For this reason, this Court has consistently held that preenption of direct regu-
[ ati on by administrative agenci es does not necessarily include the indirect influ-
ence of tort awards:

The effects of direct regulation on the operation of federal projects are signi-
ficantly nore intrusive than the incidental regulatory effects of such an addi -
tional award provision.. W believe Congress may reasonably deternine that incid-
ental regulatory pressure is acceptable, whereas direct regulatory authority is
not .

Goodyear Atomic Corp. v. Mller, 486 U S. 174, 185 (1988) (enphasis added). See

al so English v. General Electric Co., 496 U S. 72, 85 (1990) (The effect of tort
awards “is neither direct nor substantial enough to place petitioner's claimin
the preenpted field” with adm nistrative regulations); Silkwod v. Kerr-MGCee
Corp., 464 U.S. 238, 258 (1984) (vesting federal agency “w th exclusive regulatory
authority over the safety aspects of nucl ear devel opment” was not inconsistent
with allowing plaintiffs to recover for injuries caused by nucl ear hazards).

Justice Blackmun | ater described the inport of these decisions: “The |evel of
choice that a defendant retains in shaping its own behavi or distinguishes the *22
i ndirect regulatory inpact of the common |aw from positive enactnments such as
statutes and adm nistrative regulations.” Cipollone, supra, 505 U S. at 536-37
(Bl ackmun, J., concurring in part, dissenting in part).

B. Congress Wuld Not Have |Intended To Ensure the Safety of the Most Potentially
Danger ous Devi ces Through Regul ati on Al one.

As noted earlier, the Court of Appeals saw the PMA regi ne as
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an entirely new approach of ensuring consuner safety through increased federa
regul ati on and oversight. It is thus nuch less clear that the continuation of the
previous tort remedies in the PMA context is consistent with the MDA's purpose.

451 F. 3d 128.

At the outset, it nust be noted that the court's standard - whether tort renedies
are consistent with the statute's purpose - nay be appropriate for inplied
“conflict” preenmption. E.g., Geier, 529 U S. at 873 (inplied preenption where
state | aw “stands as an obstacle to the acconplishnment and execution of the ful

pur poses and objectives of Congress”). However, a court's role in construing an
express preenption provision is nmuch nore limted. The |lower court's assertion is
bereft of any authority indicating that Congress intended to abolish tort renedies
and rely solely on FDA regul ati on.

The nore appropriate starting place, as this Court has instructed, is the assunp-
tion that Congress was “fam liar with common-1law principles ..recognized in ordin-
ary tort litigation [and] ‘likely *23 intended these common-I|aw principles to ob-
tain, absent specific provisions to the contrary.” " WIIl v. Mchigan Dept. of
State Police, 491 U. S. 58, 67 (1989), quoting City of Newport v. Fact Concerts,
Inc., 453 U.S. 247, 258 (1981).

One inportant conmon-law principle is that the two prongs of Anerica' s approach to
product safety - regulation and liability - are conplenentary and not nutually ex-
clusive. See, e.g., CSX Transportation, Inc. v. Easterwood, 507 U. S. 658, 668
(1993) (state “negligence liability could just as easily conplenment” railroad
crossing regul ati ons under the Federal Railroad Safety Act); Silkwood at 264

(Bl ackmun, J., dissenting) (Tort damages “conpl enent the federal regulatory stand-
ards, and are an inplicit part of the federal regulatory schene.”); Larsen v. Gen-
eral Motors Corp., 391 F.2d 495, 506 (8th Cir. 1968) (“It is apparent that the Na-
tional Traffic Safety Act is intended to be supplenmentary of and in addition to
the common | aw of negligence and product liability.”); Gahamv. Weth Labs., 666
F. Supp. 1483, 1493 (D. Kan. 1987) (state tort actions actually enhance the goa

of the National Childhood Vaccine Injury Act of optinum vaccine safety).

As the former FDA Chief Counsel has written, “FDA product approval and state tort
liability usually operate independently, each providing a significant, yet dis-
tinct level of consumer protection.” Margaret J. Porter, The Lohr Decision: FDA
Per spective and Position, 52 Food & Drug L.J. 7, 11 (1997). See also 1 Anerican
Law I nstitute, Reporters' Study: Enterprise Responsibility for Personal Injury, 50
(1991); Steven Shavell, Liability for Harm Versus Regul ation of Safety, 13 J. *24
Legal Studies 357 (1984); Susan Rose-Ackerman, Tort Law in the Regulatory State

in Tort Law and The Public Interest 82-83 (Peter H Schuck ed., 1991).

Courts have describeci this conmplenentary relationship by stating that federa
regul atory standards are “a floor, not a ceiling.” See, e.d., Ferebee v. Chevron
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Chem Co., 736 F.2d 1529, 1542- 43 (D.C. Cir. 1984); Dorsey v. Honda Mot or Co.

655 F.2d 650, 656 (5th Cir. 1981); see generally, Clarence Mrris, The Role of Ad-
mnistrative Safety Measures in Negligence Actions, 28 Tex. L. Rev. 143, 157-66
(1949).

For a hundred years courts have consi dered axiomatic the comon |aw principle that
conpliance with safety regulations is evidence for the jury that the defendant ex-
erci sed due care. At the sane tine, such conpliance generally ‘does not prevent a
finding of negligence where a reasonable man woul d take additional precautions.’

Paul Deuffert, The Role of Regulatory Conpliance in Tort Actions, 26 Harv. J. on
Legis. 175, 175 (1989), quoting Restatenent (Second) of Torts § 288(C)
(1965) . [ FN8]

FN8. See also Restatenent (Third) of ‘Forts: Product Liability §8 4 (1998):
(b) a product's conpliance with an applicable product safety statute or ad-
mnistrative regulation is properly considered in determ ning whether the
product is defective with respect to the risks sought to be reduced by the
statute or regulation, but such conpliance does not preclude as a natter of
law a finding of product defect.

*25 I n enacting the MDA, Congress gave no indication of departing fromthat his-
torical position. Certainly Congress was under no illusion that federal regulators
are so effective that they need no assistance fromcommon law |liability.

Federal adm nistrative agencies are subjef

to budgetary constraints, politica
pressures, and sinple human shortcom ngs. ]

t
FN9

FN9. It has been pointed out that the Titanic set sail in conpliance with
governmental regulations setting nmininmmrequirenents for |ifeboats, though
they could accommodate only about half the people on board. Geier v. Aneric-
an Honda Motor Co., Inc., 529 U. S. 861, 903 n.19 (2000) (Stevens, J., dis-
senting).

Federal administrative agencies have been subjected to an increasing barrage of
criticismemanating froma variety of philosophical and political positions. Eco-
nom sts are concerned with the inefficiency, waste, and shortages they see caused
by certain kinds of regulation... Consumer groups conplain that regulation is inef-
fective.

Stephen G Breyer & Richard B. Stewart, Adm nistrative Law and Regul atory Policy
130-31 (2d ed. 1985). See also See 1 Anerican Law Institute, Reporters' Study: En-
terprise Responsibility for Personal Injury 47-49 (1991) (the consensus of enpir-
ical studies is that “although conpliance with regul atory standards has exacted
substantial costs from business, the payoff in injury prevention has been di sap-
poi ntingly nodest.”).

Certainly there is no support for the notion that Congress relied entirely upon
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the FDA's ability to ensure the safety of the I arge nunmber of nedical devices en-
tering the nmarketplace. Adler and Mann, *26 supra, at 942. “To the contrary, Con-
gress has repeatedly identified shortcom ngs in FDA' s regul ation of medical
devices.” 1d. at n.191 (listing congressional investigative reports). Daniel W

Si gel man, Turning the Tabl es on Drug Conpani es: Exposing Deficiencies in FDA Regu-
lation, 30 Trial 72 (1994) (“Inplicit in the ‘FDA approval defense’ is the assunp-
tion that agency regulation protects the public fromthe dangers of marketed
drugs. Congressional oversight of FDA's performance, however, challenges the
validity of this assunption.”).

One exanple stems fromthe Dal kon Shield scandal itself. The di shonesty of manu-
facturer A.H Robins Co., its refusal to conduct adequate testing of its IUD, its
di sregard of adverse reports from physicians, and its destruction of evidence were
not uncovered by the FDA. “To the contrary, the FDA turned its attention away from
the Dal kon Shield after negotiating a ‘voluntary’ suspension of sales in the
United States.” Instead, that evidence was uncovered in the course of product Ili-
ability litigation. Adler & Mann, supra, at 944.

As one court pointedly remarked, “It would have been inconsistent for the sane
Congress that enacted these sweeping reforns, intending to nake a potentially dan-
gerous industry safer for patients by bl ocking the adm ssion of defective devices
to the market, then to preenpt product liability suits when those devices caused
injury.” Goodlin, supra, 167 F.3d at 1378.

Mor eover, this Court has for nore than two centuries held that “[o]ne of the first
duties of government” is to safeguard “the right of every individual to claimthe
protection of the |aws, *27 whenever he receives an injury.” Marbury v. Madison, 5
U.S. (1 Cranch) 137, 163 (1803). Under the Due Process Clause, it is “the duty of
every State to provide, in the adnministration of justice, for the redress of
private wongs.” Mssouri Pacific Ry. Co. v. Humes, 115 U.S. 512, 521 (1885). In-
deed, the right to recover damages for wongful personal injury is anmong the
“absolute rights of individuals” that the Founders intended to guarantee to al
Anmericans. Ingrahamv. Wight, 430 U S. 651, 675 (1977).

For Congress to have elimnated that right for those injured by unreasonably dan-
gerous nedi cal devices, without a nmention of such a drastic step, would have been
“spectacul arly odd.” Lohr, 518 U.S. at 491 (plurality opinion).

CONCLUSI ON

For the above reasons, the decision of the court of appeals bel ow should be re-
ver sed.

u. S., 2007
Ri egel v. Medtronic Inc.
2007 W 2576842 (U.S.)

© 2008 Thonmson Reuters/West. No daimto Oig. US Gov. Wrks.


http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=506&FindType=Y&ReferencePositionType=S&SerialNum=1999059658&ReferencePosition=1378
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=506&FindType=Y&ReferencePositionType=S&SerialNum=1999059658&ReferencePosition=1378
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1801123932&ReferencePosition=163
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1801123932&ReferencePosition=163
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1801123932&ReferencePosition=163
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1885180274&ReferencePosition=521
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1885180274&ReferencePosition=521
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1977118763&ReferencePosition=675
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1977118763&ReferencePosition=675
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1996141769&ReferencePosition=491
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=780&FindType=Y&ReferencePositionType=S&SerialNum=1996141769&ReferencePosition=491

2007 WL 2576842 (U.S) Page 21

END OF DOCUMENT

© 2008 Thonmson Reuters/West. No daimto Oig. US Gov. Wrks.



