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Administrative Law and Regulation 
The Roberts Court Wades into Products Liability Preemption Waters: 
Riegel v. Medtronic, Inc.
By Catherine M. Sharkey*

With Riegel v. Medtronic, Inc. (06-179), the Roberts 
Court makes its inaugural foray this term into the 
realm of federal preemption of state-law products 

liability claims.1 The Supreme Court’s products liability 
preemption jurisprudence is a small but expanding area that 
can trace its beginnings to the early 1990s with Cipollone v. 
Liggett Group, Inc.,2 and continues, most recently, through the 
2005 decision of Bates v. Dow Agrosciences, LLC.3 The regulation 
of public health and safety via common law tort actions falls 
within the traditional purview of the states. In recent decades, 
however, the federal government has played an increasingly 
significant role in the regulation of products. In 1976, Congress 
enacted the Medical Device Amendments (MDA) “to provide 
for the safety and effectiveness of medical devices intended for 
human use.”4

The Court granted certiorari in Riegel to decide:
[w]hether the express preemption provision of the Medical Device 
Amendments to the Food, Drug, and Cosmetic Act preempts 
state-law claims seeking damages for injuries caused by medical 
devices that received premarket approval from the Food and 
Drug Administration.

Returning to the field of medical devices, the Court will answer 
a question left open by its decade-old opinion in Medtronic v. 
Lohr,5 which held that state-law tort claims as to medical devices 
subject to a less rigorous pre-market notification process (as 
opposed to pre-market approval) were not preempted.

The fractious opinion in Medtronic sets the scene for 
the issues pending before the Court in Riegel. The Court will 
decide whether the FDA’s pre-market approval process for 
medical devices creates federal preemptive “requirements” 
sufficient to preempt state common-law tort actions. Tasked 
with interpreting the language and scope of the express 
preemption provision of the MDA, the Roberts Court returns 
to a contentious area of jurisprudence. The Court is presented 
with an opportunity to resolve looming tensions between 
competing canons of statutory interpretation: the presumption 
against preemption and Chevron deference to federal agency 
interpretations of ambiguous statutes.

I. Facts and Procedural Posture

Riegel involves Charles Riegel, a cardiac patient who 
sued Medtronic, Inc., the manufacturer of a balloon catheter 
used during his angioplasty. The balloon catheter, a “Class III” 
medical device, received premarket approval from the FDA in 
1994.6 The catheter ruptured after being over-inflated, causing 
Riegel extensive injuries and permanent disabilities. Riegel, 

joined by his wife,7 brought a number of state-law claims against 
the medical device manufacturer, including negligent design, 
testing, manufacture, distribution, labeling, marketing, and 
sale of the catheter; strict liability; breach of express warranty; 
breach of implied warranty; and loss of consortium.

The Second Circuit affirmed (2-1) the district court’s grant 
of summary judgment in favor of Medtronic, holding that the 
majority of Riegel’s claims were preempted.8 According to the 
court, because the FDA had expressly found the design of the 
device safe and effective, and approved the precise wording on 
the label, the plaintiffs’ claims were preempted, except insofar 
as they alleged manufacturer did not adhere to specs submitted 
to the FDA in manufacturing the specific device used in his 
operation.9 

II. Split in the Circuits

With its pro-preemption holding, the Second Circuit 
joined the large majority of federal circuits to have decided the 
issue. The Third, Fifth, Sixth, Seventh, and Eighth Circuits have 
all held that pre-market approval of a medical device preempts 
state tort claims that challenge the safety or efficacy of a product 
that was designed, manufactured, and labeled in conformity 
with PMA.10 The Eleventh Circuit is the outlier, having found 
that comparable state law claims were not preempted.11

The Solicitor General counseled the Court against 
granting review on the grounds that the Second Circuit’s 
decision was correct and the only cases on the short end of the 
lopsided split “predate most of the other cases addressing the 
question, and they were issued without the benefit of the FDA’s 
current judgment that premarket approval of a Class III device 
imposes federal “requirements” that should be given preemptive 
effect.”12 Indeed, in Goodlin, the Eleventh Circuit took note of 
a 1997 FDA proposed rule (later withdrawn)13 that would have 
enshrined the FDA’s earlier anti-preemption view, and found 
it “unsettling that the agency charged with conducting PMA 
review has doubts regarding whether an approval pursuant to 
that process should preclude subsequent state tort liability.”14 
Moreover, the Solicitor General reminded the Court that it had 
“repeatedly denied certiorari petitions that presented questions 
concerning the preemptive effect of the FDA’s issuance of 
premarket approval for Class III medical devices.”15

III. MDA Express Preemption and Medtronic v. Lohr

The starting point to understanding the issues at stake 
in Riegel v. Medtronic, Inc., as with its forbear, Medtronic v. 
Lohr, is the express preemption provision set forth in Section 
360k(a) of the 1976 Medical Device Amendments (MDA) to 
the Federal Food, Drug, and Cosmetic Act (FDCA). Section 
360k(a) directs preemption of “any [state] requirement” “which 
is different from, or in addition to, any requirement applicable 
under [the FDCA] to the device.”16 
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The express preemption clause raises two interpretive 
issues. First, does the domain of state-law “requirements” that 
are potentially subject to preemption include common-law tort 
actions as well as positive enactments of statutory or regulatory 
law? Second, what precisely constitutes a federal “requirement 
applicable... to the device” sufficient to preempt state law?

In Medtronic, five of the Justices (represented by the 
concurring and dissenting Justices) answered “yes” to the first 
question, concluding that the MDA will sometimes preempt 
state-law tort causes of action. Any ambiguity on this question17 
has arguably now been put to rest in Bates v. Dow Agrosciences, 
LLC.,18 where the Court reiterated that “the term ‘requirements’ 
in [the express preemption provision of the Federal Insecticide 
Fungicide and Rodenticide Act] reaches beyond positive 
enactments, such as statutes and regulations, to embrace 
common-law duties.”19 On the second question, the Medtronic 
Court’s majority held that the FDA’s pre-market notification 
process—to which the medical device, a pacemaker, had been 
subjected—did not create preemptive federal “requirements” 
applicable to the device. 

IV. Preemption Analysis

Preemption is the fiercest battle in products liability 
litigation today. With the stroke of a pen, Congress could 
definitively determine when its product regulations displace 
state common law. But instead, time and again, Congress 
punts, leaving open the key question of the extent to which 
federal standards and regulations preempt state common-law 
remedies. A textualist statutory interpretation approach to 
preemption will likely come up short. Instead, the products 
liability preemption inquiry is multidimensional, involving 
layers of legal and policy issues, beginning with interpretation 
of the statutory language, but reaching beyond to issues of 
regulatory policy, federalism, and the level of deference accorded 
federal agency actions and interpretations.

It is difficult to demonstrate that any consistent principle 
or explanatory variable emerges from the Supreme Court’s 
products liability preemption jurisprudence. As Professor Jack 
Goldsmith has aptly summed up: “The [statutory interpretation] 
canons have an uncertain justification… and they probably 
conceal more than they enlighten about what drives the judicial 
decision to preempt or not.”20 Even the “presumption against 
preemption”—perhaps the leading contender for consistency 
in the traditional state realm of torts—breaks down in the 
products realm, rearing its head with gusto in some cases, but 
oddly quiescent in others. Strangely eluding detection to date, 
the influence of the position of the relevant federal agency 
may provide a tighter explanatory fit. To be sure, the Supreme 
Court has been less than forthcoming about its reliance upon 
the views of the agency, sometimes put forward in official 
regulations, but more often simply in amicus briefs submitted 
by the Solicitor General (which may or may not get explicit 
mention by the Court).   

The Roberts Court ducked an opportunity last term 
to provide guidance on the potential clash that arises in 
preemption cases between the presumption against preemption 
and Chevron deference to agency interpretation. The Court 
granted certiorari in Wachovia Bank, N.A. v. Watters on whether 

the interpretation of the Comptroller of the Currency that its 
regulation preempted state laws regulating mortgage lending as 
applied to operating subsidiaries of national banks was entitled 
to Chevron deference.21 The Court dodged the issue, holding 
that state laws were preempted by the National Banking Act, 
independent of the OCC’s regulation,22 prompting a vigorous 
dissent from Justice Stevens (joined by Chief Justice Roberts 
and Justice Scalia) that “[w]hatever the Court says, this is a 
case about an administrative agency’s power to preempt state 
laws.”23 And so, the contentious Chevron deference issue was 
put off for another day.

A. The Presumption Against Preemption
The touchstone of conventional preemption analysis is 

congressional intent. The “presumption against preemption” 
in areas “traditionally occupied by the States” has acquired 
preeminent status as an interpretive canon. Given Congress’ 
track record in failing to address squarely the question of 
preemption in the products realm, interpretive canons such as 
the presumption against preemption should, at least in theory, 
take on added significance. 

To date, however, the Court’s application of the 
presumption has been haphazard at best. The presumption 
appears to do the yeoman’s work in some products cases, while 
eluding mention altogether in others.24 The Medtronic Court, 
for example, began its preemption analysis with an invocation 
of the presumption: “[B]ecause the States are independent 
sovereigns in our federal system, we have long presumed that 
Congress does not cavalierly pre-empt state-law causes of 
action.”25 Paradoxically, the Court has applied the presumption 
when interpreting express preemption provisions (as in 
Medtronic), but not when called upon to engage in implied 
preemption analysis, where it would seem more warranted 
given the absence of express statutory language.26 And it is 
striking that in the single implied preemption case in which 
it is invoked (Buckman Co. v. Plaintiffs’ Legal Committee) it is 
involved for the purpose of disavowing it, given the primacy 
of the federal interest at stake.27  

Moreover, the subdued role played by the presumption 
against preemption fits a wider empirical pattern, whereby, 
for decades, roughly fifty-fifty odds have prevailed in Supreme 
Court preemption decisions.28 Moreover, the preemption rate 
actually increases (to greater than 60% odds) when considering 
preemption of state common law tort claims—a realm in 
which the putative anti-preemption presumption should be 
at its zenith.29  

B. Deference to the FDA
With the presumption against preemption playing a 

mixed interpretive role at best, deference to the relevant federal 
agency charged with administering a particular statute emerges 
as a contender. The role played by the FDA might be significant 
in two different respects. First, there is the level of scrutiny 
to which it subjects medical devices before manufacturers 
are allowed to market them, and the relationship between 
this regulatory action and the creation of federal preemptive 
“requirements.” Second, the FDA plays a distinct interpretive 
role as administer of the MDA, and has a variety of means at 
its disposal to express its position on preemption, from formal 
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notice-and-comment rulemaking to less formal interpretive 
statements and preambles to litigation briefs.

V. FDA Regulatory Action

Both the pacemaker at issue in Medtronic and the balloon 
catheter at issue in Riegel are “Class III” medical devices 
regulated by the FDA. A crucial distinction, nonetheless, 
emerges with respect to the stringency of FDA regulatory review 
of the respective medical devices. 

The FDA’s review of the pacemaker at issue in Medtronic 
consisted solely in its determination that the device was 
“substantially equivalent” to a device that was on the market 
before 1976 (the effective date of the MDA). Known as the 
“premarket notification” process (or, alternatively, § 510(k) 
process), the FDA’s review focuses narrowly on equivalence 
as opposed to safety and effectiveness. It is a streamlined 
process, completed in an average of twenty hours, that allows 
manufacturers to avoid the more stringent pre-market approval 
[PMA] process as a kind of accommodation “to prevent 
manufacturers of grandfathered devices from monopolizing 
the market while new devices clear the PMA hurdle, and to 
ensure that improvements to existing devices can be rapidly 
introduced into the market.”30 Although designed as a limited 
exception, in practice most new medical devices are approved 
via the pre-market notification process.31

The balloon catheter at issue in Riegel was subjected to the 
full-bodied pre-market approval process mandated for Class III 
devices that do not fall within the grandfathering exception. In 
stark contrast to the pre-market notification process, the PMA 
process is rigorous, requiring manufacturers to submit detailed 
information regarding the safety and efficacy of the medical 
device and demanding an average of 1200 hours of FDA review 
time per submission:

[A] manufacturer must submit a PMA application containing full 
reports of investigations of the device’s safety and effectiveness; 
a statement of the components and principles of operation 
of the device; a comprehensive description of the methods 
of manufacture, processing, packing, and installation of the 
device; and the proposed labeling for the device. In determining 
whether to approve a PMA application, the FDA considers the 
information submitted by the manufacturer as well as other 
information known to the agency. The FDA may also request 
additional information from the manufacturer, and it may 
consult with a scientific advisory committee made up of outside 
experts.32

The PMA process culminates in a finding by the FDA that 
there is a “reasonable assurance” that the device is both safe and 
effective, so long as the device is used in accordance with any 
conditions of use included in the proposed labeling.33  

A. FDA Interpretation
But the FDA’s role in regulating medical devices goes 

beyond that of conducting the risk-risk analyses and assuring 
the safety of medical devices. It has also assumed the mantle 
of statutory interpreter of the MDA. Such a role was justified, 
in the eyes of the Medtronic Court, “[b]ecause the FDA is the 
federal agency to which Congress has delegated its authority 
to implement the provisions of the Act, the agency is uniquely 
qualified to determine whether a particular form of state law 

‘stands as an obstacle to the accomplishment and execution of 
the full purposes and objectives of Congress, and therefore, 
whether it should be pre-empted.”34

The FDA issued formal regulations construing the 
scope of the express preemption provision, which cabin its 
preemptive force to instances where the FDA has established 
“specific counterpart regulations or... other specific requirements 
applicable to a particular device.”35 The regulation further 
provides that the MDA “does not preempt State or local 
requirements of general applicability where the purpose of 
the requirements relates either to other products in addition 
to devices.”36

In addition, the FDA often weighs in contemporaneously 
on factors that arguably determine the preemptive effect 
of its regulatory actions. In Medtronic, for example, at the 
time the FDA issued its “substantial equivalence” letter 
to the manufacturer, “[t]he agency emphasized... that this 
determination should not be construed as an endorsement of 
the pacemaker lead’s safety.”37

Finally, the FDA has shared its views before courts 
(including the Supreme Court) tasked with deciding preemption 
questions. In Medronic, the FDA adopted a narrowly constricted 
view of its preemptive power: “Neither the FDCA nor the 
FDA’s regulations prescribe criteria for the design of devices. 
The design of a device originates with its manufacturer.”38 In 
other words, in this instance—where its review consisted solely 
of a “substantial equivalence” finding—it ceded regulation of 
the design of medical devices to state common law.

Reliance upon federal agency interpretation at each of 
these three levels—issuance of regulations regarding preemptive 
scope; contemporaneous views interpreting regulatory action; 
and expressions of views in amicus briefs before courts—is 
contentious (with increasing degrees in the move from formal 
regulations to less formal interpretive positions). In deciding 
products liability preemption issues, the Supreme Court 
has been influenced by agency positions, but has not always 
been upfront about the degree to which the agency’s view is 
dispositive.

The Medtronic Court, for example, resisted the idea that 
the language of the express preemption provision of the MDA 
decided the preemption issue, given the inherent ambiguity 
over what is meant by the statutory term “requirement.” In the 
words of Justice Breyer (in concurrence): “Congress must have 
intended that courts look elsewhere for help as to just which 
federal requirements pre-empt just which state requirements, 
as well as just how they might do so.”39 Here, the Court turned 
to the FDA—the federal agency charged with administering 
the MDA40—for guidance: “The ambiguity in the statute... 
provide[s] a sound basis for giving substantial weight to the 
agency’s view of the statute.”41

In reaching its ultimate posture against preemption of 
the Lohrs’ state-law claims, the Court relied upon the fact that 
“[t]he FDA regulations interpreting the scope of § 360k’s pre-
emptive effect support the Lohrs’ view, and our interpretation 
of the pre-emption statute is substantially informed by those 
regulations.”42 The Medtronic plurality emphasized the “critical 
importance of device specificity” in its understanding of the 
MDA preemption scheme.43  
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In dissent, Justice O’Connor (joined by then-Chief Justice 
Rehnquist and Justices Thomas and Scalia) railed against the 
Court’s analysis, noting that its opinion neither explicitly relied 
on the FDA regulations nor offered “any sound basis for why 
deference would be warranted.”44 Sharpening its disagreement, 
the dissent elaborated:

Apparently recognizing that Chevron deference is unwarranted 
here, the Court does not admit to deferring to these regulations, 
but merely permits them to “infor[m]” the Court’s interpretation. 
It is not certain that an agency regulation determining the pre-
emptive effect of any federal statute is entitled to deference, but 
one pertaining to the clear statute at issue here is surely not.45

The Second Circuit, in Riegel, deferred to the FDA in 
both its regulatory and interpretive capacities. With respect 
to state law, the court held that the common law tort actions 
would impose state-law requirements “different from, or in 
addition to” the federal requirements.46 With respect to federal 
law, the court construed the term “requirement” to encompass 
product specifications set forth in the PMA application that is 
submitted by the manufacturer and approved by the FDA.47 The 
court reasoned that “[o]nce the PMA process is complete, all 
PMA-approved devices are subject to the same federal device-
specific regulation: complying with the standards set forth in 
their individual approved PMA applications.”48 Moreover, 
whereas substantial-equivalence “does not reflect the FDA’s 
determination that the device should ‘take any particular form 
for any particular reason,’ the PMA process expressly provides 
the FDA with the power to require the device to take a particular 
form in order to be approved as safe and effective.”49 Finally, the 
court noted that its pro-preemption conclusion was “further 
supported by the FDA’s recent determination that preempted 
is warranted with respect to this universe of cases, as indicated 
by the content of the May 14, 2004 amicus brief that the FDA 
submitted upon request to the Third Circuit in connection 
with the Horn case.”50

V. Questions for the Roberts Court

The issue before the Roberts Court is whether the PMA 
process gives rise to specific federal manufacturing and labeling 
requirements in conflict with state common law actions. In 
Medtronic, the presumption against preemption and deference 
to the FDA pointed in the same anti-preemption direction. 
In Riegel, the potential clash rises to the fore, given the FDA’s 
pro-preemption position.

One threshold question—as yet unanswered by the 
Supreme Court—is whether the FDA’s position on preemption 
matters, and, if so, whether the formality with which it conveys 
its view affects the level of deference courts should accord. It is 
certainly an understatement to suggest that the degree to which 
courts regard the FDA’s position as dispositive or persuasive 
remains unclear. In Horn and Riegel, the Third and Second 
Circuits, respectively, deferred to the FDA’s position,51 while in 
McMullen the Seventh Circuit disclaimed reliance on the FDA’s 
position in support of its pro-preemption holding.52 Moreover, 
the dissents in Horn and Riegel sharply criticized judicial reliance 
on informal agency views.53  

To the extent the issue surfaced in Medtronic, the Court 
was deeply divided. The plurality accorded some degree of 

deference to the FDA’s formal regulation; Justice Breyer would 
apparently give wide berth to federal agencies to communicate 
their views on preemption formally via regulations or more 
informally via preambles and the like:

[T]his Court has previously suggested that, in the absence 
of clear congressional command as to pre-emption, courts 
may infer that the relevant administrative agency possesses 
a degree of leeway to determine which rules, regulations, 
or other administrative actions will have pre-emptive 
effect…. It can communicate those intentions, for example, 
through statements in “regulations, preambles, interpretive 
statements, and responses to comments[.]”54    

While agency briefs and preambles arguably lack “the force 
of law” necessary to warrant Chevron mandatory deference,55 
the doctrine on deference to agency preambles and amicus 
briefs—particularly in the realm of preemption—is far from 
pellucid. 

A second question is to what extent is an agency’s change 
in position relevant to the deference issue. At the time of its 
intervention in Medtronic (1996), the FDA recommended that 
the Court leave open the issue whether the PMA process (as 
opposed to the pre-market notification process) engendered 
preemptive federal requirements.56 In fact, the FDA had 
already taken the position that the PMA process did not lead 
to preemption of state common law claims.57 And a year 
after Medtronic, in an amicus brief urging the Court to grant 
certiorari in another medical devices case (where the catheter 
device at issue had gone through the full PMA process), the 
FDA maintained its view that “Section 360k does not... preempt 
respondents’ common law tort claims.”58 The FDA’s position at 
that time (as defended by then-FDA Chief Counsel ) was driven 
by a view that “FDA product approval and state tort liability 
usually operate independently, each providing a significant, 
yet distinct, layer of consumer protection…. Even the most 
thorough regulation of a product such as a critical medical 
device may fail to identify potential problems presented by 
the product.”59

The FDA subsequently changed its view and first 
articulated its new pro-preemption position for PMA devices 
in 2004 in an amicus brief before the Third Circuit Court 
of Appeals in Horn v. Thoratec Corp. To justify its change in 
position, the FDA explained:

[B]ased on further analysis of the relevant legal and policy issues 
by FDA, the agency charged with administering the MDA 
and implementing its preemption provisions—as well as the 
recent rulings by several courts of appeals and state courts—the 
Government has instead determined that state tort claims such 
as those raised here are indeed preempted with respect to FDA-
approved devices.60 

According to the FDA, the PMA process creates specific 
federal requirements because, following approval, the device’s 
“attributes are fixed in place, as they can be materially changed 
only with FDA approval.”61 The Third Circuit relied heavily 
on the FDA’s views in holding plaintiff’s state law claims 
preempted.62 Since that time, while the FDA has steadfastly 
maintained its pro-preemption position, it has not attempted 
to embody its view in a new regulation or else amend the prior 
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regulation (§ 808.1(d)) that provided justification for the 
Medtronic Court to construe the MDA’s express preemption 
clause narrowly to imbue only “device specific” requirements 
with preemptive effect.

This inconsistency appeared to be relevant to the Court’s 
anti-preemption position in Bates v. Dow Agrosciences, LLC.63 
The Court reasoned that “[t]he notion that FIFRA contains a 
nonambiguous command to pre-empt the types of tort claims 
that parallel FIFRA’s misbranding requirements is particularly 
dubious given that just five years ago the United States 
advocated the interpretation that we adopt today.”64 However, 
in National Cable & Telecommunication Association v. Brand X 
Internet South, a fairly recent decision (post-dating the Court’s 
line of products liability preemption cases), the Court held that 
agency inconsistency is not relevant to a court’s decision whether 
to accord Chevron deference to an agency interpretation.65 
Instead, the Court continued, “[u]nexplained inconsistency 
is, at most, a reason for holding an interpretation to be an 
arbitrary and capricious change from agency practice under the 
Administrative Procedure Act.”66 Three years prior, in Barnhart 
v. Walton, however, the Court stated: “The Agency’s regulations 
also reflect the Agency’s own longstanding interpretation... 
[and thus] should be accorded particular deference.”67 While 
the relevance of agency consistency as a factor in applying 
Chevron deference is somewhat ambiguous, there is no doubt 
as to its relevance in applying the weaker “power to persuade” 
Skidmore deference.68

In Riegel, the Second Circuit was not troubled by the 
FDA’s change of heart; as it explained: “It is certainly true that 
the FDA previously took a different view, but as the Third 
Circuit noted in Horn, ‘an agency may change its course so long 
as it can justify its change with a “reasoned analysis,”’ a standard 
satisfied here.”69 In its amicus brief filed at the petition stage, the 
Solicitor General explained: “The FDA has since reexamined 
the issue and determined that the position it announced at the 
time of the filing in Kernats was erroneous.”70 In addition to 
embracing the reasons set forth in the Horn amicus brief, the 
Solicitor General claimed that “[t]he government’s position in 
Kernats is also inconsistent with the risk-management principles 
that the FDA currently follows.”71 

CONCLUSION
Riegel presents an opportunity for the Court not only to 

revisit Medtronic and the issue of express preemption under the 
MDA but also to begin to fashion a framework for preemption 
jurisprudence that reconciles the often competing demands of 
the presumption against preemption and deference to agency 
interpretations. Significantly, the Court will also hear a second 
products liability preemption case, Warner-Lambert Co. LLC 
v. Kent, a pharmaceutical drug case, where the argument for 
preemption lies in implied (as opposed to express) grounds, 
and which calls for the Court to interpret the scope of its 
previous holding in Buckman in preempting claims of fraud on 
the agency.72 Finally, the Court has called for the views of the 
Solicitor General in a pharmaceutical drug preemption case, 
Levine v. Wyeth. Preemption in the pharmaceutical drug context 
is even more fraught than that of medical devices. Unlike the 

MDA, the FDCA contains no express preemption provision 
that pertains to drugs. The FDA has taken a similarly aggressive 
pro-preemption stance, expressing its views in a preamble to a 
rule on the form and content of drug labels as well as in amicus 
briefs before courts. The case presents a clash (analogous to 
that in Riegel) between the presumption against preemption 
and deference to agency views, but in a context that has not 
yet ripened in the lower courts.73
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