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Question 1:

It took nearly 2 years after the manufacturer and the Food and Drug Administration first became
aware of a cardiovascular risk for a change to be made in the drug labeling for Vioxx. In your
opinion, are there any situations related to individuals being injured by medical devices or drugs
where state laws and interests in citizens’ safety and welfare would be appropriate? Are private
tort claims warranted when drug companies or device manufacturers have been less than
forthcoming about the risks of their products? Please explain your answer.

Answer:

These questions can be answered only against the backdrop of a proper understanding of the
respective roles of state and federal law in the regulation of the labeling of prescription drugs and
medical devices. Ordinarily, States have the power to pass statutes, develop their common law,
and issue regulations aimed at regulating the safety of all products sold within their borders.
This residual authority, however, is subject to two important limitations. First, Congress may
elect to displace the States’ authority in this area through the passage of preemptive legislation —
and it clearly has done so, for example, albeit in a limited way, with respect to medical devices
by passing the Medical Device Amendments of 1976, 21 U.S.C. § 360k(a). See Medtronic, Inc.
v. Lohr, 518 U.S. 470 (1996). Second, by virtue of the Supremacy Clause, state and local
governments are precluded from passing laws or ordinances, issuing regulations, and taking
other steps that conflict with, or frustrate the purposes of, federal law. This protective principle
applies to federal law in all of its forms — the Constitution, federal statutes, regulations, or
treaties. There is no “tort exception” or “common-law exception” in the Supremacy Clause (and
indeed it would be odd to accord more deference to the decision of a lay jury than to the official
act of a State’s legislature).

Subject to these limitations (and any other limitations imposed by the federal Constitution), the
States remain free to determine the substantive rules of tort law as well as the procedural rules
governing tort lawsuits in state court. Ideally, those ground rules should be informed not only
by the need to ensure compensation to persons injured by the negligence or wrongful conduct of
others but also by an awareness of the burdens that meritless claims and abusive litigation can
impose on manufacturers and on the economy as a whole. The law of torts has evolved over
time to meet new challenges and societal problems, while at the same time retaining certain
traditional limitations (such as the requirement of proof of causation). The law of negligence is
well-settled and uncontroversial. Strict products liability is also well established in this country.
With respect to individuals who are injured by medical devices or drugs specifically, the States
retain very substantial authority under current law to regulate those products and to protect their
respective citizens’ safety and welfare through various means. Because of the special nature of
these complex products, state tort law has developed certain specialized rules governing them
(such as the learned intermediary doctrine).

At the same time, Congress has created an expert federal agency, the FDA, and armed it with
very broad regulatory powers aimed at ensuring both the safety and efficacy of drugs as well as
medical devices. Under current law, the FDA serves as a gatekeeper relating to the introduction
of new medical products and imposes detailed reporting requirements on manufacturers with



respect to adverse affects that occur in connection with the use of medical devices and drugs.
Moreover, the FDA retains very substantial control over the format and content of the labeling of
both medical devices and prescription drugs. The FDA is properly concerned about the impact
of such labeling on the public health, and regards the product labeling as a critically important
means of assuring that physicians (and therefore patients) are adequately informed of the true
risks and benefits associated with drugs and medical devices. See Requirements on Content and
Format of Labeling for Human Prescription Drugs and Biological Products, Final Rule, 71 Fed.
Reg. 3922, 3934 (Jan. 24, 2006) (“The centerpiece of risk management for prescription drugs
generally is the labeling which reflects thorough FDA review of the pertinent scientific evidence
and communicates to health care practitioners the agency’s formal, authoritative conclusions
regarding the conditions under which the product can be used safely and effectively.”).

For this reason, drug and device manufacturers have only limited authority to make changes to
labeling without obtaining FDA approval. See ibid. (discussing changes to prescription drug
labeling permitted under 21 C.F.R. § 314.70); Brief for the United States As Amicus Curiae,
Riegel v. Medtronic, No. 06-179 (U.S. pending) (filed May 23, 2007) (“U.S. Riegel Br.”), at 3 &
n.2 (discussing changes to labeling of premarket-approved medical devices under 21 C.F.R. 88
314.39 and 314.80). Conversely, except in the limited circumstances where changes are
permitted by FDA’s regulations without prior FDA approval, manufacturers of prescription
drugs and premarket-approved medical devices are required to continue to use the FDA-
approved labeling — and failure to do so will render the product misbranded in violation of
federal law. In cases where new warnings may be added to product labeling immediately
without prior FDA approval (on a “Changes Being Effected” basis), the manufacturer must first
notify the FDA by filing an application to change the labeling and the FDA “retains the authority
to reject the application and to require the manufacturer to stop distributing the product with the
change.” U.S. Riegel Br. 3 n.2. In light of FDA’s extensive control over product labeling, it
should come as no surprise that, “in practice, manufacturers typically consult with FDA prior to
adding risk information to labeling.” 71 Fed. Reg. at 3934; see also Richard Cooper, Drug
Labeling & Products Liability: The Role of the Food & Drug Administration, 41 Foob DRUG
Cosm. L.J. 233, 236 (1986) (same).

In recent years, FDA has expressed increasing concern about the potential for state-law tort
litigation, in certain circumstances, to undermine the public health by causing overwarning and
by undermining the FDA’s considered judgments about the scientific basis (or lack thereof) for
proposed product warnings. For example, the FDA has become aware of instances where
plaintiffs have sued under state tort law for the manufacturer’s failure to give a warning that the
FDA considered and rejected as lacking any scientific basis. In that circumstance, the
maintenance of the state tort action directly conflicts with the FDA’s expert judgment and
decision. Moreover, the FDA'’s rejection of the proposed warning means that, under federal law,
the manufacturer is barred from providing it. Yet in this scenario state tort law requires the
manufacturer — on pain of multimillion dollar liability — to do exactly what federal law prohibits.
A more direct collision between state and federal law is difficult to imagine. Under current law,
such tort claims should be found to be barred under the doctrine of implied conflict preemption.

With the exception of state tort requirements that conflict with, or frustrate the purposes of,
federal law, the States remain free to regulate prescription drug labeling through their tort law.



According to the FDA’s preamble, this includes certain situations where the FDA “has made a
finding that the [manufacturer] withheld material information” about the risks of its products.
71 Fed. Reg. at 3935-36 (identifying several such circumstances where implied conflict
preemption would not operate). Of course, a pure “fraud-on-the-FDA” claim would be impliedly
preempted for all the reasons set forth in the Supreme Court’s unanimous decision in Buckman
Co. v. Plaintiffs” Legal Committee, 531 U.S. 341 (2001).

In the area of medical devices, the law is somewhat different because as noted above Congress
has enacted an express preemption clause, 21 U.S.C. § 360k(a). That provision has been
interpreted narrowly by the FDA as being limited to requirements that are “specific,” which
means that the FDA’s approval of so-called “510k™ devices does not trigger express preemption
and neither does the agency’s generalized regulations governing good manufacturing practices
and device labeling. See Medtronic v. Lohr, supra. On the other hand, most courts have
concluded that the FDA’s approval of a premarket-approved device does give rise to preemptive
federal requirements with respect to the design, manufacturing, and labeling of such devices.
Most courts have also concluded that those preemptive federal requirements nullify state
requirements that are not substantially equivalent to the federal requirements. (These issues are
currently before the Supreme Court in the Riegel case, however.) In addition, the preemption
provision applicable to medical devices authorizes States to seek exemptions from express
preemption under certain circumstances. See 21 U.S.C. 8 360k(b). Except for areas in which
this express preemption provision operates, the States remain free to regulate medical devices
through tort law.

Question 2:

When the Food and Drug Administration proposed its prescription drug labeling rule in
December 2000, the agency explicitly stated that “this proposed rule does not preempt State
law.” [fn omitted] Further, the FDA stated, “FDA has determined that this proposed rule does
not contain policies that have federalism implications or that preempt State law.” Yet in the
preamble to the final rule, the FDA states, “FDA believes that under existing preemption
principles, FDA approval of labeling under the act, whether it be in the old or new format,
preempts conflicting or contrary State law.” In your opinion, did the FDA act appropriately in
this case? Please explain your answer.

Answer:
Yes, it appears the agency acted appropriately.

As noted above and explained in greater detail in my written testimony, the Supremacy Clause of
the Constitution is the source of the doctrine of implied conflict preemption. Under that
doctrine, state and local law that conflicts with, or frustrates the purposes of, federal law is
preempted by direct operation of the Supremacy Clause. It is well settled that the Supremacy
Clause covers federal regulations. Thus, state or local law that conflicts with or is contrary to a
federal regulation is preempted by the Supremacy Clause.



The FDA'’s statement in its preamble appears to be nothing more than a recognition and
restatement of these long-settled principles of implied preemption. As such, it is difficult to see
why the FDA'’s statement would be controversial.

The principles of implied conflict preemption operate whether or not Congress (or an
administrative agency delegated the authority to regulate) makes an explicit statement that it
intends to regulate preemptively. This is settled law. See Geier v. American Honda Motor Co.,
529 U.S. 861, 884 (2000) (“[Clonflict pre-emption . . . turns on the identification of an actual
conflict, and not on an express statement of pre-emptive intent.”) (internal quotation marks
omitted). And it makes perfect sense. Suppose, for example, that Congress passes a law saying
that all school buses in the United States must be canary yellow. If Alaska or Florida decided to
pass a law requiring all school buses to be blue and imposing fines or even criminal penalties on
those who own or operate any bus painted canary yellow, the Alaska or Florida laws would be
directly contrary to Congress’s mandate and would be preempted by the Supremacy Clause.
That would be true whether or not Congress expressed an intent that contrary or conflicting state
law be preempted. Indeed, whenever Congress legislates it does so against the backdrop of these
settled principles of implied preemption law.

The same is true of a federal regulation. An agency that enacts a regulation requiring all school
buses to be canary yellow is not required to say expressly in the regulation (or elsewhere) that
contrary or conflicting state law is preempted in order for the Supremacy Clause to have its
ordinary effect. In the case of the FDA’s proposed rule published in 2000, the agency’s
statement that “this proposed rule does not preempt State law” (Requirements on Content and
Format of Labeling for Human Prescription Drugs and Biologicals; Requirements for
Prescription Drug Product Labels, Proposed Rule, 65 Fed. Reg. 81082, 81103 (Dec. 22, 2000))
cannot reasonably be interpreted as suggesting that the regulation should be exempt from the
Supremacy Clause or ordinary principles of implied conflict preemption. Under that reading, the
agency would be perfectly content, for example, if a state imposed fines or criminal penalties on
pharmaceutical companies for complying with the new labeling format mandated by the FDA’s
proposed regulation. Equally unobjectionable to the FDA, under this implausible reading, would
be a state’s decision to compel a manufacturer to use labeling that the FDA has forbidden. It is
difficult to believe that any administrative agency would welcome such direct affronts to its
authority and such undermining of its regulatory programs and requirements. See Geier, 529
U.S. at 885 (“[O]ne can assume that Congress or an agency ordinarily would not intend to permit
a significant conflict.”).

Instead of suggesting that implied conflict preemption should not be applied to its proposed rule,
the FDA appears to have been saying merely that it had no intention of going beyond the
background principles of implied conflict preemption law by preempting state law that does not
conflict with the FDA’s regulation. Alternatively, the agency may have wanted to make clear
that it had no intention of occupying the entire field of prescription-drug labeling.

This reading is fully consistent with the FDA’s later statement that, under the new as well as the
old labeling regulations, FDA’s approval of labeling “preempts conflicting or contrary State
law” under “existing preemption principles.” See Requirements on Content and Format of
Labeling for Human Prescription Drugs and Biological Products, Final Rule, 71 Fed. Reg.



3922, 3933-34 (Jan. 24, 2006) (emphasis added). Since the proposed regulation did not alter the
scope of preemption, the FDA evidently took the view that it did not contain “policies that have
federalism implications” within the meaning of Executive Order 13,132. See 65 Fed. Reg. at
81103. If anything, the “federalism” implications flow from the Supremacy Clause, not the
proposed regulation. See generally Christine Kim, The Case for Preemption of Prescription
Drug Failure-To-Warn Claims, 62 Foob & DrRuG L.J. 399, 414-16 (2007) (explaining why
FDA’s actions did not violate the notice-and-comment requirements of Executive Order 13,132
and the Administrative Procedure Act); 71 Fed. Reg. at 3969 (explaining FDA’s compliance
with Executive Order 13,132).

All that said, it is certainly true that in the preamble to the Final Rule, the FDA, in response to
comments submitted about the product liability implications of the agency’s labeling rules, did
offer additional comments on its understanding of how the principles of implied conflict
preemption should be applied to its labeling regulations and to agency decisions either approving
or disapproving specific warnings in prescription-drug labeling. 71 Fed. Reg. at 3933-3936.
The FDA also described in detail the positions the agency had taken over the previous six years
in amicus briefs filed in a line of implied preemption cases. 1d. at 3935. But for at least three
reasons, it is difficult to fault the agency for offering this additional guidance in the preamble.

First, the FDA’s statements were made in response to comments submitted to it. Ordinarily, we
applaud it when agencies give consideration and respond to comments submitted by the public in
a formal rulemaking proceeding. Indeed, the Administrative Procedure Act requires agencies to
give consideration to public comments. See 5 U.S.C. § 553(c); see also Christine Kim, supra, 62
FooD & DRuG L.J. at 414-15 (arguing that because the preamble itself was not a regulation, it
“did not require any notice or comments”); 5 U.S.C. § 553(b)(3)(A). Second, to a large extent
the FDA’s comments merely summarize positions the agency had taken in amicus briefs since
2000. And third, the preamble to the Final Rule suggests that the FDA’s comments are to some
extent a response to new developments occurring since 2000. Specifically, the agency
explained, “[s]ince the proposed rule was published, FDA has learned of several instances in
which product liability lawsuits have directly threatened the agency’s ability to regulate
manufacturer dissemination of risk information for prescription drugs in accordance with the
[Food, Drug & Cosmetic] [A]ct.” 71 Fed. Reg. at 3934. Such “[s]tate-law attempts to impose
additional warnings,” the agency explained, “can lead to labeling that does not accurately portray
a product’s risks, thereby potentially discouraging safe and effective use of approved products
and encouraging inappropriate use and undermining the objectives of the act.” Id. at 3935.
Moreover, the FDA observed, “[i]n recent years, there has been an increase in the length, detail,
and complexity of prescription drug labeling, making it harder for health care practitioners to
find specific information and to discern the most critical information.” 1d. at 3922. This in turn
has exacerbated the problems that flow from overwarning, a phenomenon that in the FDA’s
judgment can “have a negative effect on patient safety and public health.” Id. at 3935.

As for the suggestion by some critics that the FDA did not consult with state and local officials
before it issued the preamble in 2006, the Final Rule states: “Officials at FDA consulted with a
number of organizations representing the interests of state and local governments and officials
about the interaction between FDA regulation of prescription drug labeling (including this rule)
and state law.” 71 Fed. Reg. at 3969.



As the Committee is well aware, courts around the country are actively considering how much
weight to give to the FDA’s views on implied conflict preemption as expressed in the 2006
preamble. In my view, that issue is ultimately one for the courts to decide, since they are the
ultimate arbiters of the Supremacy Clause’s meaning and the doctrine of implied conflict
preemption. As explained in my written testimony, however, there are good reasons — not to
mention Supreme Court precedent — to accord the agency’s views on this subject at least
“substantial weight.” Medtronic, Inc. v. Lohr, 518 U.S. 470, 495-96 (1996); see also Auer v.
Robbins, 519 U.S. 452, 461 (1996) (agency’s interpretation of its own regulations is “controlling
unless plainly erroneous or inconsistent with the regulation”) (internal quotation marks omitted).



