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Responses of David C. Vladeck, Professor of Law,
Georgetown University Law Center
to Questions Posed by Members of the Senate Judiciary Committee

Questions By Chairman Leahy:

Question 1: In November of 2005, Senator Specter and I wrote to the National Highway
Traffic Safety Administration (NHTSA) expressing concerns that NHTSA’s proposed rule
concerning automobile roof strength contained unwarranted preemption language. We were
particularly concerned with language in the proposed rule that claimed to “preempt all conflicting
State common law requirements, including rules of tort law.” In response, NHTSA stated that it
“wanted to raise the possibility of preemption during the rulemaking process . . . rather than after
the fact during possible litigation.”

In your view is NHTSA’s stated reason for the inclusion of preemption language a valid
basis for the sweeping preemption language it included in its proposed rule? Do you agree that
by inserting this preemption language NHTSA was merely “rais[ing] the possibility of
preemption”?

Answer: In my view, the agency’s response to the questions posed by you and Senator
Specter was not a candid one. NHTSA has no interest in simply “rais[ing] the possibility of
preemption.” Had that narrow mission been the agency’s goal, a far more balanced and nuanced
discussion of the preemption question would have sufficed. But that was not the agency’s
purpose. The statement was included in the proposed rulemaking for one reason and one reason
alone: To foreclose litigation involving claims by individuals injured or killed in rollover crashes
involving automobiles that are manufactured in compliance with NHSTA’s new roof strength
standards. NHTSA’s statement leaves no doubt that that is the agency’s view.

What is remarkable about this is not simply the agency’s lack of candor in response to
you and Senator Specter. What is also remarkable is that the agency makes this claim even
though, as I pointed out in my written testimony, its governing statute, the federal Motor Vehicle
Safety Act (Safety Act), contains a “savings clause” that says that “compliance with” a NHTSA
standard does “not exempt a person from liability at common law.” The Act also makes clear
that NHTSA standards are minimum standards that manufacturers may exceed.! If that were not
so, then all cars would have identical safety equipment, and the Volvo, which markets its cars on
the basis of safety, would in all likelihood have gone the way of the Edsel. This point takes on
special force here, since NHTSA acknowledges that its new standard, when adopted, will have
only minimal impact on driving the death and injury rate down because the wide majority of

149 U.S.C. §§ 30103(b)(1) & (e).



vehicles manufactured today meet or exceed its proposed new standard. If NHTSA gets its way,
its rulemaking will stifle innovation and product development in the future.

NHTSA’s statement in the preamble to the roof strength standard cannot be reconciled
with Congress’s judgment that NHTSA standards not preempt common law tort claims. Perhaps
that 1s why the agency chose evasion rather than answer directly the question posed by you and
Senator Specter.

Question 2: In its response, NHTSA also points to Section 4a of Executive Order 13,312,
which states that “Agencies shall construe, in regulations and otherwise, a Federal statute to
preempt State law . . . where the exercise of State authority conflicts with the exercise of Federal
authority under the Federal statute.”

In light of the other portions of Executive Order 13,132, which circumscribe the process
by which executive agencies preempt State law, is NHTSA’s citation to this portion of the
Executive Order a sufficient basis on which to include the preemption language it did? Did the
NHTSA faithfully follow the guidance in Executive Order 13,1327

Answer: NHTSA’s pro-preemption statement in the roof standard violates both the
substantive and procedural requirements of Executive Order 13,132, and this is troubling for
many reasons. As to substance, the Executive Order instructs executive agencies to preempt if,
but only if, circumstances leave the agency with no choice. That is the clear message of Sections
2, 3, and 4 of the Executive Order. Rather than a license to preempt, as NHTSA appears to
understand it, the Executive Order is actually a charter against preemption. It limits strictly the
ability of executive agencies to preempt.

To be sure, Section 4(a) of the Executive Order does empower agencies to preempt where
the “exercise of State authority conflicts with the exercise of Federal authority under the Federal
statute,” but it forbids an agency from doing so unless (a) the “statute contains an express
preemption provision,” or (b) “there is some other clear evidence that Congress intended the
preemption of State law.” The problem, which NHTSA simply ignores, is that the Safety Act not
only does not contain an express preemption clause, it contains a savings clause that provides
“clear evidence that Congress” did not intent the preemption of State law. Only by disregarding
the first half of Section 4(a) can NHTSA claim that the section supports its position. Thus, there
is no way to square NHTSA’s preemption statement with the substantive dictates of Section 4(a),
or indeed the Executive Order taken as a whole.

Nor did NHTSA comply with the Executive Order’s procedural requirements. Sections
3, 4 and 6 of the Order sets forth detailed consultation requirements that obligated NHTSA to,
among other things, consult with “state and local officials early in the process of developing the
proposed regulation.” NHTSA did not bother to do that, much to the dismay of State officials
who have made significant efforts to engage the agency on this issue.



What is especially troubling about NHTSA’s wholesale disregard of the Executive Order
is that the White House plainly endorsed, or indeed even encouraged, NHTSA to take this
position. Executive Order 13,132 gives the Director of the Office of Management and Budget
(OMB) a central role in supervising the relationship between executive agencies and the States.
For instance, Sections 6(a), 6(b)(2)(B) & (C) and Section 6(c)(2) and (3), make the Director of
OMB responsible for supervising an agency’s compliance with the consultation provisions of the
Order. It is therefore fair to conclude that OMB was aware of, and condoned, NHTSA’s failure
to follow those procedures. And it is fair to conclude that the White House has played a central
role in orchestrating this seismic shift in the agencies’ positions on preemption.

Question 3: In the article you wrote with Dr. Kessler, A Critical Examination of the
FDA'’s Efforts to Preempt Failure-to-Warn Claims, you discuss the “complementary discipline”
that state tort claims can add to the marketplace and the government’s efforts to make
prescription drugs safe for consumers. You argue that failure-to-warn claims can play an
important new role in discovering new information about drug safety, providing that information
to the public, and prompting changes where changes need to be made.

Please describe for the Committee a few relevant examples of how State failure-to-wamn
claims have increased public awareness of dangers or led to beneficial product changes. Do
efforts at other regulatory agencies to preempt state laws, such as the NHTSA, pose similar risks
in removing an important external force on the relationship between the regulatory agency and
the industry?

Answer: In response to the Committee’s request for relevant examples, it is probably
most efficient to refer the Committee to pages 39-48 of the article I co-authored with Dr. David
A. Kessler, former Commissioner of the Food and Drug Administration. The article is available
here: http://papers.ssrn.com/sol3/papers.cfm?abstract_id=1014094. In addition to the examples
set forth in the article, it also bears emphasis that problems with long term use of
pharmaceuticals such as Vioxx, Betra, Celebrex, Avandia, Rezulin, and Baycol, to name just a
few, were first identified by failure-to-warn cases, and that action taken by the FDA to remove
the drugs from the market, or to strengthen the warnings on the drugs, came affer the first wave
of failure-to-warn cases.’

As to the broader question of whether litigation has been an important external force that
prompts better and safer products, NHTSA could well serve as the poster-child agency for this
phenomenon. Take the safety of fuel systems in our nation’s cars. NHTSA’s current regulation

? See, e.g., Lasser, et al., Timing of New Black Box Warnings and Withdrawals for
Prescription Medications, 287 J. Am. Med. Ass’n 2215, 2218 (2002) (citing examples); Aaron
Kesselheim & Jerry Avorn, The Role of Litigation in Defining Drug Risks, 287 J. Am. Med.
Ass’n 308, 310 (2007) (citing examples).
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is at least 35 years out of date.® It is the same standard that governed General Services
Administration automobile purchases in 1967. That standard requires that a car be able to sustain
certain impacts from the rear, the front and the side without rupturing the fuel tank. NHTSA
adopted the standard shortly after the agency was created in 1966. Although NHTSA has
modified the testing used in the standard, it has not overhauled the standard itself since then,
notwithstanding enormous strides in fuel system safety. In 1991, NHTSA conducted a study of
the safety of fuel systems and found that cars on the road then were every bit as likely to sustain a
fuel tank ruptures as they were in 1967.* Indeed, during the 1980s and early 1990s, GM sold tens
of thousands of C/K pickup trucks that had their fuel tanks outside of the vehicles’ protective
frame-rail, making them especially prone to fuel-fed fires.’

So imagine this: Suppose that the NHTSA fuel safety standard adopted in 1967
preempted State law claims? For one thing, automobile manufacturers would have little
incentive to improve the safety of their fuel systems, thereby stifling the development of safety
products and better technologies. And for another thing, the people injured in poorly designed
cars would have no recourse and, for the most part, be dependent on public programs to pay for
their health care and rehabilitation services.

Now suppose that the NHTSA roof standard cuts off tort claims by people killed and
injured in rollover crashes — 10,000 killed and another 25,000 seriously injured each year.
NHTSA acknowledges that its new standard will barely make a dent in this death and injury toll.
All the standard will accomplish, for the vast majority of cars already on the road, is cut off the
right of injured people to sue. Until NHTSA gets around to revising the rule — and remember,
the last time it addressed roof strength was over 35 years ago — little if anything will change in
terms of safety improvements. This flies in the face of Congress’s judgment that the Safety Act’s
standards are to set a floor, not a ceiling.

Question 4: Mr. Alan Untereiner stated in his written testimony that an “agency is no
more obligated to avoid preemption than is Congress when determining whether federal
regulation should be exclusive.” Is this proposition consistent with Executive Order 13,132,
which requires agencies to minimize as much as possible the preemptive effect of their
regulations?

3 See 49 C.F.R. § 571.301.

* See generally Barry Meier, Officials Did Little, Despite Report Saying U.S. Rules
Wasn'’t Cutting Fatal Fires, N.Y. Times, Nov. 21, 1992, at A7.

> See In re GMC Pick-Up Truck Fuel Tank Prods. Liab. Litig., 55 F.3d 768 (3d Cir.
1995); GM'’s Fuel-Tank Problems May Lead to Rule Changes, Orlando Sentinel Trib., Dec. 3,
1992, at G4 (reporting that because of controversy surrounding fuel fed fires on GM vehicles,
“the agency may have to beef-up safety rules”).
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Answer: No. Mr. Untereiner’s statement is directly at odds with the clear instructions of
the Executive Order and with black letter constitutional law. As to the Executive Order, multiple
provisions in Sections 2, 3, 4 and 6 drive home a single point: executive agencies may not
preempt unless there is a clear evidence that Congress intended the agency to preempt or federal
and state law actually conflict. The clearest expression of this command comes in Section 4,
which addresses “Special Requirements for Preemption.” Section 4(a) then emphasizes that
preemption is acceptable only where the underlying statute contains an express preemption
provision, where “there is some other clear evidence that Congress intended the preemption of
State law,” or where there is an actual conflict between federal and state law.

Congress, of course, is not constrained in its power to preempt. Congress can, if it so
chooses, decide to “occupy a field,” and thus displace state law across the board, as it has done
with employee benefit plans. Or Congress can decide to displace law, even in the absence of a
conflict between state and federal law, to advance goals such as national uniformity. Agencies
do not have this authority unless they have clearly been given it by Congress.

Worse still, Mr. Untereiner’s statement is wrong even on its own terms. The Constitution
entrusts Congress, not agencies, with the responsibility for enacting the law. Agencies may
exercise the power given to the them by Congress, and nothing more. For that reason, agency
power to preempt is far more limited than that of Congress. Congress has plenary authority to
preempt; agencies have the power to preempt only to the extent that Congress has clearly
delegated preemptive power to them. To claim, as does Mr. Untereiner, that agencies have as
much right as does Congress to define the boundaries between federal and State law, is to
misstate the limited role of executive agencies in our system of constitutional government.

Questions Posed by Senator Feingold:

Question 1: Supporters of regulatory preemption have argued that subjecting
corporations to liability when they have met all applicable federal standards is unfair. What is
your response to that argument?

Answer: My response is that compliance with applicable federal standards has never
been thought to be a defense to tort claims, for good reason. We have almost two centuries of
experience with tort law — and nearly a century of tort law with the added layer of extensive
state and federal regulation. Yet, until recently, the idea that compliance with regulatory
standards should provide an immunity from tort litigation has been a non-starter.

There is good reason for this historical rejection of this argument. Except in the rarest
circumstances, federal standards define minimum standards of care at the time the standard was
adopted. Compliance with these standards is an affirmative defense in tort litigation, and juries
almost invariably consider whether the defendant company did, in fact, comply with these
minimal standards. When the federal standard is thought to be sufficiently stringent and up-to-
date, then juries will often find for the defendant on that basis. Remember, defendants win a high
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percentage of tort claims against them, and the defense of compliance with regulatory standards
remains an important weapon in the defendant’s arsenal.

Moreover, minimum standards should not be transformed into ceilings. If companies
may not depart from federal standards, they have no incentive to work to improve safety or to
adopt newer, more effective technologies. Fixed, prescriptive standards stifle development, not
encourage it.

There are several additional reasons for not giving minimal federal standards preemptive
effect, each of which is important. One problem is that agencies are often “captured” by the
businesses they regulate. It is easy to see how this happens. Agency officials work closely with
their counterparts in industry. They are all members of a small and discrete group of experts on a
subject, so there is a natural interaction among them. Industry representatives also rotate in and
out of the government through a “revolving door” that leads directly to the boardrooms and law
offices of regulated industry. Over time, close relationships emerge and the agency begins to see
itself as much as an industry helpmate as a cop on the beat.® This problem is especially acute in
those agencies that regulate a single industry, like the National Highway Traffic Safety
Administration (NHTSA), which regulates the automobile industry, or the Federal Railroad
Administration (FRA), which regulates railroads. These agencies tend to form “partnerships”
with the industries they regulate, which translates into decreased enforcement efforts and lenient
regulation, often at the expense of public safety.’

A second recurring problem is that agencies, unlike plaintiffs in litigation, are forced to
depend on the industries they regulate for the information they need to regulate.® The asymmetry
in information-gathering resources gives regulated industry an ability to manipulate the outcome
of agency proceedings by withholding information, by cherry-picking the information they
provide to the agency, or by manufacturing uncertainty by giving the agency incomplete,
outdated, or inaccurate information. Generally, agencies have little ability to validate the
information provided to them. Most agencies have limited information-gathering authority, most
lack basic subpoena authority, and federal law circumscribes even the agencies’ ability to secure
information by surveying the industries they regulate.” There is little risk to companies that

® See, e.g., Stigler, The Theory of Economic Regulation, 2 Bell J. of Econ. and
Management Sci. 3, 11-13 (1981); see generally Symposium on the Theory of Public Choice, 74
Vand. L. Rev. 167 (1988).

7 See, e.g., Perry Quirk, INDUSTRY INFLUENCE IN FEDERAL REGULATORY AGENCIES
(Princeton Univ. Press 1981).

* See Wendy Wagner, When All Else Fails: Regulating Risky Products Through Tort
Litigation, 95 Geo. L.J. 693 (2007).

? See Paperwork Reduction Act, 44 U.S.C. §§ 3501-3520.
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engage in game-playing with agencies; indeed, sanctions are rarely if ever meted out to
companies that fail to provide the agencies with complete and accurate information. But
information drives the regulatory process, and in this respect, it is industry, not the agency, that
has the upper hand. Litigation is different. Court rules empower plaintiffs to engage in far-
reaching discovery, permitting them to gain access to virtually any information that might be
relevant to the plaintiff’s claim. As a result, plaintiffs in litigation generally unearth information
that was unavailable to the regulatory agency. '

The third and most pressing weakness of the regulatory process is chronic resource
limitations. Agencies can only go as far as their resources will take them, but over the past
decade or so, our regulatory agencies have suffered severe reductions in funding and in personnel
while their regulatory responsibilities have increased." NHTSA has fewer than 700 employees,
yet it is responsible for regulating the automobile industry. The Occupational Safety and Health
Administration is responsible for safeguarding our nation’s workplaces, yet it has fewer than
3,000 employees nationwide. And the Consumer Product Safety Commission, responsible for
regulating a vast array of consumer products, has fewer than 500 employees — half the staff it
had when it was first founded.

These limitations have real world consequences. With meager staffs, agency enforcement
efforts are by necessity limited. And without adequate staffing, agencies cannot hope to
promulgate needed regulations in a timely way, let alone keep regulations up-to-date. Many of
the regulations on the books today are twenty or thirty years out-of-date, even though new
technologies and other advances enable far more protective regulation. NHTSA’s roof strength
standard, for instance, is over 35 years old. And agencies often take years, or even decades, to
put new standards in place. NHTSA, for example, has been promising to issue a rollover
standard for a decade, but has still not come forward with a proposal, let alone a final rule.
Regulatory delay, or what experts call “ossification,” led to the shortage of lifeboats on the
Titanic, as I explained in my written testimony. That problem remains a serious one today.

Question 2: If corporations are required to pay out tort claims in state lawsuits, won’t
they simply pass this cost on to consumers through higher product prices?

Answer: They may, but not for long. Companies compete on many bases — but safety is
plainly a critical issue that consumers care about. Unsafe products hurt companies’ bottom line
in two ways. First, safety problems with a company’s products reduce consumer demand;
conversely, consumers gravitate to safer products. Volvo, for instance, has carved out a niche

' David C. Vladeck, Defending Courts: A Brief Rejoinder to Professors Fried and
Rosenberg, 31 Seton Hall L. Rev. 631 (2001).

"' See generally Jerry Mashaw, Reinventing Government and Regulatory Reform: Studies
in the Neglect and Abuse of Administrative Law, 57 Univ.of Pitts. L. Rev. 405 (1996).
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market in the United States by touting the safety advantages its cars have over other brands.
Consumers take safety into account in making purchasing decisions, and a company plagued with
safety problems will take a hit in the market. Second, losing tort claims adds considerable red
ink to a company’s bottom line. If a company responds by increasing prices, it will be
disadvantaged significantly in the marketplace by companies whose products have a better safety
record. That is the way the tort system forces company to keep apace with emerging safety
technologies.

Finally, it bears noting that the full cost of liability judgments can never be passed on to
consumers unless the demand for the product is completely inelastic. Even if the company is a
monopolist, it could not pass on the entire cost of liability unless demand for the product was
completely unresponsive to price, and it is hard to imagine a real-world situation in which that
would be the case.

Question 3: In your written testimony, you stated: “Time and again, failure-to-warmn
litigation has brought to light information that would not otherwise be available to the FDA, to
doctors, to other health care providers, and to consumers.” Could you provide examples?

Answer: This question calls for the same information requested by Chairman Leahy, in
his third question to me. The simple answer is that the statement quoted in your question comes
in part from an article that I have recently co-authored with Dr. David A. Kessler, former
Commissioner of the Food and Drug Administration, entitled 4 Critical Examination of the
FDA’s Efforts to Preempt Failure-to-Warn Claims. The article is available here:
http://papers.ssrn.com/sol3/papers.cfm?abstract _id=1014094. I would also point out that
problems with long term use of pharmaceuticals such as Vioxx, Betra, Celebrex, Rezulin, and
Avandia, among others, were first identified by failure-to-warn cases, and that action taken by the
FDA to remove the drugs from the market or to strengthen the warnings on the drugs, came after
the first wave of failure-to-warn cases. The literature also reflects many other illustrations of the
same point."

Question 4: How do you respond to corporations which claim that having to comply with
differing and often conflicting state standards is overly burdensome and will render American
businesses less competitive?

Answer: With all respect, I disagree with the premises of this claim. Corporations make
this argument in order to raise the specter of corporations being tied in knot by a bewildering
welter of conflicting rules. But this contention rests on two assumptions that are either highly
contestable or just wrong. The first assumption is that state tort litigation imposes “standards.”

12 See, e.g., Lasser, et al., Timing of New Black Box Warnings and Withdrawals for
Prescription Medications, 287 J. Am. Med. Ass’n 2215, 2218 (2002) (citing examples); Aaron
Kesselheim & Jerry Avom, The Role of Litigation in Defining Drug Risks, 287 J. Am. Med.
Ass’n 308, 310 (2007) (citing examples).
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That just is not so. A company can lose a state tort case, or even many tort cases, and not change
its product at all. As the Supreme Court recently explained, “A requirement is a rule of law that
must be obeyed; an event, such as a jury verdict, that merely motivates an optional decision is not
a requirement” forcing the defendant company to do anything but pay a judgment."* Of course,
the company might decide to take measures to avoid future adverse rulings, including making
product modifications. But a company could also rationally decide to do nothing, reasoning that
the prospect of a recurrence is too remote to justify a change, or that the cost of defending cases
and paying judgments is less than the profits that would be lost as result of making such a
change. For instance, it has been reported that Ford made no change to the Pinto, even after it
began losing tort cases based on the car’s vulnerability to fuel-fed fires. And it appears that Ford
did not strengthen the roof of the Ford Explorer, even after the vehicle experienced a raft of
rollover crashes. The cars was profitable, despite their design flaws.

On the other hand, tort litigation often does force manufacturers to make important safety
improvements to their products — and that is part of the complementary discipline tort law
serves. Take the Guidant Prizm 2 heart defibrillator, which was ultimately recalled by Guidant
because the product had a design defect causing it to short-circuit. That device was modified by
Guidant, not as a result of pressure from the FDA, but because of product liability concerns. In
this case — and many of the medical device cases described in my testimony — tort law
prescribed the only standard of care and prompted important safety improvements in otherwise
dangerous devices."

Second, the notion that businesses have to endure “conflicting” state and federal
standards is simply mythology, not fact. There are many legal protections that guarantee that a
business will not be put to the Hobson’s choice of obeying one set of laws and thereby violating
another. For one thing, it is longstanding and settled doctrine, under the Constitution’s
Supremacy Clause, that state law that conflicts with federal law is preempted and may not be
enforced.” And there are due process guarantees, in both the Fifth and Fourteenth Amendment,
which shield a business from sanction for disobeying one set of laws in order to abide by another.
So the bleak picture painted by corporations who make this claim are simply inaccurate.

Just as fundamentally, however, our system of concurrent state and federal regulation is
deeply embedded in our Constitution and has been our guiding force since the founding of the
Republic. If Congress wants to wide away state law in the name of reducing “burden” on U.S.
corporations, that is in Congress’s power. But most of us believe deeply that our federalist

" Bates v. Dow Agrosciences LLC, 544 U.S.431, 445 (2005).

'* See David C. Vladeck, Preemption and Regulatory Failure, 33 Pepp. L. Rev. 95
(2006).

' See, e.g., United States v. Locke, 529 U.S. 89, 102 (2000); Geier v. American Honda
Motor Co., 529 U.S. 861, 873-74 (2000).
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system of government is its greatest strength, since it permits states to serve as the laboratories of
innovation.'® Divesting states of their power to define the standards of care owed to their citizens
threatens to disrupt, if not destroy, the federalism that is part of the fabric of our Constitution.

Question 5: You and other critics of regulatory preemption have counseled Congress to
pass legislation to address the problem. Why is it not sufficient for Congress to express its
disapproval of preemptive regulation through the mechanism provided by the Congressional
Review Act?

Answer: Congressional Review Act (CRA) supervision provides a partial, but far from
complete, answer to the problem of regulatory preemption. The CRA sets up an elaborate
procedure to compel agencies to submit regulations to Congress for its review, to ensure that
regulations do not take effect until Congress has an opportunity to review them, and to permit
Congress, if it so chooses, to disapprove of the regulations.!” However, as far as I know, the
procedure has been used only once to disapprove a regulation — the ergonomics standard
promulgated by the Occupational Safety and Health Administration.

As the question suggests, this process could be used by Congress to overturn regulations
that have a preemptive effect. But there are a number of problems with this approach. For one
thing, the Act gives Congress only sixty days to act -— often an inadequate period of time for
Congress to respond. For another, agencies are not making regulatory preemption decisions by
promulgating regulations that define the boundaries of federal and state law; they are simply
announcing their pro-preemption conclusion in a range of documents, including regulatory
preambles. I am far from certain that the CRA process extends to comments in preambles to
final regulations.

More fundamentally, agencies have been announcing their new pro-preemption positions
in a variety of ways — most of which would evade review under the CRA. For instance, the
FDA first announced its new position, that its decisions regarding drug labeling preempt state
failure-to-warn litigation, in friend-of-the-court briefs and in meetings between the agency’s
chief counsel and lawyers for the pharmaceutical industry. And the FDA changed its position
regarding preemption on medical device claims only by filing amici briefs supporting industry.
The CRA would not give Congress notice or the opportunity to address these agency efforts to
preempt state law.

For these reasons, I and others urge that Congress consider more sweeping measures to
restore to Congress the power to decide when federal law ought to displace state law.

' New State Ice Co. v. Liebmann, 285 U.S. 262, 311 (1868) (Brandeis, J., dissenting).
7 See 5 U.S.C. §§ 801-808.
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Questions Posed by Senator Grassley:

Question 1: In your written statement, you say that the FDA “claims the authority to cut
off state law now because, at some point in the future, a state court might issue a ruling that
undercuts the agency’s regulatory authority . . ..” You also state that “Congress should not
countenance this usurpation of its authority.” What specific actions do you think Congress
should be taking? What do you think that Congress should be doing in response to agency
efforts to preempt by preamble?

Answer: As I explained in an answer to a question posed by Senator Feingold, review of
agency decisions under the Congressional Review Act is one way for Congress to keep apace of
agency preemption activity. But there are other measures that should be taken as well. First,
there must be more searching and effective oversight of agency conduct. As far as [ know, this
Committee’s hearing was the first to address this issue at all, let alone probe how agencies like
the Food and Drug Administration or the National Highway Traffic Safety Administration
determined to jettison decades of bi-partisan decisions that its regulatory action did not preempt
state law and adopt diametrically opposed positions. Second, Congress should consider enacting
a statute, modeled in Executive Order 13,132 that formalizes the general rule that agencies
should preempt state law only when they have no other option, and that, prior to reaching a
preemption decision, agencies must consult with their state and local counterparts. Finally,
Congress should revisit immediately some of the most dire agency preemption determinations
that threaten to destabilize long-standing law. The FDA’s new position on drug and medical
device preemption, for example, raises sweeping questions about the regulation of products
Americans depend on for their health and well-being. These decisions should be made by
Congress, not by the FDA.

Question 2: In Levine v. Wyeth, the Vermont Supreme Court rejected Wyeth’s
preemption defense against a failure to warn claim regarding its anti-nausea drug, Phenergan.
Wyeth petitioned for certiorari, and in May, the United States Supreme Court asked the Solicitor
General to file a brief expressing the views of the United States. What, in your opinion, is the
impact of this case?

Answer: The Levine decision by the Vermont Supreme Court is in keeping with the vast
majority of rulings holding that FDA labeling decisions do not preempt state law failure-to-wamn
claims. In Levine, of course, although Wyeth was well aware that the “push IV method of
injecting Phenergan carried a high risk of serious adverse effects, Wyeth had never warned
patients of the risk, let alone sought permission from the FDA to include such a warning on its
label. So, in my view, Levine is a clear case where preemption would disserve the public interest
in alerting physicians and patients to serious risks attending the use of drugs and it would deny
Ms. Levine the compensation that she will need to get on with her life.

Of course, should the Supreme Court grant review the case will assume even greater
importance. It would, in my view, be preferable for Congress rather than the Court to decide
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when, if ever, FDA labeling decisions preempt state law. But here, I think it is likely that the
Court will side with Ms. Levine, even though the FDA is now taking a contrary view.

Question 3: In your written statement, you say that FDA’s pro-preemption arguments
“would undermine the incentives drug manufacturers have to change labeling unilaterally to
respond to newly-discovered risks, or to seek labeling changes from the FDA.” The United
States Senate and House of Representatives are in the process of working out differences
between S. 1082, the Food and Drug Administration Revitalization Act, and H.R. 29000, the
Food and Drug Administration Amendments Act of 2007. In their current form, both bills would
give the FDA the authority to require labeling changes, among other things. What impact, if any,
do you think that this new authority will have on the FDA’s ability to protect the public’s health?

Answer: First of all, I’d like to commend Senator Grassley and others in the Senate and
House who worked for the passage of this legislation on a job well done. If ever an agency
needed a boost in terms of its statutory authority and resources, the FDA did and the new
legislation is an important step forward.

Once the new legislation is implemented by the FDA, the new legislation should prevent
the recurrence of the sorry spectacle of the FDA negotiating with a drug company over modest
changes in labeling — moving mention of a heart attack risk from the precaution section of the
label to the warning section — for over a year, while literally millions of patients were exposed
to a risk that threatened their well being and indeed their lives. That is what happened with
Vioxx. And it should not happen again. Not only does the new legislation strengthen the FDA’s
power to compel needed labeling changes, but it also reaffirms the agency’s longstanding
position that drug manufacturers have an independent duty to update labels to provide different
and additional warnings, contraindications, and other instructions for use when there is an
association between a drug and a particular risk. Moreover, stepping up the FDA’s resources for
post-approval monitoring of drug safety ought to reduce dramatically the number of injuries and
death caused by newly emerging risks because we will have better information, and we will get
that information far more quickly than in the past.

But make no mistake, the new legislation is no panacea. Drug companies will still have
access to information unavailable to the FDA, will still better appreciate the risks posed by their
drugs than the FDA, and will still have incentives to keep even risky drugs on the market while
they reap big profits. I would hope that the new legislation reduces sharply the number of drug-
related injuries and deaths, but we will still see some instances of drugs entering the market
despite risks, drugs that are allowed to remain on the market despite their risks, and drugs that
failed to provide doctors and patients adequate warnings of risk. In those kinds of cases, a robust
tort system is still the consumers best and last line of defense against unsafe products.
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