MEMORANDUM

To: Jennifer Price
From: Collyn A. Peddie
Re: Written question from Sens. Feingold, Grassley and Leahy to supplement the record

in Senate Judiciary Committee Hearing, “Regulatory Preemption: Are Federal
Agencies Usurping Congressional and State Authority,” Sept. 12, 2007

Date: October 4, 2007

I very much appreciated the opportunity to testify before the Senate Judiciary Committee and am
grateful for the chance to expand my remarks in response to written questions.

Itis my understanding that Gerie VVoss at AAJ has already sent you my response to Senator Leahy’s
Question No. 1. What follows are my responses to the remaining written questions Senator Leahy
sent to me.

Should you have any further questions, please do not hesitate to contact me.

WRITTEN QUESTION FROM SENATOR LEAHY

2. Advocates of broad federal preemption powers generally claim that it is necessary because
a range of state verdicts would require corporations to develop different products for sale
in different states, leading to financial burdens for corporations and stifling efficiency.
How would you respond to this argument? Does the argument for national standards
affect a court’s legal analysis of whether preemption should be allowed by executive
agencies without an expression of intent to preempt by Congress?

Reports that the sky is falling for drug companies and other product manufacturers have been greatly
exaggerated.

These companies marketed products, including pharmaceuticals, across the nation and the world and
were subject to varying regulations in each jurisdiction for decades. They sought approval for the
same drug or product from scores of governments, most with different standards. Somehow, the
companies who now complain most loudly managed to market their products and to make a profit
in this environment. Even now, a few more visionary international automobile manufacturers make
different products to respond to varying standards in different countries and made a tidy profit doing
it. For these reasons, even if every state tort claim in the United States were preempted, corporations
would still face wide variations in international standards governing their products.

Equally important, for almost 90 years in this environment, the FDA and most federal agencies



rarely, if ever, asserted absolute and exclusive authority over enforcement of safety standards or
preemption of private tort claims. Instead, they conceded that their regulation imposed only
minimum standards and that state tort claims provided an important check on product safety. So the
real concerns that undergird the “efficiency” argument you describe are not about the need for
national standards. If not, then what has changed?

As | indicated in my written testimony, in the pharmaceutical area, because of budget cuts, the FDA
has progressively moved from relying primarily on extensive pre-approval investigations, most of
which are now out-sourced to state and foreign governments anyway, and trying to keep unsafe
drugs off the market in the first place to emphasizing recalls after using the American public as so
many guinea pigs in a massive, uncontrolled, and involuntary clinical trial. The FDA’s enforcement
actions are demonstrably in steep decline. Not surprisingly then, new studies reveal that more and
more citizens are being injured by prescription drugs. And drugs companies have been called to
account financially for those injuries. That is costing them money, sometimes a lot of money, and
Wall Street does not like it. Preemption of state tort claims for such injuries, therefore, takes away
that cost and financial accountability for the damage caused in one fell swoop without the need to
sway legislators or voters, in short, without the need to deal with the messy byproducts of the
democratic process. In short, preemption today, particularly in the pharmaceutical area, is about
extinguishing liability, not about protecting the public.

The solution is not, therefore, to complete the race to the bottom by making what were always
minimum standards maximum ones by allowing federal law to preempt state tort claims. Even if it
were, that is for Congress to decide as part of its legislative and policy-making function. Preemption
should not be done in the dark or behind closed doors. As the result, trial courts should not be
swayed in any respect in their preemption analysis by such concerns. Such result orientation is
antithetical to the courts’ role as neutral arbiter. Instead, courts must analyze preemption statements
by federal agencies under traditional analysis, employing a strong presumption against preemption,
weighing whether such statements were made following proper procedures, such as notice and
comment, and giving such statements the deference, if any, these often highly mutable policies
deserve.

If the considerations you mention are taken into account at all, however, then they must be carefully
balanced against the harms that will result if private tort claims are prohibited. First, preemption
leaves the victims of dangerous products with no compensation. These costs do not disappear.
Instead, they will be shifted from the wrongdoer to the taxpayer or the victims. Second, by freeing
companies from the financial consequences of their actions or inactions, the incentive to improve
product safety will be reduced dramatically. This is particularly true in the case of the FDA, where
government regulators have neither the resources nor the political will to engage in the vigorous
enforcement activities necessary to fill the void caused by the loss of state tort claims.

There are very real consequences to very real people when faceless bureaucrats begin to legislate
private lawsuits out of existence. Congress should be vary wary in permitting them to do so.

3. The preamble to the Bush Administration’s prescription drug labeling rule states that the



courts have been upholding the FDA’s preemption of state laws for years. Is the
preamble’s statement an accurate description? Please explain any recent changes in FDA
approach to this issue and what you believe prompted these changes.

In this respect, the Preamble is a work of fiction unless the term “for years” means only since 2002.
It is indisputable that in the vast majority of instances, the consistent position of the FDA for
decades has been that its regulations do not preempt state tort claims.

Only when the current administration took office and Daniel Troy, who formerly represented Pfizer,
came to the FDA did it began systematically injecting the FDA into private lawsuits and asserting
broad preemption of private tort suits. This shift culminated in the 2006 Preamble which provides:

"FDA believes that State laws conflict with and stand as an obstacle to achievement
of the full objectives and purposes of Federal law when they purport to compel a firm
to include in [drug] labeling or advertising a statement that FDA has considered and
found scientifically unsubstantiated.

See Preamble, Requirements on Content and Format of Labeling for Humans Prescription Drug and
Biological Products, 71 Fed. Reg. 3922, 3935 (Jan. 24, 2006). As one court explained, “The position
of the FDA as outlined in the Preamble is

[o]pposite to the position of the FDA as stated in its December 2000 proposal of the
same amendments. . . The 2000 Proposal explicitly stated that its regulations do not
have preemptive effect. Rather, the preamble to the 2000 Proposal explained that the
FDA did not want its regulations to preempt state tort law, stating that “there should
be little, if any, impact from this rule, if finalized, on the States’ and that the 'FDA
has determined that this proposed rule does not contain policies that have federalism
implications or that preempt State law.'

McNellis v. Pfizer, Inc., 2006 U.S. Dist. LEXIS 70844 *25 26 (D.N.J. 2006) (quoting See 65 Fed.
Reg. 81082 (Dec. 22, 2000)). The Court continued: "The Court notes too that the position taken by
the FDA in the 2000 Proposal was entirely consistent with the position the Agency took in 1998
in the Preamble to the new regulations regarding consumer medications' guides." Id. at 26, n.6;
see 63 Fed. Reg. 66378 (Dec. 1, 1998).

Even the FDA, however, has recently backed off the position it took in the Preamble. In one recent
amicus brief, the FDA noted

To the extent, therefore, that the defendants argue that federal preemption bars any
failure to warn claims premised on a drug manufacturer's failure to provide a warning
not contained in the drug's approved labeling, the defendant is incorrect. FDA has
not attempted to ‘occupy the field" of prescription drug labeling, and state tort
liability for failure to warn does not necessarily prevent FDA from carrying out its
regulatory goals. Federal regulations explicitly provide for labeling changes to be
made to warn of new hazards or cautions relating to a drug without prior FDA
approval. Under this regulatory scheme, preemptive conflict does not exist in every



instance in which state tort law seeks to impose liability for the failure to provide
a warning not affirmatively mandated by FDA.

Amicus Curiae Brief of the United States in Perry v. Novartis, Civ. No. 05-5350, filed Sept. 21,
2006, at 11.

The FDA'’s attempt to rewrite the history of its position on preemption is likely grounded in an
attempt to have the courts give the Preamble a higher level of deference that it deserves. In
Hillsborough County v. Automated Med.Labs., Inc., 471 U.S. 707, 714-15, 85 L. Ed. 2d 714, 105
S. Ct. 2371 (1985), the Court held that FDA's statement that particular regulations did not preempt
state law was “dispositive on the question of implicit intent to pre-empt unless either the agency's
position is inconsistent with clearly expressed congressional intent, or subsequent developments
reveal a change in that position™). Thus, where an agency’s position on interpretation of a
regulation has been mutable, it receives less deference.

For these reasons, even if Congress or the Courts decides that agency pronouncements on
preemption are generally entitled to Chevron or the highest level deference, the FDA’s
pronouncement should not receive such deference because it has shifted so dramatically in the last
S years.

WRITTEN QUESTIONS FROM SENATOR GRASSLEY

1. 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?

In Levine, the Court would be faced squarely with the question of whether the FDA Preamble and
its pronouncement on conflict preemption of state failure to warn claims is entitled to so-called
Chevron or conclusive deference.

The Vermont Supreme Court rejected the notion that the FDA Preamble should be given any
deference. In doing so, the Court was on very solid ground. It stated:

Congress has expressed its purposes clearly, not only in the general sense that the
statute was intended to "protect the public " but also more specifically, with respect
to the FDCA's preemptive effect. In the 1962 amendments to the FDCA, Congress
included a clause expressly limiting the preemptive effect of the statute: "Nothing in
the amendments made by this Act to the Federal Food, Drug, and Cosmetic Act shall
be construed as invalidating any provision of State law . . . unless there is a direct
and positive conflict between such amendments and such provision of State law."
Drug Amendments of 1962 (Harris Kefauver Act), Pub. L. No. 87-781, § 202, 76
Stat. 780, 793 (1962).

This amendment essentially removes from our consideration the question of



whether common-law tort claims present an obstacle to the purposes and objectives
of Congress. Congress intended that the FDCA would leave state law in place
except where it created a ""direct and positive conflict™” between state and federal
law.

Instead, we are interpreting an unambiguous express preemption clause that
specifically preserves the type of state law at issue. Under these circumstances,
ordinary preemption principles must give way to Congress's intent to preserve state
laws that do not create a "direct and positive conflict" with federal law. Drug
Amendments § 202. There is no such conflict here. Accordingly, the FDA's
statement is neither an authoritative interpretation of an ambiguous statutory
provision entitled to deference, Chevron, 467 U.S. at 842-43, nor a persuasive
policy statement entitled to respect. Mead, 533 U.S. at 235. Plaintiff's claim does
not impose conflicting obligations on defendant or present an obstacle to the
objectives of Congress. We therefore agree with the trial court that the claim is not
preempted by federal law.

(emphasis supplied). Even if the Supreme Court takes this case, depending on
how its opinion is written, it will not solve all of the problems in this area. Even if the Court
addresses and resolves fully the question of 1) nature of "direct and positive" conflict and 2) the
deference, if any, to be given FDA Preamble and its pronouncements, the Court is likely to leave
open questions concerning the general deference to which other pronouncements on preemption by
other agencies are entitled. Moreover, such a holding will not revive claims dismissed or appeals
exhausted on this ground. So the question of compensating these injured victims remains.

This case may also have a significant impact on the appeal in Warner-Lambert v. Kent, a case on
which the Court granted certiorari last week and which reassesses the preemption analysis in
Buckman v. Plaintiff’s Legal Committee. It will be very difficult for the Court to expand broadly
the so-called Buckman doctrine concerning the preemption of claims of fraud on the FDA in light
of the FDA’s pronouncements on conflict preemption in its Preamble and subsequent amicus briefs.
If the Court holds that the Preamble and its statements on strict conflict preemption are to given
Chevron deference, how can it then find the complete preemption of state failure to warn claims
without the need to show an actual conflict the Appellants have sought in Kent? In other words, if
the FDA’ s pronouncement on preemption ties the Court’s hands on that issue, how can the Court
then find broader preemption than even the FDA has claimed for itself?

2. When the FDA proposed its prescription drug labeling rule in December 2000, the agency
explicitly stated that “this proposed rule does not preempt State law.” 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.” What do you think Congress should be doing in response to agency
efforts to preempt by preamble? What deference should be given to agency policy
statements on preemption in amicus briefs and preambles to final rules?



Agency preambles are essentially agency “signing” statements to federal regulations. Rather than
give these statements any deference at all, they should be treated as the gratuitous pronouncements
of a hegemonic executive they are. This is particularly true where such pronouncements have been
made completely outside the democratic process, without benefit of notice and comment, or, in the
case of the FDA Preamble, where notice and comment have been avoided by an affirmative
misrepresentation as to what the final pronouncement would be.

The best way for Congress to insulate itself and the citizens it represents from such naked power
grab would be for Congress to make its intent to preempt or not to preempt express. Agency
pronouncements are only entitled to deference in the absence of Congressional statements of intent.
Congress can do so both by making express statements about its intent to preempt, in omnibus
legislation or with regard to particular areas such as prescription drugs, or pass legislation limiting
the circumstances in which an agency can assert preemptive power or under which preemption may
be implied, in other words by limiting Congress’ grant to agencies of the power to preempt. For
example, Congress could say that the power to preempt does not include the power to preempt by
rule or regulation where that rule, regulation or Preamble has not been the subject of notice and
comment. In addition, Congress can circumscribe the courts’ power to give high deference to such
pronouncements by enacting a federal code construction act. Finally, Congress must increase its
oversight of the FDA and other safety agencies. It should hold hearings on why, for example, for
the first time in 90 years, the FDA suddenly finds the need to preempt state failure to warn claims
and whether such preemption is needed to preserve the FDA’s own authority or is simply an
accommodation to drug companies.

3. What is your response to the argument that private claims may lead drug companies to
over-warn and patients not to take needed drugs?

I think it starkly illustrates the fact that the drug companies would like to have it both ways and
belies a fundamental misunderstanding of the way prescription drugs get to consumers.

Most states employ what is called the “learned intermediary” doctrine, that is, that a drug warning
is directed to the doctor, and not the patient, who acts as a "learned intermediary"” by making
informed decisions to provide medication to his or her patients. Under that doctrine, if the doctor
receives an adequate warning about an adverse drug reaction, a drug manufacturer is not liable if
the patient experiences the reaction. State courts in virtually all 50 states have adopted some
variation of this doctrine based upon the notion that the person most knowledgeable about both the
drug and the patient should be the one who decides if the side effects are worth the benefit to the
patient.

By contrast, drug companies have successfully fought efforts to hold them liable for statements
made in the explosion of direct-to-consumer advertising facing consumers today. So there are no
private claims based on direct-to-consumer warning in most states. And consumers are not being
protected by the FDA from such false claims. In November 2002, for example, House oversight
efforts revealed that FDA enforcement actions against false and misleading drug ads declined
precipitously, falling by more than 70 percent compared with the period from 1999 to 2000. This
decline could not be explained by a change in the number of drug ads reviewed by the FDA (which
increased) or a drop in complaints about ad content (which remained constant).



What is at work then in the argument you describe is an effort by drug manufacturers both to
preserve the protections of the learned intermediary doctrine while aggressively and sometime
inappropriately courting consumers directly in adeluge of advertising. Only since the advent of such
blanket consumer advertising has the new-found concern for over-warning emerged.

In every study of which I am aware, the doctors who actually are the real targets of the warnings for
prescription drugs want more information about the drugs they prescribe, not less. And, as educated
“consumers” of such information, there is little danger that doctors will be overwhelmed by it. So
the danger, if any, that a doctor will not prescribe a drug because of over-warning is quite small. |
would ask that Congress contrast this unfounded concern with the demonstrated dangers of failing
to warn learned intermediaries about the dangers of Vioxx and other prescription drugs. We know
that “under-warning” hurts and kills people. By contrast, over-warning has never been demonstrated
to be a real danger to anyone.

There was, however, a recent, well-publicized effort to promote a “study,” whose primary author
was an expert witness for Wyeth in drug litigation, that allegedly showed that the “black-box”
warning on SSRI anti-depressants had somehow led to an increase in the teen suicide rate, based
upon a study of drug sales. The study, however, is a perfect example of the kind of junk science tort
reformers have been claiming for years needed to be kept out of our courts.

The study, for example, assumed that the drop in sales was due to the increased warning and that
patients, therefore, went untreated if they did not take SSRI’s. In making these assumptions,
however, it ignored the impact of other medications and more important factors, such as the fact that

o Paxil, one of the SSRI’s analyzed, went generic on 9/11/2003 after temporary
withdrawal leading to an expected drop in its sales.

° There was a massive off-label switch to the use of anti-psychotic drugs like Zyprexa,
and, in particular, a 6-20 fold increase in their pediatric use. Between 2001-2005, the
period studied, prescriptions for teens for such drugs increased by 80%. Ironically,
there have been fights between consumers, drug companies, and the FDA over
including a suicide warning for these drugs as well. If anything then, the study
illustrates that Zyprexa and similar drugs increase the suicide rate.

° Between 2001 and 2005, there was also a 110% increase in use of atypical
antipsychotic drugs in girls under 20, who sadly account almost entirely for
the increase in suicides during the period..

° Sadly, these girls switched suicide methods during the period and became more
successful at killing themselves. During the period, there was a 119% increased in
the number of girls who hanged or suffocated themselves.

Until there is valid proof that over-warning physicians is even possible and that it hurts anyone,
Congress should take no action to prevent drug companies from providing physicians with as much
relevant and material information about the drugs they prescribe as possible.



WRITTEN QUESTIONS FROM SENATOR FEINGOLD

1. You have pointed out that, during the same time period FDA has been claiming that state
lawsuits would frustrate FDA’s enforcement scheme, there has been a dramatic decline
in the agency’s own enforcement efforts. What might explain that decline?

The best explanation is money and politics. FDA budgets for enforcement and inspections have been
slashed over the course of the last 7 years. The Bush Administration’s fiscal year 2006 budget, for
example, cut nearly all of the FDA’s funds for food and drug inspections. With fewer dollars spent
for enforcement, the FDA simply lacks the resources to protect the public.

Second, more of the money for enforcement is coming from user fees under PDUFA. As a larger the
portion of the enforcement budget comes from industry, FDA has less incentive to be as aggressive
about enforcement.

Third, political appointees have instituted a “delay game” strategy at the FDA. Before the arrived
at the FDA, Daniel Troy, named Chief Counsel of FDA in 2001, had been a lawyer for the tobacco
and pharmaceutical industries, aggressively fighting FDA regulation. According to House oversight
reports, upon his arrival, Mr. Troy implemented a new policy that all warning letters and notices of
violations issued by the FDA had to go through his office, resulting in serious delays and a dramatic
decline in enforcement. According to the GAQ’s reports, the Bush Administration's new policy
drastically increased the time it takes to issue warning letters from 2 weeks, prior to the new policy,
to 4 months, after implementation of the new policy.

That assumes, however, that the Office decides to issue any letter or institute any enforcementaction
atall. Congressman Waxman’s reports on FDA oversight reveal an alarming tendency for the Office
of Chief Counsel to ignore recommendations of field staff. I outlined one example in my prepared
testimony in which nursing home residents were given industrial nitrogen gas instead of medical
oxygen yet the FDA took no enforcement action at all. FDA field inspectors also found significant
violations at the Chiron vaccine production plant in Liverpool, England, in June 2003 and
recommended the initiation of enforcement action. Their recommendation was rejected. Instead,
British regulators closed the facility after discovering sterility problems in some batches of FluVirin
vaccine. The result was a dangerous shortage of flu vaccine in the U.S. the next year.

The FDA is not alone. The Bush Administration’s 2006 budget for the Environmental Protection
Agency not only cut overall budgetary spending by 5.6 percent but specifically targeted

money that passes through EPA to the states. The EPA delegates 75 percent of its work to the states,
and the states are responsible for 90 percent of enforcement efforts.

2. From your perspective as an experienced litigator, what are some of the advantages that
private lawsuits have over agency action when it comes to enforcing safety standards and
protecting public safety.

While private lawsuits, particularly in the pharmaceutical area, do not result in direct
enforcement of safety standards, they do perform critical and recognized functions in insuring that



the public is safe. First and foremost, they insure accountability. When a wrongdoer is responsible
for compensating his victim, there is an incentive to avoid inflicting such injuries. Where the victim
is left uncompensated or the cost of his or her medical care shifted to the taxpayer, there is little
incentive to make safer products or drugs.

Second, lawsuits put the power to seek accountability from wrongdoers in the individual’s hands
and insulate it from political forces there. That is particularly important in the case of agencies, like
the FDA today, who lack the resources or political will to hold companies who make defective or
unsafe products responsible for the injuries they inflict.

Third, lawsuits allow the victim of a defective or unsafe product to be compensated. One of the
important concerns that has been lost in the discussion of preemption of drug claims is compensation
for the victims. Apparently, concerns of economic efficiency have eclipsed concerns for making sure
achild injured by a vaccine like Hannah Bruesewitz or a heart attack victim like Ruby Ledbetter get
the medical care they need. That should not be the case.

Finally, lawsuits perform an important public information function. As in the case of Vioxx, often
lawsuits and the discovery they generate illuminate issues that would never have been brought to
light otherwise. They lead to later enforcement actions. Lawsuits and public outcry in large part led
the FDA to place a suicide warning on SSRI’s that might not otherwise have been there.

These important functions would be lost if private claims are preempted.

CAP



