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1. Inyour written statement, you say that “Federal agencies are uniquely
positioned to promulgate rules with wide-sweeping national effects precisely because
regulation in these areas on the state level may negatively impact that field. When a
state regulates, it does so with its own {:itizenS; circumstances, and particular needs
in mind.” Is it your position that injuries due to specific medical devices or adverse
drug reactions are a universal concern, rather than one of any particular state or its
particular citizens? 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 there any situations that would be
uniquely tailored to any specific state? 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.

There is no doubt that injuries due to specific medical devices or adverse drug
reactions are a concern for every state and its citizens. However, the issue of whether
Congress or the FDA should preempt state action in these areas is one of policy, not
constitutional or legal authority.

As a constitutional law professor, my testimony focuses on the role of preemption
in our constitutional structure, an analysis of which leads to the inevitable conclusion that
executive agencies have the power to preempt state law,' although the exercise of that
power must comport with constitutional requirements and the agencies’ statutory
authority. The policy decisions that C%n‘ugrés,sﬂ'faces in determining whether preemption
is, or is not, warranted, however, are ‘questions for the legislative branch. It is my
contention that Congress should not establish a broad rule that would require all future
legislative enactments to preempt explicitly or not at all. As I stated in my testimony,
such legislation would upend constitutional supremacy and create a presumption in favor
of overlapping regulations by multiple jurisdictions. It would favor regulation by a
limitless number of governments at three or four different levels—a national Congress,
state legislatures, numerous county boards, and countless city councils. This is not to say
that Congress cannot decide, when passing a particular piece of legislation that it wishes
to allow the states to craft their own remedies. But that decision should be made at the
time of enactment or during the deliberations leading to enactment.

! Hillsborough County, Fla. v. Automated Medical Laboratories, Inc., 471 U.S. 707, 714 (1985). Indeed, if
the agency’s choice to preempt “represents a reasonable accommodation of conflicting policies that were
committed to the agency’s care by the statute, the accommodation should not be disturbed unless it appears
from the statute or its legislative history that the accommodation ‘is not one that Congress would have
sanctioned.”” City of New York v. F.C.C., 486 U.S. 57, 70 (1988) (quoting United States v. Shimer, 367
U.S. 374, 383 (1961)); see also Robert N. Weiner, Preemption and the FDA Preamble, in PATENTS,
COPYRIGHTS, TRADEMARKS, AND LITERARY PROPERTY COURSE HANDBOOK SERIES (Practicing Law
Institute, PLI Order No. 9046 2006).




2.  You state in your written testimony that the Administrative Procedure Act
requires that “before an agency issues a rule, the proposed rule be subject to ‘notice
and comment’ procedures.” However, 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.” In your opinion, did the FDA act appropriately in this case? Please
explain your answer. What deference should be given to an agency’s policy
statements on preemption in the preamble to a final rule when an agency states in
the proposed rule that the y—\rule has no federalism implications?

Whether as a policy matter the FDA’s action reflects sound policy is something
that must be left to those with expertise with the particular issues involved. However, as
a general matter, the FDA does possess the power to preempt state law as long as its
exercise of that power is consistent with the applicable statutory and constitutional
constraints. Indeed, the Supreme Court has noted that “[b]ecause the FDA is the federal
agency to which Congress has delegated its authorlty to implement the provisions of the
[Food, Drug, and Cosmetic] 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.”

3.  You say that “Congress cannot possibly foresee all of the potential conflicts
that may materialize when it first enacts a statute.” Please describe any actual—as
opposed to theoretical or potential—conflicts that have occurred that are
undermining or have undermined the Food and Drug Administration’s ability to
carry out its mission?

It is a matter of fact that Congress cannot possibly foresee all the potential
conflicts that may materialize when it first enacts a statute. Thus, to require Congress to
expressly preempt state laws would require it to know of all statutes that could
hypothetically touch on the subject matter reached by a Congressional proclamation.
Moreover, a presumption against preemption is not supported by the Constitution’s text,
structure, or history.

* Requirements on Content and Format of Labeling for Human Prescription Drugs and Biologics;
Requirements for Prescription Drug Product Labels; Proposed Rule, 65 Fed. Reg. 81082, 81103 (proposed
Dec. 22, 2000).

* Medtronicv. Lohr, 518 U.S. 470, 496 (1996) (citations omitted).



