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Preemption, tort reform, and pharmaceutical claims

Part one: Who will become the pharmaceutical industry’s insurers
(or is it prescribing physicians and we do not know it?)

Russell G. Thornton, JD

n May, the Houston, Texas, judge overseeing the Texas Vioxx

litigation ruled that unless the US Food and Drug Adminis-

tration (FDA) has explicitly determined that a pharmaceuti-

cal manufacturer committed fraud in connection with the
approval or marketing of an FDA-approved medication, Texas
residents could not pursue a “failure-to-warn” claim against
the medication’s manufacturer (1). While some praise rulings
such as this as a step in favor of curbing baseless legal claims (2)
and in favor of a more rational oversight of the pharmaceutical
industry (3), what is the ultimate effect of this ruling on the
others involved in the utilization of prescription medications,
namely prescribing physicians and patients? In this and the next
issue of Proceedings, we will look at the Ledbetter decision and its
practical effect to see if we like the answers to these questions. In
this issue, we analyze the decision itself and its effect on future
legal disputes over prescription medications. In the next issue,
we will look at where this leaves the citizens of Texas and where
the underlying rationale for this and similar decisions leaves the
American public.

THE LEDBETTER DECISION

In Ledbetter v. Merck & Co., the plaintiff alleged numerous
causes of action against Merck with respect to its pain relief
medication Vioxx, including failure to adequately warn patients
of the cardiovascular risks associated with use of the medication.
In evaluation of MercK’s request for dismissal of the plaintiffs
failure-to-warn claims, the focus was on Section 82.007 of the
Texas Civil Practice and Remedies Code, a statute passed as part
of the 2003 Texas Tort Reform package (4). Statutes with the
similar goal of insulating pharmaceutical manufacturers from
liability have been passed by other states (5).

Section 82.007 applies to any “products liability action”
involving medications and, more specifically, failure-to-warn
claims involving medications (4). In such failure-to-warn claims,
Section 82.007 creates a “rebuttable presumption” that the phar-
maceutical company is “not liable with respect to allegations
involving failure to provide adequate warnings or information”
if the warnings with the medication (i.e., the package insert
information) were approved by the FDA (4). Section 82.007
further provides that this presumption may be rebutted in one
of five ways (4). The manner of rebuttal at issue in Ledbetter
(and notably the manner of rebuttal that would generally be
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at issue in any failure-to-warn claim against a pharmaceutical
manufacturer) requires the claimant to show that the pharma-
ceutical manufacturer

before or after pre-market approval or licensing of the product,
withheld from or misrepresented to the United States Food and
Drug Administration required information that was material and
relevant to the performance of the product and was causally related
to the claimant’s injury (4).

Merck argued that this method of rebuttal was unconstitu-
tional since it represented state interference with the exclusive
federal regulation of the pharmaceutical industry. Since this
manner of rebuttal was unconstitutional, Merck argued that
it was not a proper manner through which the claimant could
rebut the underlying statutory “presumption” that Merck was
not liable, given that the warnings that accompanied Vioxx (the
information in the Vioxx package insert) were FDA approved.
Since the presumption of no liability could not be legally re-
butted, Merck submitted that it was entitled to dismissal of
the plaintiff’s failure-to-warn claims (6). Specifically, Merck
asserted that this manner of rebuttal under Section 82.007 was
unconstitutional because it conflicted with exclusive federal
regulation of the pharmaceutical industry as reflected in the
Food, Drug, and Cosmetic Act (FDCA) (7) and recent FDA
statements that accompanied its new 2006 medication labeling
regulations (8).

Preemption is based on the Supremacy Clause of the US
Constitution. The Supremacy Clause states:

This Constitution, and the laws of the United States which shall
be made in pursuance thereof; and all treaties made, or which
shall be made, under the authority of the United States, shall be
the supreme law of the land; and the judges in every state shall be
bound thereby, anything in the Constitution or laws of any State
to the contrary notwithstanding (9).

In essence, if there is a conflict between federal law and state
law, the state law is unconstitutional (since it violates this clause
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of the Constitution), i.e., it is stricken/does not exist. Under the
Supremacy Clause, federal law can preempt state law in several
instances: 1) when Congress expressly enacts laws that preempt
state laws; 2) when state law regulates conduct in areas Congress
intended to be under exclusive federal government regulation;
and 3) when state law actually conflicts with federal law (10).
The preemption issue in Ledbetter focused on the second in-
stance—whether or not the manner of rebuttal provided for in
Section 82.007(b)(1) was unconstitutional because it was a state
law that regulated conduct in an area where Congress intended
exclusive federal government regulation.

To appreciate the impact and significance of preemption
in the tort/products liability context, one needs to understand
that an individual’s right to legal redress for a tortiously inflicted
injury is based on either common law or statutory law. Tort
claims related to products such as pharmaceuticals are autho-
rized by state law, either common law or statutory. Federal law
has no statutory provisions authorizing similar causes of action,
and there is no general common law (11). Thus, particularly in
personal injury tort claims, the absence of a state law remedy
means the absence of any remedy.

In Ledbetter, Merck’s argument was in essence that the man-
ner of rebuttal set forth in Section 82.007(b)(1) amounted to
creation of a state “fraud-on-the-FDA” claim, meaning that
such manner of “rebuttal” had to be based on Merck's failure to
comply with FDA regulations in connection with the approval
and marketing of Vioxx (6). Merck’s position and request for
dismissal of the plaintiffs failure-to-warn claims relied on inter-
pretation of the 2001 US Supreme Court decision in Buckman
v. Plaintiffs’ Legal Committee (12).

Buckman involved a number of claims for injuries alleged
to have resulted from the use of pedicle screws in connection
with spinal surgery procedures. The claim at issue in Buckman
was not a claim against the manufacturer of the orthopedic
screws. Rather, the claim was against the Buckman Company,
which assisted the screws’ manufacturer (AcroMed) in securing
FDA approval for the marketing of the screws. Specifically, the
Buckman claimants alleged that FDA approval of the screws
was the result of fraudulent representations made to the FDA
by the Buckman Company on the intended use of the screws.
The Supreme Court in Buckman held that plaintiffs’ specific
fraud-on-the-FDA claim against the Buckman Company was
preempted (meaning that the plaintiffs could assert no such
claim) because the state law claims that Buckman Company was
liable because of its misrepresentations to the FDA in connec-
tion with the approval of the pedicle screws “inevitably conflict
with the FDA's responsibility to police fraud.” Accordingly,
the state fraud-on-the-FDA claims were preempted and held
unconstitutional because they represented an attempt to have
state law govern an area in which Congress intended exclusive
federal regulation (13).

In dismissing the failure-to-warn claims against Merck in
Ledbetter, the judge noted that claimants could only use the
manner of rebuttal set forth in Section 82.007(b)(1) “if the
FDA determines that required information was withheld” (1).
Thus, Ledbetter makes the FDA the arbiter of whether or not a
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failure-to-warn claim exists in Texas. Unless the FDA has spe-
cifically found that it has been defrauded by a pharmaceutical
manufacturer, no failure-to-warn claim can be asserted against
the manufacturer. Recognizing the significance of this ruling
and that the appellate courts in Texas would need to pass judg-
ment on his ruling, the judge also ordered that appeal of his
ruling be accelerated (1).

If this ruling is upheld on appeal, for all practical purposes
claims for failure to warn against pharmaceutical manufacturers
in Texas are a thing of the past. This may also have the practical
effect of completely eliminating products liability claims against
pharmaceutical manufacturers in Texas (14). Since federal law
provides no individual a cause of action against a pharmaceutical
manufacturer for failure to warn of the risks of pharmaceuticals,
elimination of state failure-to-warn and products liability claims
means that Texas citizens cannot assert such a claim against a
pharmaceutical manufacturer (15). Further, even if one were to
assume that the FDA proactively secks out and tries to establish
this manner of “fraud” on a routine and consistent basis, the
likelihood that the FDA will determine that a manufacturer
withheld required information from it within the applicable
statute of limitations so that affected patients can timely assert
a claim is remote (16).

IS LEDBETTER A CORRECT APPLICATION AND INTERPRETATION
OF PREEMPTION LAW?

While Ledberzer is the first Texas state court opinion we
are aware of that examines the constitutionality of Section
82.007(b)(1) under federal preemption, the general issue about
whether failure-to-warn claims are preempted by federal law in
some form has been evaluated by a number of courts over the
past few years. To date, the preemption argument has generally
been based on one (or more) of four contentions:

* A general contention that the FDCA preempts failure-to-
warn claims

* A contention that the 2006 FDA Final Rule on the Re-
quirements on Content and Format of Labeling for Hu-
man Prescription Drugs and Biologics; Requirements for

Prescription Drug Labels requires preemption of state

failure-to-warn claims

* A contention that Buckman generally requires a preemption
of failure-to-warn claims

* A contention that application of Buckman to specific state
statutory provision requires preemption

The general assertion that the FDCA requires preemption
of failure-to-warn claims has not met with much success (17).
Decisions rejecting preemption were based on the fact that FDA
labeling regulations specifically state that they are only mini-
mum standards of conduct (17). In fact, courts pointed out
that FDA regulations specifically allowed for manufacturers to
strengthen a label warning at any time (17).

The contention that the 2006 FDA final rule on labeling
(8) mandates preemption is based on an assertion that these
new regulations on medication labeling create a “floor and a
ceiling” on manufacturer responsibility and are clear evidence
that FDA regulations in this arena are meant to supersede state
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warning requirements (18). Putting aside the specter that the
FDA may have promulgated this position in direct violation
of a US Presidential Executive Order (19), most courts faced
with this contention declined to agree to this established pre-
emption of state failure-to-warn claims (20). In declining to
find preemption, courts relied on the fact that the recent FDA
position in favor of preemption in the 2006 Preamble is con-
trary to prior FDA positions on the relation between the FDA
and state law and is also contrary to the FDA’s own regulations
(21). Further, courts have ruled that the new FDA labeling
regulations do not place a “ceiling” on manufacturer conduct,
because FDA regulations still allow a manufacturer to provide
warnings with medications beyond those required by the FDA
(22). Thus, there is no preemption because FDA regulations
are not the “final word” on the scope and substance of manu-
facturer warnings (20).

Following Buckman, another preemption argument has
centered on whether or not state failure-to-warn claims based
on inadequate label warnings were really fraud-on-the-FDA
claims, since failure-to-warn claims have frequently included an
assertion that the product label at issue was inadequate because
the manufacturer misled or failed to provide important informa-
tion to the FDA. If failure-to-warn claims can be characterized
in this manner, Buckman mandates that such state failure-to-
warn claims are preempted and are not viable causes of action
(12). When the preemption question has focused on this issue,
courts have still generally ruled against preemption (23). The
bases for these decisions have been that failure-to-warn claims
are not truly fraud-on-the-FDA claims because such causes of
action are well based in traditional state common law (24) and
because the FDA does not police whether or not manufacturers
have complied with the duty to affirmatively provide stronger
warnings than those warnings present in the FDA-approved
label when indicated (25).

The significant split over whether or not state failure-to-
warn claims are preempted by Buckman exists when courts have
been faced with application of Buckman to specific state statutes
somewhat similar in nature to Section 82.007. At this time,
courts have addressed statutes of a similar nature in Arizona,
Michigan, and New Jersey. These statutes provide pharmaceuti-
cal manufacturers with immunity from liability or exemplary/
punitive damages in failure-to-warn claims if the warning with
the product was FDA approved, unless product approval was
obtained because the FDA was misled or not provided with
adequate information. The Michigan statute provides immunity
from failure-to-warn claims (26). The Arizona and New Jersey
statutes provide immunity from exemplary/punitive damages
(27).

The division of opinions depends on whether courts view
Buckman expansively or narrowly. Courts finding preemption
viewed Buckman expansively. These courts interpreted Buck-
man as holding that if a state claim involves in some manner
improper manufacturer interaction with FDA, the state claim
is preempted as a fraud-on-the-FDA claim (28). Cases finding
no preemption viewed Buckman as narrowly applying only to
circumstances in which there was no independent failure-to-
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warn products liability claim. If there is a traditional state claim
for failure to warn, the fact that a portion of the failure-to-warn
claim might rely on evidence that the manufacturer misled and/
or failed to provide proper information to the FDA did not
mandate preemption of the failure-to-warn claim (29).

Prior to Ledbetzer, the only reported case interpreting Section
82.007 in this context was Ackerman v. Wyeth, a federal court
case out of the Eastern District of Texas (30). In Ackerman, the
court addressed preemption in a very succinct and direct man-
ner. The court held that because Section 82.007 created only a
presumption, and because the manner of rebuttal at issue (“if
the plaintiff comes forward with evidence that the FDA was
somehow misled”) rebuts only the presumption and does not
establish liability or create a cause of action where none existed
before, no preemption existed and the statutory manner of re-
butting the presumption was constitutional (31).

In Ledberter, the judge was obviously not persuaded by the
federal court’s brief evaluation of this issue in Ackerman and
interpreted Buckman in an expansive manner. Instead of seeing
that state failure-to-warn claims could be based on evidence
above and beyond fraud on the FDA and that by enacting Sec-
tion 82.007 the Texas legislature was not trying to create a state
fraud-on-the-FDA cause of action, the judge instead appears
to interpret Section 82.007 as providing an exclusive manner
through which a claimant establishes liability, not just a manner
to rebut the statutory presumption.

An issue that did not appear to be a focus of the Ledberter
decision, but which could be of significance, is the fact that Buck-
man dealt with FDA regulation of medical devices, not phar-
maceutical products. Since issues related to the preemption and
the federal regulation of medical devices addresses the scope of
the Medical Device Amendments of the FDCA, provisions very
different from those that pertain to pharmaceuticals, some courts
do not believe this line of preemption cases to be relevant in this
context (32). Review of two recent cases involving implantable
defibrillators, however, is informative of recent judicial evaluation
of the Buckman fraud-on-the-FDA issue in Ledbetter.

In late 2000, In re Medtronic, Inc., Implantable Defibrillators
Litigation involved the sale of possibly defective devices, result-
ing in injury to the plaintiffs. One of the preemption issues
addressed was Medtronic’s assertion that the failure to advise
patients and physicians about the device defect was preempted
under Buckman (33). In finding no preemption of plaintiffs’
claims, the court noted that the medical devices were used in
a non—-FDA-approved, “off-label” manner (33). Further, the
court declined to read Buckman expansively, stating that the
plainciffs

may use evidence—if they are able to produce it—of Medtronic’s
efforts to manipulate the regulatory process in order to prove
their negligence and strict liability claims, but they may not bring
an independent claim for relief based on fraud-on-the-FDA. All
plaintiffs’ claims are based on state statutes or traditional tort
causes of action; they seek no recovery for a fraud-on-the-FDA
claim. For these reasons, the Court finds no basis in Buckman to
find an implied preemption of plaintiffs’ claims [citations omit-

ted] (33).
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In May 2007, a similar issue was addressed in /n re Guidant
Corp. Implantable Defibrillators Products Liability Litigation (34).
"This opinion dealt with the claims of 73-year bellwether plaintiff
Leopoldo Duron against Guidant in that multdistrict litiga-
tion. Guidant sought dismissal of the plaintiff’s fraud and negli-
gence-based claims against it on the basis of federal preemption
because those claims

are incorrectly premised on the idea that Guidant withheld certain
information from the FDA. Guidant asserted that the FDA, not
Duron, is the only one that can regulate whether Guidant cor-
rectly supplied it with information and that Duron’s allegations
conflict with the FDA’s responsibility to police itself. Guidant
further contended Duron’s fraud and negligence-based claims were
merely “fraud-on-the-FDA” claims in disguise (35).

In holding that plaintiffs claims were not preempted, the
court pointed out that Guidant’s reliance on Buckman was “mis-
placed” because the claims before the US Supreme Court in
Buckman “were actual ‘fraud-on-the-FDA’ claims. . . . There
were no allegations that the products themselves were defective”
(35). The court further held that the plaintiff’s claims were not
preempted because they did not seek to “usurp” the authority
of the FDA but only asserted that Guidant’s failure to comply
with FDA regulations also violated state statutory and common
law duties and that the plaintiffs claims were based on duties
owed to him, not the FDA (35).

It is true that these two recent cases do not examine pre-
emption issues specific to pharmaceuticals and do not involve
interpretation of any statute similar to Section 82.007. It is
interesting to note, however, the apparent continuing trend in
evaluation of Buckman issues that the use of fraud-on-the-FDA
evidence by claimants to support their state negligence and/or
products liability claim does not dictate preemption of those
state claims. This appears to be the rationale underlying the
Ackerman evaluation of Section 82.007 (30). This was not the
rationale followed by the judge in Ledbetter (1). Further, while
the US Supreme Court does have a medical device preemp-
tion case on its docket for this fall (36), review of the circuit
court opinion to be addressed does not reveal the presence of
a Buckman preemption issue (37). As such, it appears that the
next direction we will receive on this issue may very well come
from the 14th District Houston Court of Appeals when it ad-
dresses Ledbetter.

CONCLUSION

Does Ledbetter foretell that any failure-to-warn claim based
on prescription medications is a thing of the past in Texas?
While Section 82.007 states that it applies to health care pro-
viders and prescribers, the statute limits such application to
“products liability” actions (4). Review of the statutory defini-
tion of a products liability action as set forth in the statute itself
only references actions against a “manufacturer or seller” (38).
In fact, some authors believe that Section 82.007 may be of no
benefit to prescribing physicians (39). Under Texas case law
existing prior to the passage of Section 82.007, a health care
provider was subject to products liability laws only if the sale
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or distribution of the product at issue was only “incidental” to
the rendition of medical services (40). If the product got to the
patient through the provision of professional medical services,
products liability laws did not apply to the health care provider
(41). Further, courts would need to address the fact that Section
82.007 conflicts with the provisions of another Texas statute
that governs appropriate disclosures by health care providers to
patients in connection with medical treatment (42).

Based on Ledbetter, the possibility exists that the prescribing
physician could be exposed to a failure-to-warn claim, even if
the pharmaceutical manufacturer was not. Further, counsel for
Merck in the Texas Vioxx litigation (and for other pharmaceuti-
cal manufacturers) have advocated that under Texas law, even
if claimants are able to utilize the manner of rebuttal set forth
in Section 82.007(b)(1), application of the “learned intermedi-
ary” doctrine would still shield pharmaceutical manufacturers
from liability (43). Under the learned intermediary doctrine, a
pharmaceutical manufacturer avoids liability for failure to warn
and attempts to place liability exposure solely on the prescribing
physician by claiming that it provided the prescribing physician
with an adequate warning (44).

The underlying policy issue here comes down to a matter
of trust. Do we trust that if failure-to-warn claims involving
pharmaceuticals follow the Texas Gray Wolf and Texas Red
Wolf into extinction (45) the FDA and the pharmaceutical
industry will provide the American public with uniform and
quick access to reasonably priced safe medications? Do we trust
the FDA to adequately police the pharmaceutical industry and
prevent unreasonably dangerous medications from reaching
the US market and/or remaining there? The FDA's record on
proactively “policing” the pharmaceutical industry may leave
much to be desired (46). Further, can and/or should any indus-
try really police itself? These are questions that we will address
in the next Proceedings.

One thing that we do know is that counsel representing
pharmaceutical manufacturers tout the Ledbetter decision as
providing pharmaceutical manufacturers with virtual complete
immunity from products liability claims in Texas (14). Some
authors are concerned that prescribing physicians may not have
the same protections afforded the manufacturers (39). Thus, by
virtue of Ledbetter, pharmaceutical manufacturers are essentially
immune from liability while prescribing physicians may now be
the only party exposed to liability for claims related to prescrip-
tion medications, effectively making them the insurers for the
pharmaceutical industry in Texas. Does tort reform, practically
embodied as tort elimination in this context, best serve the
interests of Texas citizens and the American public?
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