news-trends

Wyeth v. Levine sets up

a showdown in the
preemption corral

Thisfall brings a showdown, pitting the
doctors and the lawyers against the feds
and Big Pharmain the preemption cor-
ral. Both sides are fullyarmed with am-

icus briefs for Wyeth v. Levine, but the
U.S. Supreme Court, as sheriff, con-
trols the shots.

Oralargumentsin the case, in which
the Court will decide whether FDA ap-
proval of drug labeling preempts state
products liability suits against manu-
facturers of allegedly defective drugs,
are set for November 3.

Plaintiff attorneys are holding their
breath after last term’s express-pre-
emption case, Riegel v. Medtronic, in
which the Court held that the regula-
tory approval process for medical de-
vices was comprehensive enough to
Jjustify preempting claims that question
the sufficiency of awarninglabel. (128
S. Ct. 999 (2008).)
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Consumer advocates and trial attor-
neys point out that if the court con-
cludes that the FDA’s drug-labeling
rules preempt state law, consumers in-
jured by drugs won’t have any way to
hold manufacturers accountable. But
many consumers don’t clearly under-
stand what federal preemption means
for their rights, said Harris Pogust, a
lawyer in Conshohocken, Pennsylva-
nia. He represented the family of a
woman who took the popular antide-
pressant Paxil and committed suicide.
Earlier this year, the Third Circuit
ruled that their failure-to-warn claim
was preempted. (Colacicco v. Apotex,
Inc., 521 F. 3d 253 (3d Cir. 2008).)

In August, a lower court in that fed-
eral circuit distinguished the Colacicco
decision and declined to find preemp-
tion in a case involving an alleged Paxil-
related suicide by a teenager. That
court said its decision “is consistent
with a regulatory system that puts the
obligation to warn on the party with
the most comprehensive information
available: the drug manufacturer.”
(Knipe v. Smithkline Beecham, No. 06-
3024 (E.D. Pa. Aug. 28, 2008).)

Pogust said lawyers need to explain
preemption in simple terms that every-
one can understand. “Tell them a drug
company is going to be immune and
won’t have to pay for its mistakes if you
got harmed by a drug you took even if
it had information that it knew the
drug was dangerous. They’ll say, “That
can’tberight!”” he said. “But that could
be right, if the Court rules for Wyeth.”

The plaintiff in the Wyeth case, mu-
sician Diana Levine,lostan arm to gan-
grene, caused by an antinausea drug
given by “IV push” straight into a vein.
She sued the drug maker, Wyeth, for
failure to warn of the dangers of ad-
ministering the drug, Phenergan, this
way. Wyeth claimed the case was pre-
empted because the FDA had ap-

proved the drug’s labeling.

The Vermont Supreme Court up-
held a jury award to Levine, finding
that a 1962 amendment to the Food,
Drug, and Cosmetic Act (FDCA) “re-
moves from our consideration the
question of whether common law tort
claims present an obstacle to the pur-
poses and objectives of Congress.” It
found state claims can be preempted
only where compliance with both fed-
eral and state law is “a physical impos-
sibility.” (944 A.2d 179 (Vt. 2006).)

So Wyeth took it to the sheriff, pro-
claiming to the Court that the suit is
barred because the FDA approved the
medicine’s prescribing information.
Bothsidesfilled their holsters with am-
icus briefs and lined up.

For consumers injured by defective
drugs, the best outcome would be arul-
ing for Levine—and the worst could be
the Court’s determination that her fail-
ure-to-warn claim is preempted be-
cause of Phenergan’s FDA-approved la-
beling. But attorneys say it’s not that
simple. ‘

“There are so many different ways
that the Court could decide the case,”
said LouBograd, senior litigation coun-
sel at the Center for Constitutional Lit-
igation and the author of AAJ’s amicus
brief. If the Courtrulesfor Levine, “itis
likely that most failure-to-warn claims
againstdrug companieswillnotbe pre-
empted, though there will still be diffi-
cult legal issues to resolve in cases in-
volving generic drugs, as well as those
involving warnings [sought by plain-
tiffs] that were expressly considered
and rejected by the FDA.” Preemption
could still be asserted in such cases.

In the worst case, Bograd said, the
Court could rule thatall failure-to-warn
claims are preempted unless based en-
tirely on new information the manu-
facturer obtained after FDA approval.
“Idon’tthink that the Court is likely to
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go thatfar, but with this Court, you can
never be too sure,” he said.
Levine’sargumentis that the FDCA
contains no express preemption pro-
vision and that there was no evidence
that the FDA considered the risks and
benefits of the IV push method of ad-
ministering Phenergan. But Wyeth
and its amici—including the Bush ad-
ministration, the Pharmaceutical Re-
search and Manufacturers of America,
the Product Liability Advisory Council,

community, editors of the New Eng-
land Journal of Medicine filed their first-
ever legal brief, supporting Levine’s
position. With the assistance of the
public-interestlaw firm Public Justice,
10 current and former editors of the
journal argue that consumers should
be allowed to sue drug makers for fail-
ing towarn of dangers eveniif the FDA
approved prescribing literature forthe
drug.

“The drug companies have withheld

A brief filed by New England Journal of Medicine editors
said that preemption of failure-to-warn claims would pose a

serious threat to public health and safety.

and the U.S. Chamber of Commerce—
disagree.

The federal government’s brief sup-
porting Wyeth argues that the FDA
weighsa drug’s risksand benefitswhen
approving its label and that there are
narrow circumstances in which adrug
maker can change a label without pri-
or approval from the agency. “Because
FDA'’s approval strikes a balance be-
tween competing considerations, state
laws thatstrike a differentbalance con-
flictwith FDA’s determination and are
impliedly preempted,” the govern-
ment argues.

Other Wyeth amici say that the pre-
sumption against preemption doesn’t
apply to preemption that arises from
actual conflict between federal and
state law, and at least one brief claims
that as more warnings appear on drug
packaging, more patients are harmed
because the warnings convince them
not to take their prescribed medica-
tions. One brief depicts various harms
to public welfare, such asan increasein
measles cases caused by parents failing
to have their children vaccinated.

Medical journal
speaks out

But a diverse alliance of doctors,
public health advocates, and plaintiff
and public-interest lawyers reject
those arguments. In an indication of
the case’s importance to the medical
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key information from the FDA and ar-
dently negotiated againststricter label
warnings—all the while continuing to
market their unsafe drugs to an unsus-
pecting public,” the editors say in the
brief. They cite the withdrawal of
Vioxx, Trasylol, fen-phen, and Redux
from the market as examples of the
pharmaceutical industry’s failuretoad-
equately warn consumers of drug haz-
ards even when the manufacturers
knew of the risks.

The editorsargue that the FDAlacks
sufficient information and resources
to serve as the sole monitor of phar-
maceutical risks, that federal preemp-
tion of failure-to-warn claims would
pose a serious threat to public health
and safety, and that effective monitor-
ing of drug risks requires a robust tort
system.

Leslie Brueckner of Public Justice’s
Washington, D.C., office, who wrote
the brief, said a decision wiping out all
failure-to-warn claims involving pre-
scription drugs would be “a public
health disaster.” Her brief argues that
“litigation is often the only way to dig
up information regarding inadequacy
of druglabels. Thisinformation can, in
turn, spur the agency to put pressure
on the manufacturers to improve the
labels.”

Pogust, echoing Brueckner’s brief,
said, “In reality, what works is the law-
suits. The FDA doesn’t have the sub-

poena power to do what we do as
Jawyers. It'snotas well equipped tofind
out bad information as we are. The sys-
tem wasworking fine with the FDAand
Congress and lawyers working togeth-
er.... We’ll lose a big weapon in trying
to protect the public health and welfare
by removing the chance of litigation.”

Pogust hopes that the result of Wyeth
will be that “the legal system will con-
tinue as it has for the last 70 years, with
the FDA and the tort system working
hand in hand to protect the health and
welfare of all citizens.”

AAJ’s amicus brief highlights the
“special circumstances” required fora
failure-to-warn  claim to succeed
againsta manufacturer whose label re-
ceived FDA approval. A plaintiff in
such a case “will not prevail . . . unless
she can come forward, as DianaLevine

did, with evidence that under the cir-
cumstances a reasonable drug compa-

ny would have done more to warn of
the dangers posed by its product,” Bo-
grad argued in AAJ’s brief.

Citing the language of the FDCA,
the brief notes that “where such special
circumstances exist, a determination
of state tort liability against the com-
pany cannotbe said tobe in ‘directand

positive conflict’ with FDA labeling .

determinations.”

Collyn Peddie, a Houston trial and ‘

appellate attorney with an interest in
preemption, said a Court finding that

only “directand positive” conflicts lead .

to preemption would be “the best-case
scenario.”
“Under this true-conflicts preemp-

tion, a drug company must have pre- -

sented the precise language you urge
ina proposed label to the FDA, and the
FDA had to have rejected that label as
scientifically unfounded,” she said.
“Most cases don’tfit this mold, so most
would not be preempted.” She cited
Vioxx and Paxil as examples.

If the Court is consistent with its de-

cision in Riegel, Peddie said, it might
rule that “itisimpossible for the FDAto
do its job and for drug companies to
comply with its regulations in the face
of state tort claims.” However, “there is
no express preemption language inthe
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FDCA, so it will be difficult for the
Court to get to this result.”

San Francisco plaintiff attorney Lori
Andrusis optimistic that “the Courtwill
surprise us.” Because the Riegel decision
was narrowly drawn and the Courtis not
of one mind on preemption issues,
even if itfinds preemption, “Isincerely
doubt that the Court will foreclose all
lawsuits against drug manufacturers,”
she said.

If the Court rules for Wyeth, “plain-
tiff attorneys will have to be careful to
distinguish their case from the facts of
Wheth v. Levine,” Andrus noted. They
willneed to pointoutwhen adrug com-
pany failed to meet its obligations un-
der various federal regulations or if
there are manufacturing defects, she
said.

“Plaintiff lawyers are a creative
bunch, and we’re used to adapting,”
she said. “They’ll keep coming at it
from every angle, and so will we.” Fur-
thermore, “if the Court’s decision in

Wheth v. Levine is broad enough to elim-
inate pharmaceutical accountability al-
together, I cannot imagine that ordi-
nary citizens, or our elected officials,
would stand for that forlong.”

Pogust hopes for a quicker fix: “The
way the Supreme Court has been late-
ly has worried all of us. You hope they
see the light, read these briefs, and do
the right thing.” |

~REBECCA PORTER

FDA advisory does not
preempt failure-to-warn
suit, Third Circuit rules
The U.S. Court of Appeals for the
Third Circuit has reversed a district
court’s dismissal, on preemption
grounds, of a failure-to-warn lawsuit
seeking damages for injuries the plain-
tiff allegedly sustained from ingesting
methylmercury and other harmful
compounds in tuna fish.

“This is a situation in which the FDA
has promulgated no regulation con-

cerning the risk posed by mercury in
fish orwarnings for that risk, has adopt-
ed no rule precluding states from im-
posing a duty towarn, and has taken no
action establishing mercury warnings
as misbranding under federal law or as
contrary to federal law in any other re-
spect,” the court held. (Fellner v. Tri-
Union Seafoods, LLC, 2008 WL 3842925
(3d Cir. Aug. 19, 2008).)

“What the Third Circuit did was
make very clear thatin order for there
to be preemption, there needs tobe a
formal regulation or law that went
through normal review, rather than in-
formally without any checks and bal-
ances,” said William Crutchlow of Edi-
son, New Jersey, who represents the
plaintiff, Deborah Fellner.

Fellner has various digestive prob-
lems and fora number of years was un-
able to eat many foods other than
tuna. She alleged that she contracted
severe mercury poisoning as a result
of her ingestion of methylmercury in
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