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PERSPECTIVES

End Run to

Limit Victims’ Rights

Most of you know that President Bush has been involved in
an ongoing campaign to limit medical malpractice and
products liability lawsuits. To date, Congress has been
unwilling to pass restrictive “tort reform’ to limit victims’
rights to bring these actions. The executive branch,
however, through the Food and Drug Administration (FDA),
has taken its
own steps to try
to limit lawsuits

against drug
manufacturers.

The FDA
implemented
new regulations
in 2006 that
require drug
companies to

The executive
obtain FDA approval before branch...has
making any changes in drug taken its own
labeling. Prior to 2006, FDA stepstotry to
approval was not required for  limit lawsuits
label changes. The preamble against drug
to the new regulation states manufacturers.

that the FDA intends that FDA

regulations preempt state tort

claims. What this means, specifically, is that the FDA wants
to eliminate lawsuits against drug companies for
inadequate label warnings (sometimes called “failure to
warn” cases).

The judicial branch has now stepped in to interpret the
new rules, and at least one court has agreed that the new
FDA regulations do preempt (eliminate) state court claims
against drug companies for inadequate warnings.

In a case from the Eastern District of Pennsylvania called
Colacicco v. Apotex, Inc., the plaintiff's wife allegedly took a
generic brand of the anti-depressant Paxil, and then

continued on page 2

ROAD HAZARDS

Investigating and
Identifying
Dangerous Cars

With disheartening regularity;
we meet the friends and
family of car accident victims.
Often these people are
seriously injured, or even
killed, in accidents where their
car mates walk away relatively
unharmed.

In many instances, the injuries
suffered in a car accident are
not the result of the initial
collision. Instead, they are
caused by a““second
accident” that occurs when
the vehicle fails to perform as
it should in a foreseeable
crash. In these situations, we
bring a products liability
lawsuit against a manufacturer
where we establish that the
improper design or improper
manufacture of the vehicle
created an unreasonably
dangerous situation.

continued on page 2




Victims’ RIghtS, continued from page 1

committed suicide. The plaintiff sued the
manufacturer claiming that the manufacturer failed
to warn of the suicide risk. The drug company
argued that, under the new regulations, the FDA
controlled the content of the warning label, and
not the drug company. The drug company also
argued that the FDA stated its intention to preempt
state court claims, so that the Plaintiff could not
bring this type of “failure to warn” lawsuit.

The federal district court judge held that when
imposing state tort liability for failure to warn
conflicts with FDA-approved labeling, the federal
regulations preempt state tort law.

There are several cases working their way through
the federal court system right now, and the United
States Supreme Court will have to render a final
ruling on the “preemption” issue.

In the meantime, the federal Department of
Transportation, through the National Highway
Traffic Safety Administration (NHTSA), is in the
process of promulgating regulations regarding
roof-crush standards and crashworthiness that will
contain the same “preemption” language. If the
United States Supreme Court agrees that the FDA

regulations preempts state tort “failure to warn”
cases, then it is likely that the Court will also agree
that the NHTSA regulations will preempt state
court tort claims for inadequate roof strength or
crash protection. And our executive branch will
have accomplished its “tort reform” goals with no
congressional involvement at all.

—Jim Dyer

Road Hazards, continued from page 1
There are several common defects that come

up over and over:

» Rollovers: SUVs have a greater tendency—up
to 15 times greater—to roll over during
foreseeable driving maneuvers because of
their shorter wheel base and higher center of

gravity.

« Tire failures: Tires should be designed to
have their tread wear out before they fail.
Properly inflated and maintained tires should
not suffer a de-tread in the absence of a defect.
Often a tire failure leads to secondary
problems such as a rollover or roof crush.

* Roof crush: Many SUVs and
passenger vehicles are designed
with a roof that is too weak to
protect occupants in a rollover.
Federal regulations currently
require that a passenger car’s roof
be able to withstand 1.5 times the
vehicle’s weight. Trucks and SUVs
don’t even have to pass this test.
Consumer advocates are critical
of the current test and argue that

a roof must withstand three times the vehicle’s
weight to properly protect occupants.

 Post-collision fires: Fuel leaks from punctured
fuel tanks can ignite subsequent to a collision.
Often these leaks are caused by the improper
placement or shielding of the vehicle’s fuel
tank. You may remember that Ford came
under immense criticism when several police
officers were horrifically burned after their
police cruisers were hit and exploded.

To properly evaluate whether a dangerous
products case exists, it is essential that the
vehicle be preserved and photographed. It is
also important to have a qualified expert look
at the vehicle as soon as possible before the
evidence is lost to time. If you or your loved
ones are involved in an accident where you
suspect the vehicle did not perform as it
should have, please take steps to preserve and
document the vehicle and accident scene so
that all aspects of any potential case can be

investigated.

— Dev Sethi







