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Immunity is a bad medicine
for Americans’ well-being

Thomas R. Kline
is a leading plaintiffs’ lawyer

n Feb. 20, the US. Su-

preme Court granted le-

gal immunity to manu-
facturers of medical devices
that secure “pre-market ap-
proval” from the Food and
Drug Administration for their
products. The 8-1 decision in
Riegel v. Medtronic guarantees
medical-device manufacturers
will have no financial account-
ability for their mistakes when
their products are simply made

evices, drugs and even
rood. '.l'hc FDA former chief
uams:l,?zm-Blrmn Hutt, re-
cently told a congressional pan-
el tlut the FDA was "bumly

written that despite a recent in-
crease in i Congress,
the FDA still does not have the
authority or the money to fulfill
its mission.

‘There is a lesserknown scan-
dal: The FDA is at the mercy of
Big Pharma. The FDA is fund-

according to FDA

ndby,_ * ed by, and

'uy in-
dustry at every turn. I
mmuunha!forﬂsemm.;md
get for the mﬂew of human

sharply diverge from its past de-
cisions in which Justices Brey-
er, Thomas and Scalia, have out-
right rejected preemption argu-
ments.

In the almost 30 years I have
been involved in medical de-
vice and drug litigation, from
the Dalkon Shield to Vioxx, I
have been privy to internal doc-
uments and sworn testimony
that has exposed conduct by
pharmaceutical and device-
makers that has led to injury
and death among tens of thou-
sands of Americans.

Approximately a quartercen-
tury ago, I presented testimony
to a federal jury from a manag-
er of the former AH Robbins
who told his superi-
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I industry, not
from our impartial tax dollars.

The FDA not only does not
do its own testing, but it is also

doc- almost totally dependent upon

the pharmaceutical industry to

The government is
putting medical
device and drug

makers above the
public’s health.

provide it with data on the safe-
ty and effectiveness of new
drugs and devices. One ex-
treme example of the mischief

crease in hypertension com-
paredwimumerdnwsonﬂxe
market, were

the thel’DAdunmnmnmldm-

“somewhat
ﬂmldemmsotthem.\sc«en-
ter for Drug Evaluation ade-
quately assess a drug’s safety.

sion-making time
revision to the Vioxx label. A
New Jersey jury heard this testi-

tip of the i

the court fell one vote short of
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company that withheld informa-

tion from the FDA. On deck is

yetmmthetcﬂsemhng me
ity. If

ors in the 1970s, while their infa-
mous Dalkon Shield was still on
the market, that their product
was unsafe. The manager testi-
fied he told company execu-
tives his conscience could not
allow him to remain silent. He
was remi his “conscience
didn't pay his salary.”

Within the past few years,
many juries have seen an
e-mail where the most senior
scientist at Merck mocked FDA
scientists as “grade D high
schoolers.” None of this figured
into the Medtronic decision,
but figures into the safety equa-
tion for every person who uses
a pharmaceutical device or

e

Americans have always
looked to our courts to vindi-
cate our rights. Congress
should move quickly to pass
corrective legislation to restore
and assure the fundamental
right to seek both protection
and compensation for defective
devices and drugs, and assure
that there is no further erosion
in service and drug product
safety. We should never be at
the mercy of anyone who plac-
es profit over public safety. We
should not be left undefended,
without recourse, against the
newly privileged class — device
manufacturers.

Thomas R. Kline, a member of
the Inner Circle of Advocates, is

pmmr in Kline & Specter P.C.
E:mail him at

i- court doesiso, it will need to

Tnm Kun-@thdmctnr com.



