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Human experimenta-
tion on a massive, un-
suspecting population:
Sound like aplotfroma
science fiction novel or
a description from the
Nuremberg trials of
Nazi war criminals?

Not so, says North-
western University
School of Law Professor Marshall
Shapo in his book Experimenting with
the Consumer: The Mass Testing of Risky
Products on the American Public. We are
all human guinea pigs unwittingly sub-
jected to experimentation by manu-
facturers, scientists, and regulators, he
writes. For us, there are no carefully
controlled procedures or people in
white lab coats—and there is certainly
no informed consent. Instead, risky
productsare disseminated premature-
lyfor consumers’ use, so thatmanufac-
turers can obtain real-world product-
risk data.

Of course, deaths result when the
risks of certain products—such as
Vioxx and fen-phen—are found to
greatly outweigh any benefits. But o
manufacturers, those deaths repre-
senta “sacrifice . .. along the way to in-
novation,” Shapo writes. And these are
not obscure products that only a few
unsuspecting people use. They are
drugs and devices that the mass media
promote as highly desirable for certain
segments of our population, and they
have taken the market by storm.

Ixperimenting with the Consumer ex-
plores the interesting cases of Viagra,
breastimplants, hormone replacement
therapy, and cutting-edge nanoparti-
cles as examples of this mass experi-
mentation. These products and others

like them are sometimes developed
from accidental discoveries and enter
the market on the basis of razor-thin
data. Then pharmaceutical companies
expose millions of experimental “sub-
jects” to their effects.

With so many people exposed to un-
known risks atonce, itis difficult to im-
mediately recognize whetherareport-
ed problem or cluster of
adverse events requires gov-
ernment attention. Manu-

For people

ethical issues that all of us must exam-
ine carefully.

Shapo is a products liability guru
with a special personal interest in sci-
ence: Hisfather believed his top-secret
work for a coppersmith firm during
World War II was related to the Man-
hattan Project. Even though recent
lawsuits have revealed much of the in-
formation contained in his
book, Shapo gives a thor-
ough, detailed, and bal-
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dispute any causal relation- subjected Products liability trial at-
ship between their products torneys who represent con-
and adverse side effects. to dmg sumers may well find their
Predictably, a protracted pe- experiments, next case theme in the

riod of scientific disagree-

ment ensues, which delays

any resolution.
Manufacturers have fi-

there are no

carefully

pages of this book.

I would recommend Ex-
perimenting with the Con-
swmer to members of both

nancial incentives to mis- controlled the plaintiff bar and the
represent or hide experi- public. As Shapo states, we
mental data and other P rocedures— should not be afraid after

critical information both
before and after the FDA
approves their products—

and there 1s
certainly no

reading the revelations in
this book; rather, we should
all be a little more sensible.
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the public untilitis dragged consent. take commonsense steps to

outof the manufacturersin

lawsuits. Asaresult, science,
medicine, the media, politics, and the
law all mustinteract until the risks can
be identified, assessed, and, most im-
portant, disclosed,

The victim, of course, is the con-
sumer. After a particularly dark period
of human history, the Nuremberg
Code of 1947 (which serves as the ba-
sis for portions of our Code of Federal
Regulations and related state statutes)
specified that people could serve as
subjects for medical experiments only
after giving “essential” voluntary con-
sent based on an “understanding and
enlightened decision.” Sixty-two years
later, American consumers are un-
knowingly participating in experi-
ments without having received suffi-
cient information. Drugs that are
released prematurely based on falsi-
fied scientific data raise significant

protect ourselves, such as
judging for ourselves what
risks to take, spending sufficient time
and energy investigating the risks of
any new product, and viewing every-
thing with a healthy skepticism. o

BRrIAN J. PANISH is a products liabili-
ty trial attorney with Panish, Shea &
Boyle in Los Angeles.
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