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In Drﬁg. Research, the Guinea Pigs of Choice Are, Well,
Human

Jodi Hilton for The New York Times
Ken Garabadian prepares for a PET scan at the Dana-Farber Cancer Institute in Boston. Scientists are using
the scans to quickly determine if drugs work against a type of cancer called gastrointestinal stromal tumor.
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experimental anti-anxiety drug. The drug quelled anxiety

well enough in those experiments last year that its TIMES NEWS TRACKER
developer, the Swiss pharmaceutical company Novartis, Taples Alerts
gained the confidence to conduct large clinical trials. Drugs (Pharmaceuticals) ~ Create
Tests and Testing Create
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quick gauge of a drug's promise before committing to full-
scale clinical trials that may involve hundreds of patients,
millions of dollars and many years of study. Often called
experimental medicine, the approach is meant to reduce the
huge costs of drug development and speed the most promising treatments into the
marketplace.
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In the past, many of the tests might have been done only on animals. That might seem to
raise ethical concerns, but the people who regulate and monitor drug experiments say that
no problems have risen so far. And scientists and industry executives, while
acknowledging the potential for ethical 1ssues, say that experiments on people are more
reliable, because animal tests often fail to accurately predict whether a drug will work on
people.

"Humans are the experimental animals here," said Roger Perlmutter, executive vice
president for research and development at Amgen, a large biotechnology company that has
embraced the new approach.

Amgen, for instance, gave different potential arthritis drugs to human volunteers and then
used a blood test to gauge the best one to take forward into clinical trials. The results were
almost the opposite of what Amgen found when it conducted similar tests in animals.

Pfizer has done experiments in which volunteers who took drugs were injected with
radioactive tracers and given PET scans to see if the drugs were reaching their expected
targets in the body. The company has abandoned several drugs that did not, said Stephen
A. Williams, who directs clinical technology for the company.

It 1s too soon to know whether experimental medicine will really transform drug
development. But the industry needs to do something. Despite rising research and
development spending, last year only 21 new compounds were approved as drugs,
compared with more than 30 a year in the late 1990's.

All clinical trials, of course, are experiments on people. But subjects might be exposed to
more scans, blood tests and biopsies than in a more conventional trial.

"The treatment burden on the patients goes up," conceded Stephen Dilly, who runs drug
development at Chiron, a biotechnology company. "You're squeezing the last drop of data
out of every patient you treat."

But because the experiments are carefully monitored, many experts say the patients face no

higher dangers than with medical research generally. "These kinds of studies don't really
have that much higher risk than the other studies," said P. Pearl O'Rourke, director of
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