
In 1987 Judith S. Hochman,
M.D., the Harold Snyder
Family Professor of
Cardiology (then affiliated
with another hospital), 

published an animal study
showing that use of angioplas-
ty to reopen blocked arteries
many hours after a heart
attack reduced the bulging
and stretching of the affected
heart muscle. This would
reduce the enlargement of the
heart, she reasoned, and lower
the chances of subsequent
sudden death and heart failure
in humans. If human studies
confirmed the animal results,
Dr. Hochman thought, the
time when heart attacks could
be treated with angioplasty
could be greatly prolonged. At
the time, however, a clinical

study wasn’t feasible because
the use of stents to keep arter-
ies open had not yet become
standard practice. 

As the technology evolved
in the 1990s, clini-
cal studies showed
that using angio-
plasty and stents to
open arteries that
are 100 percent
blocked in the first
12 hours after a
heart attack quickly
restored blood flow,
minimizing damage
to the heart, and
saving lives. Such
treatment is con-
sidered optimal for
almost all patients.
In some patients,
the treatment is
beneficial for up to
24 hours after a

heart attack.
But what about after that

24-hour window closes? Dr.
Hochman wondered. No one
really knew, even though it
had also become common
medical practice to open
totally blocked arteries days
after a heart attack. Up to
one-third of eligible patients
— more than 100,000 heart
attack survivors each year in
the U.S. alone — fail to
receive therapy in the early
treatment window, mostly
because they arrive at the hos-
pital too late. 

Dr. Hochman persevered.
Only a randomized clinical

trial, she believed, could
answer the question of
whether the practice reduced
the risk of heart failure and
death. After nearly three years
of planning, in 1999 she finally
secured a large grant from the
National Heart, Lung, and
Blood Institute to conduct
such a clinical trial. The first
patient was enrolled in 2000.

Getting the trial — called
OAT, for Occluded Artery
Trial — off the ground wasn’t
easy. “There was bias,” said
Dr. Hochman, who is now
Director of the Cardio-
vascular Research Center and

also Clinical Chief of the
Leon H. Charney Division of
Cardiology. “We had clinicians
who didn’t want to be part of
the trial because they thought
it wasn’t ethical to randomize
patients to the medical thera-
py group.” In other words, she
said, the doctors were afraid
of not giving their patients
angioplasty, which they
believed to be the best care. 

Thus it took five years
instead of three for the trial 
to enroll 2, 166 patients in 217
sites on five continents, a
huge undertaking that cost
more than $15 million. 

All of the patients were in
stable condition after a heart
attack, none had chest pain at
rest or severe ischemia on a
stress test, and the complete
blockage of the coronary
artery had persisted. 

They were randomly
assigned by computer to
receive balloon angioplasty
and stents plus medical thera-

py or medical therapy alone
for three to 28 days after their
heart attack. Researchers
tracked their health for an
average of three years. 

The results, reported in 
The New England Journal of
Medicinelast December,
stunned the medical world:
There was no statistically 
significant difference between
the two groups in the occur-
rence of death, heart attacks,
or heart failure in up to five
years of follow-up.

Dr. Hochman proposed
that these unexpected results
should warrant a major

change in practice. In fact,
she added, unproven medical
benefits of many other proce-
dures and drugs also warrant
careful clinical studies. 

“We have an overwhelming
challenge,” she said. “It would
take a complete revolution 
in clinical trials to accomplish
our task.” 

In other words, clinical tri-
als should be used to evaluate
current practice rather than
just test new drugs and prac-
tices.  She would like to see
more “buy in” on the part of
physicians, in which they
would enroll their patients
who meet certain criteria in
randomized clinical studies.

Right now, “It takes too
much time and effort” for
physicians to get involved, she
noted, citing as an example
too much red tape to enroll
patients in trials. She also
believes that the government
should be providing grant
funds for such undertakings.
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When Perseverance
and Curiosity Pay Off

“We have an overwhelming challenge.

It would take a complete revolution 

in clinical trials to accomplish our task.” 
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