
F E A T U R E

eslie “Butch” Levendosky never could wait around for
life to come to him. He learned from his father, who
worked hard, sometimes crawling on his belly, scrap-
ing coal from West Virginia mine shafts only 30

inches high. You do what you need to do. 
Levendosky couldn’t help but take that sense of purpose to

Vietnam, and by the spring of 1969 he’d about had enough.
One day the Viet Cong would shell the base with rockets, slip
back into underground tunnels, and vanish into the 60 square
miles of treacherous jungle above Saigon that made up the Iron
Triangle. The next day Levendosky, a helicopter inspector,
would find himself bored and imbibing the warm Miller he
bought for $2 a case. Two months into his tour of duty, some 20 
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ed, “You’re gonna have to put down ground
fire to cover our butts!” The gunner nodded.

At the crash site, the Viet Cong were still
firing from the tree line. The pilot put the
helicopter down, the rescue team hit the
ground, and the gunner pulled the trigger on
his M-60. It jammed. Levendosky was still 50
yards from safety. With bullets zipping by, he
ducked and ran, somehow making the tree
line unscathed. Inside the jungle, the downed
helicopter was mangled so badly it looked like
a mashed Volkswagen beetle. The pilot and
gunner were dead; the radioman was alive but
dazed. Levendosky got the survivor out and

called in commandos to blow up the heli-
copter so the enemy couldn’t find salvage.
A voice shot back over the radio: No. The
general, in Saigon, wants to see it. Bring it
back. Levendosky shook his head at the
absurdity of it all and grabbed a cargo net
to wrap around the wreckage. 

“I got a Bronze Star for that,” he says,
chuckling from a hospital bed at UPMC
Montefiore. He wears black jeans and a
blue button-down shirt. Black wire-framed
glasses snugly fit on the bridge of his nose.
More than 30 years later, Levendosky is 56
and the manager of quality control for a
pharmaceutical company. Time has turned
his hair gray, his eyebrows bushy, and his
colon and liver, and maybe now his lungs,
into a factory of cancer cells. 

A nurse will soon draw blood, to be
tested for a protein that will indicate
whether or not his damaged liver is pro-
cessing the drug he has been taking for two
weeks. The drug is so new no one knows
how his body will respond to it.
Levendosky is a volunteer for one of 3,000
human subject investigations conducted
annually at the University of Pittsburgh,
which range from psychology surveys to
trials of new cancer drugs.  

When the nurse comes, Levendosky
tells her, “Tomorrow’s the 31st [of
October]. Dracula must be calling every
half-hour and saying, ‘I need a new ship-
ment.’” His wife, Emily, calls him a “great
role model” for other cancer patients. But

the jokes come naturally to the soldier who
rescued that dazed radioman in a place seem-
ingly gone mad. He isn’t about to wait around
for death to get the upper hand just yet.

Dorothy Hank (not her real name)
remembers that day on the Island of
Patmos at the Monastery of St. John

the Theologue, a medieval citadel built a

thousand years earlier on the ruins of the ancient
temple of the goddess Diana. It was 1995, and
Hank was on a whirlwind tour of Greece. 

She was at the souvenir booth, where she’d
just purchased a $100 painting of the Virgin
Mary and baby Jesus. Then she heard it—
singing, so sweet. It was as if Mary herself, or
even Diana, was calling out to her. Enchanted,
she followed the voices to a nearby chamber,
where she found a cluster of singing monks. She
stopped to take in the mesmerizing tones. But
not for long. A man in black rushed forward,
exclaiming, “Excuse me. Ladies are not allowed.”

Hank, at 5-foot, 2-inches, stood her ground.
“I had gotten that far, and I came from the US,
and I thought, ‘I want to hear the singing; it’s
beautiful.’” And so she did.

Soon after, Hank, then 67, began feeling pain
in her back. It would come when she stood up.
“I’d go like this,” she demonstrates, hunching
her shoulders and grimacing, “because I was
afraid.” She sits in her spotless kitchen, her eyes
swimming beneath thick trifocals as the mid-
afternoon sun reaches across the table.

Hank was soon diagnosed with arthritis,
and during a routine exam in 1998 her doctor
told her she’d shrunk three inches. She wanted
to be tested for osteoporosis. Hank insisted:
“Two of my sisters have the disease; I want to
be tested.”

She was right; she had osteoporosis, a bone
disease with no obvious symptoms (except
shrinkage) that affects eight million women and
two million men in America. One day she read a
local newspaper advertisement about osteoporo-
sis research at Pitt, picked up the phone, and
dialed. By September 2000, she was enrolled in
a study for a potential new therapy, just as con-
fident in her decision as she was the day she
refused to leave  the singing monks. 

Hank’s decision to be a human test subject
was important to more than her health. Clinical
trials are the only way investigators can advance
potential therapies from theory to everyday
treatment. Without volunteers like Hank and
Levendosky they wouldn’t go forward. 

“We’re all either patients or potential
patients, and what we want as patients is the best
treatment,” says Clifford Schold, head of Pitt’s
new Office of Clinical Research. 

“Clinical trials are the way we get answers,
the quickest way we get the most accurate
answers. Everybody should want to participate
in trials.” 

Levendosky returned home from Vietnam
in 1970 and bought the car of his dreams,
a 1969 Corvette Stingray. (He has it to
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of his 1st Cavalry unit’s 27 helicopters had
been shot down. It was enough to drive a man
nuts. So Levendosky volunteered to lead
search and rescue missions. 

One day around Christmas, yet another
helicopter went down, and Levendosky set
out to find it. In a rescue helicopter above a
jungle so often sprayed with Agent Orange
that the carcinogen resembled a sheet of rain,
Levendosky called back to his gunner. The
guy was new in country, and Levendosky
wanted him to know exactly what to do so no
one on his team got killed. Above the cacoph-
ony of the chopper blades Levendosky shout-

About 15 patients in the Pitt segment of a multicenter

Phase I clinical trial for Gleevec will take increasing

doses of the drug for up to eight months.

Participants suffer from chronic myelogenous

leukemia or another form of cancer; all have liver

dysfunction. Dosages start at 200 milligrams a day

and end at 800 milligrams a day. Investigators, led

by Ramesh K. Ramanathan (above),  want to estab-

lish maximum dosage levels for cancer patients with

liver problems.  



A CLINICAL TRIALS PRIMER
At any given moment, there are roughly 3,000 active human research studies at

the University of Pittsburgh. About 1,500 new studies begin each year. Some 470

of the ongoing studies at Pitt are biomedical, drug, and surgical device investiga-

tions—clinical trials that involve greater than “minimal risk” to participants.

(The feds understand “minimal risk” to mean that the possibility of harm or dis-

comfort during research is no greater than what is ordinarily encountered in

everyday life.) Most trials at Pitt are in oncology, psychiatry, cardiovascular

health, epidemiology, and women’s health. What follows is the path most new

treatments are routed through to become approved therapies:

“People say, ‘Boy you got an attitude for cancer,’ and 

I say, ‘Well it don’t bother me.’ I’ve been through it all. 

• PHASE II
Investigators test the efficacy of the drug against a particular disease. 

• PHASE III
The drug is compared to the existing standard of care for the signal disease and

related diseases, usually at a number of institutions running simultaneous investiga-

tions to gather a significant amount of data. The data is analyzed and published in a

peer-reviewed journal. This is when new treatments are submitted to the Food and

Drug Administration, which reviews the study results and might grant approval for

therapeutic use. 

• Passes Food and Drug Administration muster—  

• PHASE IV 
Investigators monitor a treatment’s long-term effectiveness, its potential in combina-

tion with other modalities, its impact on quality of life, and its cost effectiveness.  

• PHASE I
Investigators attempt to determine possible side effects as well as appropriate dosage

levels, schedules, and routes (e.g., a medication might be better given through an IV

rather than orally). 

Finally, Levendosky looks up. In September
a CT scan showed a tumor in his liver, he
reports. A month later it had grown to five
centimeters in diameter. There were spots on
his lungs, too. Levendosky told his doctor: “I’d
like to live a little longer.” 

The doctor enrolled him in a Phase I clin-
ical trial for a new cancer drug called Gleevec.
As it turns out, the trial is not designed to test
a cure for his condition, though it could help.
This treatment, in some respects, is a last
resort. Levendosky accepts that: “If it helps
somebody else, then I’ve done my job. I hope
it helps me, but if it don’t, it don’t. At least
[the doctors] will learn something from it.” 

Dorothy Hank is patient XXXX. An
impersonal four-digit patient identi-
fier marks the white plastic bottle sit-

ting on her kitchen table, which holds pills

that are either placebo or Fosamax. The drug
Fosamax inhibits the work of osteoclasts, cells
that excavate pits in the bone. After osteoclasts
mine bone, another bone cell, an osteoblast,
rebuilds new bone in the same place—ideally.
Yet as we age, osteoblasts, the bone builders,
can’t keep up with osteoclasts, particularly
women’s. Often, women will lose 20 percent
of their bone mass during menopause, much
of the damage occurring in the hips and spine.

When osteoporosis sets in, the bones
become porous and brittle. It is a silent
process. Some women won’t find out they have
the disease until they fracture a hip. Then, it
might be too late. More than 20 percent of hip
fracture patients aged 50 and over die within a
year of an accident. The process, fortunately, is
preventable and partially reversible. Drugs like
Fosamax can prevent bone loss. In this study,
Susan Greenspan, MD and director of the
Osteoporosis Prevention and Treatment
Center at Pitt, postulates that the drug, in
combination with a supplement of parathyroid
hormone, could boost bone mass significantly.

this day.) Two years later he pulled his Triumph
motorcycle into the garage, turned to his girl
behind him, and said out of the blue, “Hey, want
to get married?” They’ve been together ever
since, and have reared two children. Levendosky
also returned to his job as a bench chemist, often
mixing with unprotected hands organic solvents
like benzene that today are linked to cancer. Back
then he and his buddies at work used to leave the
lab saying, “Boy my liver’s gonna swell by the
time I’m 50.” They were joking; no one knew
then that such chemicals could be deadly. 

It’s more fun for Levendosky to talk about his
hunting trips—like the time he went after big
game with his brother in Canada in 1995. He
remembers pulling the trigger to shoot a caribou,
but his rifle, a Browning 300 Magnum, wouldn’t
fire. Cursing, he aimed in the air and fired again.
Blam. Then he leveled the scope’s crosshairs at
the caribou and . . . click . . . nothing. He point-
ed at the sky . . . blam. At the caribou . . . click.
At the sky . . . blam. Levendosky had failed to
seat a trigger spring the last time he cleaned the
weapon, leaving the rifle to fire only when aided
by gravity. The next year the weapon—damaged
after a horse slammed into the scabbard on his
mount—fell apart as he fired at a bull elk in
Colorado. 

By April 1998, looking for a change of luck,
he’d bought a stainless steel Ruger, preparing for
a trip to Saskatchewan to hunt mountain goats.
The trip was canceled. Doctors found a tumor
the size of a “pack of cigarettes” in his colon. 

Levendosky stops turning the pages of an
album of pictures from his hunting trips. In a
level voice he recalls the course of treatment that
led him to this antiseptic-white room in
Montefiore. Doctors did a resection of his colon.
They removed his rectum. They found tumors in
his liver and took out half of the organ. An ultra-
sound showed the cancer was gone. He under-
went chemotherapy. Then, a CT scan found four
more tumors, two on his inferior vena cava.
Levendosky’s doctor refused to touch this central
vein, fearing Levendosky would bleed to death.
Instead they put him back on chemotherapy. For
two years. 

He is quiet, staring at nothing in particular.
As Levendosky recounts the last three years, one
gets the impression that he has drifted off into
one of his father’s mines, the walls narrowing in
around him until he’s lying there beneath a 30-
inch ceiling, and the only way out is the one he
digs himself. 
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Phase III trial—the last step before a poten-
tial therapy receives a thumbs up or down
from the Food and Drug Administration
(FDA)—hopes to pinpoint any differences
in bone-mass gain among the study groups.
This will also tell her if the effects of the
drugs last long enough so that women can
stop taking them for a while.

“I don’t think as physicians we
really think about what happens
when women stop therapy,”
Greenspan says. “It’s an important
question.” In short: Why continue to
take a drug if you don’t need to?

Every morning Levendosky takes
200 milligrams of Gleevec.
Approved by the FDA in May

to treat patients with chronic myeloge-
nous leukemia (CML), it is the first of
a new class of molecular targeting
drugs. Gleevec is known to shut down
a signaling protein called bcr-abl,
which scientists believe causes CML.
The protein is one of about 90 tyro-
sine kinases, and tyrosine kinases have
been linked to many human cancers.
In one study, Gleevec put CML into
remission in 90 percent of partici-
pants. Not only that, but those
patients experienced few side effects,
since the therapy doesn’t seem to
destroy much healthy cell matter,
unlike traditional chemotherapy.
Essentially Gleevec is designed to jam
signaling proteins, forcing cancer cells
to trigger their self-destruct mecha-
nism. 

Ramesh K. Ramanathan, director
of the Gastrointestinal Cancer Center
at Pitt, saw the drug’s potential, won-
dered if Gleevec blocked other tyrosine
kinases, and offered the University of

Pittsburgh Cancer Institute as the coordinat-
ing point for a 10-center trial sponsored by
the National Cancer Institute. The eventual
goal is to determine if Gleevec can treat other
carcinomas, such as breast, lung, prostate, and
colon cancers. But first, scientists want to
learn if the livers of cancer patients with liver
dysfunction can even process the drug, since
so often cancer spreads to the liver. That’s why

Levendosky, who doesn’t have CML, is eligible
for the trial.

“We are looking to see how much of the
drug stays in the blood, and for how long,”
Ramanathan says. Then, his team can begin to
see if the drug inhibits the tyrosine kinase
associated with colon cancer. “There’s really
little information available about how the
drug is metabolized,” the doctor explains.

Hank, now 73, learned recently that
Ellen Roche, a healthy young volun-
teer in a trial at Johns Hopkins

University, died in June after inhaling a chem-
ical that caused her lungs and kidneys to fail.
Roche’s death led to a federal investigation
that temporarily shut down most of the insti-
tution’s 2,800 human subject trials and is like-
ly to influence how research is conducted
nationwide. But for Hank, that sad incident
would not figure into her decision to be a
human subject at Pitt.

“What’s meant to be, will be. It’s not going
to hurt me,” she says. “If I didn’t do it, who else
would? Someone has to be in the program.
There are a lot of people out there younger
than me who need to know what to take.” 

As for Levendosky, well, he made it
through Vietnam. He worked his way up to
management at the pharmaceutical company.
He raised two children, one a National Merit
Scholar, the other a clinical coordinator. He’s
not about to start blaming anyone for his
cancer, or to slow down because of it.

“People say, ‘Boy, you got an attitude for
cancer,’ and I say, ‘Well, it don’t bother me.’
I’ve been through it all.” What he means is
that he’s not finished yet. He has been think-
ing. He never has had a chance to hunt with
that Ruger since he cancelled the mountain
goat trip after his 1998 diagnosis. Maybe a
visit to Saskatchewan with his brother will
do him good. Maybe this year will be the
perfect time.  ■

This is the first of a two-part series on clinical
trials. In our April issue, readers will meet others
who play quiet roles that lead to new therapies.

As this magazine went to print, we learned that
Leslie Levendosky’s health took a turn for the
worse. Our thoughts are with him and his family.
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Clinical trials being what they are—
research designed to find out whether or not
something works—not even the nurses who
record data about Hank know exactly what
she’s taking. Hence the impersonal “patient
XXXX” printed on her bottle of pills. In the
first year of this multicenter study, funded by
the National Institutes of Health, each of the
trial participants received Fosamax or the
parathyroid hormone therapy or both. In the
second year, which began in September,
patients in three groups receive Fosamax;
patients in group four get placebo.

Greenspan, principal investigator of the

“Someone has to be in the program. If I didn’t do it,

who else would? There are a lot of people younger than

me who need to know what to take.”

Susan Greenspan (above) is running a study to deter-

mine a combination therapy’s ability to reverse bone

loss in osteoporosis. Under her direction, 73 patients

in Pittsburgh will receive a combination of the feder-

ally approved drug Fosamax and a parathyroid hor-

mone. Parathyroid hormone has not yet received

approval from the Food and Drug Administration, but

results from this Phase III study, which includes 240

participants at four centers, could change that.

Dorothy Hank (shown far right) is in the second year

of the two-year study. 



This woman is one of thousands of volunteers who make clinical investigations possible at Pitt. Dorothy Hank

(not her real name) is participating in an osteoporosis trial.
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