
New Tumor Markers
In Bladder Cancer:
High Promise for
Lower Risk Patients?

Several of the country's largest
health care organizations are now
conducting their own trials of two new
tumor markers for bladder cancer, sug-
gesting that one or both of the tests
could make substantial inroads into
clinical practice in the next few years.

The U.S. Food and Drug Administra-
tion has recently approved the two tests
— Matritech' s Nuclear Matrix Protein
22 (NMP22®) and Bard's Bladder Tu-
mor Antigen (BTA®) test — as aids in
managing patients at risk for a recur-
rence of urinary tract cancers. Because
that includes almost everyone who has
ever been treated for bladder cancer, the
new tests could affect the clinical fol-
lowup of more that half a million peo-
ple in the United States.

Both tests are noninvasive — they
are performed on a urine sample — and
cost less than current followup meth-
ods. Researchers at Kaiser-Permanente
in southern California, with its 2.4 mil-
lion patients, and in Pennsylvania's Al-
legheny University of the Health
Sciences are now testing the tumor
markers to see whether they can help re-
fine or perhaps even replace traditional
followup methods.

Possible Screening Tools

Beyond the current trials, moreover,
is the intriguing possibility that the tu-
mor markers could turn out to be useful
not just in monitoring patients with
bladder cancer but also in screening
people at risk for the disease.

"The true value of NMP22 [as a
screening tool] is going to be in patients
at low risk," said Allegheny's Daniel
Rukstalis, M.D., who has been closely
involved with clinical trials of the
marker. Rukstalis is now working on a
protocol that will assess the value of
NMP22 in screening for patients who
fall into the "low risk" category be-
cause they have microscopic amounts
of blood in their urine. (Although their
risk is hieher than average, it is lower

• than patients
with visible
blood or other
obvious symp-
toms.)

The Kaiser
study, which
could get
started next
year, would
also look at
patients in
this low-risk

category. That trial would assess the
usefulness of both tests, NMP22 and
BTA, in screening.

Patients with microscopic hematuria
have an 8% to 10% chance of being di-
agnosed with bladder cancer after fur-
ther testing. But at present there is no
way to pinpoint the likely cancer cases
without a battery of costly and some-
times invasive tests. The advent of sim-
pler screening tools, therefore, could
have a substantial impact on the man-
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agement of low-risk as well as high-risk
patients.

More data on the BTA test as a
screening tool could come from Europe.
Researchers at Freeman Hospital, New-
castle-upon-Tyne, England, are using
the test along with conventional meth-
ods to manage patients with micro-
scopic amounts of blood in their urine.
Preliminary data suggest that about 60
percent of patients at the hospital's
hematuria clinic are correctly diagnosed
by the BTA test, although false posi-
tives were almost as frequent as correct
positives in preliminary data reported in
June 1995.

In the meantime, urologists are ex-
ploring the usefulness of the two tests
in the role for which the FDA approved
them — as aids in monitoring patients
who have had a bladder tumor re-
moved. Typically, bladder cancer pa-
tients return for monitoring every 3
months for at least 5 years. On return
visits they undergo cystoscopy, a proce-
dure in which the urologist looks for le-
sions through a tube threaded into the
urethra. Cytology, the visual examina-
tion of urine cells under a microscope,
is the other mainstay of postsurgical
monitoring.

Predictors

Urologists say the new tumor mark-
ers could make a difference in practice
by enabling them to predict which pa-
tients are likely to have a recurrence af-
ter 3 months. This means that a patient
whose tumor marker test is negative 10
days after surgery may be able to
forego cystoscopy at 3 months, if other
factors such as tumor grade are also fa-
vorable, Rukstalis said.

The impact of tumor marker tests on
costs could also be substantial. Both the
NMP22 and BTA tests cost patients or
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