























negative bias factor of incompatibles.
The two other N.C.I.-sponsored Phase
Il studies of the drug—against lung
cancer and colorectal cancer—were
soon to begin at the Mayo Clinic in
Rochester, Minnesota, under the su-
pervision of Dr. Charles Loprinzi. In re-
sponse to appeals from Dr. Gold, Lo-
prinzi said in a letter dated June 15,
1990, “I have made modifications to
both of our hydrazine [sulfate] studies
to exclude the use of any alcohol and
tranquilizers.”

When | asked Kosty how he felt about
Loprinzi's changing the Mayo proto-
cols to exclude the incompatibles,
Kosty said, “They didn't change it. They
had excluded it from the very begin-
ning.” Who told him that? “Chuck Lo-
prinzi. . .. He sent me a copy of the
protocol before it was opened, and it
had those things excluded.” Did he ask
him why he had done it? “No. | guess
they decided not to make that an issue.
Obviously, by excluding, you remove
that as a potential criticism.” (!)

But Dr. Gold contends that the doc-
tors at the noted Mayo Clinic appear to
have engaged in an unorthodox prac-
tice in the design of their hydrazine-
sulfate study, which could also com-
promise the results. A careful reading
of Loprinzi's June 15, 1990, letter to
Gold shows that Loprinzi started his
patients first on chemotherapy, waited
for nausea to clear, and then started
hydrazine sulfate. “We have written into
the protocol,” he wrote, “that these pills
should not be started for several days
until after the first emesis [vomiting]
from the first cycle of chemotherapy
[has] cleared.”

To this Gold responds, “In effect, this
means that his team has administered
what is called 'prior therapy,” prejudic-
ing the study against hydrazine sulfate
in violation of his own protocol. Section
3.18 of the official Mayo protocol No.
89-24-51 reads, 'Patients [admitted to
the study group would have to be] pre-
viously untreated with chemotherapy for
this cancer or other cancers.' Loprinzi
thus tips the scales against hydrazine
sulfate, since nausea from the first
course of chemotherapy can take from
a few days to up to a week to clear. He
should have started hydrazine sulfate
and chemotherapy concurrently. Or, if

he wanted to tip the scales in a proto-
col-justified manner, hydrazine sulfate
before chemotherapy.”

When guestioned by Penthouse, Dr.
Loprinzi replied, “No, we did not bias
the outcome. | can't buy that. We
wanted to give hydrazine sulfate the
best possible shot.”

We can only hope that the physi-
cians at Mayo live up to their reputa-
tions as good and wise healers and do
not succumb to pressures to smear hy-
drazine sulfate.

Some of you reading this right now
have just lost a friend, loved one, or
colleague to cancer. Hydrazine sulfate
might have spared them, alleviated their
pain and suffering, even given them
back their normal life. Yet only a minor-
ity of doctors—and even fewer ordi-
nary citizens—have even heard of the
drug.

And what about the AIDS patients?
Like cancer victims, many of them die
not of the disease itself, but of the ter-
rible wasting away the disease mech-
anism creates. Can hydrazine sulfate
reverse the cachexia metabolism of
AIDS as it does the cachexia of can-

" cer? Preliminary metabolic studies say

yes. But clinically, the question remains
unanswered. And that is because the
U.C.L.A. team has relinquished its AIDS
grant, caught in the vise of a 16-year
concerted effort to destroy the drug.
Why should an N.C.I. director
threaten to “take off [his] gloves on hy-
drazine sulfate” after the presentation
of a positive clinical study of the drug
at an important cancer conference by
a team of experienced and objective
cancer investigators? Why should the
U.C.L.A. team give up ten years of es-
calatingly successful controlled clinical
trials of hydrazine sulfate at the zenith
of its success? Throw away its AIDS
grant? Why should a prestigious main-
stream cancer journal print an editorial
whose only apparent functions are to
selectively attack its lead article and
serve notice to the cancer community
that positive results on hydrazine sul-
fate will be singled out for “special at-
tention"? Why should an N.C.I. study
group want to retain substances in its
protocol that are known to be incom-
patible with hydrazine sulfate—that
could only result in harm to the patients

taking the drug (and help guarantee a
negative outcome of the clinical trial)—
when to exclude those substances
would do no harm to the study? Why
should a high official of the N.C.I. deri-
sively label hydrazine sulfate a drug that
results only in “plumper people” when
weight loss is a major factor in cancer
death? Why should the principal inves-
tigator of an N.C.I. study of hydrazine
sulfate recant his original statement of
favorable preliminary results? Why
should all independent clinical re-
search of this extraordinary drug
cease? The consequences of this de-
structiveness are enormous, not only
denying a fighting chance to both the
drug and the patients caught in com-
promised studies, but presenting
alarming ramifications for the cancer
community at large. In Dr. Gold's words:

“Each year 500,000 Americans die
from cancer, and there are over a mil-
lion new cases annually in this country
alone. The U.C.L.A. data indicate that
over half of these afflicted patients
would be helped by hydrazine sulfate,
some achieving significant extensions
in survival. The Soviet data, consistent
with the U.C.L.A. results, indicate that
of every million late-stage cancer pa-
tients, 500,000 would receive signifi-
cant symptomatic improvement,
400,000 would show a halt or regres-
sion in tumor growth, and some would
go on to long-term survival. If, indeed,
any one of the N.C.I. studies has been
rigged, or if official intimidation and
coercion against further independent
clinical studies of hydrazine sulfate are
at work, as may well be the case, the
result will be increased suffering to
these hundreds of thousands of human
beings and their families. That the N.C.I.
should be part of an effort to snuff out
hydrazine sulfate constitutes what is
truly one of the most shameful, scan-
dalous medical undertakings in this
country's history, depriving vast num-
bers of people of their health, happi-
ness, and lives."Ot+—g

Author's note: Jeff Kamen is currently
at work on a book and a documentary
film about hydrazine sulfate. He asks
anyone who has had firsthand experi-
ence with the drug to write to him at
Box 15600, Washington, D.C. 20003.
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