














"gauntlet of scientific critic ism" that hy­
drazine sulfate has been forced to run. 
A former senior official of the N.C I, 
Block called for the convening of an 
"international conference" on hydra­
zine sulfate. "Cachexia isn't a trivial 
problem. It isn't only cancer, it isn't only 
AIDS. Cachexia touches our lives in 
many ways. It is a part of advanced 
aging as well" 

Block was mid-bite on a warm raisin 
scone at the Redondo Beach Inn and 
in a genial mood. But when he was told 
that the first portion of the nationwide 
testing of hydrazine sulfate paid for by 
the N.C.I had deliberately included the 
incompatibles, his generally warm and 
smiling face hardened into a mask. Like 
Chlebowski, he said he too would have 
excluded the incompatibles . Block 
clearly believes that hydrazine sulfate 
and its developer have been the sub­
jects of continuing harassment by the 
medical establishment. 

"Look at how long they 've been 
working on immunotherapy," he says. 
" There 's never been a randomized 
clinical trial (he laughs). a randomized, 
controlled clinical trial that shows im­
munotherapy is good. Yet they're still 
funding that. They've been investing in 
that for decades. Possibly Joe [Gold] 
made a political mistake by not calling 
hydrazine sulfate 'immunotherapy.' " 

In 1985 Or. Maxwell Gordon was se­
nior vice-president of the Science and 
Technology Group of Bristol-Myers. Af­
ter deciding that hydrazine sulfate was 
going to save a lot of lives, he sent a 
letter to Dr. Gold to signify the phar­
maceutical house's "intention to con­
clude an exclusive worldwide license 
agreement with you on hydrazine sul­
fate" (for which Gold holds the patent). 
Gordon's letter signaled three impor­
tant coming events: a comprehensive 
testing of the drug against all forms of 
cancer, the marketing of th e drug 
throughout the world , and an enor­
mous intellectual, emotional, and mon­
etary payoff to Gold after 17 years of 
hard, lonely work during which his pi­
oneering efforts had been greeted with 
scorn and abuse. 

But none of those good things was 
to be. To learn why, we interviewed Dr. 
Gordon this past November at Lenti­
Chemico Pharmaceutical Laboratory, 
Inc., in Teaneck, New Jersey, where he 
is the chairman of the board and the 
C.E.O. of the U.S. subsidiary of Japan's 
Ajinomoto Co , Inc. Gordon remembers 
what happened to the hydrazine-sul­
fate deal as if it were yesterday, not al­
most eight years ago. He said hi s 
bosses at Bristol suddenly reversed 
themselves and declared, "Forget it, the 
deal 's off. " Gordon said the deal-killer 
had been "Stephen K. Carter, an N.C.I 
alumnus and part of the establishment. 
[Carter] put himself on the line and said, 
' If you do this [take on hydrazine sul­
fate] , I'm quitting.'" Gordon left Bristol; 

Carter-who denied through a spokes­
man that he had threatened to quit to 
kill the deal-stayed on and is now di­
rector of the company's Worldwide 
Clinical Development. 

Gordon remains a detached but en­
thusiastic supporter of Gold's work and 
of hydrazine sulfate. But "without a 
positive, multi-institution, clinical trial of 
the drug," he says, there is little prob­
ability that any drugmaker will pick up 
hydrazine sulfate. 

When Gordon learned three years 
ago that exactly such a trial was about 
to begin-paid for by taxpayer dol­
lars-he contacted the doctor in charge 
and urged him to make sure that the 
test excluded from patients' diets all al­
cohol, sleeping pills, and tranquilizers. 
Those substances had been shown in 
the past to ruin hydrazine sulfate's ef­
fectiveness. Gordon has a clear rec­
ollection of his conversation with Or. 
Michael Kosty, the researcher selected 
by the N.C.I to direct the first of three 
trials at the Scripps Clinic, a cancer 
center in San Diego. 

"I emphasized the importance of 
those exclusions," Gordon says, "so I'm 
at a loss why they didn't do it." Gordon 
also says that Kosty had plenty of time 
to make sure the test was fair and hon­
est. "He [Kosty] was writing the proto­
col" when Gordon called. (Gordon sent 
him a letter dated September 19, 1989, 
emphasizing in writing the importance 
of the exclusions.) How did Kosty re­
spond to Gordon's guidance? "He said, 
'You 're right ,' and that he would follow 
my advice,'' Gordon says. 

Kosty, responding to Penthouse 's 
follow-up, contends, "This is incorrect. 
We talked with many individuals prior 
to finalizing the study and made no 
commitments to include/exclude spe­
cific medications." 

Not only did Kosty deliberately fail to 
exclude the incompatible substances 
from the study (because of this failure, 
Rauscher terms the results of this study 
"suspicious"), but he said in an inter­
view with me at his home in San Diego 
that "we just think that that 's a nonis­
sue." Sure. Like mixing gravel in with 
the gasoline that you put in your 
Porsche. Not surprisingly, the Kosty 
study, with its protocol of incompati­
bles, was reported as negative. Kosty 
further said that the Russian work- a 
740-patient, 15-year study- had been 
"shoddy," and stated that his own study 
of hydrazine sulfate proved that the 
study conducted by Chlebowski and his 
team at U.C.L.A. was "meaningless." 

Kosty even went beyond the port­
folio of his assignment. In his report on 
hydrazine sulfate presented at last 
spring's ASCO meeting, Kosty stated, 
"We discourage the general use of hy­
drazine sulfate in cancer. " The word 
general in that context means "all types" 
of cancer. But Kosty didn't test all types 
of cancer- his study was restricted to 

non-small-cell lung cancer. The fact is, 
his statement is unsupportable. More­
over, since Kosty's assignment was 
strictly to study hydrazine sulfate in 
combination with chemothe rapy, he 
could not state what the effects of hy­
drazine sulfate itself were against non­
small-cell lung cancer-no hydrazine 
sulfate-alone "arm" was tested. And 
since Kosty failed to exclude the known 
incompatibles of hydrazine sulfate, no 
statement can even be drawn as to the 
effect of hydrazine sulfate in combi­
nation with chemotherapy. In effect, the 
Kosty study demonstrates nothing. No 
scientifically valid conclusions what­
soever can be drawn. The entire study, 
which cost the N.C.I. up to a million 
dollars, can be seen as a total waste 
of the taxpayers' funds. 

A curious counterpoint to Kosty 's 
negative report to ASCO was his state­
ment that was reported in Oncology 
Times, a monthly newspaper for can­
cer doctors and researchers. On April 
24- 26, 1991, Kosty and his group from 
the Cancer and Leukemia Group B. 
charged with overseeing the N.C.I­
Kosty study, met to consider the pre­
liminary results of this study. 

On April 29, 1991-three days after 
the evaluation of these preliminary re­
sults was completed- Naomi Pfeiffer, 
a science writer for Oncology Times, 
reported that she was told by Kosty in 
a telephone interview that the results 
indicated that those patients who re­
ceived hydrazine sulfate had "far su­
perior " survival than patients in studies 
where hydrazine sulfate was not used, 
and, further, that side effects were 
"negligible." This story was published 
in the newspaper's June 1991 issue. In 
her telephone interview with Dr. Kosty, 
Pfeiffer asked, 'fl.re the definitive data 
likely to be different?" Kosty repl ied, 
"No, they [the data] can only get better." 

In November of last year, Kosty in­
sisted that Pfeiffer had misquoted him: 
"I never said it. I said that as a group, 
since we hadn't broken the codes on 
the patients in the study yet [on the 
double-blind], all the patients were 
doing better in terms of how long they 
were living, in terms of other Phase Ill 
studies. Both the people receiving pla­
cebo and the people receiving hydra­
zine. I said nothing about one group or 
the other because I was blinded to the 
results until the study was vir tually 
completed ." If that is so, then why did 
he and his group meet to discuss and 
then report on preliminary results in 
Apri l 1991? Kosty is new to the busi­
ness of high-profile research. Pfeiffer is 
an old hand with 30 years' experience. 
She told me, "I did not misquote him. I 
remember what he said. For some rea­
son, he's trying to make me out a liar." 

Dr. Gold quickly realized that there 
was no way that he could alter the out­
come of the Scripps cancer center­
based study, given the inclusion of its 



negative bias factor of incompatibles. 
The two other N.C. I.-sponsored Phase 
Ill 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 I 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. I 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 [vomi ting) 
from the first cycle of chemotherapy 
[has] c leared." 

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 
sul fa te, 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 questioned by Penthouse, Dr. 
Loprinzi replied, "No, we did not bias 
the outcome. I 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
calating ly 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 reta!n 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 re sults? Why 
should all independent c linica l re­
search of this extraord inary 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 stud ies, 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-a 

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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