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This hydrazine sulfate crystal
was photographed at a magnification of 250X
with an optical microscope.

>

o
5
-
3

There is substantial evidence
that hydrazine sulfate is an effective,
inexpensive anticancer
agent. Then why is it on the American
Cancer Society's
Unproven Methods List?
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T’ne young woman in the doctor's

waiting room shook slightly; her emaciated hands constantly darted
to the back of her head to check the knot of her kerchief. The ker-
chief served to conceal the fact that most of her auburn hair had fall-
en out. The look of desperation and confusion in her eyes
expressed a pain that consumed her whole body. Most of the peo-
ple in the small waiting room hoped that the Aoctor could help her.
They didn't know that it was the doctor himself who had put the
woman in such a pitiable condition. She was just one more patient
undergoing chemotherapy for cancer.
The toxic side effects of chemotherapy are well documented. The
patient literally wastes away, his body under attack by both the can-
cerous growth and the cytotoxic chemical agents used to kill the
growth. The blood cell count drops dangerously low and the entire
immunological defense system is practically destroyed. At times
major body organs permanently cease normal functions. The dam-
age often is irreversible; many times the patient cannot recover
even if the cancer vanishes completely.
After surgery and radiation were found to be ineffective treat-
ments for most cancers, chemotherapy emerged as the great hope
of the 1950s and 1960s. Unfortunately the use of these “wonder
drugs” put the cancer patient in an even more dangerous and pain-
ful condition. Today, 20 years later, chemotherapy has not im-
proved the low remission rate that exists with conventional
therapies; it remains between 7 and 8 percent. In addition, it is esti-
¢ mated that as many as 25 percent of cancer patients treated with
chemotherapy will develop additional cancer as a result of the treat-
ment.

Thus, the development of new anticancer substances is a vital

Hydrazine sulfate is available in forms not intended and not safe
for human consumption, and use of such forms or use of the drug
other than as directed by a qualified physician can be highly
toxic. Medicinal use of the drug should be pursued only as di-
rected by a qualified physician.—The Editors
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ISSue among many cancer researchers.
Such a substance may already have
been found: hydrazine sulfate. At least
one prominent researcher has called it
the 'single most effective anticancer
agent available.” For the past ten years.
hydrazine sulfate has been the subject of
a heated debate among the nation's larg-
est cancer research institutions. The de-
bate centers around two main issues: (1)
the.unigue function of hydrazine sulfate.
and (2) how effective it is in performing
that function.

Hydrazine sulfate is unigue in that it
does not work directly on tumors. Its
value 1s in reversing the process, in can-
cer patients. of cachexia, or wasting
away. which is the actual cause of death
in over 50 percent of cancer cases. Dr.
Joseph Gold of the Syracuse Cancer Re-
search Institute first proposed hydrazine
sulfate as a solution for cachexia in 1969.
Dr. Goid's theory was that cachexia, al-
though related to tumor growth. was a
disease independent of canceritself, and
that the emaciation of patients in the final
stages of cancer was caused by a vicious
cycle in which the tumor drained the body
of energy. If a drug could interrupt this
cycle. the tumor would stop feeding off
the body itself and the body could remain
in as healthy a state as possible to con-
quer the disease.

How have Dr. Gold's theories held up?
The results of many cancer studies on
hydrazine sulfate in both the United
States and the Soviet Union hav': been
mixed. For instance, a recent four-year
study in the Soviet Union, invelvir g 225
terminally ill cancer patents, found
hydrazine sulfate to improve effectively
the overall condition of the patient in over
65 percent of the cases. while a pilot
study at Sloan-Kettering Institute in 1973
showed no positive results in 29 cancer
patients. The majority of the studies. how-
ever. support Dr. Goid's theory that
hydrazine sulfate can significanty halt
the energy-grabbing process of cancer.

What is preventing the widespread use
of hydrazine sulfate? Certainly not its ex-
pense. “Hydrazine sulfate is a mess-pro-
duced substance. a very common
chemical manufactured industrially by
the carload.” Dr. Gold explained. "A re-
searcher could buy a pound jar of hydra-
zine sulfate for five to eight dollars, and
that pound jar will contain anywhere from
fifty to a hundred thousand doses.”

Toxic side effects are not a roadblock
for hydrazine sulfate. Tests by Dr. Gold
and independent researchers at the Sovi-
et Union's Petrov Institute in over 173 pa-
tients showed that the most frequent side
effects. in less than 10 percent of the
cases, were nausea and vomiting. As
soon as the dosage was lowered, these
side effects disappeared. There was no
evidence of organ damage or damage to
the immunological defense system that
usually occurs with conventional chemo-
therapy. In fact, these studies indicated
that hydrazine sulfate improved appetite

and increased strength and well-being in
the patients. It also decreased. and in
some cases eliminated. pain, fever, and
hemoptysts ‘(coughing up blood). Most
important. it decreased the size of the
tumor in 6 percent of the cases studied
and stabilized tumors in more than 15
percent of the patients.

The chief reason why hydrazine sulfate
1S not being widely used 1s that it is on the
American Cancer Society's Unproven
Methods List. It was placed there in 1976
based on the largely negative results of a
Sloan-Kettering Institute pilot study. Ac-
cording to Dr. Manuel Ochoa, chief re-
searcher in the study, "In over 30 patients
with various types of cancer, there was no
evidence of objective response.” The
Sloan-Kettering study also reported toxic
side effects other than the usual nausea.
with “major neurologic toxicity ... ob-
served in half the patients.” These in-
cluded paresthesia. lethargy, pain,
confusion, depression. headache, verti-
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go. and others. Dr. Ochoa did mention
that four patients had acquired a stimulat-
ed appetite and one patient had a de-
crease in pain, but these changes lasted
“only a few weeks.”

Why did the Sloan-Kettering study dif-
fer from over ten positive animal and
human studies that had been completed
béfore the report as well as from the
dozen or more positive studies (including
the Soviet ones) that had been conduct-
ed since then? Indeed. why did the ACS
choose the Sloan-Kettering study as the
only published report upon which it
based its 1976 negative ruling? It was
obvious that much was hanging on the
outcome of the Sloan-Kettering study, but
in the beginning the Sloan-Kettering Insti-
tute could not have been cited for lack of
interest. Despite its own animal studies
conducted in the early 1970s. which
showed very little positive response,
Sloan-Kettering's initial response was
quite enthusiastic.

“We were less impressed with the ani-
mal studies than we were with the con-
cept of hydrazine sulfate.” Dr. Ochoa
said. "Dr. Gold's approach was rather
interesting because he goes back to an

old observation based on the energy of
tumors. It was clearly different from most
of the alternative suggestions.’ And we
thought it would be worthwhile to look at
patients. Here was a concept that at least
superficially could have exerted a net
beneficial effect by a mechanism other
thanthe usual toxic approaches. Dr. Gold
presented something that had a rationale
and also had some data to go along with
it. and since we had nothing eise that |
would call a cure in the Department of
Chemotherapy. we tested.”

Indeed. many researchers are looking
for a "cure” or the "magic silver bullet.”
This attitude may have caused hydrazine
sulfate's downfall; in nther words, either
hydrazine sulfate was going to perform
on every level of objective and subjective
response for the Sloan-Kettering re-
searchers or it was going to be no good at
all. Unfortunately. hydrazine sulfate can-
not be measured by objective resuits,
such as tumor shrinkage. Its value can be
measured only Dy the more subjective re-
sponses, such as an increased appetite
and well-being. Such responses often
evade classical scientific measuring.

Sloan-Kettering tested hydrazine sul-
fate in a classically scientific way. Start-
ing with very low doses and working up to
much higher ones, the Sloan-Kettering
team of researchers did not, according to
Dr. Gold, follow his prescribed dosage
levels. It was these levels that were re-
perted to have had a beneficial effect on
many cancer patients. According to Dr.
Gold's “Information Sheet for Physi-
cians,” the dosage of 60 mg, once a day
for the first four days, twice a day for the
next four days, and three times a day
thereafter, had improved the health of
cancer patients. The Sloan-Kettering
study, however, started out with cne mg
per day, two mg per day, and then three
mg per day, and continued as such (for
the first patient in the study). This, ac-
cording to Dr. Ochoa. was to “check for
toxicity.” However, subsequent patients
were started on 35 mg/m?2 and were given
single large doses of up to 120-160 mg
later on in the study.

Dr. Ochoa explained: "In the absence
of objective tumor response, our ap-
proach was to escalate the dosage until
we saw some toxicity. We did see toxicity
and then had to pull back. And even at
the doses where we did see toxicity, we
failed to see any tumor response. This is a
classical way to conduct a test for any
chemotherapeutic agent.”

Why was Sloan-Kettering conducting a
classical chemotherapy study on a
chemical that is not a classical chemo-
therapy agent—one that is known to act
differently than a usual chemotherapy
drug acts? Hydrazine sulfate is in fact the
only agent known to act, not on the tumor,
but on the body itself. Dr. Ochoa himself
indicated that hydrazine sulfate was an
unusual and different concept. Why then
was it being tested in an experiment de-
signed for an antitumor agent?
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Dr. Ochoa did say that the researchers
were looking for "both subDjective and
objective responses.’ but he could "not
answer directly” when asked if the hydra-
zine sulfate dosage levelis were escalat-
ed when patients were actually achieving
some kind of subjective response. If in
fact the dosage levels had been escalat-
ed. according to Dr. Gold, the positive
subjective results would have been
“wiped out.”

Could patients’ subjective responses.
such as appetite stimulation. have been
suddenly halted by an increase in the
hydrazine sulfate dosage? Would a dos-
age at a particular level have kept the
positive subjective responses going for a
longer period of time? Could this have
been the reason why patients in the
Sloan-Kettering study had responses
that lasted “only a few weeks"? Dr.
Ochoa says. “It's a real possibility. But
the appropriate thing to do then is to
scientifically put together a group of pa-
tients in different subsets and treat them
with different dosages to measure the ef-
fects at various optimum and subopti-
mum dosage levels.”

Dr. Gold is amazed that hydrazine
sulfate. a noncytotoxin, would be mea-
sured in terms of cytotoxic criteria.
(Regular chemotherapy agents actually
kill cells and therefore are known as cyto-
toxins.) “I'm appalled and amazed that in
the oncelogical community people would
get this mixed up. They're saying, 'Well,
why shouldn't we judge this on cytotoxic
criteria because those are the only crite-
ria we have? Would you believe that
there are no such things in the scientific
world today as indices of subjective im-
provement? Want to know why? Because
there are no such drugs that produce
subjective improvement only. Hydrazine
sulfate is the first one. As far back as
1975. the Soviets indicated in their first
article that there would have to be new in-
dices set up to test for subjective im-
provement only. But this just hasn't
happened. Consequently, American
institutions say that there is no evidence
that hydrazine sulfate has positive re-
sponses because they're looking at
cytotoxic criteria only, e.g., tumor regres-
sion. They're totally ignoring the high
scores that hydrazine's been getting in
subjective criteria.”

Again. the “silver bullet” syndrome
does not allow that hydrazine sulfate may
be excellent for use in combination with
other treatments. or even that it may only
be able to help a cancer patient live a
more normal life. This “cure-all-or-
nothing-at-all" attitude has discouraged
further research on hydrazine sulfate.

But many people believe that hydra-
zine sulfate deserves further study. Dr.
Saul Schepartz. deputy director of the
Division of Cancer Treatment at the Na-

tional Cancer Institute, calls the Sloan-
Kettering research “a very limited study,
cenainly not one on which one could
draw conclusions. | would not call it a
definitive study by any means.” Dr. Dean
Burk has also called for more studies to
be done on hydrazine. But Dr. Gold has
used much stronger terms—he's actually

" called the Sioan-Kettering study “in-

valid.”

In a 1975 letter of protest to Dr. Ochea,
Dr. Gold stated. "It was agreed that this
project [your study] was to be a joint effort
between our two institutes. . . . Failure to
adhere to an agreed-upon protocol by
underdosing, failure to adhere to an
agreed-upon protocol by overdosing,
failure to maintain objectivity in a new
study by forming expressed opinions
even before the study is two weeks old,
weaken the results of any study, if not in-
validate them completely.”

Despite Dr. Gold's protests. the study
was completed and readied for gublica-
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tion in Cancer Chemotherapy Reports.
It's not hard to imagine Dr. Gold's shock
and consternation when he read in a
prepublication copy of the article that
“the protocol for the trial of hydrazine sul-
fate was developed in cooperation with
Dr. Gold based on the exoerience he has
reported.” Dr. Gold immediately contact-
ed attorneys, who demanded that all
references to “enjoying his cooperation”
and “following his protocols” be deleted.
Dr. Gold now believes that these
changes were made because Sloan-Ket-
tering Institute realized that it had made
gross misrepresentations.

Dr. irwin Krakoff, then chairman of the
Department of Chemotherapy at Sloan-
Kettering and a coauthor of the hydrazine
sulfate study. disagrees. "The protocols
were followed as were set. There were a
lot of phone calls, discussions, and re-
criminations. and rather than get into ar-
guing about whether or not Gold
participated—it wasn't relevant—I simply
deleted any reference to his name."”

Fortunately for Dr. Gold. other studies
were being tabulated at the time of the
negative Sloan-Kettering report. One
such study was performed by Calbio-

chem, a California pharmaceutical firm
that provided hydrazine sulfate to inter-
ested doctors in the United States under
an investigational new drug (IND) status.
Using hydrazine sulfate only on terminally
il patients. the doctors then sent back
their observations. which were analyzed
by Dr. Gold and put into a report that ap-
peared in Oncology in October 1975. The
results showed that there was objective
improvement in 17 percent of all cases
and a 70 percent improvement in such
subjective responses as increased
appetite. weight gain. strength, and con-
trol of pain.

Another important study came from
Russia's highly distinguished Petrov Re-
search Institute of Oncology in Lenin-
grad. In a 1976 study of 95 terminal
cancer patients who had not responded
to any other treatment, Soviet research-
ers reported that “"the administration of
hydrazine sulfate produced a 41 percent
objective response [tumor regression
and stabilization] and a 55 percent sub-
|ective response [improvement in gener-
al status and appetite, ‘vigor
enhancement,” and reduction or disap-
pearance of pain].”

The Sloan-Kettering research study
was finally published in the November/
December edition of Cancer Chemo-
therapy Reports. and it sparked a heated
debate. In the July 1976 issue of Cancer
Treatment Reports, Dr. Gold responded
in a scathing letter that showed that
Sloan-Kettering had failed to include

‘pertinent data and had treated less than

half the patients in the study adequately.

“The study stated that 29 of 32 patients
had received adequate treatment,” wrote
Dr. Gold. "But in fact out of 28 patients in
reality only 13 were treated for 28 days. a
length of time considered adequate for
eliciting a beneficial response. [Four of
29 received treatment for less than 14
days. 12 for only 14 to 28 days. and 13 for
28 days.]" This was first reported to Gold
by David Rorvik, fellow of the Alicia Pat-
terson Foundation.

Gold also guestioned the methods by
which Sloan-Kettering reported weight
loss and gain in the patients studied.
“Hydrazine sulfate is a drug specifically
designed to halt or retard weight loss or
cachexia in cancer. If a patient is losing
three to seven pounds weekly before
hydrazine sulfate therapy and afterward
loses no more but does not gain either,
this 1s a significant response. But no-
where in the Sloan-Kettering study could
such pertinent data be found.”

One would think that a study at best
thought to be “a pilot" and at worst called
“invalid” would be taken with a grain of
salt. Indeed, definite questions of im-
proper dosage levels, inadequate treat-
ment time, and incomplete presentation
of data have to this day been left unan-
swered by the Sloan-Kettering research
team. Yet this flawed study was the only
published work upon which the American
Cancer Society based its decision to



place hydrazine sulfate on its Unproven
. Methods List. Here we can see how much
was hanging on the outcome of the
Sloan-Kettering study. This effectively
closed the doors to grants and further re-
search on hydrazine sulfate by other larg-
er institutions for many years. In 1976
even Dr. Gold's funding was cut off. and
he has had to support the Svracuse Can-
cer Research Institute from private funds.

Why was the ACS so quick to put
hydrazine sulfate on its Unproven Meth-
ods List? Why has the list not been updat-
ed in the light of recent, more positive
evidence in hydrazine sulfate's tavor? For
answers to these questions, we must turn
to the politics of 1976, right after the
Sloan-Kettering study came out.

There is now evidence that the Ameri-
can Cancer Scciety was aware of the
positive studies supporting the use of
hydrazine even before its final report was
published in the March/April 1976 issue
of CA—A Cancer Journal for Clinicians,
the official ACS magazine. "After careful
study of the literature and other available
information,” reads the introductory
statement, “the American Cancer Soci-
ety does not have evidence that hydra-
zine sulfate 1s of any objective benefit in
the treatment of cancer In human
beings.” The report went on to say that
the information was a summary of admis-
sible evidence on hydrazine sulfate “as
of February 1976."

Yet Dr. Gold had published his Calbio-
chem study before February 1976. It
showed 70 percent subjective improve-
ment and 17 percent objective positive
response. Before February 1976 the
Soviets had also published their first
study, which showed 55 percent subjec-
tive improvement and a whopping 41
percent objective response. Why weren't
either of these studies included in the
ACS report that was supposedly current
“as of February 1976"7

In an interview with David Rorvik, pub-
lished in the Alicia Patterson Foundation
Report DMR-6, CA's executive editor, Dr.
Sidney Arje, responded to this paradox
by saying that the damaging article had
been written eight months earlier—in

June 1975—before both Dr. Gold's and .

the Russian studies had been published.
The reason for the June deadline on a
March/April article, Dr. Arje explained,
was due to a policy that articles pub-
lished in the "Unproven Methods"” col-
umn must first be approved by a
committee, then the board of directors.
then by the ACS legal staff.

If the ACS was so careful about its
facts, however, then why did it say that its
negative report on hydrazine sulfate was
“current as of February 1976"?

If the real deadline for information on
hydrazine sulfate was June 1975, conve-
niently before positive evidence was
presented by both Dr. Gold and the Rus-
sians, how could the American Cancer
Society include the negative Sloan-Ket-
tering study as a basis of its report when

In fact the Sloan-<£ettering study was not
published until November 19757

The ACS unproven-metheds article
also reported on a negative study com-
pleted by Dr. Wiliam Regelson of the
Medical College of Virginia. But even with
their careful checking of facts. the au-
thors somehow didn't discover that
Regelson’s study had never been pub-
lished. In fact it had been rejected from
Cancer Treatment Reports because of its
faulty scientific design. (In the Regelson
report over half the new patients studied
had received hydrazine sulfate in combi-
nation with other drugs, thereby making it
difficult to judge the effects of hydrazine
sulfate alone. Only now, five years later,
has the study been accepted for publica-
tion in a scientific journal, after the pa-
tients receiving combination drugs were
removed. Still. no new patients have
been added to the study. and results
seem inconclusive.)

One must ask, then, what the rationale
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of the ACS was when it managed to dis-
cover Regelson's invalidated, unpub-
lished study but overlooked ten positive
studies in both animals and humans that
had been conducted by Dr. Gold and the
Soviets. The ACS failed to contact Dr.
Gold, the principal American researcher
on hydrazine sulfate.

According to David Rorvik, CA editor
Dr. Arje finally admitted that “most of the
attitude toward the hydrazine problem
was resolved in our minds with the Sloan-
Kettering experience. We do recognize
some deficiencies inthe piece . . . maybe
we could soften up our position.” In fact,
Dr. Arje had indicated to the persistent
Mr. Rorvik that all distribution of reports
on hydrazine would be discontinued
pending a revision. Far from “halting dis-
tribution™ on the article, Dr. Gold informs
us that the journal containing the article
was distributed to several hundred thou-
sand physicians. The most fundamental
damage here is that physicians all over
the country are being handed errcneous
data. And the one who will ultimately suf-
fer, of course, is the cancer patient.

Today the American Cancer Society is
distributing the same Unproven Methods

Listreport on hydrazine sulfate—with one
interesting revision. The date has been
changed from February 1976 to Decem-
ber 1975, an obvious attempt to cover up
the fact that positive results were ignored
when the report first came out. But even
this change didn't take place until some-
time in July or August of 1979. We re-
quested copies of the Unproven
Methods List and received. on July 3,
1979, a copy of the article dated Febru-
ary 1976. However. when a lawyer who
had heard Dr. Gold present his story
about hydrazine sulfate on the July 3 in-
stallment of Gary Null's “Natural Living"
radio show (WBAI—New York City) re-
quested his own copy of the ACS Un-
proven Methods List report. he received
a copy dated December 1975.

These last-minute changes only fuel
the suspicions of a concerned public that
the actions of the ACS in condemning
hydrazine sulfate were unjust and based
on distorted facts. One wonders just how
many other “Unproven Methods —
nontoxic ones especially—were placed
onthis listinthe same manner Isn'tittime
that this blacklist be abolished so that
certain methods of cancer treatment can
receive proper scientific testing?

Itis a testament to the power of hydra-
zine sulfate that, despite the ACS report,
physicians from all over the country are
requesting it for testing on their terminally
ill patients. Dr. Gold estimates that over
2,000 doctors are now using hydrazine
sulfate therapy ~n about 10,000 cancer
patients. But sinze the ACS report was
published, even more remarkable evi-
dence has become available.

Continuing studies by Dr. M. Gersha-
novich et al. at the Petrov Research
Institute in Leningrad have resulted in a
large-scale, highly conclusive study pub-
lished just'this year. This intensive report
was based on four full years of research

-conducted on over 225 terminally ill can-

cer patients whc had been considered
unsalvageable by conventional therapy.
These patients had been through every
known therapy and had lessthan a 1 per-
cent chance of survival. Cases included
Hodgkin's disease; breast, gastric,
colon, rectal, ovarian, cervical, and uter-
ine cancers: hypernephroma; melanoc-
ma; angiosarcoma; pancreatic cancer,
bladder cancer; and others. The only
treatment was hydrazine sulfate, taken
orally in gelatin capsules for pericds of
six weeks with one-month interruptions.

After four years of study. a total of 147
patients—65 percent of all cases—had
shown a positive subjective improve-
ment. This was reduction of fever, nor-
malization of laboratory findings. an
improvement in general status and appe-
tite, and. most important, reduction or
elimination of pain.

In addition, 32 percent of the patients
reached a stabilized condition; 1.e., their
cancers did not grow or progress once
hydrazine sulfate treatment had begun.
Another 12 percent actually showed



tumor regression as a result of the treat-
;ent; these were the patients that ortho-
dox medicine had given up for dead.

The study should have made
woridwide news. The Russians were part
of a bilateral agreement on health ex-
changes made in the early 1970s be-
tween Nixon and Brezhnev. Dr.
Gershanovich is widely regarded as one
of the most highly respected cancer
chemotherapy researchers in his coun-
try. The meetings were organized by the
National Cancer Institute one week prior
to the American Association for Cancer
Research annual convention so that
there might be further exchange.

But Gershanovich and his colleagues
were actually denied a spot on the pro-
gram at the AACR convention in May of
this year. Although their abstract was ac-
cepted for publication in The Proceed-
ings of the AACR. the Soviet scientists
were prevented from presenting in per-
son their resulits at the largest meeting of
cancer researchers in the world. Why?
The program chairman, Dr. Bayard
Clarkson of the Sloan-Kettering Re-
search Institute, said that the abstract as
presented by Gershanovich did not re-
ceive a high enough rating from the re-
view committee to merit presentation.
{We were informed that approximately 68
percent of abstracts accepted for publi-
cation are allowed to be presented.)

In an attempt to make up for lack of
public exposure, the National Cancer
Institute offered to organize seminars at
the National Institute of Health in Mary-
land. where Gershanovich was already
meeting with American researchers
under the bilateral U.S.-U.S.S.R. health-
exchange agreement. Here Dr. Gersha-
novich was allowed to present his find-
ings to interested members of the NIH
community about a week prior to the
AACR meetings. But Dr. Gold maintains
that it would have been much better had
the Russians presented their paper at the
AACR convention. "In that way,” said Dr.
Gold, "hundreds of physicians from all
over the country and the world would
have heard this and had a chance to
question Dr. Gershanovich.”

Why did the program committee of the
American Association for Cancer Re-
search put a lid on the Gershanovich
study, possibly the most definitive report
on hydrazine sulfate yet? Dr. Gold seems
to think that it's an aftereffect of the ACS
ruling on hydrazine sulfate; the situation
may have been embarrassing.

“Concerning our own work,” said Dr.
Gold, "how does it look when the NCI is
giving out nine hundred sixty million dol-
lars a year in grants and contracts. and
the ACS is giving cut maybe five percent
of that, and a small organization such as
the Syracuse Cancer Research Institute
with a relatively small—even tiny—bud-
get comes up with something major in
cancer? How does it look if an institute
with a budget of one hundred fifty to two
hundred thousand dollars a year brings

forth something that can treat all cancer
patients? That's a hard thing to swallow.
We're an outsider.”

Throughout medical history many
important advances have come from out-
siders. such as Galileo, Semmelweis.
Pasteur. Fleming, and others. whose
ideas were considered to be scandalous
by the establishment. Later the value of
their theories was realized, but the period
between discovery and acceptance 1S
often a long cne. It 1s often the case that
people suffer and die while the medical
establishment is slow to accept positive
new evidence. Today over 400,000 pec-
ple die each year from cancer in the
United States alcne. and it is estimated
that this year one in four Americans will
get cancer. In an attempt to cut short the
penod between discovery and accept-
ance of hydrazine sulfate—which is now
in its tenth year of controversy—Dr. Gold
has made unusual attempts to contact
and work with both the National Cancer
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Institute and the American Cancer Soci-
ety. His major concern is toc remove the
stigma of the "Unproven Methods List”
from the drug so that more research will
come about.

Dr. Gold has been in direct contact
with Dr. Frank Rauscher, executive vice-
president for research at the American
Cancer Society. The two men have
known each other since Rauscher was
director of the NCI a few years ago, and
over the years they have developed a
working relationship. Still, Dr. Rauscher
has told Dr. Gold that he “"could not guar-
antee” that a proposal on hydrazine sul-
fate would go through. But he has
encouraged Dr. Gold to submit a re-
search grant proposal for hydrazine to
the ACS. Dr. Gold refuses to do so until
the ACS “stops its defamatory-type ac-
tions on hydrazine sulfate.”

“I communicated to them by letter,’
said Dr. Gold in a recent interview, “that
until the ACS literally ‘cieans up its act' on
hydrazine sulfate, | couldn't in good faith
submit such a proposal. | thought good
faith was the leavener of all business
transactions. There's no point to my hav-
ing good faith when the ACS still distrib-

.

utes loaded information.”

Although the situation with the ACS on
hydrazine sulfate is at a stalemate, the
National Cancer Institute seems tohavea
guarded, but slightly more open, attitude.
Dr. Saul Schepartz of the NCI says,
“Hydrazine is a rather controversial drug,
but we don't care about its prior history. If
there's good scientific reasons for testing
it. we will. Based on the data that the Rus-
sians have presented, however, we are
notinitiating studies. . . . But we're willing
to support grant applications having 1o
do with hydrazine if they receive proper
priority from the Grant Review Commit-
tee. The general area of research on ca-
chexia is definitely one that we are
interested in.”

Right now the most important research
on hydrazine is obviously not being con-
ducted at the larger research institutes.
but by doctors all over the country who
have been treating their terminally ill pa-
tients with this drug. Or. Gold maintains
that he's now receiving individual case
reports on hydrazine sulfate from many
large U.S. hospitals despite the official
foot-dragging. "Two years ago wed
never get a letter from these kinds of doc-
tors.” says Dr. Gold. "Respected oncolo-
gists were our worst enemies. Now
they're calling as fast as they can.”

Dr. Gold cited a recent letter from a
doctor in a large eastern hospital that i1s
well known for its cancer work: “Here is a
preliminary report on a patient I've been
following who has documented extensive
intraabdominal pancreatic malignancy. |
began him on hydrazine sulfate on May
15, 1979, and have continued him to
date, a period of one month. After ap-
proximately one week . . . he had some
decrease in severe abdominal pain and
thereafter further pain improvement as
well. Overall, during this month, there has
been a remarkable stabilization of his
condition. And whereas until we began
the hydrazine he was steadily deteriorat-
ing with progressive pain and weight
loss, he has . . . . improved in both these
regards during this pericd. . .. The de-
gree of abdominal mass has not in-
¢reased during this period.

“You've got to remember that this was
avery terminal malignancy.” commented
Dr. Gold, "but it has been turned around,
and the cancer just stopped growing.
The bottom tine in our fight to have hydra-
zine sulfate implemented on a large scale
is. of course, the cancer patient himself,
who in such political confrontation . . . is
getting the short end of the stick.”

We can only hope that the pioneering
spirit of Dr. Gold and those other intrepid
researchers will survive the ten-year-long
battle for implementation of hydrazine
sulfate. Perhaps in the next decade, can-
cer patients will have a painiess. effective
way to control their disease—with a more
well-informed and open attitude on
hydrazine sulfate. But this can happen
only when politics yields to the wisdom of
science. O+—m



