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THE WHITE HOUSE

WASHINGTON

October 18, 1993

Mr. Richard H. Roffman
Attorney and Counselor-at-Law
697 West End Avenue

New Ycrk, New York 10025

Dear Mr. Roffman:

Thank you for writing. I would be interested in more complete
information on the AIDS health project being developed by Miss
Carol Lynn, the Matchmaker. I am unable to comment on it at all
from the material you sent. Please direct the information to
Carlos Velez, J.D., of my staff. BHe can also be reached at
(202) 690-5560.

Thank you for your interest.
Sincerely,

s V\S & Koz
m - —c

Kristine M. Gebbie, RN, MN
Naticnal AIDS Policy Coordinator



THE WHITE HOUSE

WASHINGTON

October 18, 1993

Ms. Ellen Toplin

President

Toplin & Associates, Inc.
715 Twining Road, Suite 216
Dresher, Pennsylvania 19025

Dear Ms. Toplin:

This is a belated thank you for sharing "How Many?" with me. As
National AIDS Policy Coordinator I am devoted to the development
and implementation of policies that will stop the spread of HIV
and provide care for those already infected. I am also devoted
to finding a cure for AIDS as soon as possible. As you may know,
the Office of National AIDS Policy was created out of the
President’s commitment to take some positive steps to end the
HIV/AIDS epidemic.

It is through the encouragement and input from individuals like
Ms. Margie Adam and yourself that we will be able to fight to end
this epidemic. In our labor, we need the inspiration of those
who can communicate the feelings that come with the great loss we
all incur when one more person is lost to AIDS. I applaud Ms.
Adam’s efforts to communicate such a powerful message.

Sincerely,

Kristine M. Gebbie, RN, MN
National AIDS Policy Coordinator
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To

/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

(&

0CT 251993

Memorandum

OCT | 8 1983

Director, Division of Data Policy, OHPE
and Reports Clearance Officer, PHS

Executive Order 12862 (Setting Customer Service Standards) and
OMB Memorandum M-93-14 (Facilitating Customer Surveys)

Agency Reports Clearance Officers
OASH Office Directors

Executive Order 12862 (Attachment A) directs all executive
departments and agencies that provide significant services
directly to the public to identify their customers, to survey
customers to determine the kind and quality of services they
want and their level of satisfaction with existing services,
and to take appropriate steps to establish and meet customer
service standards. A report on customer surveys is due to the
President by March 8, 1994.

In support of this effort, the Office of Management and Budget
(OMB) has issued a memorandum (Attachment B) that describes its
initiatives to facilitate the development, review and operation
of customer surveys. You will note that a resource manual is
to be released this month by OMB. There is also a commitment
for two-week review of specific customer survey clearance
requests and a discussion of the use of generic clearances.

We are forwarding these documents to you so that you will be
aware of them, and we are attempting to obtain more information
about this initiative from OMB. We will keep you informed.

Please feel free to call Nancy Pearce of this office on (202)
690-7100 if you have any questions.

'4 ML «Xcé"‘é\

James Scanlon

2 Attachments



Attachment A
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Presidential Documents

Executive Order 12862 of September 11, 1993

Setting Customer Service Standards

Putting people first means ensuring that the Federal Government provides
the highest quality service possible to the American people. Public officials
must embark upon a revolution within the Federal Government to change
the way it does business. This will require continual reform of the executive
branch’s management practices and operations to provide service to the
public that matches or exceeds the best service available in the private
sector.

NOW, THEREFORE, to establish and implement customer service standards
to guide the operations of the executive ‘branch, and by the authority vested
in me as President by the Constitution and the laws of the United States,
it is hereby ordered:

Section 1. Customer Service Standards. In order to carry out the principles
of the National Performance Review, the Federal Government must be cus-
tomer-driven. The standard of quality. for services provided to the public
shall be: Customer service equal to the best in business. For the purposes
of this order, “‘customer’ shall mean an individual or entity who is directly
served by a departmeat or agency. ‘‘Best in business’ shall mean the highest
quality of service delivered to customers by private organizations providing
a comparable or analogous service.

All executive departments and agencies (hereinafter referred to collectively
as ‘agency’ or "‘agencies’’) that provide significant services directly to the
public shall provide those services in a manner that seeks to meet the
customer service standard established herein and shall take the following
actions:

(a) identify the customers who are, or should be, served by the agency:

(b) survey customers to determine the kind and quality of services they
want and their level of satisfaction with existing services:;

(c) post service standards and measure results against them:
(d) benchmark customer service performance against the best in business;

(e) survey front-line employees on barriers to, and ideas for, matching
the best in business;

(f) provide customers with choices in both the sources of service and
the means of delivery;

(g) make information, services, and complaint systems eisily accessible:
and

(h) provide means to address customer complaints.

Sec. 2. Report on Customer Service Surveys. By March 8, 1994, each agency
subject to this order shall report on its customer surveys to the President.
As information about customer satisfaction becomes available, each agency
shall use that information in judging the performance of agency management
and in making resource allocations.
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Sec. 3. Customer Service Plans. By September 8, 1994, each agency subject
to this. order shall publish a custorer service plan that can be readily
understood by its customers. The plan shall include customer service stand-
ards and describe future plans for customer surveys. It also shall identify
the private and public sector standards that the agency used to benchmark
its performance against the best in business. In connection with the plan,
each agency is encouraged to provide training resources for programs needed
by employees who directly serve customers and by managers making use

of customer survey information to promote the principles and objectives
contained herein.

Sec. 4. Independent Agencies. Independent agencies are requested to adhere
to this order. '

Sec. 5. Judicial Review. This order is for the internal management of the
executive branch and does not create any right or benefit, substantive or
procedural, enforceable by a-party against the United States, its agencies
or instrumentalities, its officers or employees, or any other person.

THE WHITE HOUSE,
Septernber 11, 1993.

1

‘Editorial note: For theAPrési_denl's remarks on signing this Executive order, see issue no.
37 of the Weekly Compilation of Presidential Documents.



Attachment B

EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
WASHINGTON, D.C. 205m

September 29, 1993

THE DIRECTOR

M-93-14
MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES

FROM: LEON E. PANETTA
DIRECTOR

SUBJECT: Facilitatin er Surveys

In recent years there has been increasing interest in
management strategies that incorporate accurate measurement of
"client satisfaction."” This Administration is committed to
making the management of Federal programs responsive to the
needs of the public. Pursuant to Executive Order No. 12862,
"Setting Customer Service Standards" (September 11, 1993),
customer surveys will become an important tool for meeting this
goal.

In order to make customer surveys more responsive tools
for agency management, the Office of Management and-Budget
(OMB), which has authority under the Paperwork Reduction Act to
approve such surveys, is undertaking three initiatives to
facilitate their development, review, and operation. These
include:

1) preparing and disseminating a resource manual to advance
sound professional practice in the design and execution of
customer surveys and to promote further development of
agency capabilities;

2) employing "generic" clearances to expedite approval of
certain voluntary customer surveys; and

3) soliciting the assistance of the recently established
Joint Program in Survey Methodology to design mechanisms
that will foster improved Federal capabilities for opinion
research with a particular focus on sound, efficient
methods for customer surveys.

ProF T oo/ s/



Resource Manual: Recommended Practices and Technical Guidance

OMB plans to publish a resource manual that will include
recommended practices drawn from the best methods and
procedures observed in the private sector and in Federal
statistical agencies. This manual is being developed by the
Statistical Policy Office of OMB with the assistance of the
principal Federal statistical agencies, and will include a
directory of statistical design, development, and research
services available from those agencies. The manual is intended
to promote efficient planning and to permit more experienced
agencies to develop their own review capabilities. The manual
also will enable agencies to identify areas where training of
on-board personnel is needed to improve the quality of in-house
statistical work, to properly develop and oversee contracts for
acquiring high-quality statistical services, or to develop
capabilities for technical review.

The basic manual will be released in October 1993. It
will be supplemented from time to time to reflect current
experience and new resources. These supplements will include
information on new training and research resources as well as
brief case studies summarizing the methods used in successful
programs to measure client satisfaction.

Generic Clearances

OMB will expand its use of generic clearances, which
involve advance approval of a well-defined class of d1ow-burden
data collections that are documented at the time they are
actually used. First, OMB plans to review and approve generic
clearances that permit agencies to expand their capabilities
for routine qualitative research tasks (e.g., focus groups to
explore the validity of proposed survey methodologies) and to
make efficient use of existing agency experience in developing
and using such methods. Such generic clearances have in the
past included an agreed-upon limitation on methods and usage, a
burden cap, a periodic reporting requirement to update the OMB
Docket, and a commitment by OMB to review any specific
application within two weeks.

Second, on occasion OMB has approved generic clearances
for certain classes of quantitative surveys. One such
clearance included a catalog of tested and pre-approved
questions from which individual surveys could be quickly
assembled in "kit" form. Since the parent generic clearance is
reviewed by OMB, this model effectively uses agency expertise
in designing or managing surveys, but does not require
independent technical review within the agency. OMB will be
receptive to additional requests for such clearances.



Third, in view of the need for increased measurement of
public satisfaction, OMB will also review and approve generic
clearances for voluntary customer surveys (both questionnaires
and focus groups) that assess agency performance. As set forth
in the NPR report, "voluntary" means truly voluntary, i.e., the
request for information has to be perceived as voluntary by
recipients in order that the burden of supplying the
information be a matter of absolute personal choice. For this
reason, this category does not include any questionnaires for
which the information is required in order to maintain or
obtain eligibility for a program or benefit; nor would it
include surveys by regulators of regulated entities. Because
some designs for customer satisfaction or opinion surveys lack
statistical validity, care should be taken to ensure that
results of such surveys reflect the target population, are
unbiased, and have response rates adequate to support
quantitative inferences. OMB staff will assist agencies in
addressing these issues.

Training

OMB is working with the Joint Program in Survey
Methodology (JPSM) to provide training and tools needed to
develop high quality surveys of client satisfaction. The JPSM
is a graduate education and research unit conceived by the
Statistical Policy Office of OMB as a means to provide
interdisciplinary training needed to improve Federal
statistical programs. In December 1992, the National Science
Foundation competitively awarded funds to establish such a
program to a consortium of two universities and a private
survey firm.

The base curriculum of the JPSM, which already covers many
disciplines required for designing customer surveys, will be
enhanced to address additional methods useful in developing
sound efficient surveys of Federal customers. These offerings
will permit agencies to improve their capabilities in this
important new area. Classes will train agency staff to perform
in-house work and to develop the technical expertise required
to manage contracts for needed statistical services. Such
skills will be an essential component of agency plans to
develop the in-house capabilities for technical review.
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Roscoe M. Moore, Jr., DVM

Associate Director for Development Support
and African Affairs

Office of International and Refugee Health

OASH

Room 18-75

5600 Fishers Lane

Rockville, Maryland 20857

Dear Dr. Moore:

The purpose of this letter is to request your assistance in
locating financial support to attend the VIIIth International
Conference on AIDS in Africa in Marrakech, Morocco, on December
12 to 16.

Due to budgetary constraints, my office does not have the
necessary funds to support this trip. I do believe, however,
that it is important that I attend. It is critical, at this
early stage, to make the necessary international and regional
contacts with my colleagues in order to advance both the global
and African AIDS agendas, of which the United States plays a
major role.

If the program has not been finalized, I would be delighted to
participate formally in the meeting. If you believe this is
appropriate, I can suggest several topics that would be pertinent
to the theme of the conference, "Time to Act."

Thank you for your consideration of my request. Please contact
Nancy Hazleton of my staff for further information and
coordination. Ms. Hazleton can be reached on (202)690-5560.

Since;ely, _

Kristine M. Gebbie, RN, MN
National AIDS Policy Coordinator

cc: Dr. Helene Gayle, USAID
Mr. William Lyerly, USAID






























, lions of Americans about hydrazine sulfate’s lifesaving
powers and has pressured the federal government into
ordering a much-needed national clinical trial. . -

But now one-third of that massive test is over, and
the net effect is to continue the almost-20-year suppres-
sion of this extraordinary drug, which stops the starva-
tion that kills most cancer patients, shrinks some.tumors,
and, research suggests. may even be a long-sought ‘‘mag-
ic bullet” against a broad range of cancers. Considering
the spread of AIDS and the high probability that cancer
will touch you or someone you love, the unending at-
tack on hydrazine sulfate may become very personal in
your own life.

By now you are probably asking yourself questions
like: How can this be true? When it comes to fighting
deadly diseases, aren't we all on the

-y
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Right. The National Cancer Institute participated in com-
promising this first test by allowing alcohol, sleeping
pills, and tranquilizers to be taken by dying lung-cancer
patients who were being given hydrazine sulfate in con-
junction with chemotherapy. That cynical act denied the
270 desperate patients who were in the group of even a
fighting chance at less pain and longer life. The under-
mining of the first test also guarantees that the overall
judgment on hydrazine sulfate will be tainted. even if
the last two test groups demonstrate positive results.

The trouble with this story is that the **bad guys™ all
wear white coats. Having done pioneering work against
cancer in some cases, on the surface they seem to be ful-
filling their responsibilities as guardians of the public
health. Perhaps this drug and its developer stuck so deep-
ly in their personal and institutional

same side? Who would want to stop a
good drug from getting to those who are
suffering? If it is true that reputable sci-
entists in the United States and in Russia
have successfully used hydrazine sulfate,
why isn’t it available? Where is this
drug if someone you care about needs it
tomorrow?

We'll answer that last one first: Hydra-
zine sulfate is meticulously blocked
from even your doctor’s hands by feder-
al rezulations. and strangled by tests that
make the drug look like a worthless
fake. The drug’s developer. Joseph
Gold. M.D.. director of the nonprofit
Syracuse Cancer Research Institute. in
Svracuse. New York. is appalled and
alarriied because of what it means for can-
cer viciims. as well as for his own etforts.

craws that the high priests of cancer
found every possible excuse to trash hy-
drazine sulfate. a drug not invented by any
of them or the corporations and research
centers that are members of their old-
boy network.

Raging egos. self-righteous turf-protec-
tion (including thousands of jots that
might be threatened if the drug got a tru-
ly fair test), and a subtle but very effec-
tive signal to researchers whose work sup-
ports hydrazine sulfate—rescarchers who
have been forced to abandon more than
a decade of caretully controlled clinical
trials, their work neatly consigned to ob-
scurity—are the apparent reasons why
millions of cancer patients in our own
country and around the world are pres-
ently being denied the benetiis of hyvdra-

Sinca ze lett the U.S. space program. Dr.
Gold *as devoted his life to unraveling the mysteries of
canc2rcachexia and its treatment with hvdrazine sulfate.
As 2 developer of this druy. he really knows how it
weriie 1nd what gets in the way or its curative qualities.
Fror over a decade. Dr. Gold has been warning that if
vou Ininkoor take sleeping pills or tranguilizers. you
mizh s weil not bother taking this drug. because it sim-
piv 222:n’t do its thing when aicohol or any of the rest
are i - .our blood.
Simziadgne? Well nawraily. Dr. Goid told the Natien-
al Comoer Institure to Keeo those incompauble chemiciis

culoT a2 nanenwide chnical nals of hy drazine sulisiz,
W T3 T wRIch was w» conciudad tast vear. Dons
worm o mee old Bn Gald. see Rnow “inat we're done.

«afgs crazine saifaie wall receive a fair sest.

zine sulfate.

In a ballroom ot the Omm Shoreham Hotel in Wash-
ington. D.C.. seme ot the naticn'~ tep AIDS resezrchers
gathered on November 3. 1992, 0 develog improved strt-
egies tor heiping the growans numecer i straight and zas
Americans wno are beins riosod oif B othe oniy letrat
sexually rransmitted discase of our ime. During 2 break
trom the heavy work. Alber W MDD g voung sssist-
ant protessor of medicine i ife renowned Jeins
Hopkins Hosciial in Baltimora, walked from the AIDS
CONITTeNce Nl in¢ nearesi ~.iroom 10 vheck out tae
much less depressing scene.

fiwas the cizction-night Ceocauarmns of the Damwe
crates Navional 1 «ond whuze e
Wty ITNID Wers DEIng Dreparet ;L ndiier da.
TV monitors as esriy returns siznaivd Bil Clinton's elec-

mmittee.
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-ﬁic'al ¢0nference badge and asked hxm 1f he 5ld agy \(orkf:u"t .,,:E&,

q ,wuh cachexla the starvauon th—\t setzes many AJDS pa-

A0 k'7" The reporter asked the doctor if he d ever heard
- -of hydrazine sulfate, the only substance that has dem-
‘onstrated its ability to arest and then reverse the temble
. wasting away of body and spirit that is cachexia. ***:-
Wau said he did not know anything about hydrazine -
sulfate, and wanted to know lots more after the reporter
told him that the drug blocks cachexia in cancer patients.
““Why don't I know about this?” asked the AIDS special-
ist. Why indeed! One reason is the long-standing and con-
tinuing hostile climate in which the medtcal establish-
ment has enveloped the drug, which has

u\h{"n Q'i‘ W{;J &{tr
lin:

%! hentS, sendxng ther_n to an early and patnfu! dcath “Yes "' n.,There woul '
' : g Qtton progmms—for the Amencan ‘Caricer Soc:ety the’ bep-

T RS

arberm Boston

1!4> s.)& =
go Cltmc in Rochester. Mm-‘ :

::: *é 'é’vvm l}l thé “tve would ;hrm
drasttcally._ ousqug of ugreers:_‘ g could, bé Je'oparﬂxzed A
d.benmi Mnch ’sﬁnéed—&éxcepf for preven-t”x

WA a by,

kemta Soc:ety the Amencan inshmm for t;ancer Reseamh
-of any other nattonal cancer fund-ratsmg socnety Py f"

.; * The cancer-related pharmaceuttcal mdustry s mcome
severely impaired, Such drugmaking ‘giants as"

. would
“Bristol-Myers Squibb would probably suffer significant
contraction of income. et

« The need for cancer specialists would vamsh Oncolo-
gists would become as extinct as syphilologists, whose
ineffective treatments for syphilis bled their hapless pa-
~ tients of nulhons until the advent of the *‘magic bullet”

resulted in a virtual purging of the med-
ical literature of any reference to hydra-
zine sulfate’s documented curative pow-
ers and to its even greater potential. e

One of the results of continuing high-
level intimidation is its clear signal to the
pharmaceutical industry. The principal
method for bringing a new drug to the
public—the one most often taken—is re-
search and development by drug compa-
nies. But those manufacturers rely on the
goodwill of the cancer establishment, and,
in fact, are integral pans of it, ultimately
employing many senior officials of the
National Cancer Institute who—in some
cases—dip in and out of the private and
public sectors. In fact, the high priests in
white coats created such a negative envi-
ronment for hydrazine sulfate that phar-

DR.
MICHAEL KOSTY
(LEFT),

THE RESEARCHER
CHOSEN
BY THE N.C.L,
DELIBERATELY

= penicillin. - . +~
« Hospital i u;come would be significantly
-diminished. Hospitals with high cancer-
related income could be forced to close.
« Thousands of smaller companies that
would vanish.” o B >
.» Thousands of physicians and research-
ers in Amenca alone would !ose their
jobs or “have 0 be retrained. 571
Those are the main reasons why hy-
drazine sulfate—or any other potenttally

against cancer—would draw such terrible
fire from those now dining at the trough
of cancer cash. Since we are not talking
about a violation of law, it probably
does not matter if the opponents of hy-
drazine sulfate have consciously consid-
ered the above consequences and acted

maceutcal houses were discouraged from
marketing it. So all doors appear to have been closed to
this drug. which could be extending the lives of millions
of dying people ali around the world right now.

CANCER CONFLICTS OF INTEREST?

Now, as to why the big guns in cancer officialdom
would oppose any simple. easy-to-administer. effective.
inexpensive. and safe therapy for cancer. here’s the
short list:

« The two-billion-dollar-a-year budget for the Nationul
Cancer Institute and its programs could be radically cut:
other Naticnal Institutes of Health budgets could sutter
similar effects.

- Big regional cancer centers like Memorial Sloan-
Kettering in New York. M. D. Anderson in Houston. Dana-

upon those considerations. Whatever
their motivations, their actions, including the apparent
sabotaging of federally funded clinical trials of the drug.
deny the public access to it. .
SETTING THE STAGE FOR CONFLICT
Hydrazine sullate’s most recent modem use was as a mil-
itary rocket fuel. The developer of its use as a drug was
himself a military officer—a U.S. Air Force medical-
research physician assigned to help win the space race
against the Soviet Union during some of the most fright-
eming days of the Cold War. Joe Gold. M.D.. was one of
a handtul ot elite young doctors who devised selection
procedures for the first seven Mercury Astronauts from
a group of 31 candidates. and heized muke the critical
judgments as to which U.S. test piiots were sufticiently

I
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“constitute a cancer cottage mdustry ’

e

broad-based, easy-to-administer weatment .
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Chlebowski’s final study drew on 65 patients,.an ‘ap-
preciable number for this kind of study. Moreover in
this same journal issue, 12 out of a total of 22 studies
reported—or 54.5 percent—employed far less patients
than the Chlebowski study, some as few as 15 patients.
Nevertheless, there was not a word of criticism of these
studies or of any conclusions they had reached.
For Dr. Gold, the Piantadosi editorial ‘‘gives an
unmistakable signal that any study of hydrazine sulfate
bearing positive data will be singled out for special at-
tention.” He characterizes this work as a *‘ ‘hired-gun’
editorial whose effect is not only to demolish legitimate-
ly obtained positive results with hydrazine

»like' Rowan Chlebowsic
“he gives spec:ﬁc mention to ls—you guessed 1t—hydra- W lered only because he canno( fully contain his’T lage at’’ ,’;;
.zine, ‘sulfate. Whal is curious, to say the Jeast is that -‘the attack that rained down’8n hini because ‘of hxs suc-75'8
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cessful studles of hydmzmgsu]fate ) -_f-ic..

“Like Dr. Gold, Chlebowskl sald he feared the ed|t0n—~-»

al would scare off potential partners in Tesearch that he
had still wanted to do on hydrazine sulfate: *‘It might
make other people lots more cautious than [ was going
to be, and that would make it hard to package the right
group of people together to be able to make [an] appli-
cation strong enough so that it would be more compel-
ling [to win;rém approval].”

Chlebowski’s final involvement with hydrazine sul-
fate might well have been his most explosive—an ap-
proved (and funded) grant to study the effects of the
drug on AIDS patients, who, like so many

sulfate, but to deter further independent
clinical study of this drug.”

So the left jab and the right cross land-
ed hard. First Chlebowski's multi-insti-
tutional grant application was given an ex-
ceedingly poor grade; then his final re-
port to the medical community on hydra-
zine sulfate was attacked by Piantadosi,
who, besides being a senior researcher, al-
so sits on the oncology advisory panel of
the E.D.A.. which makes recommenda-
tions to the F.D.A. on which cancer
drugs should and should not be approved.

Chlebowski was stunned by the edito-
rial. As a result, after ten years of studies
and coming to the conclusion that hydra-
zine sulfate could have helped millions
over that period. he dropped out of hy-
drazine-sulfate research. Shortly thereaf-
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cancer victims, often succumb because
their bodies have lost the ability to proc-

_fate could be shown to stop and reverse
cachexia in AIDS patients, they might
have the chance to fight on. But no soon-

-er had Chlebowski received his grant to
do the work, he says, than he discovered
that ED.A. regulations would tie him up
in red tape for months just to get his
hands on a reliable supply of the easily
manufactured chemical. It was the last
straw, He dropped the project.

Bumed and disappointed but still need-
ing to continue with his career, Chlebow-
ski moved on to other. much less contro-
versial, less politically loaded, work. For
his boss, Dr. Jerry Block. dropping hydra-
aine-sulfate research was deeply disappoint-

IN

ter. he received an invitation to join the

executive board of the prestigious American Society of
Clinical Oncology. the publisher of the Journal of Clin-
ical Oncology in which he and the drug were pilloried.
Chlebowski is enjoving his newly found prestige. but he
is still smarting from Piantadosi’s lash. Almost three
years later, he is still wearing the scars.

Over breakfast at the Sheraton New Orleans. where
the ASCO executive board was meeting this past Hal-
lowezn. Chilebowski labeled Piantadosi’s effort ““not a
helptui editoriai. [but one] which could have been writ-
ten about 20 other papers published in /.C.O. {the previ-
ousj vear.... [ cun tell vou that I was shocked by the
tone of the editonal. ... He said my work had not ad-
vanced the development of hydrazine sulfate. That is not
correct.” Understand that for a career organization man

ing, since his early decision to buck the
politically correct crowd—including N.C.I. Director DeVi-
ta—had paid off in what he still regards as good, solid
research. which he thought would have included the
AIDS study. Block said he had high hopes that hydrazine
sulfate would be effective against AIDS cachexia.
During an interview in the Los Angeles suburb of Re-
dondo Beach.this past November. Block said that no oth-
erdrug has ever been subjected to the **gauntlet of scientif-
ic criticism™ that hydrazine sulfate has been forced 10
run. A fonmer senior official of the NCI, Block called
for the convening of an “‘intemational conference™ on
hydrazine sulfaie. “"Cachexia isn’t a nivial problem. It
isn’t only cancer. it 1sn’t only AIDS. Cachexia touches
our lives in many ways. It is a part of advanced aging
as well.”
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ess food in any form. If hydrazine sul-
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was told that the fi rst pomon of the nauonmde tcstmg “\Devaopment.%'j

“of hydrazme sulfate pand for by the N C. I had dehber-

“ately included the lncompanbles. his’; genemlly warm and

- smiling face hardened into a mask. lee Chlebowski, he
said' he too would have excludea the incompatibles.
Block clearly believes that hydrazme sulfate and lts de-
veloper have been the subjects of continuing harassment
by the medical establishment.

“*Look at how long they've beenworking on immu-
notherapy,” he says. “‘There’s never been a randomized
clinical trial [he laughs], a randomized, controlled clini-
cal trial that shows immunotherapy is good. Yet they're
still funding that. They’ve been investing in that for dec-
ades. Possibly Joe [Gold} made a politi-
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e Gordon remams a detached but emhusnastlQ supporter i

:;of Gold’s w0rk and of hydrazme sulfate. But **without
“a positive,' ‘multi-institution, clinical mal of the drug,” ,

he says, there is little probability 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
dollars—he contacted the doctor in charge and urged him
to make sure that the test excluded from patients’ diets
all alcohol, sleeping pills, and tranquilizers. Those sub-
stances had been shown in the past to ruin hydrazine sul-
fate’s effectiveness. Gordon has a clear recollection of
his conversation with Dr. Michael

cal mistake by not calling hydrazine sul-
fate ‘immunotherapy.’” ‘

In 1985 Dr. Maxwell Gordon was sen-
ior vice-president of the Science and Tech-
nology Group of Bristol-Myers. After de-
ciding that hydrazine sulfate was going
to save a lot of lives, he sent a letter to
Dr. Gold to signify the pharmaceutical
house’s *‘intention to conclude an exclu-
sive worldwide license agreement with
you on hydrazine sulfate™ (for which
Gold holds the patent). Gordon's letter sig-
naled three important coming events: a
comprehensive testing of the drug against
all forms of cancer, the marketing of the
drug throughout the world, and an
enormous intellectual, emotional, and mon-
etary pavoff to Gold after 17 years of
hard. lonely work during which his pi-

SCIENTISTS

IN THE UNITED
STATE ;
AND-IN-RUSSIA
HAVE
SUCCESSFULLY

Kosty, the researcher selected by the
N.C.IL to direct the first of three trials at
the Scripps Clinic, a cancer center in San
_Diego.

*‘l 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-

st. ““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 respond
to Gordon's guidance? *‘He said, ‘You're
right,’ and that he would follow my ad-
vice,” Gordon says. ’

Kosty. responding to Penthouse’s fol-
low-up, contends, **This is incorrect. We

oneering efforts had been greeted with
scomn and abuse.

" Butnone of those good things was to be. To leam 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 0 the hy-
drazine-sulfate deal as if it were yesterday. rnct almost
eight vears ago. He said his bosses at Bristol suddenly
reversed themselves and declared. “*Forget it. the deal's
o:r.”” Gurdon said the deal-killer had been “*Siephen K.
Cartzr. an N.C.1. alumnus and part of the estatiishinent.
{Curi2r] pur himself on the line and said. '1f you Jdo this
itake on hvdrazine sulfate} I'm gquitting.” ™™ Gerdon et
Bnstol: Caner—who denied through a spokesman that
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talked with many individuals prior to final-
izing the study and made no commitments to include/
exclude specific medications."

Not only did Kosty deliberately fail to exclude the incom-
patible substances from the study (because of this fail-
ure. Rauscher terms the results o! this study ‘'suspi-
cious™). but he said in an interview with me at his home
in San Diego that **we just think that that's a nonissue.™
Sure. Like mixing gravel in with the gasoline that you
put in vour Porsche. Not surprisinzi:. the Kosty study.
with 1ts protocol of incompatibles. was reported as neg-
ative. Kosty further said that the Russian work—a 740-
patient. 15-vear studv—had been “"shoddy.™ and stated
that his own study of h: érazine su.ie proved that the
study conducted by Chle rowski and ks icam at U.C.L.A.
was “‘meaningless.™
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