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THE WHITE HOUSE

WASHINGTON

February 22, 1994

Kristine GebbieTO:

Carol H. RascoFROM:

SUBJECT:

Thank you.

3
F® 2 4 1994

I have been asked by White House staff if the administration has 
a position on this issue. I have enclosed a copy of materials 
forwarded to me on the issue. Do you have any guidance?

Sanctuary Task Force
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developed at the National Institutes of Health at U.S. taxpayers' expense.

We are 13 years Into the AIDS epidemic and have only three FDA-approved HIV 

therapies, all of which have limited benefit. Patients with late-stage, life-threatening 

diseases are often excluded from U.S. drug trials, and are desperate for treatment novi. 
Physicians and their patients have been frustrated In their attempts to gain access to 
promising therapies, and should have access to experimental drugs. Protecting the 
general public against harmful side effects is necessary, but we need to adopt a different 
standard for life-threatening diseases. There Is no side effect worse than death.

I

The Sanctuary Drug Act offers a solution. By establishing a Sanctuary Board as a 
separate arm of the FDA. composed of prominent researchers and HIV-treat ng 
physicians, potentially beneficial, non-FDA approved drugs warranting scientific 
investigation wfll be Identified and evaluated. Those agents deemed to be within the range 
of acceptable risk will be selected for study inclusion. Study participants will be 
limited to patients with less than one year to live. Sanctuary will supply and closely 
monitor the safety and efficacy of therapeutic agents in a structured, uniform study, 
wherein data will be collected, Interpreted and disseminated to physicians via electronic 
data transmission. This structure will expedite our ability to recognize treatments wltn 
the potential for cure, allow alternative therapies to be scientifically evaluated, reduce 
exploitation by charlatans who prey upon the desperately 111 with quack cures, and 
greatly reduce drug development costs. The expanded national access to drugs and 

\ Information will also eliminate duplication of research on Ineffective agents.

In dealing with the AIDS crisis, and with all Incurable diseases, we must take bold and 

determined steps. In response to this, a group of HIV-treating physicians, AID.o 
activists, and.HIV-Infected and affected persons have recently formed the Sanctuary tasx 

force. Sanctuary will offer hope to the terminally ill - an opportunity to Improve 
their chances for sdrvlval and quality of life, and the opportunity to participate In the

search for a cure. i
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OUTLINE FOR PROPOSED SANCTUARY DRUG ACT

I.
A.

11.

D.

III.

C.
D.

1.

IV.

E.

V.
A.

B.

VI.

E.
1.

F.
G.

2.
3.

Patient safety
A level playing field for comparison of agents

B.
C.
D.
E.

A.
B.
C.
D.

F.
G.

A.
B.
C.
D.

A.
B.
C.

physicians
Shown to be dangerous
More than 50,000 requests have been received by 

Sanctuary

PATIENT QUALIFICATIONS
Life-threatening, incurable disease
Expected to have less than six months to live 
Informed consent waivers, liability waivers 
Mentally competent
Physician's verification of A through D

A.
B.

2.
Charlatanism reduced
Tens of thousands of productive Ilves might be salvaged

PHYSICIAN REQUIREMENTS
Agrees to report to Sanctuary board on regular basis on patient status
Pays nominal fee fa Sanctuary drugs
Limited to 100 patients/Sanctuary drug/year 
Provide Sanctuary drugs to patients at cost

DRUG MANUFACTURERS
May submit agents to Sanctuary without liability a loss of rights to 

compounds
May simultaneously pursue phase one, two, a three protocols as 

recognized by the FDA

SANCTUARY DRUG/AGENT REQUIREMENTS
Meets Sanctuary toxicity standards based on animal studies 
Are not deemed dangerous a Ineffective by the Sanctuary board 
Are supplied to the Sanctuary at no cost by manufacturers
Removal from Sanctuary

No marked improvement In patients, as compared with the 
natural progression of the disease, has been reported by

BENEFITS
Speed in recognizing agents with great potential fa cure
Agents without great profit potential would be evaluated/utilized 

Alternative therapies scientifically evaluated 
Drug development costs could be greatly reduced 
Party and dosageof agents would be standardized, assaing:

SANCTUARY BOARD
Researchers, physicians, community activists
Maintain an acceptable standard of toxicity
Add to and remove from the Sanctuary medicatlons/devices 
Maintenance and dissemination of anecdotal results from 
participating physicians
Allowing/disallowing physician participation in program based on
physicians' compliance with reporting requirements
Transmit toxicological summary data to physicians
Use funds collected from participating physicians to pursue the study of the 
toxicology of agents chosen by the committee fa Inclusion In Sanctuary that do 
not have drug company sponsashjp a pria toxicological data (i.e., natural 
compounds or compounds showing promise in cell cultae studies, but 
unattractive to drug companies fa patent a profit reasons)
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EXPANDED SANCTUARY DRUG ACT OUTLINE

I.

1.

2.

3.

II.

B.

1.

2.

C. Physicians will not receive any compensation for serving on the 
Sanctuary, but will be Indemnified against tort actions by the State.

D.

R

G.
1.
2.

H.

III.

PATIENT QUALIFICATIONS
A.
B.

1.
2.

C.
D.

Board appointed by governor/president
Staff (minimal) hired by Board to manage data

Physicians will be limited as to the number of patients allowed Into 
the Sanctuary annually.

E. Will provide Sanctuary agents to Sanctuary patients at cost. 
Physicians' charges to Sanctuary patients for other services will 
be at the physician's discretion.
Term of membership to be two years

Year One of Sanctuary -10 member physicians
i Year Two of Sanctuary - 20 member physicians

Appointment to Sanctuary membership by Sanctuary 
board/governor/president.

SANCTUARY BOARD AND STAFF
A.
B.

Life-threatening, incurable illness
Expected to have less than 6 months to live

As determined by actuarial tables 
Certified by treating/requesting physician 

Mentally competent - see Section l/B/2
Informed consent, liability waivers

Discussion between patient and treating physician detailing 
all risks and unknowns, Sanctuary function, rules for both 
patient and physician
Patient agrees to hold harmless all parties involved In the 
production, administration, distribution, and involvement In 
the Sanctuary
Discussion and patient's agreement are video taped, and 
consent and liability forms are signed by patient

SANCTUARY BOARD MEMBER QUALIFICATIONS
A. Has been a primary care physician for 500+ HIV patients or 

practice has been devoted to HIV primary care for two or more 

years
Agrees to report to Sanctuary board on a regular basis on patient 
status in a format designed by Sanctuary board

Monthly meetings of participating physicians via 
teleconference or ISDN video phone. Equipment will be 
provided by the Sanctuary and remain the property of the 
Sanctuary.
All meetings will be recorded and made available to the 
public.
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C.
1.

4.

5.

6.

7.

8.
9.

D.

IV.

B.

V.

B.

1.

Is the agent available In another countiy? 
obtain the agent through a prescription.) I

2.

3.

4.

2.
3.

’ (The patient can 
If so, exclude the

1.
2.

SANCTUARY AGENTS
A. Agent becomes known to Sanctuary board through

Reading
Anecdotal experience

Agent under consideration Is subjected to the following qualifying 
questions:

Is the agent currently available to physicians via the 
compassionate use program? If so, exclude the agent from 
further consideration.

Responsibilities of Board
Monitor Sanctuary physician compliance
Selection of agents for addition to Sanctuary 
Review Sanctuary physician reports of toxicology/efficacy 
of Sanctuary agents
Contract with a cell culture lab (NIH, university) for initial 
toxicological studies on untested agents
Act as liaison with pharmaceutical companies to insure 
cooperation with Sanctuary agenda
Manage funds generated by Sanctuary agent fees and 
government funding or donations
Prepare and make available to the public results of 
Sanctuary agents, good or bad.
Establish the parameters of Sanctuary dissolution 
Choose physicians, patients, and agents for participation In 
Sanctuary

Will receive no compensation for serving on the board, but will be 
Indemnified against tort actions by the State

•PHARMACEUTICAL COMPANIES
A May submit agents to Sanctuary without liability or loss of rights to 

compounds
May simultaneously pursue phase one, two or three protocols as 
recognized by the FDA.

agent from further consideration.
Is there evidence of effect against HIV in non-tumor human 
cell culture systems (e.g., PBMC's)? If there is no evidence 
of effect, the agent is excluded until data showing effect 
become available. Developing such data may be a function 
of the Sanctuary.
Is the therapeutic to toxic ratio In human non-tumor cell 
culture less than 21? If so, the agent is excluded from 
further consideration. (Note: All agents are toxic if given In 
large enough amounts. Digoxin, with a therapeutic to toxic 
ratio of approximately 21, Is the currently acceptedtreatment 
for congestive heart failure, which has an average survival 
of around six months to one year. A therapeutic to toxic 
ratio of 21 means that twice the treatment dose can kill you.)
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C.

1.

2.

b.

3.
;•

a.

■ b.

c.

d.

e.

The agent is subjected to the following questions in order to 
accelerate placement In the Sanctuary:

Has the agent ever been or is It currently being used In 
humans for another purpose? In either case, toxicity Is 
known and the agent may go directly to Sanctuary 
unless it has been excluded In Section V/B.

Testing
a. Assuming no animal toxicity is found, and the agent 

has never been used in humans for any purpose, the 
agent being considered for Sanctuary status must 
have at minimum the LD50 status (the dosage 
necessary to kill 50% of the test animals) in mice 
prior to being placed in Sanctuary. If no LD50 exists 
(some medications are so harmless, you can’t really 
kill a test animal with any reasonable amount of the 
agent), then the agent must be shown to be tolerated 
at a dose at least 30 times greater than that expected 
to be used in humans as estimated on a mg/kg 
dosing schedule, and as derived from cell culture 
calculations using a volume of distribution of total 
body water (for example, let us say that 1  
microgram/ml of compound Y is shown to kill all HIV 
infected cells In cell culture, has no cell culture 
toxicity on healthy cells up to 2 times this dose, and 
further, no LD50 could be found in mice at doses 30 
times greater that estimated to be used in
humans on a mg per Kg basis. Then the mice should 
tolerate .6 x the body mass In Kg= total body water in 
liters, [total body water in mis] x [1 microgram/ml] x 30 
= the dose needed to be tolerated by the mouse.). 
Animals will be maintained for one month post­
exposure to assess more long-term pathological 
effects, and will be studied via necropsy to look for 
organ damage prior to placement of the agent Into 
Sanctuary. If organ damage is found, the compound 

is excluded.
Once the agent of interest has cleared the prior hurdles, it 
will be placed In Sanctuary

Initially, the drug will be released to ten physicians 
for use by ten patients, for one month. 
The drug will be placed on provisional status for an 
additional month while data on original patients Is 
being reviewed.
At this point, the Board will either approve continued 
use, or remove the agent from Sanctuary If an 
obvious pattern of toxicity is apparent. 
If the Board approves continued use, the agent will 
be open to the next 100 requests.
When another 100 patients have received the drug 
for one month (or at any time prior If the Board so 
decides), the drug will again be placed on 

etnine fnr p month while the data a

TEL No.471-4565
I
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f.

f

g>

h.

D.
1.

2.
a.

3.
a.

b.

c.

d.

a.
b.
c.
d.
e.

If no pattern of toxicity has emerged, the agent will be 
made available to the next 1000 candidates (total 
patients exposed -1110).
At this point, the agent Is closed to further use by 
anyone through the Sanctuary unless the Board 
votes to extend or enlarge the pool of patients 
receiving the agent.
in any case, with each order of magnitude Increase 
in patients taking or having taken the drug, a one 
month time-out will be observed to allow for 
collection and analysis of data, provided by the 
treating physician.

Problems
Paying for all this

Administration
Animal toxicology
Cell culture
Data base
Public access

Sources
Public funds
Donations
Agents will be provided to any licensed physician In 
the U.S. for a monthly user fee of $100 per patient

The one patient for whom the agent was a Godsend 
Any patient/physlcian user of the Sanctuary who 
decides to continue to take the agent of study after 
having been on the agent for more than four months 
(this being the usual termination point If no effect or 
toxicity is seen) will be allowed to continue to receive 
the agent at their discretion, provided they continue 
to report to the Sanctuary on the patient’s condition 
monthly, and continue to pay the user fee.
This grace period will continue for up to six months 
after the agent has been removed from the 
Sanctuary for reasons of non-efficacy, but not for 
reasons of toxicity.
If no drug company has decided to pursue the agent 
for commercial use, and If the Sanctuary has not 
continued to expand access, or the Sanctuary has 
dropped the agent from further consideration, the 
agent will no longer be provided through the 
Sanctuary.
If toxicity was the reason for removal from the 
Sanctuary, then that agent will not be made available 
to anyone from that point onward.

b.
c.



March 4, 1994

NOTE FOR MEMBERS OF THE TASK FORCE ON RADIOACTIVE WASTE

&DAN METLAYFROM:

Again, it has been a pleasure working with you this past three years.

MAR - 7 1994

The completion of the report allows me to accept a very attractive offer from the Nuclear Waste 
Technical Review Board. I shall be part of the senior professional staff with responsibility, 
among other things, for thinking about how institutional factors affect the technical work 
conducted by the Office of Civilian Radioactive Waste Management.

I shall start with the Board on March 7, 1994. You can reach me at (703) 235-7743. If you 
have any questions relating to the work of the Task Force, please contact SEAB's Executive 
Director, Jake Stewart, whom you know. He can be reached at (202) 586-7092.

You may be interested in knowing that the Final Report and supplementary volumes have been 
completed and prepared for printing and distribution. I hope that you will receive them in less 
than six weeks.

Secretary of Energy Advisory Board 
Washington, DC 20585a
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THE WHITE HOUSE

WASHINGTON

November 29, 1993

FROM: ie,

nformationSanctuary Task ForceSUBJECT:

Thanks again for passing on this information.

Kristine
National

by Outreach/White House Office 
onnel

Thank you for forwarding the information that you received on the 
Sanctuary Task Force. As you stated in your note to me, it falls 
appropriately to this office. I am currently working with the 
Department of Health and Human Services on the "National Task 
Force on AIDS Drug Development" that will be announced this week. 
I have shared this information with the Secretary and others 
involved in the Task Force.

MEMORANDUM FOR PAUL STEVEN MILLER
Director of Disabili 
of Presidential Per^

GeWie, RN, MN
pjHPolicy Coordinator
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DATE: 

TO: AlICC

FROM: KRISTINE M. GEBBIE

For your information

For your action 

Review and comment by (date) 

Prepare reply for Coordinator's signature

Reply directly and blind copy Coordinator

Circulate/forward to: 

File

COMMENTS: 

 

— C . 3 (i n ! jXXZ Se 4~p________

ICE OF THE COORDINATOR

ROUTING SLIP
id1'

i
I

z -
12rf‘'
National Aids Policy Office

OFFI
w

I
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NOV - 3 1993

THE WHITE HOUSE

WASHINGTON

MEMORANDUM FOR CHRISTINE GEBBIE

ei^irectof

FROM: of Disability Outreach/White House Office of

November 1, 1993DATE:

RE: The Sanctuary Task Force

Paul Steven Miller,  
Presidential Personnel

The attached information regarding the Sanctuary Task Force was recently 
forwarded to me, and I feel it is more appropriate for your office. I am therefore 
forwarding it to you for your attention. Please do not hesitate to contact me if you have 
any questions or need any more information.
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'’There is no greater good than, to relieve the suffering of another man

DATE: 

SEND TO:  
   

TELECOPIER NO :  
 COMMENTS; J

 1

/I

•/ •

a

r;.

Thomas J. Magee, M.D.
6464 Sunset, Suite 790 
Holly wuod CA. 90028 

213-464-2107

nt 464-2107. Our FAX number is (213)
» „

-n - .

We are send!
telecopier at.
or if there are any 
undersigned at (213) 464-2107.
463-2882.
THE INFORMATION ™STRICTLY

 mi.

oai

ag
fl
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Sanctuary Tas^Force
1-800-Sanctuary

ng ufatut fur tmtf

The FDA’s mission is to protect the public against harmful drug toxicities. Since the 

thalidomide scare of the 'GO’S, the FDA has developed stringent guidelines and regulations 

for drug approval. It currently costs in excess of $190 million and lakes four to ten 
years to bring a single drug to the marketplace. As a result of the high costs and the 

lengthy approval process, many potentially beneficial drugs are being tested overseas or 
are never seeing the light of day. In fact, some of the drugs being tested in Europe were 

developed at the National Institutes of Health at U.S. taxpayers' expense.

We are 13 years into the AIDS epidemic and have only three FDA-approved HIV 
therapies, all of which have limited benefit. Patients with late-stage, life-threatening 

diseases are often excluded from U.S. drug trials, and are desperate tor treatment now. 
Physicians and their patients have been frustrated in their attempts to gain access to 
promising therapies, and should have access to experimental drugs. Protecting the 

general public against harmful side effects is necessary, but we need to adopt a different 
standard for life-threatening diseases. There is no side effect worse than death.

The Sanctuary Drug Act offers a solution. By establishing a Sanctuary Board comprised 

of prominent researchers and HlV-treatlng physicians as an arm of the FDA, potentially 
beneficial. non-FDA approved drugs warranting scientific investigation wiH be 

identified and eveduated. Theca agents deemed to be within the range of acceptable nsk 
will be selected for study inclusion. Study participants will be limited to individuals 

with less than one year to live. Sanctuary will supply and closely monitor theisafetyand 
efficacy of therapeutic agents in a structured, uniform study, wherein data wm be 

collected, interpreted and disseminated to physicians via elactronic data transmssion. 
This structure will expedite our ability to recognize treatments with the potential for 

cure, allow alternative therapies to be scientifically evaluated, reduce exploitation by 

charlatans who prey upon the desperately HI with quack cures, 
development costs- Tl« expanded national access to drugs and mforrnation wl. also 

eliminate duplication of research on ineffective agents.

In dealing with the AIDS crisis, and with all incurable *seases> we
determined steps. In response to this, a group of HIV 
activists, and HIV-infected and affected persons have recently formed the Sanctuary task 

force. Sanctuary writ offer hope to the terminally ill - an opportunity to ’mprove 
their chances for survival and quality of life, and the opportunity to participate in the 

search for a cure.

For further information, please call Brian Magee al (213) 993-0433.

r
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«DATA Brian:Brians letters on projects:artictesypub Clinton letter list.

July 2G, 1993

Dear «title» «last name-

SpSmortedby ourgovwnmert a^wSlCTet.^rSDaSS ffOTUwpaiiwrts' andcfoctws'

Sincerely,

Brian M. Magee

Encl.

-first name- -last name- 
-pubUoatlon name- 
•adcfess 1» -address 2» 
-city-, -state- -zip-

I recently cane across the attached letter that was sent to President Clinton by my brother, Tom 

Magee, and I wanted to share it with you.

Tom is a Board Certified Internist specializing in HIV care in Southern California and wrote the 

letter urging the President to enact the Sanctuary Drug Act (SDA). The SDA » an idea he 
formulated to speed up drug and therapy development, along with information dissemination, in 
aneffattocure AIDS Upon reading it, I suggested that he try to get the idea into a public forum 
where it may he debated, refined vkI executed, which is why I bring it to your attention today.

Please fed froo to print, reproduce, use or give this material to any party who may be interested 

in utilizirg or pubUdzing the thoughts contained within it.

If you have any questions, or would ike to get in touch with Tom Magee on any other aids 

related matters, please feel free to contact me at (213) 993*0433.

_________________________ ________________________ k’ 
standpoint are immense. If such a program had been in effect 10 years ago, some of the current

other therapies to be tried and freed a kA of money up which could have back into research.

It those affected by this disease don’t organize with health insurance and business organizations
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Doug Levy

Jean SeDgmann
NawkwmIc

36 Cooper Sqi 
New York. NY

Nicholas Wade
New York times
229 w. 43rd street 
New Yo*. NY 10036

Tim friend
USA Today
1000 WHsor RNd
Arfington, VA 22229

444 Madison Ave.
New York, NY 10022

Marilyn Chase
Wai Street Journal
201 California Street Sfe- 1350 
San Francisco. CA 94111

Mike Meyer
Newsweek
11835 W. Olympic Ste. 870 
Loa AngalAR, CA 90064

David Perlman 
San Francisco Gtironlcie
901 Mission Street 
San Francisco, CA 94103

Steve Findfay
U.S. News and Worid Report 
2400 N. Street N.W.
Washington. D C 20037

Hunter Thompson
C/O Woody Creek Tavern 
POBox82
Woodynraek. m 616.66

Paul Raeburn
^RoSSiS Raza Sth Floor 

New York, NY 10020

Mike Royko
Tribune Media Services 
64 East Concord Street 
Orlando, FL 32801

Andrew Upprr.gn
Associated Press
221 S. Figueroa Ste. 300 
Los Angeles, CA 90012

Jordan Bontante
Time
10880 Wilshire Hvd. ste. i?oo 
Los Angeles, CA 90024

Valerie Kukfenskj
UPI
316 W. Second Street 6th Floor 
Los Angeles. CA 90012

UPI
14001 Street N.W.
Washington , D.C. 20005

Ronald Kotulak
Chicago Tribune
435 N. Michigan Ave. 
Chicago. IL 60611

Deborah Pinkney 
Chicago Sun-Times
401 N. Wabash Ave. 
Chicago, IL 606U

Steve Bust
LA Weekly
P.O. Dox 2990S 
Los Angeles, CA 90029

Andrew Purvis
Time
Time-Life Bldg. Rockefeller Center
New York, NY 10020

Robert Massa 
The Village voice

* luarf* 
’ 10003

Abigail Trafford
Washington Post
1150 15 th Strset N.W. 
Washington, D.C. 20071

Jeff Yarbrough
The Advocate
6922 Hollywood Blvd. 10 th Floor 
Los Angeles, CA 90026
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July 26,1993

Mr. President,

I hope to speak with you soon.

Sincerely,

Brian Magee

Please find the enclosed letter that was previously sent to you. I 
understand that your schedule is very busy and you may not have 
had the time to review the letter. Due to my personal belief of its 
importance, I have decided to send the letter to the following 
publications.

President Clinton
1600 Pennsylvania Ave. 
Washington, D.C.

Chicago Tribune
Chicago Sun-Times
LA Weekly 
New York times 
Newsweek
San Francisco Chronicle 
The Advocate 
The Village Voice
Time
U.S. News and World 
Report
UPI
USA Today
Wall Street Journal 
Washington Post
Tribune Media Services
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Dear Doctor (or Colleague),

eliminate the charlatans who prey upon the desperately ill, and greatly reduce 
drug development costs. Perhaps as importantly, many terminally ill persons

Sincerely,

Thomas J. Magee, MD

D Yes I would support the Sanctuary Act.

□ Please send me more information to:.

Please take a minute to FAX back your interest in this concept to The Sanctuary 
Act Foundation.

Thank you for your hard work and compassion.

Please indicate your endorsement of this concept below.

O Yee I would support the Sanctuary Act and would like to participate in 

studies for my patients.

who feel they have nothing to lose would welcome the opportunity to make the 
end of their lives more meaningful by advancing knowledge in this area while 
giving hope for a cure to others.

As a fellow physician treating HIV/AIDS patients. I’m sure you have become as 
frustrated at the inability to gain access to therapies for our desperately (or 
terminally) ill patients as I have. I've recently come upon an idea that addresses 
this situation and would like your feedback on it.

The Sanctuary Drug Act would establish a vehicle to supply and monitor the 
efficacy of non-FDA approved drugs for the terminally ill. Sanctuary proposes 
that those with 6-12 months to live be allowed to try untested drugs in a 
structured study, where data is collected from and disseminated to participating 
physicians. This structure would speed up our ability to recognize agents with a 
great potential for cure, allow alternative therapies to be scientifically evaluated, 
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1

EXPA J ARY DRUG ACT OUTI INF

I.

1.

by ucaiiiig/icqucstiug physician

1.

2.

n.
pA^^»^p^»^rcnB0'

years
B.

1.

2.

C.

F.

1.
2.

III.

A.
B.

OCT 11 ’93 13:15 TO 202 456 2259

*

SANCn

PATIENT QUALIFICATIONS
Life-threatening, incurable illness

Expected to have less than 6 months io live 
1. As determined by actuarial tables

idcnt
to manage data

Informed consent, liability waivers
1. Discussion between patient and treating physician derailing 

ah risks and unknowns, Sanctuary function, rules for both 
pattent and physician

Patient agrees to hold harmless all parties involved in the 
production, administration, distribution, and involvement in 
the Sanctuary
3. Discussion and patient's agreement are video taped, and 

consent and liability forms are signed by patient

SANCTUARY BOARD MEMBER QUALIFICATIONS
A, Has been a Drimarv care nhvsician for SOfU MTV nationtc nr

public.

Physicians will not receive any compensate.. 
sanctuary, but will be indemnified against tort actions by the State

D. Physicians will be limited as to the number of oatlents allou 
the Sanctuary annually.

E. Will pmvidr Sanctuary agents to Sanctuary patients at cost 
Physicians' charges to Sanctuary patients for other services will

be at the physician's discretion.
G. Term of membership to be two years

Year One of Sanctuary -10 member DhvsiciansYear One of Sanctuary -10 member physicians 

Year Two of Sanctuary - 20 member physicians 
H. Appointment to Sanctuary membership by Sanctuary 

board/govemor^resident.

SANCTUARY BOARD AND STAFF
A. Board appointed by govcmor/prcsii
B. Staff (minimal) hired by Board to n

Agrees to report to Sanctuary board on a regular basis on patient 
status m a format designed by Sanctuary board

Monthly meetings of participating physicians via 
teleconference or ISDN video phone. Equipment will be 

provided by the Sanctuary and remain the property of the

All meetings will be recorded and made available to the

ion for serving on the

lysicians will be limited as to the number of patients allowed into

C.
D.
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C.
1.
2.

3.

5.
cooperation with Sanctuary agenda 

6. Manage funds generated by

9.

D.

IV.

A.

B.

V.
A.

2.

1.

3.

further consideration. (Note; All agents arc toxic if given in 
large enough amounts. Digoxin, with a therapeutic to toxiclarge enough amounts. Digoxin, with a therapeutic to toxic ratio of

approximately 21, is the currently accepted treatment for congestive

heart failure, which has an average survival of around six months to one

year. A therapeutic to toxic ratio of 21 means that twice the treatment

dose can kill you.)

Responsibilities of Board

Monitor Sanctuary physician compliance
Selection of agents for addition to Sanctuary 
Review Sanctuary physician reports of toxicology/efficocy 

of Sanctuary agents

4. , Contract with a cell culture lab (NIH, university) for initial 
toxicological studies on untested agents

Act us liaison with pharmaceutical companies to insure

age funds generated by Sanctuary agent fees and 
government funding or donations
7. Prepare and make available to the public results of 
Sanctuary agents, good or bad.

8. Establish the parameters of Sanctuary dissolution 

Choose physicians, patients, and agents for participation in

Sanctuary
Will receive no compensation for serving on the board, but will be 

indcnniLGed against tort actions by die State

PHARMACEUTICAL COMPANIES
May submit agents to Sanctuary without liability or loss of rights to 

compounds
May simultaneously pursue phase one, two or three protocols as 

recognized by the FDA.

SANCTUARY AGENTS
Agent becomes known to Sanctuary board through

1. Reading
2. Anecdotal experience
Agent under consideration is subjected to the following qualifying

Is the agent currenfly available to physicians via the

B.

questions:
1 •
compassionate use program? If so, exclude'the agent from 

further consideration.
2. Is the agent available in another country? (The patient can 

obtain the agent through a prescription.) If so, exclude the 

agent from further consideration.
Is there evidence of effect against HIV in non-tumor human 

cell culture systems (e.g., PBMCs)? If there is no evidence 
of effect, the agent is excluded until data showing effect 

become available. Developing such data may be a function 
of the Sanctuary.

4. Is the therapeutic to toxic ratio in human non-tumor cell 
culture less than 21? If so, the agent is excluded from
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3
C.

unless

2.

a.

h at a^,Cnt f°r Sanctuary status must

body water (for example, let us say that 1 

icrogram/m! of compound V is shown tn bill alt

is excluded.

3.

c.

i openwm BOar?i^?r°VeS continued use’1116 ^8®“*

e.

decides), die drug will again be placed on 

provisional status for a month while the data a

reviewed.
f.

Initially, the drug will be released to ten physicians 

by ten patients, for one month,

drug will be placed on provisional status for an 
ionth while data on original patients is

Hters.^otal bodyjwater in ixd^ JI microgram/ml] x 30

Animals will be maintained for one month post-b.

exposure to assess more long-term pathological 
effects, and will be studied via necropsy to look for

SSlSXf3110™8 qOeSti°“ ” “
1. Has the agent ever been or is it currently being used in

Testing

Assuming no animal toxicity is found, and the agent 
has never been used in humans for any puipose, the

1. Has the agent ever been or is it currently being i 

kno k'Tth15 foriailOlljier 111 either case, toxicity is

it has been excluded iu S^liun V/R 10 Sanctuary

necessary to loll 50% of the test animals) in mice 
prior to being placed in Sanctuary. If no LD50 exists 

(some medications are so harmless, you can't really
kill a test animal with any reasonable amount of the agent)

then the agent must be shown to be tolerated at a dose at

gssw
cen culture calculahons using a volume of distribution of total

body water (for example, let us say that 1
niicrogram/m! of compound V is shown to kill all HIV 
infected cells in cell culture, has no cell culture

toxicity on healthy cells up to 2 times this dose, and 
further, no LD50 could be found in mice at doses 30 

times greater that estimated to be used in
humans on a mg per Kg basis. Then the mice should

tolerate .6 x the body mass in Kg=» total body water in

OCT 11 ’93 13:1G TO 202 45G 2259

Once the agent of interest has cleared the prior hurdles, it 

will be placed in Sanctuary

a. Initially, the drug will be released to ten physicians 
for use by ten patients, for one month.
b. The drug will be placed on provisional status for an 

additional month while data on original patients is
being reviewed.

At this point, the Board will either approve continued 

use, or remove the agent from Sanctuary if an 
obvious pattern of toxicity is apparent 

If the Board approves continued use. the aeent will

When another 100 patients have received the drug 
tor one month (or at any time prior if the Board so

If no pattern of toxicity has emerged, the agent will be 

made available to the next 1000 candidates (total 
patients exposed -1110).

g - At this point, the agent is closed to further use by 
anyone through the Sanctuary unless the Board



OCT 11 ’93 13:17 TO 202 456 2259 FROM T-860 P.10

4

h.

D.
1.

2.

3.
a.
decides lo continue to take the agent of study after 

having been on the agent for more than four months

c.

a.
b.

c.
d.

e.

a.
b.

c.

after the agent has been removed from the 
Sanctuary for reasons of non-efficacy, but not for 

reasons of toxicity.
If no drug company has decided to pursue the agent 

for commercial use, and if the Sanctuary has not 
continued to expand access, or the Sanctuary has 

dropped the agent from further consideration, the agent
will no longer be provided through the Sanctuary.

d. If toxicity was the reason for removal from the 
Sanctuary, then that agent will not be made available 

to anyone from that point onward.

(this being We usual tcnuiimtiou point if no effect or 
toxicity is seen) will be allowed to continue to receive 

wided they continue

votes to extend or enlarge the pool of patients
receiving toe agent

hi any case, with each order of magnitude increase 
in patients taking or having taken the drug, a one 

month time-out will he observed to allow for 
collection and analysis of data, provided by the 

treating physician.

Problems
Paying for all this

Administration
Animal toxicology

Cell culture
Database

Public access
Sources

Public funds
Donations
Agents will be provided to any licensed physician in 

the U.S. for a monthly user fee of $100 per patient 
The one patient for whom the agent was a Godsend 

Any patient/physidan user of toe Sanctuary who

the agent at their discretion, provided they coutiuue 
to report to the Sanctuary on toe patient's condition
monthly, and continue to pay toe user fee.

b, This grace period will continue for up to six months
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OUTLINE FOR PROPOSED SANCTUARY DRUG ACT

I.
A.

IL
A,

D. Provide Sanctuary drugs to patients al cost

ffl.
A.
B.

1.

IV.

D.

E,

V.
A.

B.

VI.

c.
D.

F.
G.

F.
G.

B.
C.
D.
E.

A.
B.
C.

B.
G.

BENEFITS 

A.

1.
2.

Speed in recognizing agents with great potential for cure 
Agents without great profit potential would be evaiuated/uttiized 
Alternative therapies scientifically evaluated
Drug develupniurit uusls cuuld be gr eatly reduced 
Purity and dosageof agents would be standardized, assuring: 

Patient safety
A level playing field for comparison of agents 

Charlatanism reduced
Tens of thousands of productive lives might be salvaged

PATIENT QUALIFICATIONS
Life-threatening, Incurable disease
Expected to have less than six months to live 
Informed consent waivers, liability waivers 
Mentally competent 
Physician’s verification of A through D

SANCTUARY DRUG/AGENT REQUIREMENTS
Meets Sanctuary toxicity standards based on animal studies 
Are not deemed dangerous or ineffective by the Sanctuary board 
Are supplied to the Sanctuary at no cost by manufacturers
Removal from Sanctuary

No marked improvement in patients, as compared with the 
natural progression of the disease, has been reported by 
physicians
Shown to be dangerous 

More than 50,000 requests have been received hy 
Sanctuary

SANCTUARY BOARD
Researchers, physicians, community activists
Maintain an acceptable standard of toxicity
Add to and remove from the Sanctuary medications/devices
Maintenance and dissemination of anecdotal results from
partiepaiing physicians
AHowingASsancwmg physician participation in program based on
physicians' complance with reporting requirements
Transmit toxicological summary data to physicians
Use funds collected from participating physicians to pursue the study of the 
toxicology of agents chosen by the committee for inclusion in Sanctuary that do 
not have drug company sponsorship or prior toxicological data (l.e., natural 
compounds or compounds showing promise in cell culture studies, but 
unattractive to drug companies for patent or profit reasons)

DRUG MANUFACTURERS
May submit agents to Sanctuary without liability or loss of rights to 

compounds
May simultaneously pursue phase one, two, or three protocols as 
recognized by the FDA

2.
3

8.
C.
D.
E.

PHYSICIAN REQUIREMENTS
Agrees to report to Sanctuary board on regular basis on patient status
Pays nominal fee for Sanctuary drugs
Limited to 100 patients/Sanctuary drug/year
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An agent becomes known to the members of the Sanctuary

consideration.

a)
through:

1)
2)

Reading
Anecdotal experience

The agent is subjected to the following questions in an attempt tob)
eliminate it from placement in the Sanctuary-

lAU agents are toxic if given in large enough amounts, eg., water. We 

currently accept the use of Digoxin in our treatment of congestive heart 
failure and the therapeutic tn toxic, nttinn is approximately that is, twice the

1) Is the agent currently available to physicians via the 
compassionate use program? If so, exclude the agent from further 
consideration.

2) Is the agent available in a foreign country? Through use of 
a prescription the patient can obtain this already. If so, exclude the agent from 
further consideration.

3) Is there evidence of effect against HIV in non-tumor human 
cell culture systems, e.g., PBMC's? If no effect in this system, the agent is 
excluded from further consideration until such data become available. May be a 
task of the Sanctuary division.

4) Is the toxic to therapeutic ratio in human non-tumor cell 
culture less than 2*7 It so, the agent is excluded from Sanctuary.

Physicians will not receive any compensation for serving on the Sanctuary, but 
will be indemnified against tort actions by the state or federal government.

1) Discovery

Sanctuary shall have 10 members the first year and 20 members the 
second year; their terms will be for two years. This group will be appointed by 
the governor of the state or president of the US.

Meetings will be held on a monthly basis via satellite up link, down link, 
or ISON interactive video phones. All meetings will be recorded and available 
to the public. The equipment will be provided by the Sanctuary to its members 
while the physician is a member of the Sanctuary, and will be transferred to new 
physicians at the end of their tenure.

THE PROCESS BY WHICH AN AGENT IS PLACED INTO THE SANCTUARY 
IS MADE AVAILABLE, AND IS TAKEN OUT OF SANCTUARY

Membership to Sanctuary:

Anyone may be admitted to Sanctuary committee status provided that 
they have treated more than 500 HIV patients during their career as a primary 
caring physician.



OCT 11 ’93 13:19 TO 202 456 2259 FROM T-860 P.13

—~ ‘VICI aicrw al a uvac w ut IWU51 JU um8S 1031 expected TO D8 used 10 
humans as estimatad on a mg/kg dosing schedule, and as derived from cell

a) Prior to receiving any medication or agent from the Sanctuary a 
video-taped discussion between the treating physician and the treated patient 
will be recorded in which all the risk and the unknowns are discussed and the 
patient agrees to hold harmless all parties involved in the production, 
administration, distribution and involvement in the Sanctuary.

treatment dose of this medication can kill you. Congestive heart failure has a 

vary poor natural history with the average survival being somewhere around 
6 months to 1 year.
2 I am thinking of one of the early syphilis drugs which was found to have 

anti-HIV activity, but is no longer made as it has been superseded by better 

agents for the treatment of syphilis; nevertheless, it was previously used in 
humans and its toxicities could be gleaned from the literature of the time.
3 LD-50 refers to the dose of drug necessary to kill 50% of the animals.

4 Some medications are so harmless that you really can’t kill the test animal 

with any reasonable amount o the agoat.

For example, let us say that 1 micragram/mt of c.amponnd Y is shown to kill 
all HIV infected cells in cell culture having no cell culture toxicity on healthy 

cells up to 2 times this dose, and further, no LD 50 could be found in mice at 
doses 30 times greater that estimated to be use in humans on a mg per Kg basis. 
Then the mice should tolerate .6 * the body mass in Kg- total body water in 
liters. (Total body water in mis) x (1 microgram/ml) x 30 — the dose needed to be 

tolerated by the mouse.

c) Ths agent is subjected to the following questions in order to 
accelerate placement in the Sanctuary:

1) Has the agent every been used in humans, albeit for 
another purpose, or is the agent currently used in humans for another purpose? 
In either case the toxicity in humans Is known. If so, it may go to Sanctuary 
directly*, provided it has not been excluded in Section b.

2) Testing

a) Assuming no animal toxicity is known, and the agent has never 
been used in humans for any purpose, the agent being nominated for 
Sanctuary status must have at minimum the LD-50* 2 3 status in the mouse prior to 
being placed into Sanctuary, and if no LD-50 exists4, then the agent must be 
shown to be tolerated at a dose of at least 30 times that expected to be used in 
humans as estimated on a mg/kg dosing schedule, and as derived from cell 
culture calculations using a volume of distribution of total body water.5

b) Animals will be maintained for 1 month post exposure to assess 
for more long term pathologic effects, and will be studied via necropsy to look 
for organ damage prior to placement of the agent into Sanctuary. If organ 
damage is found, the compound is excluded.

3) Provisional release
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bull etin board^ata base." Agents will be provided to any licensed physici

6 An order of magnitude is a factor of 10, so the number 1000 differs from the 

number 1 by 3 orders of magnitude

b) All patients who petition the Sanctuary for agents must have less 
than 6 months to live as determined by current actuarial tables on HIV as 
determined by the CDC, and further supported by a statement from their 
treating/requesting physician.

c) Assuming that the agent of interest has cleared the prior hurdles, it 
will be placed in Sanctuary. The drug will be released to 10 treating physicians 
for ten patients initially, and then held in a provisional status for one month 
during which the drug will not be released until data from the initial 10 patients 
has been reviewed by the committee. The committee will have two choices, 
either to approve continued use or to remove the agent from the Sanctuary. If an 
obvious pattern of toxicity is present in the eyes of the committee, the agent will 
be removed from the Sanctuary. If no pattern of toxicity exists, in the eyes of the 
committee, then the agent of interest will be open to the next 100 requests. 
When another 100 patients receive the agent, or at any time prior if the 
committee so decides, the agent is again placed in provisional status and 
distribution is held for another month. At the end of the month the data will be 
reviewed again by the committee, and if no pattern of toxicity exists, the agent 
will be open tolOOO more candidates (total patients exposed =1110), and then 
closed to further use by anyone through Sanctuary unless the committee votes 
to extend or enlarge the pool of patients receiving the agent. In any case, with 
each "order of magnitude"® increase in patients taking or having taken the drug, 
a one month time-out will be observed to allow for the collection and analysis of 
data, provided by the treating physician.

d) The problem of paying for the Sanctuary and the cost of running 
animal toxicology, making and shipping drugs, and maintaining a public access

tan in 
months

worth of agent received.

e) The problem of "The one patient for whom the agent was a God 
send." Any patient/physician user of the Sanctuary who decides to continue to 
take the agent of study after having been on the agent for more than 4 months 
(this being the usual termination point if no effect or toxicity is seen), will be 
allowed to continue to receive the agent at their discretion provided they 
continue to report to the Sanctuary on the patient’s condition monthly and 
continue to pay the user fee. This grace period shall continue for up to six 
months after the agent has been removed from the Sanctuary for reasons of 
non-efficacy, but not for reasons of toxicity. Thereafter if no drug company has 
decided to pursue the agent for commercial use and if the Sanctuary as not 
continued to expand access and/or the Sanctuary has dropped the agent from 
further consideration, the agent will no longer be provided through the 
Sanctuary. If toxicity was the reason for removal from the Sanctuary, then no 
agent will be made available to anyone from that point forward.



OCT 11 ’93 13:21 TO 202 45G 2259 FROM T-9G0 P.15

3:45 amJune 2,1993

bswk was* “ “S

as It relates to terminally hi pauenw, uspeuwiy which could Improve your political standing on health 'ssues In general, and most

as to what he is

>rov«i this month? In 
tve a 50/50 chance of

ilMlSsfSgi 

last 4 years and running.1 Who are we protecting?

A ten year old boy that I cared for died from starvation Saturday caused by 
Mycobacterium Avium infection in his intestines; but he didnt just die, he died of 
diarrhea - chronic, unremitting, embarrassing, foul diarrhea which was brought into his 

life by his HIV infection.

These poignant examples are but of few of my daily frustrations and my friend 
suggested that I need to express my concerns over our current drug approval Prcc®ss 
as9lt relates to terminally ill patients, especially AIDS patients, and offer a suggestion 

which could improve your political standing on health Issues in general, and most 
especially my patient's afflicted with AIDS. I feel, with a slight addendumi to the F 
mandate, you could accelerate the finding of a cure for this disease and others. I will try 

for brevity, but clearly could go on for hours.

Dear President and Mrs. Clinton,

I am writing to you at the suggestion of a friend; I am a HIV treating physician In Los 
Angeles plagued by the recurrent absurd situation I find my patients in and thought you 
might benefit from my thoughts on this situation.

tedm*

1

♦

♦
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can. n rea ty. only oe narmea oy me u&a ui r-—
understood agents used in the treatment of these conditions; hence all medications

unfortunately for these noble souls, little is tried, less learned.

Start clinical trials in Europe as the FDA, in essence, is demanding that the agentsi be

thinksabout iit,the^ reT^ts and acS are cieariy understandable. Any reasonable

but for now companies are awaiting FDA

2

unknown aaents, was initially surprising; tnat tney wouiu w
expectation of helping someone else avoid that same agent otextendI out know ledge m 
the treatment of HIV, Is heroic and must represent the best of our human nature, 
unfortunately for these noble souls, little is tried, less learned.2

Currently two very promising agents for the treatment of HIV/AIDS are undet
trials in Europe- both agents are made by United States companies and both companies 
independently have decided to go to Europe to start human•ndso"

GEM-91 by Hybridpn corporation and the Protease inhibi or ...

for critically III individuals with lessjhanjveeta or months

Sra: ^uTh%W» inSu^s-mrnd-S.-and these individuate ?n. 
In reality /only9 be helped by the use of untested, poorly tested, or poorly understood 
aoents provided there is some rationale for the agent’s use, and more importantly 
p?oJidedPthat we learn from the use of these agents. Many of my patients would suffer 

S 'XZ ^Xe01- iTuZoZS and^ay tfXS

infuriated frustration at the knowledge that potentially c’jrat'y® a9en^ Sumrv while mv 

1= SET'S S »

ssra a sax™1. sr-XBrs" 

treatments.

The current drug approval process (as I understand it) is based on a wish to prevent 
medical mishaps such as occurred with thalidomide in Europe. It is t0
that no medication/devlce used In the US will ever cause s'milar^untoward events. Thia 
model is quite correct when it come to wrinkle creams, cosmetic disorders antI other 
treatments for self-limiting illnesses: clearly these individuals are essenbaBy beefthy and 
can, in reality, only be harmed by the use of untested, poorly tested, or poorfy 
understood agents used in the treatment of these conditions; al’ 
must be tested to the fullest extent possible prior to their approval/use in .he Unitea 

States.

Unfortunately, for critically III individuals with less than weeks or months to live, the 
underlvinq premises for drug approval are patently false. These individuals are most 
certainly going to die, and accordingly, the tolerance for side effects and adverse events 
caused by drugs is much greater in these individuals' minds, and these individual- .can, 
in reality/only9 be helped by the use of untested, poorly tested, or poorly understood 
aoents provided there is some rationale for the agent's use, and more importantly 
p?oJidedPthat we learn from the use of these agents. Many of my patients wojBd suffer 

S oi "g SZZ0' a0^ of -rty

“ ”5 SX X my
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aaln? I maintain a thinking individual would wait on approving any medication/device at 
least until it had already been approved somewhere else. The risk then being known, he

have any flrug approved or used on> moral grounds or try to^acceterate approval prior to

one could guarantee not a peep or hint of =^emnaMon would be heard from toe drug

dilemma, the brightest, most innovative country on the face of the P'^et isn’t 
: resources to tame the worst plague of history, Is allowing agents like DDI (may

ie

mytftino til it k already proven bv someone else to be fiffective and fcae

3

oerson Charged with the task of drug approval in the United States with even a remote

the dmc repilamry di^irrion. don't apprSYfl a 
[rfiidteffata.

would be assured no harm would come from the use of this medication/cevice and 
hence no harm would come to the approver. A thinking individual would do this for two 
reasons; first, those patients who would need the medication/devics on moral grounds

SActwdlv if nmp ppeaks with the individuals involved in ftwearly AZT 

dismal tru* wMom amptoyad by dw &S

regulatory division, dorrt approve anything until it is already Proven bV5.Qm.eQne OlSg tO 

medication/device regulator a little further, one realizes that as a.Jplnkl^9 regulatoG 

a medication/device approved for sale or use in the United States, or stated d.fferently, 
by vindictively delaying approval of a bothersome pharmaceutical companif ® 
one could guarantee not a peep or hint of condemnation would be heard from the drug 
manufacturers - the only other, directly interested, surviving party in the drug approval 

process.

What a dilemma, the brightest, most innovative country on the face of the» p 
using its resources to tame the worst plague of history, s ailowng agents hke DDI may 
substitute DDC, D4T, etc.) to languish for 5 years in clinical studies, only to waHy^be 
approved and to be found (or I can tell you will be found) to be poorly effective, at best 
iiTuie treatment of HIV; but available to anyone who can afford the cnppltngly expensive 

price3 (somewhat justified to offset the huge cost of complying with the clinical and 

toxicological data requirements by the FDA).

Might I suggest the following solution, which is potentially beneficial to my patients, US 
pharmaceutical manufacturers, our country and you?
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have their physician petition the "sanctuary" for the providing of sanctuary agents, to he 
used by such patients for as long as the providing physicians reports back to the

4

The Sanctuary Drug Act.

AS I understand the FDA to be under the control of the executive branch, and as I 
understand that its mission and purpose can be changed, amended or appended by 
executive fiat, I suggest using this power and mandating the following amendment 
creating a separate division, body, committee to the Food and Drug Administration 
charged with the creation and maintenance of a sanctuary for the human use of 
currently unproved agents/ devices. As an example: In those individuals deemed and 
substantiated by their physician as having less than six (6) months of life because of a 
life - threatening, incurable disease; and having signed all necessary forms of consent 
and wavers of liability; and being of sound mind, such individuals shall be allowed to 

sanctuary on a regular basis to be established by the sanctuary governing board, pays a 
nominal fee for the agent and is limited to no more than 100 patient requests for any 
single sanctuary agent In one year. Agents will be placed in sanctuary based on the 
best judgment of a group of researchers, physicians and community activists and will 
remain in sanctuary until it is decided that they are dangerous, ineffective or more than 
50,000 requests have been processed for the agent. Agents may be removed from 
sanctuary if no marked improvement In the patients so treated has come to light through 
anecdotal reporting by the treating physicians and/or as compared with the natural 
history of the disease itself. Drug manufacturers may submit agents to sanctuary without 
liability or loss of rights to the compounds and may pursue simultaneously phase one, 
two. and three protocols as currently recognized by the FDA. The sanctuary will be 
charged with adding and removing medications/devices from sanctuary status, 
maintenance and dissemination of a timely account based on the feed-back from 
physicians using the sanctuary drugs, and in allowing or disallowing physician 
participation in the sanctuary program based on noncompliance with the sanctuary's 
reporting requirements. Further, the sanctuary will maintain an acceptable standard of 
toxicity and ensure such data is present and available on all agents in sanctuary prior to 
release of compounds from sanctuary to the treating physician: this requirement for 
limited toxicity shall be judged In, rat, rabbit and dog but no standard on human 
toxicology will be required on sanctuary agents prior to their release, with all parties 
being warned as to the limits of the toxicological data. Sanctuary will transmit all 
toxicological summary data to requesting physicians with the sanctuary drugs. The 
sanctuary will use the funds it collects from the fee charged for providing agents to 
physicians/patients to pureue the study of the toxicology on agents decided by 
committee for use in the sanctuary, but not having drug company sponsorship or prior 
toxicological data, an example being a natural compound or chemical compound 
having promise is cell culture studies but not attractive to drug companies for reason of 

profit, patent etc.

This act would sub-serve several functions:

1) Any agent having tremendous curative power, .even if non-patentable or widely 
available would be immediately obvious to those individuals both in and out of the 
sanctuary who are familiar with the disease process and would hopefully, having shown 
such promise In sanctuary, be pursued further in more formal clinical trials.

’93 13:23 TO 202 456 2259
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and

5

the treatment of testicular 
I, however, when

2) All or most covert use of agents in terminal disease would become public as the 
sanctuary would have these agents and proponents, or more importantly their patients, 
could look at the results, or read the anecdotal reports from many physicians who had 
direct experience with the agent prior to trying it themselves. This would help to limit 
unsubstansiatable claims made for coffee enemas, or some other less/more absurd 
treatment done exclusively in one place, l.e., in Mexico, etc., and not capable of being 
refuted, or even analyzed, as no professional would risk losing their license doing 
something they had no data/faith in. Nevertheless, these same professionals might, at 
the patient’s request, provide such therapy if available in sanctuary and would by 
definition report back to sanctuary, thus normalizing the reality of the agent and its effect 
in a broad group of patients and in a broad range of doctor's hands

By not allowing any one group to dominate the anecdotes or spread nonsense amongst 
desperate patients, the only motivation served by the sanctuary act, and in tho 
requesting of a sanctuary agent, would be for one's patient's health and survival.

3) This act would provide a restraint on those unscrupulous charlatans who practice 
beyond and within our borders and drain our citizens/patients of resources. Any 
physician who cares for the terminally ill can attest that this is very difficult to prevent. By 
virtue of a sanctuary act a physician could use the same or similar agents as the 
charlatans. Reports by physicians, all using the same pure agent, could be read by 
potential sanctuary candidates and physicians prior to embarking on the use of such an 
agent. Patients would then have many reports to review rather than the one report of 
cure from one Individual with one treatment available only in Mexico, Africa, etc.

4) The great cost of drug development could be brought to a fraction of its current level, 
as "home-run1' agents would be evident and their major toxicities also evident. Small 
firms with little capital could submit or publish their data as is currently done and the 
sanctuary committee could select their agent for placement in the sanctuary

5) Agents in the sanctuary would be provided by drug manufacturers at no cost 
would be pure, the manufacturer obtaining very rapid data on the agents effect in 
humans in return for provision of the agent and the toxicological animal data.

6) The sanctuary allows for^a rapid evaluation of many as

ACTG's

7) Patients and physicians stop re-inventing the wheel4.

_______________ .. i

disappears.
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Beneiit to United States patients:

etc., to seek out “cures* at

on

these agents at the same time.

information on its human toxicity and efficacy

diS In W.W.II. Kor®“.and,VMneahaa average SO^ars Vtraining spent on him

„e - fess-XX « ~w just draw on society and die

.1

6

Benefit to the

In essence the

acceierati'ng"thoVrocess’ot finding a cura TNs^ddejidum^totJraJ^DA^costsjiothing^

consent and the approval of their physicians, in a situation so

desperate for cure.

Purpose of the Sanctuary

1)To
D TO allow the free eirouiation of ,h9

treating physictos on real wrthJOS^ of agX used by prior pat,ante 

All of those persons infected withXlcl"'be extremely “ratekTVlnyone 

anxious that something be done ana wouiu y t cn& ^etc nnthma.

i
wins

n untold thousand^WroSTmeir 

great expense and unt°^ 9n®fL^efalled a|| conventional therapy and with less than 6

=Ki —da,a cou,d be “on
these agents at the same time.

r^uS in1—««r th^ y^dy *’* h

United States pharmaceutical manufacturers:

companies could currently
human toxicity and efficacy wrthout warning on agents

costs to bring an agent through clinical trials. Ha 9, nt is |nva|uabie and for those 
under consiiferation by the drug company, faXierated through the 

agents which showed promise ,n “"^ thr^e TOs would increase the availability of 
tlwagent'to'less iX'p&X "not mS £ definition of sanctuary users.

Benefit to you:

Cleai

with AIDS to the community at large.

a) This would discourage the
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looking for another treatment modality.

7

who died, so that patients don't keep “re-inventing the wheel"5
b) Clearly by relying on the anecdotal model small differences of benefit or harm 

will be missed, but no one needs statistical methods to tell when someone's t cells go up 
or down by a factor of 3. This change is obvious to all observers - and unfor tunately this 
is the change we need. This sanctuary method would miss small, or in my mind with this 
disease, inconsequential effects, but large effects would be obvious even if only 
anecdotally.continue t0 seek out quack cures regardless of the laws against 

them as the preservation of their life would seem a higher good, even if misguided. 
There isn't enough man-power in the nation to stop a motivated Individual told that he is 
terminally ill from seeking out hopeful alternatives to death - why waste their 
experience?

Thank you for hearing me out.

This lack 
lemseives

It has two diseasing side effects, one, more effective or even differait therapies are not sought out and, burden
or proof is placed on the physicians who don't believe these therapies etfectfve. h»v« it can i hurt
me don't you think I should do it“ or" doesn't it make sense, if ozon% bleach, hydrochloric acid, etc. kills the virus in ceU 
culture won't it kill the virus in my blood" or " I have a friend whose T rails want up 400 by usmg rectal aiemas of 
bitter melon extracts". How does a physician answer these questions? Scientiftcally? Witti what data? In this 

SlLUMUVkl turevw-. <• *»-• kabwsw* ——- — •  ------------------ jevery one of the individuals who comes to me expressing a desire to do uiuavenow compound Q could be referred to 
the Sanctis rv data base of 5000 ooerisnces vmh this agent and if 90% of the patients had died, got woree, did 
nothing, etc.I would suggest that urns patients initially tifttarmined to undertake such therapy would start
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NAME DATE

Please return to the Sanctuary Task Force at:

FAX (213) 993-0430orSanctuary Task Force 
c/o Knowing, Inc.
6565 Sunset Blvd., Suite 416 
Hollywood, CA 90028

I endorse the idea of the Sanctuary Drug Act and authorize the Sanctuary Task 
Force to use my endorsement in their efforts to promote the creation of the 
Sanctuary. I understand that my endorsement implies no obligation on my part, 
but is simply a rofisction of my support of the Sanctuary Drug concept.


