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a) this would discourage the continual pursuit of agents used by prior patients who
died, so that patients don't keep "re-inventing the wheel" 4

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 one’s t cells go up or down by a
factor of 3, this change is obvious to all observers-and unfortunately 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.

c) patients will continue to 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?

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 to 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 unprovened 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 have their physician petition the "sanctuary" for the
provision of sanctuary agents, to be used in such patients for as long as the providing
physicians reports back to the 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
request for any single agent in sanctuary in one year. Agents will be placed in sanctuary based
on the best judgment of a group of researchers, physicians and community activist and will
remain in sanctuary until it is decided that they are dangerous, ineffective or more than
50,000 request 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 simultaneous phase one, two, and three protocols

47his is quite comumon in my expess each new cchort infected with HIV-1 seeks out and tries the same therapies the
last, dead, cotwrt did, e g., coxgom\d b dextran sulfate, ozona, hydrogen ﬁoxide, intmvawusl?' hydrochlorie acid,
passive imnwunotherapy, etc.. Each desperate cohort attempts to re-invent wheeal which didn’t work &he first ime
around. Not only is the lack of efficacy disconcerting but the failure % leam from prior deaths is ap Qﬂh\%"ﬂﬁs lack
of learning, is relatad to two facts: most of the “practiGoners of these tharapies are either infected p emsalves
or ‘alternative healers’ and in both cases these data are not made public-the treatments being fllegal or the treating
g}‘zysician dying from HIV and with him any information concerning the trzatment efficacy or rather obvious lack
ereof. During my treating of HIV infected patients I have seen this repest itself 3 times and [see no end in sight.
i ts, one, more effective or aven diﬂ'ummem?es are not sought out and, two, the en
or proof is placed on the physicians who don't believe these therapies effective. Patients have said to me: “if it can’t hurt
e don't you think should do it” or “doesn't it make sense, If ozone, b ic add, etr. kills the virus in cell
culture won't it kill the virus in my blocd” or " 1 have a friend whose T cells went up Mw’ using rectal enemas of
bitter melon extracis®. How does a physiclan answer thesa questions? Scientifically? With what data? In this
situation perhaps one can answer an anecdote with another anecdote or several thousand of them. For example, if
avery one of the individuals who comes to ma axpressing a desira to do intravenious compound Q could be referred to
ths Sanctuary data base of 5000 experiences with this agent and if 90% of the patients had died, got worse, did
nothing, stc. T would suggest that same patients Initially determined to undertake such therapy would start
looking for another treatment modality.
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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 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 requirement 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 pursue the study of the
toxicology on agents decided by the 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
manufacturers 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.

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 the wildly successful,
unsubstantiatable claims made for coffee enemas, or some other less absurd wreatment done
cuwrrently orly in one place in Mexico, etc. and not capable of being refuted or even analyzed
as no reasonable individual would risk losing their license doing something they had no
faith in; nevertheless, some more evenly tempered individuals might, at the patients 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 the requesting of a
sanctuary agents, would be for ones patient's health and survival, the patient having failed
all else.

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, as any physician who
cares for the terminally ill can attest, this is very difficult to prevent. By virtue of a sanctuary
act a physician could use the same or similar agent available out of the sanctuary drug and
the reports of thousands of such US physicians, all using the same pure agent, could be read
by potential sanctuary users and patients 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.
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PATIENT QUALIFICATIONS

A.
B.
C
D

E
P
A
8
C.
0.
S
A
B
C
0

Lifs-threatening, incurable disease
Expected to have less than six months to live
Informed consent waivers, Rabiiity waivers
Mentally competent

Physician's verification of A through D

HYSICIAN REQUIREMENTS

Agress to report to Sanctuary board on regular basis on patient status
Pays nominal fee for Sanctuary drugs

Limited to 100 patients/Sanctuary drug/year

Provide Sanctuary drugs to patients at cost

ANCTUARY DRUG/AGENT REQUIREMENTS

Meets Sanctuary toxicity standards based on animal studies

Are not deemed dangerous or ineffective by the Sanctuary board

Are suppliled to the Sanctuary at no cost by manufacturers

Removal from Sanctuary

1. No marked improvement in patients, as compared with the
natural progression of the disease, has been reported by
physiclans

2. Shown to be dangarous

3. More than 50,000 requests have been received by
Sanctuary

SANCTUARY BOARD

@m m o0wW>»

Researchers, physicians, community activists

Maintain an acceptable standard of texicity

Add to and remove from the Sanctuary medications/devices

Maintenance and dissemination of anecdotal results from

participating physicians

Allowmg/dusa)lowmg 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 for inclusion in Sanctuary that do
not have drug company sponsorship or prior toxicological data (i.e., natural
compounds or compounds showing promise In cell culture studies, but
unattractive to drug companies for patent or profit reasons)

DRUG MANUFACTURERS

A

B.

May submit agents to Sanctuary without liability or foss of rights to
compounds

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

BENEFITS

moo®>

nm

Speed in recognizing agents with great potential for cure
Agents without great profit potential would be evaluated/utilized
Alternative therapies scientifically evaluated

Drug development casts could be greatly reduced

Purity and dosageof agents would be standarcized, assuring:

1. Patient safety

2. A level playing field for comparison of agents
Charlatanism reduced

Tens of thousands of productive lives might be salvaged


































































THE WHITE HOUSE

WASHINGTON

November 5, 1993

Charlotte Lang
3180 N.W. Division #219
Gresham, OR 97030

Dear Charlotte:

Thank you for letter requesting educational materials on HIV and
AIDS to support your upcoming speech. I have asked the National
AIDS Clearinghouse to rush some materials to you. Hopefully,
they will arrive about the same time as this letter.

If, for some reason, they do not, please call me at (202) 632-
1090 and I can follow-up.

Good luck with your speech.

Sincerely,

W. Steve Lee
Executive Assistant to
National AIDS Policy Coordinator










































