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Compelling clinical experience suggeds thereis aninnovative way to markedy improve the
HIV/AIDS picture in Africawith anintegrated med cal and social/cultural approach

International heath experts agreethat gerder inequality and merOsulturally supported
ertitlemert are primaryfactors in creaing and continuing the AIDS catagrophe in mary parts of
Africa(and in other developing countriesaswell). Currert dataindicatesthat 55%-60% of those
infectedare girls or women mary with childrenwho are thenalso infected In anincreasng
number of villagesthere are only afew womenleft alive betweenthe agesof 20 and 40. Recert
studiesindicaie that the majority of HIV-positive womenwere infected by their husbands.
Becauwse of tradtional social/gender mores the vag mgority of womendo not have the capacity
to refuse sex, camot insist on condoms, and, therefore, camot protecttheir own health. U.N.

offi cials and othershave statedthat this epdemic will not abate until womenare empoweredto
protecttheir own heath and the health of their children Of the thousands of bakiesborn HIV-
positive eachweek, mast die without medcal care before the age of two. In sub-Sataran Africa
thereare 14 million AIDS orphars 50% of whom are esimatedto be HIV-positive. Although the
stanrdard HAART drugs for treaing AIDS are being used more widely in Africa, it is edimated
thatthey areavailale to less than 25% of the pegple who needthem. Evenwhere availale,
these drugs are expersive, complex to administer, have signifi cart side effects and require regular
medcal teding to be used safely. In addition, the HAART drugs areusually too toxic for children
who, even more than adults, require the kind of medcal maragemert thatis oftenunavailabe.

Beddesthe high priority of bringing treaimert to the vast number alread; suffering with AIDS,
whatis clealy needcedto meetthe situation in Africais anintegrated approachthat helps to
reducethe rate of infection through changesin the tradtional social/gender patterns and,
simultareausly, strengthers the immune systemsof the large HIV-positive populationN children
and adults alikeN to prevert them from moving into full-blown AIDS. The long-term goal of the
Mali Projectisto demastrate the efficacyof such a combinedapproach

The Ojai Foundation, a 501(c) 3 organization devotedto educaton and research is sponsoring an
integated, two-faceed HIV/AIDS initiative conducted by the Univerdty Hospital in Bamako,
Mali that will:

1) Ted the efficacy of atreatmert protocal for those who areHIV positive that significartly
reducestheir chancesof developing full-blown AIDS; ard

2) Reducethe rate of HIV infection by encouragng changesin the ways menand womenrelate
thatwill empower womento protecttheir heath and the heakh of their children

Mali hasbeenchosen because their governmert offi cially supports this combined approach asthe
bed way to combat the growing incidence of HIVV/AIDS in their country and, although poverty is
rampart, they arearelatively stade demcacratc nation. In addition, Mali womenare amang the
leas empweredof any country in Africa. In arecert UNESQO survey of African womernOs
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ahility to shape their own livesand those of their children 85% of Mali womenindicatedthey did
not feel empoweredto make decisions that affecttheir intimat life.

In regard to the primary medcal goal of the proposed program, there aregood reasons for
believing that aneffective medcal treatment already exists for preverting the HIV positive state
from dewveloping into full-blown AIDS. Naltrexone is a gereric, inexpersive U.S. FDA-
approved opiate antagonist that hasbeen used widely to combat drug addiction for more than 20
years At lessthanone terth the dose, Q_ow-Dose NaltrexoneQ(L DN) hasbeenshown to be an
effective immune system modulator thatis non-toxic, non-addicting and requiresadministering a
single capsule only oncedaily. LDN is also now available as a transdermal cream that is
particularly effective with children. This créme has been used successfully in the treatment of
some 5000 immune-impaired autistic children over the past two years, principally under the
directon of Dr. Jaquelyn McCandless, the med cal coordinator for this project (Seeher book,
OClidrenwith Starving Brains: Third EditionO) Beforeit canbe usedwith HIV-positive
children, the efficacy of LDN must be tegedin a controlled study with HIV positive adults.
When this is accomplished this non-toxic, easily administered (once daily) medication can then
be explored as an effective treatment in preventing HIV positive infants and children from ever
developing full-blown AIDS as long as they use the medication daily.. |f LDN wereto be
marufacturedin Africa, (and there areinteresed parties who wart to do this) it is edimated that
the cost would be less than $25 per year per person for the creamand probably less for capsules

The safety aswell aspotertial effi cacy of LDN in prevernting AIDS wasfirst discovered by
Bernard Bihari, M.D, a Harvard-trained New Y ork physician in 1985. Sincethattime Dr.
Bihari hastreatd more than 350 patients, 94% of whom have remained HIV positive without
progression into AIDS for up to 18 or moreyears Many of thes individuals recevedonly LDN
and someusedLDN asanauxiliary to the evolving HAART medcatons. However, to this date
no carefully desgned controlled study hasbeendone to prove the efficacyof LDN in HIV-
positive individuals asa prevertion from developing AIDS. To more deepy evaluate this
hypothess, Dr. Bihari, Dr. Abdel Kader TraorZ (and other health offi cials at the Universty
Hospital in Bamako), and morerecertly Dr. Jaguelyn McCandless, created a protocad for a
controlled, non-placel study involving 250 adult volunteersN all of whom areHIV positive but
have not yetdevelopedany AIDS symptoms. The protocol will teg the efficacyof LDN alone
comparedto the current HAART medcaitons, aswell asthe combination of thetwo. The
Maliangovernmert is fully supportive of this study and will provide the HAART medcations
neeced

LDN hasalso beenshown to be useful in the treament of other auoimmune ilinesessuch as
MS, ALS, diabetes chronic fatigue syndrome, rheumaid arthritis and CrohnODisea. Several
new studiesof such applicaions arecurrenly being initiatedin the US--for examge, a crossover
MS study atthe University of California, SanFrarncisco, and a clinical fibromyalgia study at
Stanford University, both of which are plamed for 2007.

Asyet, there hasnot beensupport for a controlled LDN study for HIV+ AIDS in the United
States since those with AIDS in this country have ready acess to the currertly usedHAART
medcations and are therefore, lesinteresedin participating in new treatmert studies In
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addition, most US studiesaredesgnedby drug companiesthat areuniquely in a position to
afford the huge cost of the requiredextensive trials. Drug companesare generally not interesed
in gereric, low cost medcations suchasLDN. In regard to ethical issues it isimportarnt to note
that no one connectedwith the Mali study is associated with any drug company and both US
consultants areworking pro bono.

Concerring the secand goal of the proposed program, the United Nations, the G8 countries
severallarge foundations and many smallerlocally focused organizations have sponsoreda
variety of gender and health oriented educatonal programsin several Afri can countriesduring
the pag 20 years The primarythrust of these programsis basedon educating individuals,
particularly young women, about the nature and source of HIV infection. Although progressis
being made, social moreschange slowly and thereremains a disheateringly long way to go. In
the proposed 56-week Mali Initiative we will accelerate this proces by building on the
educational programs and gender recanciliation initiativesthat already exist in Mali using The
Ojai FoundationOsnary yearsof experiencein deaing with gender communicaton issues This
innovative programwill include interviews aswell asmerOswomerOsand couplesOOcancilsO
with volunteersfrom the population of 250 individuals thatwill be involvedin the 56-week
controlledLDN medcal study. These councils will focus on improving gender communicaiton,
womerQOempwermert and the reduction of violencein relationships.

This part of the program will be guidedby Dr. Jack Zimmemman council and communications
specialist, longtimemember of the Ojai FoundationO$3oard of Directors and co-author of Orhe
Way of Council.OCouncil hasbeena primary focus of The Ojai FoundationOdraining program
in gender and group communicaton for adults and childrensince1980. It hasbeensuccesfully
and widely usedin schools such asCrassroads School in Sarta Monica (whereDr. Zimmerman
initiatedtheir ongoing council programin 1983) and more recerntly (through the Los Angeles
Unified School DistrictO©Cancil PractitionersOCerterO)at a growing number of public schools
in Los Angeles Council is also being usedwidely in placesof business, schools, communities
and familiesin other parts of the US, Israel, Europe and Sauth Africa.

A substartial portion of the $250,000 requiredto fund the Mali initiative is being sought as
grants from concerred foundations and international AIDS organizations. However, because
such grarts take timeto marifes, we have decidedto seeksupport from individual donorsin the
US ard elsewhere in order to launch the program this spring. We will begn with a council
training for Universty of Bamako graduate students and facuty and counselors from the
Bamalko AIDS Certer on April 29, 30 and May 1, 2007. The needis great the protocal is fully
developed, and experienced council trainers from South Africaare availalde to conduct the
training. In just a month we have raised almaost half of the funds neededand are confident that
the full amount will be pledgedby the time of the council training.

The potertial for aninexpersive, generic medcation utilizedin combination with encouragng
change in gender moresthat will significartly reducethe AIDS epdemic is enormous. A recert
visit to Bamalo by Drs. McCardless and Zimmeman (husband and wife team) to discuss the
projectwith the staff of the Univerdty Hospital confirmedthat the reseaich laboratory thereis
excellently equippedto carry out the study, and thatthe Minister of HIV/AIDS, the Chairperson
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of their medcal ethicscommitteeand other significart Malianofficials are fully in support of the
program (seeattachedletter). Once succesfully completed, this projectcanbe regicatedin other
countriesthat are facing similar challenges

We ak anyone touched by the situation in Africato consider making assubstartial a contribution
aspossible. Please know thatall of usinvolvedwith the projectwill be appreciative of any
amaunt donors decide is appropriate. A few pegple have told us they are concernedthe amount
they canafford istoo small. But mary modest donations add up! We would also appreciate
referrals to others(peagple and/or agercies known personally by you who might be ade and
willing to contribute to this project Additional information including further details of the

med cal, education/communications and fi nancial portions of the programaswell asresumesof
the principal invedigators areavailabe for anyone interesed

With appreciation for your consideraion and support,
Jaquelyn McCardless, M.D. and JackZimmeman PhD

US Investigators

Jaquelyn McCandless, MD (Medical Consultant), Certified by the American Board of
Psychiatry and Neurology, JMcCandless@prodigy.net, phone 808-775-8142

Jack Zimmerman, PhD (Communications Consultant), Co-Chair, The Ojai Foundation
Board of Directors, JMZimmerman@yahoo.com, phone 808-775-8142

Mali Investigators

Prof. Abdel Kader Traoré, MD (Principal Investigator) Department of Internal Medicine,
Hépital National du Point G, Bamako, Mali

Dr. Ousmane Koita, PharmD, PhD (Co-Principal Investigator and Contact Person),
Applied Molecular Biology Laboratory University of Bamako, Bamako, Mali
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