EARLY HORMONAL THERAPY WORKS RI DI CULOUSLY WELL

Traditionally, patients with prostate cancer were offered

only three treatnent options: observation (no treatnent),
radical prostatectony (the alleged gold standard), and
standard radiation therapy. A fourth treatnent option,
brachytherapy or seeds, has been increasingly offered.
Since 1991, the only treatnent | have recomrended is primry
androgen deprivation therapy wthout any radical |[ocal
treat nent. | call triple hornone blockade® the “Platinum
and Di anond Standard,” because | believe it is far superior

to any “gold standard.”

At the European Oncology Conference, Septenber 22, 2003,

Abstract 328 was presented and discussed. In a press
conference held afterwards, Sir R chard Peto, Ph. D.,
Prof essor of Medicine Statistics at the University of
Oxford, United Kingdom was interviewed. Dr. Peto has

gai ned international recognition and fane with his analysis
of the adjuvant therapy for breast cancer (this refers to
treatnment given after surgery or radiation therapy to reduce

the risk of cancer recurrence). | believe the follow ng
statement best describes Dr. Peto’'s analysis. *“Hornonal
therapy as a whole works ridiculously well.” Significant
reductions in ten-year nortality rates have been identified
in the United States and United Kingdom as well as
el sewhere in Europe. A neta analysis is a type of analysis
t hat pools the results from all pertinent nmedi cal
publications, hoping that by adding together all of the
patients in each trial, it is nore likely that you wll

identify statistically significant conclusions because of
the larger sanple size. Dr. Peto | ooked at early versus |ate
initiation of hornonal therapy. H's neta analysis concl uded
that early hornone bl ockade for prostate cancer is about as
effective as it is for early breast cancer....” \Wen asked
why so nmany physicians are reluctant to prescribe early
hornonal therapy when the survival benefits are so great,
Dr. Peto primarily attributed this to tradition. | would
interpret that as reluctance on the part of physicians to
open their (sonetinmes closed) mnds to change and allow
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thenselves to learn about new and effective treatnent
opti ons. “Meta analysis provides strong evidence of
benefit, and when you add them (the studies) all together,
t hey are very cl ear, show ng I mproved prostate
nortality....” Early use of hornone bl ockade reduced the

probability that you would die from prostate cancer in the
next ten years by about one-third, and all other deaths were
not increased.

A very well known and internationally respected urol ogist,
Dr. E. David Crawford, Professor of U ologic Oncology at the
University of Colorado Health Sciences Center in Denver, in
a tel ephone interview, stated “Early hornonal therapy saves
lives, and can even be considered to be a cure of prostate
cancer.” Al though not involved in this study, he states,
“We have been on this bandwagon for years. Wen | give a
talk on this, I like to start by asking for a show of hands
on how many people think early hornonal therapy can be a
cure for prostate cancer. | do.” (Dr. Bob has never
claimed early hornone blockade could cure prostate cancer,
but he | oved discovering that Dr. Crawford believes it can.)
Dr. Crawford went on to state that “early signs of a drop in
prostate cancer nortality in the 1990's could not have been
accounted for by inproved screening and detection with PSA
testing because the test was too new to have an inpact on

death rates. At |east sone of the decline was |ikely
attributable to the inhibition of cancer growth by hornone
bl ockade.” Dr. Bob comments, “It is known that 80% of nen
in their 80's have prostate cancer, but only 2-3% of nmen die
from prostate cancer. Most of us will die with prostate
cancer; not from it. Therefore, for nost nmen, it is not
necessary to be cured of prostate cancer in order to enjoy a
normal |ife span.” Treatment with 13 nonths of triple

hor none bl ockade/Lei bowitz protocol® is the |east invasive
treatment option for so-called localized prostate cancer,

but still is a nobst potent and effective form of therapy.
It is also the only non-chenotherapy treatnent option that
can kill prostate cancer cells that have escaped from the

prostate and spread to places |ike your bones.

Dr. Crawford had been one of ny nobst vociferous critics in
the past, stating that hornone blockade could never cure
prostate cancer, and that patients should never consider
primary hornone blockade as a viable treatnment option.
During a question and answer session followng one of his
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L.A area lectures, he literally took one of nmy patients to
task when this patient asked, “Wat about using hornone
bl ockade as sole treatnent for so-called, |localized prostate
cancer ?” Dr. Crawford was extrenely indignant and quite
rude, stating categorically that hornone bl ockade is not an
acceptable treatnent option; period; end of discussion.
Perhaps Dr. Crawford would be inpressed (astonished) if he
was told that this patient continues to remain in a clinical
conplete rem ssion for nore than six years in spite of the
fact that he had aggressive, negative baseline prognostic
factors. H s only treatnent was 13 nonths of triple hornone
bl ockade/ Lei bowi t z pr ot ocol ®, fol | oned by finasteride
mai nt enance therapy®. It is amusing to hear Dr. Crawford
say that “...we’ve been on this bandwagon for years.” He
sure wasn’t on this bandwagon when he lectured in L.A just
a few years ago. However, | welconme conpany on the primry
hornone blockade as sole therapy for prostate cancer
bandwagon. | was the first to advocate this option nore
than 12 years ago, and remain a nost vociferous spokesperson
for this approach.

CAPSURE data was presented at the Anerican Urologic
Association in May 2003, and reported that from 1989 through
2001, the use of primary androgen deprivation therapy as a
treatnment option had risen sharply. For low-risk patients,
the use alnost tripled to 14.2% For internediate risk, it
nore than doubled to approximtely 20% and for high-risk,
it increased from 33%to 48% Al npbst one-half of men with
hi gh-risk disease selected hornone blockade as their
treatnment option. They investigated and di scovered how poor
the results were from any form of radical |[|ocal therapy.
Qoviously, nore and nore doctors are either prescribing or
agreeing to prescribe hornone bl ockade as the first and only
treatnment for prostate cancer patients. Hgh risk is
defined as a PSA equal to or greater than 20, or a { eason
score of 810, or locally advanced di sease. Low risk is a
PSA less than 10, a deason score of 6 or less, and
nonpal pable or only a small abnormal area identified on
digital rectal exam Internediate risk includes everyone
el se.

It seens ironic that when surgery or radiation therapy fails
to control vyour prostate cancer, then your wurologist or
radiation therapist will inevitably prescribe the same type
of hornone bl ockade that | prescribe initially. Wy subject
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yourself to radical l|ocal therapies with the well-known,
often permanent conplications of erectile dysfunction
(i mpotence) and wurinary incontinence? One-third of nen
report that they use a pad, diaper, or penile clanp after
radi cal prostatectony. Mre than 60% report that they drip
urine. Ei ght-five percent report the inability to achieve
and nmaintain an erection firm enough to allow for
I ntercourse. Seven percent suffer fromfecal incontinence.

| magi ne how you would feel if you devel oped one or nore of
these conplications, but in spite of this you |ater required
treatment with hornone blockade because of a rising PSA?
Skip the radical Ilocal therapies and start wth triple
hor none bl ockade/ Lei bowi t z prot ocol ®

| firmy believe that you never save your best prostate
cancer treatnment for later. The tinme to kill prostate
cancer cells is now. Do not allow prostate cancer cells the
opportunity to nutate and becone nore aggressive. If any
t herapy works well in nore advanced disease, it essentially
al ways works much better in earlier stage disease. Hence

give your hornone blockade early rather than |ate. When
radi cal prostatectony or radiation therapy fails to cure a
man, the PSA doubling tine

shortens from three to four years pre-surgery or pre-
radi ati on,

to about four nonths after those treatnents. Fri ght eni ng,
but true.

Renmenber, no study has ever shown any form of radical |oca
therapy to be both necessary and effective.

Dr. Fernand Labrie reported in the early 1990's that for nen
who presented wth one to five separate netastases
identified on bone scan, their nedian survival was greater
t han ei ght years. These nmen didn’t have bone cancer, they
had prostate cancer cells in their bones. Hor none bl ockade
can kill prostate cancer cells in your prostate, |ynph
nodes, and bones as wel|.

Patients with obvious netastatic di sease to bones have nuch
shorter survival than patients wth normal bone scans, even
t hough a nornmal bone scan does not exclude the possibility
that occult netastatic di sease exists. More than 10-15% of
a bone nust be dissolved before a bone scan is abnormal. It
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takes destruction of 40% or nore of a bone before an x-ray
beconmes abnornal . There can be billions of cancer cells,

with a normal bone scan. Men with abnormal bone scans have
much nore aggressive disease. Their prostate cancer cells
have figured out a way to escape from the prostate, survive

in the circulation, leave the circulation, “nest” in bones,
attract blood supply to thenselves, and devel op successful
colonies or islands of netastatic cells. Only the nost

aggressive cells are able to acconplish all of these steps.
It is reassuring that even in men with up to five identified
metastatic deposits on bone scan, eight years after starting

hor none bl ockade, nore than half were still alive in the
Labrie study. Dr. Labrie used continuous double hornone
bl ockade.

I am confident that intermttent androgen blockade is far
superior to continuous bl ockade. I am al so convinced that
triple hornone bl ockade/Leibowtz protocol® is the nost
effective form of hornone bl ockade, and is nuch better than
doubl e bl ockade. W feel the best results are obtained
using a single 13-nonth cycle of triple hornone bl ockade® up
front, rather than intermttent hornone bl ockade. Foll ow ng

that first cycle of hornone blockade, use all of your
supportive treatnments to avoid the need for a second cycle
of hornone bl ockade. The |longer you are off hornone
bl ockade, the nuch |onger you will survive. You cannot get
hornone refractory unless soneone puts you back on hornone
bl ockade. Exanpl es of these supportive therapies include
finasteride nmaintenance therapy (a small percent of our
patients take dutasteride [Avodart]). Al of our patients

are on either one or the other. Virtually all take a COX- 2
i nhibitor, preferably Cel ebrex. The other COX-2 inhibitors
we sonetines use are Vioxx or Bextra. Calcitriol and/or
PEENUTS may have sone limted beneficial effects. W have
found that thalidomde is the nost successful treatnent
option that helps to postpone or avoid the need for another

cycle of hornone bl ockade. 1In our experience, nore than 85%
of men will respond to thalidom de by showing a decline in
PSA, wusually within weeks of starting therapy. You can

request a videotaped lecture that discusses and explains
how to avoid getting hornone resistant or refractory.
Request Video #2 which is a lecture given in August 2001.

Dr. Labrie’'s survival figures are from a 1992 report. These
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survival statistics occurred in the era before we identified
nodern, effective therapies that we use for those nmen who
fail initial hornone bl ockade. This information should
reassure any patient with lowrisk prognostic factors that
al rost wi thout exception we expect them to do well for an
indefinite period of tinme, well beyond eight years, if they
are treated appropriately.

For those nmen who present with internediate-risk factors,
the protocol described below also confirns their excellent
prognosi s. The nmen who present with one or nore high-risk
factors alnost always require treatnment with 12 doses of
mld, easily tolerated, |ow-dose chenotherapy in addition to
13 nonths triple hornone bl ockade/ Lei bowi tz protocol ® None
of these patients devel op nausea or vomting; hair loss is
rare; nost working nmen continue to work full tinme during

t her apy.
Men are anmmzed at how nontoxic this treatnent is, and how
well it is tolerated. W have a list of volunteers who have

been treated with this protocol and are happy to discuss
this treatnent with you. Video #4 from Cctober 2002 has
addi ti onal hel pful information.

Triple hornmone blockade/Leibowitz protocol® refers to nen
who have never had any form of |ocal therapy and have never
had any form of prior hornone bl ockade. These nen are
treated with 13 nonths of triple hornone bl ockade® utilizing
Lupron or Zol adex,

three Casodex per day, and one finasteride (Proscar) per
day. After 13 nonths, they are treated with finasteride
mai nt enance® (Proscar maintenance therapy). For nmen who
cannot afford three

Casodex per day, | reconmend Eul exin, 250 ng three tinmes per
day. | do not recommend using one or two Casodex per day.
You need three for optinmal results.

You can request a copy of a videotaped l|lecture given by ne
(sonme of ny lectures are also available in DvVD) to further
explain in detail this information regarding triple hornone
bl ockade®. A July 2001 lecture also describes all of the
choices for local therapy as well as the side effects from
each formof treatnent. A lecture from May 2003 updates our
triple hornmone bl ockade/ Lei bowitz protocol® results, and may
convi nce you to consi der t r eat ment Wi th hi gh- dose
testosterone replacenent therapy after your triple hornone
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bl ockade® has been conpl eted. The February 2002 |ecture
addresses subjects including our antiangiogenic cocktail;

hi gh- dose testosterone replacenent therapy; as well as
di fferent approaches for achieving optimal nmanagenent of all
stages of prostate cancer. Call our office for a
description of these |ectures. Dr. Tucker has taped a

| ecture given in San Diego in COctober 2003. A copy of that
| ecture i s al so avail abl e.

In Septenmber 2003, | presented our updated data at the
Prostate Cancer Research Institute Synposium | reported on
177 men, all with biopsy-confirmed prostate cancer. Al nen
refused l|ocal therapy; all nen were treated in a single
practice, by nyself or Dr. Steven Tucker. Their average age
IS 66. Their average baseline PSA is 11.5. Thei r nedi an
G eason grade is 7. W had 71 patients with a deason 7; 24
with a 4+3, and 47 with a 3+4. Twenty- one of our nen had
G eason scores of 8 to 10, and 85 had a @ eason score of 4
to 6, with a rare 4 or 5. The | argest percentage of our

patients were stage Tlc or T2a; however, at |east 20% were
| ocal | y advanced. The first 134 nen treated have a nean
followup of 60 nonths. Their current nean PSA is 2.49

Ni nety patients have been followed for a nean of six years,

and their nean PSA is 2.8. Al nost 50 nmen have been foll owed
for a nmean of seven years; their mean PSA is 2.678.
Baseline testosterone was 388; on finasteride nmaintenance®
530. Finasteride (or Proscar) raises your testosterone
| evel .

Through Septenber 2003, we have only had to re-treat 12 nen.
All 12 of these patients presented with at |east one high-
ri sk prognostic factor.

As of Septenber 2003, our disease specific survival 1is
99. 4% This neans that only one patient in 177 died from
prostate cancer. These results are superior to any reported
surgical or radiation therapy series. Qur results were
published in the journal, The Oncol ogist, an international

peer-reviewed journal; see “Treatnment of Localized Prostate
Cancer with Triple Androgen Bl ockade: Prelimnary Results
in 110 Consecutive Patients;” 2001; 6:177-182. Qur article
was referenced at the 2003 AUA convention in a course on
androgen deprivation therapy. The syllabus, witten by Dr.
Eric Small, reads “Triple androgen blockade enploying
si mul taneous LH RH agoni st, anti androgen, and 5-al pha-
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reductase inhibitor (finasteride) wmy offer additional
benefit over standard double hornone bl ockade, particularly

in the context of intermttent treatnent protocols.” Qur
work was al so referenced in the Journal Cancer, published by

t he Anerican Cancer Society.

It is imensely satisfying to ne personally that mnmy work
utilizing triple hor none bl ockade® wth finasteride

mai nt enance therapy® has been so successful, is finally
being recognized, and 1is increasingly accepted as an
appropriate primary treatnent option. Being the first to

nanme and pioneer this approach that offers nen a treatnent
option w thout incontinence and is the only treatnment option
whose side effects are alnost always reversible, nakes ne

proud and happy. Mayoclinic.com agrees that one of the
treatment options comonly wused by nmen wth (so-called)

| ocal i zed prostate cancer is hornone bl ockade. This is your
Fifth Treatnent Option. W believe that our results confirm
our opinion that triple hornone bl ockade/Lei bowi tz protocol ®
is the best treatnent option (hence the nanme, The Platinum
and Di anond Standard). It avoids any form of radical |oca

therapy. Wy take the risk you m ght need a diaper, pad, or
(God forbid) penile clanp? Aoid the possibility of feca

i nconti nence or soiling. About one-quarter to one-third of
men, after being treated with radiation therapy, report
noderate to severe gastrointestinal conplications including
bl eeding or f ecal soil age after radi ati on therapy.
Following radiation therapy, approximately 85% of nen
devel op erectile dysfunction within four years of treatnent.
Erectile dysfunction was defined as inability to get and
mai ntain an erection firmenough for intercourse.

Start your treatnent with triple hornone bl ockade/ Lei bowitz
protocol® This buys you the tine needed to investigate al

ot her options. Later, if you decide, you can add | ocal
t her apy. You are not burning any bridges by starting with
triple hornone bl ockade® W don’t recomrend | ocal therapy,
but you have the option to add it at any tinme. Currently,
about two-thirds of nmen treated with radiation therapy for
| ocal |y advanced prostate cancer are told that they also
need to take hornone bl ockade. No study has ever shown that
radi ation therapy adds to the benefit of hornone bl ockade.
Prospective random zed trials have proven that radiation
therapy plus hornone blockade statistically prolongs
survival conpared to radiation therapy alone. After all of



EARLY HORMONAL THERAPY WORKS RI DI CULOUSLY WELL

Page 9

these years, no study has shown an advantage from addi ng
radi ati on therapy to hornone bl ockade. The val ue of wusing
hor none bl ockade is proven. This is not just my opinion;

this is proven nedical fact.

Sinply stated, we do not believe in any form of radical

| ocal therapy. Seventy-three percent of nen, prior to the
start of their radical prostatectony surgery, already have
PSA-secreting cells in their bones (bone narrow). Most
experts agree that these are nalignant prostate cancer
cells. Not all will grow into nmature netastases, but it is

sobering to realize that three out of four nen have these
cells in their bones at diagnosis. This is one of the mgjor
reasons we believe prostate cancer is a system c disease.
This nmeans that prostate cancer cells have already spread to
| ynph  nodes and/or bones by the tinme you are first
di agnosed. Si nce triple hor none bl ockade/ Lei bowi t z
protocol® is systemc therapy, it can attack prostate cancer
cell s anywhere and everywhere in the body. No formof |oca
therapy kills the prostate cancer cells that have already
spread to your bones or other distant sites. Dr. Peto,
after analyzing the world s literature, concludes how
ridiculously well hornone bl ockade works. Dr. Crawford has
admtted (? confessed) that hornone bl ockade kills prostate
cancer cells. Let triple hornone bl ockade/Lei bowitz
prot ocol ® hel p you, too.

W have a very long list of patients who were treated with
our triple hornone blockade/Leibowtz protocol® and now
volunteer to answer any questions or concerns that you or
your significant other nay have. Please call our office for
a copy of that list. Call them and hear what they have to
say.

And, as al ways,
Be happy,

Be wel |,
Live | ong and prosper,
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Not e:

Triple hornone bl ockade® is Dr. Bob’'s registered tradenark.

Tripl e androgen bl ockade® is Dr. Bob's registered trademarKk.

Fi nasteri de mai ntenance therapy® is Dr. Bob's registered trademarKk.

10/ 23/ 03



