
4/23/08 Care To Live brings
you week #4 of our campaign
which will continue until the
FDA acts in a humane manner.
1 in 6 men get prostate can-

cer. 83 American men die of it
every day. Provenge was voted
17-0 Safe and 13-4 Efficacious
by an FDA panel of experts.

On behalf of our patient
members like Stephen H.
Study, we filed a Citizens Peti-
tion on July 27, 2007 asking the
FDA to reconsider the failure to
approve Provenge and by law
they were to have properly re-
sponded in January. To date
they have not properly

responded.
The FDA ignores our Peti-

tion while our members con-
tinue to die painful deaths.Why
can’t the FDA Commissioner
consider the patients and take
some action? We want better,
safer treatments NOW!

In Week #3, CareToLive
member Stephen Study, wrote a
letter sharing the sad story of
how the FDA refused to help
his father, Stephen H. Study,
who recently lost his battle with
prostate cancer. Stephen begged
for help for his father but the
uncaring FDA Commissioner
turned his back.
Stephen's father’s urologist,

Dr. Jacobsen, was hoping for
Provenge’s approval in May
2007, as he wanted to start him
on it immediately. Instead the
FDA denied approval in an un-
precedented act for a treatment
that was voted so overwhem-
ingly safe and effective by an
FDAAdvisory Panel, when no
viable options are available.
Stephen described it: “By

now we were running out of
time and began working on get-
ting Dad into a study in Manila
to receive a treatment pio-
neered by Sangretech. In Sep-
tember we flew to California in
hopes of joining a group going
to Manila in November where
this treatment was being admin-
istered. They told us Dad was in
bad shape and to immediately
book a flight to Manila, which
we did. I took Dad back to
Manila for his final treatment
and he recovered in a Manila
hospital for two days and then
three days in the hotel. Then we
began an arduous trip home.
We landed in San Francisco

and Dad was in such pain that
he was lying on the floor of the
concourse curled up in a fetal
position while we waited for
our connecting flight. It was the

most heartbreaking thing I had
ever experienced, to see Dad re-
duced to this indignity, in order

to get treatment for a disease.
Finally, we arrived home after
an exhausting, painful month.”
Before it got to this stage,

Stephen D. tried feverishly to
work with the FDA. He began
e-mailing and faxing FDA staff
and Congress asking for help.
He wrote to FDA Commis-

sioner Dr. Andrew von Eschen-
bach and emphasized the safety
profile of Provenge. “It seems
clear that safety is not the issue
here,” Stephen said. Dr. von Es-
chenbach never bothered to
reply. The same letter went to
Ms. Shone (CBER's office of
vaccines), Dr. Celia Witten
(FDA Spokesperson at the Ad-
visory Panel Hearing who em-
phasized the panel look at the
survival), and Dr. Raj K. Puri

(CBER's Development of Safe
and Effective Tumor Vaccines
and Gene Therapy products).
Again he was met with silence.
Stephen wrote to FDA Con-

sumer Affairs and finally re-
ceived a response. He was told
that while the majority of the
panelists were for Provenge,
several vocal panelists were
not.
This shows that the FDAwas

siding with Drs. Scher and Hus-
sain, the “letter leakers”, (see
the CareToLive website) two
oncologists who had numerous
conflicts of interest and who did
not work with imunotherapies.
Both these biased Doctors
voted Provenge safe so what re-
ally was the harm, other than to
the personal agenda of these
conflicted doctors? The FDA
could have given Provenge con-
ditional approval subject to
monitoring data from ongoing
trials, making Provenge avail-
able to patients like Mr. Study.
Stephen responded to FDA

Consumer Affairs telling her of
Dr. Jacobsen's assessment and
pointed her toAbigailAlliance's
research, but he never heard
from her again.
Stephen tried his Representa-

tive, JimMarshall. Next he tried
Ron Paul who sent a response
that he would send a letter off to
the FDA. Since then, numerous
other members of Congress
have voiced their concern and
sent letters of inquiry to the
FDA, but mostly received unin-
formative form letters back.
Stephen’s Dad passed away on
March 27, 2008 at age 66.
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My father, Stephen Howard
Study, lost his 13 month battle
with prostate cancer on March
27th, 2008. He
was 66 years old
and leaves
behind two sons
and their families
including 4 grand
children. We
miss him terribly.
Dad was

diagnosed with
advanced and
aggressive
prostate cancer
February 2007,
two months after
burying his wife of
44 years; whom was also
taken by cancer. It was a
gloomy time for us but there
was a ray of hope. Dad’s
urologist was very keen on a
new therapy, Provenge, which
was on the near horizon. He
was convinced it was Dad’s
best shot. Our plan would be
to just hold tight using
traditional therapies and once
the FDA approved Provenge
Dad’s doctor would start
treatment immediately.
The FDA decision in May

2007 was devastating for us.
After closely following the
Provenge saga, we were just
so sure it was going to be

approved in
time for Dad.
He was getting
sicker in spite of
the traditional
therapies, or
because of
them, and now
our ray of hope
was fading.
However, Dad’s
urologist was
convinced this
FDA decision
was wrong and

it would be
corrected with the public and
private outcries going on. He
assured us that Provenge
would become available in
time. But, just in case he told
us about another similar
treatment opportunity in the
Philippines. We waited all
summer hoping and praying
and watching Dad grow sicker
with each passing day.
By October 2007 it was

apparent that Provenge wasn’t
going to be available. Dad
finally made the very difficult

decision to go to the
Philippines as a last ditch
effort to save his life. He was
very nervous about leaving his
country. It was very
expensive. It was a very
difficult journey to attempt for
such a sick man. And
ultimately he made the trip too
late.
I’ll never forget watching

my father wither away from
prostate cancer.
I’ll never forget watching

him writhe in unbearable pain
on the floor of the San
Francisco airport.
I’ll never forget my father,

near the end of his life,
accusing us of trying to kill
him as he struggled in his
delirium under almost
unimaginable levels of
morphine.
I’ll never forget how our

government let our family
down.
I’ll never forgive the FDA

for what they did to Dad.
May God bless all the other

families that have and will go
through the year we just did.
It is so tragic.
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4/16/08 Care To Live brings
you week #3 of our campaign
which will continue until the
FDA acts in a humane
manner. 1 in 6 men get
prostate cancer. 83 American
men die of it every day.
Provenge was voted 17-0

Safe and 13-4 Efficacious by
an FDA panel of experts.
On behalf of our patient

members like Stephen H.
Study, we filed a Citizens
Petition on July 27, 2007
asking the FDA to reconsider
the failure to approve
Provenge and by law they
were to have properly
responded in January. They
have not properly responded.
The FDA ignores our Petition
while our members continue

to die painful deaths. Is the
FDA Commissioner morally
bankrupt?
We want better, safer

treatments NOW!
Please stop and say hello to

our members passing out
copies of this ad in front of the
FDA today!

This is OUR FDA.

FDA Approve Provenge Now!

I’ll never forgive the FDA for what they did to Dad
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individuals with their own ambitions. See you next week.
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Sincerely,
Stephen D. Study

Dear Reader,

We need to take it back from certain FDA

Stephen H. Study



Editorial
Nature Biotechnology 26, 1
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The regulator disapproves
Abstract
Pressure is mounting on the US
Food and Drug Administration
(FDA) to explain its decision to
ignore an advisory committee's
positive recommendation for
the cancer vaccine Provenge.
Introduction
In the coming weeks, it looks
increasingly likely that the US
Congress will launch an
investigation into the
circumstances behind the
FDA's decision last May to
delay approval of Provenge, a
recombinant therapeutic
vaccine developed by
Dendreon for use in terminally
ill patients with androgen-
independent prostate cancer.
Cancer patients have been
exasperated by the agency's
decision to ignore an advisory
committee recommendation
made in March, which gave the
green light for full approval. The
flip-flop came following the
panel meeting, after FDA
received three letters sharply
critical of Provenge's safety and
efficacy, which were
subsequently leaked to the
press. With allegations of 'dirty
tricks' by agency officials and
undisclosed, potentially
damaging corporate ties
associated with at least one of
the letter writers, the onus is
now on the FDA to affirm the
legitimacy and impartiality of its
regulatory process.
Why did FDA ask Dendreon for

additional clinical, chemistry
and manufacturing data for
Provenge against scientific
advice? Certainly, patient
groups, denied a 'lifesaving'
therapy, would like to know
why. And in a field where
Provenge represents not only a
pioneering technical approach
but also the first nontoxic
treatment for prostate cancer,
investors and the oncology
community would like to know
why.
Over recent months, pressure
has been mounting for an
answer. Thousands of letters
have purportedly been written
to FDA, members of Congress
and the Department of Justice.
Demonstrations have been
held outside FDA's offices. And
the prostate cancer patient
advocacy group, CareToLive,
has filed lawsuits against FDA
contesting the decision and
demanding access to
Provenge. It has even run an
ad campaign on buses in the
Washington, DC, area critical of
the FDA's handling of
Provenge.
The signs are that all this is
beginning to register on the
political radar. In December,
three Congressmen—Mike
Michaud (D-Maine), Dan
Burton (R-Ind.) and Tim Ryan
(D-Ohio)—wrote to the House
Energy and Commerce
Committee citing "ethical
violations" and the need for "full
disclosure...to restore
confidence in the FDA." An
inquiry is now expected.
Part of the reason for all the
hoopla is that, apart from FDA's

decision to ignore scientific
advice, there were also several
other irregularities in the
process.
At least one of the Office of
Cellular, Tissue and Gene
Therapies Advisory Committee
members who voted against
Provenge and then wrote to
FDA to criticize the approval
recommendation—Howard
Scher of Memorial Sloan-
Kettering Cancer Center—
failed to disclose important
competing financial interests.
Scher is a scientific advisory
board member of venture
capital firm ProQuest, which
owns an 8.3% stake in
Novacea, a company that was
developing a competing
prostate cancer drug, Asentar.
Scher also happens to be the
lead investigator in Asentar
trials.
Curiouser still, an alleged
power struggle over the
regulatory jurisdiction of cancer
vaccines between the Center
for Drug Evaluation and
Research (CDER) and the
Center for Biologics Evaluation
Research (CBER) has thrown
the actions of FDA officials
under scrutiny. When Scher
and two others sent FDA letters
critical of Provenge, these
letters were not only
mysteriously 'leaked' to an
industry newsletter, The Cancer
Letter, but also supposedly
ghost written by someone
inside CDER. And during the
advisory committee meeting
itself, after four panel members
had answered "no" when asked
whether there was evidence of

Provenge's "outright
effectiveness" (CDER's
preferred wording), CBER
director Jesse Goodman
changed the phrasing to ask
whether there was "substantial
evidence" of effectiveness.
With the revised wording, the
panel voted 13 to 4 in favor of
efficacy (the vote for safety was
17 to 0 in favor).
Efficacy is key here because in
both Dendreon trials presented
to FDA, Provenge failed to
meet its primary endpoints. In
certain respects, Dendreon
shot itself in the foot by setting
an over-optimistic efficacy
expectation/hazard ratio for the
trial of 0.585, which no
conventional drug or
chemotherapeutic has ever
achieved in a comparable
setting of late-stage disease. At
the same time, however,
Provenge did extend median
overall survival by 4.5 months,
and after 3 years, 34% of the
men who received the therapy
were still alive, compared with
only 11% who received a
placebo.
Thus, the trial was not designed
to demonstrate survival
advantages, but reanalysis
showed that it did. Is it right that
the FDA should ignore this? In
the real world, in a scientifically
assessable way, Dendreon's
underpowered trials do show
real efficacious value, despite
clear deficiencies in trial design
and execution. And when the
sole therapy available to end-
stage prostate cancer patients
is Taxotere (docetaxel)—which
extends survival by only two-

and-a-half months and is so
toxic it kills 300 patients itself
every year—it is easy to
understand why patients feel
the data were strong enough.
And it seems the advisory
committee thought so, too.
FDA is, of course, perfectly
within its rights to ignore all
advice, but it is rare that it does
so. The last known case where
it overruled an advisory panel
recommendation was the
'morning after' contraceptive
Plan B. In that instance, the
agency was roundly criticized
for choosing political
expediency over science.
In the case of Provenge,
equivocal trial data and
malpractice tittle-tattle have
created a fog of uncertainty that
provides little guidance of any
kind to anyone. It may not be
within the FDA's statutory remit
to orientate clinicians and
biotech companies, but the fact
is agency decisions do have
that effect. And, at present, FDA
appears to have neglected its
role in guidance because of a
knee-jerk defensive response
to accusations of process
impropriety.
At the very least, FDA should
now explain its decision. Those
developing other cancer
vaccines would welcome the
clarity. And prostate cancer
patients, denied access to a
potentially life-preserving
therapy, deserve an answer.
Anything less and confidence in
the agency's competence to
regulate similar experimental
cancer therapies could be
seriously compromised.


