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FACT SHEET:

*DR. BURZYNSKI DISCOVERED ANTINEOPLASTONS IN 1967 IN POLAND WHERE HE GRADUATED
FROM MEDICAL SCHOOL AT AGE 24, FIRST IN HIS CLASS.

* ANTINEOPLASTONS ARE NATURALLY OCCURRING (& Now Synthetically Made) NON-TOXIC, AMINO
ACIDS & PROTEINS WHICH REPROGRAM CANCER CELLS. 4

*DR. BURZYNSKI HOLDS 40 PATENTS ON ANTINEOPLASTONS IN 24 COUNTRIES AND HAS WRITTEN
165 SCIENTIFIC PAPERS ON ANTINEOPLASTONS.

*OVER 110 INDEPENDENT SCIENTIFIC PAPERS ON ANTINEOPLASTONS HAVE BEEN PUBLISHED IN
MEDICAL JOURNALS AROUND THE WORLD.

*A TEAM FROM THE NATIONAL CANCER INSTITUTE CONFIRMED THE ANTI-CANCER ACTIVITY OF
ANTINEOPLASTONS IN 1991 AND VERIFIED FIVE COMPLETE REMISSIONS OUT OF SEVEN BRAIN
TUMOR CASES EXAMINED.

*THE FDA AGREES ANTINEOPLASTONS ARE NON-TOXIC AND HAS APPROVED 68 PHASE 2 CLINICAL
TRIALS FOR CANCER, HIV & OTHER AUTOIMMUNE DISEASES (ANTINEOPLASTON CLINICAL TRIALS
ARE ALSO GOING ON IN JAPAN AND ISRAEL). '

*DR. BURZYNSKI DOES NOT CLAIM TO HAVE A CURE FOR ALL CANCER, ONLY TO HAVE FOUND A
SUBSTANCE THAT WORKS ON CERTAIN TYPES OF CANCER.

*SOME INSURANCE COMPANIES HAVE BEEN ORDERED TO PAY FOR ANTINEOPLASTON TREATMENT
AFTER IT WAS PROVEN IN COURT BEYOND A REASONABLE DOUBT THAT THEIR TERMINAL
PATIENTS HAD BEEN CURED.

*25 OTHER MD'S & PHD'S WORK AT DR. BURZYNSKI'S CLINIC & RESEARCH INSTITUTE WHICH HAS
'A MULTI-MILLION DOLLAR YEARLY OVERHEAD BUDGET. -

*THE FDA HAS INSPECTED, CERTIFIED AND APPROVED DR. BURZYNSKI'S ANTINEOPLASTON
MANUFACTURING FACILITY IN HOUSTON FOR 10 YEARS.

*IRONICALLY, DESPITE APPROVING HIS FACTORY & CLINICAL TESTS, THE FDA STILL WANTS TO
JAIL DR. BURZYNSKI ON INTERSTATE COMMERCE CHARGES. ‘

*FOUR GRAND JURIES HAVE CONSIDERED THE BURZYNSKI CASE - THREE OF THEM REFUSED TO
INDICT BECAUSE OF LACK OF EVIDENCE.

*IN 18 YEARS AT LEAST 3000 PATIENTS HAVE RECEIVED DR. BURZYNSKI S TREATMENTS & NOT ONE
HAS EVER COMPLAINED TO THE FDA ABOUT HIM.

*THE WAR ON CANCER WAS DECLARED BY PRESIDENT NIXON 25 YEARS AGO IN 1971, 4 YEARS
AFTER DR. BURZYNSKI DISCOVERED ANTINEOPLASTONS.

*DEATH RATES FROM ALL CANCERS HAVE ACTUALLY INCREASED IN THE PAST 25 YEARS;
MEANWHILE, ANNUAL DRUG COMPANY CHEMOTHERAPY REVENUES HAVE RISEN FROM 3 BILLION
IN 1989 TO 8 BILLION DOLLARS IN 1995 AND ARE PROJECTED TO REACH 13 BILLION BY THE YEAR
2000. ’

*TRADITIONAL CHEMOTHERAPY ROUTINELY CAUSES SEVERE SIDE EFFECTS INCLUDING HAIR LOSS,
NAUSEA, AND DAMAGE TO THE IMMUNE SYSTEM.
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The Honorzble Janst Reno

Attorney Generzl of the United Stzizs
Tenth Street and Constituzion Ave-ve N.W.
Washington, D.C. 20530

Dear General Reno,

As Cheirman of the Subcommittes on Oversight and Investigations, I am requesung & full
investigation of very disturbing charges iavolving enr;':lcyeeg?of the Depanment of .Jusuce.m
Washington and the Office of the United States Attorney in Houston, Texas. 1 &m enciosing copIcs
of the written 20d oral testimony of Richard Jaffe, E;q,,. munsei to Dr. Sta'msiaw'Bu:zyPsk:.
According to this testimony, Dr. Burzynski has been the victim of an extraondinary abuse of our.
Jegzl system. The FDA together with its attorneys in the Office off:mez Counsel ard ﬁfe U.s,
Deparmment of Justice have brought his case before berwesn thres and four federal grand juries thziz
+bave refused to indit him. " All o his criminal® invesigafion bas occurred subsequent o & 1983
decision by 2 U. . District Judge to deny the FDA an injunction against his practice of medicice.
- Currently, the government's allegztons zre before yet another federal grand jury in Houston.

It s extreondtuaily rare for 2 grend jury to fall to indict at the request of the U.S. Amomey. As
far 25 T know, ¢ grand jury fziling 1o incict some three to i“c:ur tunes vn e:ssc:zm.dy the samne bass of
fects is virtually unprecedented. Tt-would appeer that the FDA and the Justice Dep S e e
abusing the grand jury process to harass znd purish Dr. B_urzy nsky foF perskading 2 zecerzl jucge
that he is 7ot violsting the law by practicing medicine within the State of Texas.

Regardless of the merits of their cese. the transeript 2lso suggests thet otner aouses o
- prosecutoria! discrerion have occured. These include violations of Rule &(e) relating m’gé:n? .;}14”}’
secrecy and the violzdon of stztures and rules designed to protect physicien/patient cenfidantializy.

We expect that either zhe‘lnspectcr General or the Punhc Inrevm' i ,.Se-:.:jcn' of the Depariment
of Justice, with the assiszance of the FBI, will begin this .mvsngahon. immediately. [ would
appreciale a report ou its progress, no later that the close of business, Thursday S:ptcmba's'.n. 1993,



The Honorabls Janet Reno
Sept=mber 6, 1995
"Page 2

The Subcommirtzs will be conducting its own investigztion of the role of the FDA anc the
Departmest of Hezlth and Human Services in whet appeess to be an egregious violztien of the ngnis

of Dr. Burzynski. By copy of this leter, including the attachments, I am referring the matter 1o e
Judicary Commiriees of the Congress for their considerstion of the role of the Deparament or Justice

in this case. =

In order to feciizzze the Subcommiee's inguiry, we nead the names and p-:aser:: lsca:i‘or_u a.::d
phene numbers of 2l HHS, DOJ and U.S. Aitorney personnel who hav; bef.i lm'olven‘::-: ?‘e‘
referral, preparztion of presenizsion of zny allegation involving I?r. B\'zr..j‘y{ish 10 fed= 2l gz-an\;_ JL.I":?_.,
Gom 19835 1o the present. Plesse provice the Subcemmirtes with this informetion no later than Lhe

close of business, Thursday, Septecmiter 21, 1595,

uasts of the Depariment of Justice 2t this time. However, "u‘a
Subcommittes stz will be contacting some or all of the individuals whose namss are requesiea
above to pose quesiions or to request interviews. [ would eypect that you will instruct t:«,.e‘})oi
persormel to cocperate fully with our investigaton. T further request that you qrde:: t:*.;t 2

documents relative to these investigations, including drefts and those recorded electromuczily, be

maintained urtil 2ll investigations into this matter are complete.

We 2re mzking no document reg

: : . ' : : i) 4 tions regarding this

I look forwerd to working with vou on this matter. Should you haveany quss Eaiv s
request, plezse comzct Alzn Slobodin of the Commitiee staff at (202) 225-2927, Thank you for yoeur
cooperation with the work of the Commines.

Sinccrcly, '

e Bror

Jge Bartion

harrman .
Subcommities on Oversignt
and Investizations

ce: Honorable Thomas J. Bliley, Jr., Chairman :
Honorable Joha D. Dingell, Ranking Minority Member
Honorable Ron Wyden, Ranking Minority M::'nbc:\
Subcommittes on Oversight and Investigations -

Eadasures
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Subjaet Antineoplastens

To Bruce A. Lhabner, N.D. .
Director, Division of Cancer Treatment o - —

-

’ - T thought you would be interested in this for several reasons:

Cur Unconventicnal Cancer Treatment approach seems to be
working well (thanks to Mike Hawkins).

Qur on-site review process is working well {thanks to Dorothy
Macfarlane),

Antineoplastons deserve 8 closer Took. It turns out that the
agents are well defined, pure chemical entities. They are
relatives of Thalidomide with presumed good CNS penetration.
We are working with DTEP on them. The human brain lumor

responses are real.

We will keep you informed.

. LY
W

Michael A, Friedman, M.D.

’w“‘-‘:
!fw
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CANCER FACTS

National Cancer Institute ® Nationallnstitutes of Health

Antineoplastons/Dr. Stanislaw Burzynski

Dr. Stanislaw Burzynski of the Burzynski Research Institute in Houston, Texas, ?‘z;s
identified a group of peptides produced by the body, which he calls "antineoplastcns.
Dr. Burzynski and his collﬁagu}es} claim that these peptides are produced in individuals as part
of a "biochemical defense system" that inhibits cancer cell growth.j According to-
Dr. Burzynski, "The failure of the system and deficiency of antinsoplastons wiil resuls in
perpemation. of neoplastic growth and development of czmcer."‘ His treatment, therefore,
consists of restoring this "cancer defense system” by giving antineoplastons to people with

cancer.

The National Cancer Institute (NCI) reviewed seven cases of patients with primary

brain tumors that were treated by Dr. Burzynski with antineoplastons A10 and AS2-1 and

concluded that antitumor responses occurred. To evaluate further the effects of treatment

with anﬁneoplastons, NCI is conductiné phase II clinical trials (treatment studies) using
antineoplastons in adult patients with refractory brain tumors. One trial at Memorial Slozn-
Kettering Cancer Center in New York City opened in late 1993. A second trial is to be

carried out at Mayc Comprehensive Cancer Center in Rochester, Minnescta.

2/17/94
5.1
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Dr. Julian Whitaker’s

SPECIAL UPDATE

Health & Healing,

TOMORROW'S MEDICINE TODAY
Special Supplement to Dr. Julian Whitaker’s Health & Healing

The FDA’s Latest Abuse of Power

In their efforts to destroy Dr. Burzynski and his
antineoplaston therapy for cancer, the Food and Drug
Administration (FDA) recently “ordered” that he must
contact each one of his 300+ patients by telephone
every day—no messages allowed. Dr. Burzynski has
had to hire eight additional people, and his phone bill
will be astronomical because he has patients all over
the United States, Europe and the Far East.

The FDA has never made this a requirement of a
scientific study before! Antineoplaston therapy, which
Dr. Burzynski himself discovered, is essentially non-
toxic, making this latest harassment indefensible.

It should frighten you that the US government is
- doing this. When it was founded 200 years ago, safe-
guards were wrilten in to protect citizens not from
each other, but from the arbitrary actions of govern- |
ment. When 1 tell people what the FDA has done and
is doing to Dr. Burzynski and others, the most com-
mon response is, “but they can’t do that, can they?”
Very few.people actually believe that our “guaranteed”
personal freedoms are being violated. We are no
longer governed by reasonable laws, we are ruled by
people in power. .

Congressman Richard M. Burr, after a public con-
gressional hearing on FDA misconduct regarding Dr.
Burzynski, noted that he was “not only horrified, but
terrified. The (FDA’s) abuse of power transcends reg-
ulatory misconduct. It constitutes nothing less than
one of the worst abuses of the criminal justice system
I have ever witnessed.”

Attorney Nancy Lord in her successful defense of
Rodger Sless who, like Dr. Burzynski, was indicted by
the FDA with 17 felony counts, characterized the FDA
as “so completely out of control—out of control of the
people, out of control of Congress, that they are now
no more than a band of armed terrorists.”

We're familiar with the noble words at the begin-
ning of the Declaration of Independence, but have
forgotten that the document was a list of complaints
about King George. It states that:

He bas erected a multitude of new offices, and sent
hither swarms of officers, to barass our people, and eat out
their substance.

He has made judges dependent on bis will alone, for
the tenure of their offices, and the amount and payments
of their salaries.

He bas combined, with others, 1o subject us to a juris-
diction foreign to our constitution, and unacknowledged

September 1996

by our laws; gwmg his assent to their acts of pretended leg-
islation. .

For taking away our charters, abolishing our most
valuable laws, and altering, fundamentally, the Forms of
our governments.

For suspending our own legislatures, and declaring
themselves invested with power 0 legislate for us in all
cases whatsoever.

These words are as true today of the FDA as they
were back then about King George—perhaps even
more so. In Dr. Burzynski's case, it is not just that his
“inalienable rights” are being violated by the FDA,; the
agency is determined to destroy an effective cancer
therapy, then convince you that Dr. Burzynski is the
villain, not them.

And they might succeed! This is not a movie script
in which the courageous underdog rises up to prevail
over the corrupt and powerful. Imagine, Dr. Burzynski
goes to jail, and we lose a valid cancer therapy
because a child from Michigan showed up for treat-
ment of a deadly brain cancer and Dr. Burzynski saved
that child’s life with antineoplastons. What was crimi-
nal about that? The child was not a Texas resident!

Throughout history only a handful of people have
been able to see the transgressions of their govern-
ment, and even fewer have tried to do anything about
it. Dr. Burzynski needs your help, and we all need to
help ourselves. One of these days you will know a
child or loved one with a fatal cancer, and the FDA
will have eliminated antineoplastons as an option.

~ There are two ways you can help. (1) Support the
Burzynski Legal Defense Fund, P.O. Box 1170, Pacific
Palisades, CA 90272. This legal fight is expensive, and
Dr. Burzynski’s opponent has unlimited resources—your
tax dollars. Imagine, the FDA is using your money to
destroy a therapy that could one day save your life.
King George was not nearly so nefarious.

(2) The second thing you can do is to get at
least six signatures on the petition printed on the
back of this supplement. The more, the better, but
if you all got six and sent them in, we’d be able to
present about 3 million names to President Clinton
in October. We must expose the FDA, and three mil-
lion names will help show our elected officials that
some of the appointed ones have spun out of control.
My personal commitment is 150 names.

/x.é; bYLTEe fop

© 1996 Phillips Publishing, Inc. (800/539-8219)



Support Dr. Burzynski’s Cancer Patients SN

Dr. S. R. Burzynsk1 is facing prosecutxon by the Food and Drug Administration (FDA). If convicted, he
could be sentenced to up to 290 years in prison. The charges derive from the fact that he treated non-
Texas residents in his Houston clinic with 2 non-toxic expenmental cancer drug he developed
antineoplastons.

The FDA does not allege r.hat any panent was ever harmed. No pat:ent has ever ﬁied a complaint.
FDA scientists have approved clinical trials of antineoplaston therapy.

A 1991 NCI (National Cancer Institute) study of brain tumor patients treated by Dr. Burzynski conclud-
ed that “anti-cancer activity [of antineoplastons] was documented.” The NCI's Chief of Neuroradiology, Dr.
Nicholas Patronas, testified under oath that Dr. Burzynski’s patients would die if denied his treatment.

Clinical trials of antineoplastons are currently underway in Japan and are scheduled to begin soon in
Israel. Dr. Burzynski himself is conducting 66 FDA-approved and supervised clinical trials and is currently
in full compliance with FDA regulations. He will apply for FDA approval in the summer or fall of 1996.

We do not believe that any public interest is served by prosecuting Dr. Burzynski. With deaths from
cancer on the increase and the current approaches to treating cancer clearly inadequate, public funds

should be used to help Dr. Burzynski develop his drug, not to stop his research.
‘ We the undersigned call on President Clinton to honor the spirit of his March 29, 1996 promise to can-
cer patients—improved access to promising cancer drugs—and to drop the senseless, wrongful, wasteful
prosecution of Dr. Burzynski.

Name (print)  Street Address City State Zip Signature

_ ' Please return immediately to:
. Dr.B. Petition, ¢/o Edward A. Reynolds 2005 Muliner Ave., Bronx, NY 10462

+ (1) Please make copies of this petition and have others sign them.
(2) As soon as each sheet is completed, please send to the above address.

Health & Healing September 1996 Supplement (800/539-8219) Page 2



C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

National Instituzes of Heaith

National Cancer Institute

Bethesda, Marylang 20882

EPN 718
(301) 496-0510
FAX: (301) 402-138¢

October 30, 1691

Stznislaw R. Burzynski, M.D., Ph.D.
€221 Corporate Drive
Fouston, TX 7703&-3492

IZnclosed is a copy of the report summarizing our review of the
Iesponses seen in seven brain tumor cases treated by you with
En tlneoplasgons Al0 and as2-2 Dr. Michael Hawkins will Dbe

co ﬁnunﬂcatlng with vou at 2 7ater date with regard to the
cuestion of possibly conduciing a confirmatory trial under

Division of -Cancer Treatment sponsorship.

ke thank you for your help and cooperation in making.these cases
avzilable for our review, and for your kind hospitality during
our visit.

N

Dorothy K. (Eécfa*lane, M.D.
iead, Qualiv y Assurance and
Complieance Section
Regqulatory Affairs Branch
Cancer Therapy Evaluation Progranm

cc: Dr. Michael Eawkins
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National Institutes of Health

DEPARTMENT OF HEALTH & HUMAN SERVICES
. National Cancer Institute

Memorandum

‘October 30, 1s93
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Fead, Quality Assurance and Compliance Section, PAB, C

Review of Brain Tumor Cases Treated With Antineoplastons

See Distributicn
On October 4, 1¢c1, CTE® stafi (Dr. Michael Hawkins,
Dr. Michezel HEazmilton, Dr. Do rothy Maciarlane) and invaited
consultants (Dr. Nicholas Patronas, neuroradiologist, NIE
r. Jzmes Nelson, neuropathologist, XiIIF)

a2
me
visited the off;ces o Stenislaw Burzynskli in Houston,
Texas to review seven se& ted brain tumor cases which

Dr. Burzynski felt represented the best responses achieved
with Antineoplastons A~-i0 and AS2-1 treatment. TFollowing is a
summary of each case history, as described by Dr. BurzynsXi,

and the assessment of slides and scans by the review team.

©
Clinical Center, and D
-
-

Patient #1 (E.L.)

46 year old white femzle who experience Jacksonian seizures
and was clagnosea as having right parietal lobe glioblastomz
multiforme in October 1557. Resected 11/10/87 at University
of Maryland Hospital, and received radiation therapy following
surgery. Tumer recurred in February 1988.

v

Presented to Dr. Burzynski in March 1988. Treated initia
with Antineoplaston 210 cepsules, AS2-1 injections and or
low dose methotrexate. Received only 8 days of MTX. Rec
intermittent steroids from 4/6/88 through 6/1/88. Conside
&8 CR by 11/28/88 CT scan. Continued on full-dose treatm
(0.5 to 1.0 ¢m 210 caos*Tes dawly, plus 2 gm AS2-1 IV de
until £/3/89. 2t that time, she was placed.on AS2-1 cad
zor maintenance therapy. In summer o:f 198§ pat*eﬁt

discontinued treatment zné in 8/89 recurrencs was documentied
on MRI-scan. Resection for recurrent glioblastoma multiform

at Johns Hopxins 11/28/85. Died 4/%0.
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Pathology review: Slides from 11/10/87 resection coniirm
Glioblastoma multiforme. ' ‘

Radiolegy review: Marked decrease in tumor size, possible
complete response from 11/28/88 through 3/28/89 by CT.
Recurrence possibly as early as 5/30/89 CT.

Patlent £2 (P.W.)

36 year old female who flrst presented in 1974 with Bell’s
palsy. It is not clear that this event was related to the

\



later tumor which was first suspected in summer 1587. A
Stereotactic biopsy of the brain stem on 7/27/87 reveazled
anaplastic asirocytoma, stage IV, Grade 3. Received radla;
therapy at UCSF (total 73CGy) until October 1587. Progressi
noted on scans of 2/88 and 4/88.

ion
on

Presented to Dr. Burzynski in May 1988 with paralysis of right
side of face, diplopia, decreased strength in right upper ’
extremity, richt ear hesring loss, headaches and problems with
balance and memory. Started on Antineoplaston Al0 cepsules,
£S2-1 IV and low dose oraz)l methotrexate from 5/25/88 until
7/12/88, when she was switched to IV 210 (30 gm/day) and IV
AS2-1 (15 gm/dav) given cvernight. This dose and schedule was
COptinued until 8/10/8S5 when patient was switched
maintenance doses of oral 210 znd AS2-1. Received
emg/day Irom 5/2¢/88 through 9/7/88. No steroids
thet dete. Czlled CR z+ 1/23/89 MRI. A1l treatment
ciscontinued on 1/21/90 an¢ patient remains in CR (last MRI

1/28/21). Residual facizl nerve palsy, no other symptoms.
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Pathology review: Slides from 7/21/87 stereotactic biopsy:
consistent with anaplastic astrocytoma--smzll specimen (1 mm
fragment) artifact distorts nuclei. Could be lower or higher
grade astrocytoma.

Radiology review: From 1/23/89 MRI through latest MRI on
1/29/91 there is only z small cavity (1 cm or less) at the
former tumor site which probably.represents the site cf
biopsy. The previously seen tumor parenchyma is no longer
bresent. Possible CR.

Patient £3 (J.X.)

47 year old white male who presented in April 1897 with
deafness,'progressiVe wezkness and occasional seizures.
Subtotal resesction at UCST 2pril 24, 1887. Diagnosed zs
anaplastic astrocytoma close to the Foramen oi Monroe.
Patient treated a2t UCST with radiation therapy + BUCR,
w&s storped because of an exfoliative dermatitis. Patie
next treated with combination of Procarbazine, CCNU, and
vincristine which led to prolonged leuvkopenia and periph
neuropatny. Progressed on treatment and switched to bet
.interferon (12/87 to spring 88). In June, 1988 starte
chemotherapy with DFMO and MGBG, but no response.

ct

Presented to Dr. Burzynski 7/13/88 and started daily IV A10
and AS2-1 (overnight infusions). Showed slow progression
initially, then stabilization by spring/summer 198%. On
5/22/89, antineoplaston dose was decreased and patient placed
on AS2-1 capsules. By spring 1590, CTs showed progression of
fogmer tumor and appearance of new lesions. Restarted 4/12/90
on:daily IV 210 (1 gm/kg/day) and-&S2-1 (0.17 gm/kg/day) by
continuous infusion pump. 1In June dose of AS2-1 was increased
to 0.23 gm/kg/day and decadron was added from 6/27/90 to



7/25/50. In September 1¢%1, decreazsed 210 dose by 60% and
£52-1 dose by 25%. Called DR in 10/91; approachlng CR. .
Telephone follow up on the day of our visit; patient reported
some memory deficit, but otherwise fine.

Pathology review: Slides from original subtotal resection
showed infiltreting gliomz (astrocytomaz or mixed ‘
as“rocytcmc/c‘lgodendroc iome), borderline anaplastic glioma.

Radiology review: Very zggressive tumor. Original tumor
<1owea “‘lcsny" component of 4.5 cm on 8/24/88. Latest CT on
°/6/91 shows cavity of 2.0 cm with "fleshy'" component of 1.3

[BF-3

F :1

!

X

Cm, which may be residu 1 ftumor or calcium deposit. Numarcus
new lesions appeared starting with 11/88 CT, but all
lS bpeared by 12/18/¢0 CT. Good PR, poss;ble CR.

had

nel
rt
iJ

atient F4 (D.M.)

neusez an

s {h

7 year o0ld white mzle who presented with diplopia,
Vonluwng in 11/85. CT on 11/7/85 showed suprasellar mass znd
nydrocephzlus. Shunt placed 11/8/83. On 11/41X85 underwent
craniotomy and biopsy at Mayo Clinic. Diagposed as Stage IV

GSbrOCY;OﬁaI histologic Grade 1, inoperable. Treated with
vitamins and lzetrile originally. 2t the beginning of 1583,
the patient experienced hesdaches and tumor progression was
noted. 2 second shunt was placed.

Presented to Dr. Burzynski 4/18/88. Started on X10 capsules,
A52-1 IV and low dose methotrexate. 1In June 1958, a slignht
increase in tumor size wes noted.. On 6/23/88 patient was
switched to ove*nlgnb IV 210 (1 gm/kg/day) and IV AS2-1 (0.5
gm/kg/day). Progressive decrease in tumor size was noted;
called z PR on basis of 4/17/90 MRI Changed to continuous
infusion 210 ang AS2-1 at same doses on 5/29/90. Latest MRI

c¢n 8/2/91 shows further decreazse in tumor size.

Pethology review: Slides from originzl biopsy. Well -
cifierentiated astrocytoma, possibly juvenile pilocviic
astrocytene.

- Radiology review: Pre-treaztment scans show 2 hVDo alamic

' mass plus trilocular cyst. ¥ain component of cyst + tumor in

hypothalamus followed through serial scans. There was z
substantial decrezse in size of both solid and cystic
components, with the decrease in the cystic part more
dramatic. Decrease in solid component of approximately
40-50%.

Patient #s (H.é Y

40 Year old white female diagnosed in 12/89. Craniotomy and
partial Tesection on 12/31/89; glioblastoma multiforme of left
- temporal lobe. Received 6000 rads from January 18 to March 7,



1980. MRI on 4/9/90 showed progression after radiation
therapy. Biopsied 5/9/90.

Presented to Dr. Burzynski on 5/24/¢0 with headaches, r%ght~

sided weakness and slurring of speech. Sterted on contanOLs_
infusion 210 (1 gm/kg/day) and AS2-1 (0.33 gm/kg/day). Ca;lec
PR by 7/25/90 MRI. Procressed and sSwitched to antineoplastons
+ methotrexate + vincristine. Continued to progress and died

1/1/s1.
Pathology review: Slides from 12/31/89 partial resection
showed glioblastoma multiforme. Slides from.biopsy ©f-35/5/90
show residual tumor with extensive necrosis, cell density less
then original tumor and more ciznt cells present. These
changes zre associated with radiotherzpy and/er chemctherzpy.

Radiology review: Unusua
Cecreazsed in size {(38%) &
Ead progressed by next 3T
cavity filled in by tumor.

1v hs
ter tfreatment with antineoplastons.
two months later, with former

Patient #6 (R.W.)

10 year old male who had a VP shunt on 12/27/87. On 8/18/89 =2
mass was identified in the region of the hypothalamus.
Stereotactic biopsy on 8§8/28/89 revealed glioblastoma, Stage
1V, Grade 3. Received radiation therapy from 10/4/89 to
11/15/89 (total 5500 rads). Progressed 1/2/90, with increased
tumor size and enhancenent, and new areaz of tumor in ependyma
and lateral ventricle.

Presented to Dr. Burzynski on 4/12/90 with hearing and menory
deficits. Started on continuous infusion A10 (1 gm/kg/day)
'and AS2-1 (0.3¢ gm/kg/éay). Doses decreased 4/17/90 beczuse
©f high uric acid and civen decadron 4/17 .and 4/18; returned
to full dose antineopléstons 4/2¢/50. Received decadron for
nausea and vomiting 5/2-23/¢0. ©OZff treatment on 5/9 throuch
5/11 and agezin 5/16 through 5/20 beceuse of elevated u

acid. Re-started on 50% oricinal doss 5/21/%0. Dose
increzsed on 6/5/90 to 210 (45 ¢m/day) and RS2-1 (153 gm/cay).
Single IV dose of decadron on €/7/90. Decreased
antineoplaston doses on 11/1/%0 to 210 30gm/day and AS2-1 12.5
gm/day. BR10 dose decreased again on 1/2/91 to 24 cm/day.
Received single dose IV decadron on 1/16/81; no decadron
since. Called CR on 11/1/¢0 Antineoplaston dose decrease in

4/81; still on treatment and still in CR.

hr
ic

-
r

Pathology review: Slides from original stereotactic biopsy in
1589. Glioma consistent with anaplastic astrocytonma.
Differential: anaplastic astrocytoma or spindle cell variant

of oligodendrogliona.

Radiology review: Original pre-treatment MRI on 1/2/90 showed
a hypothalamic mass with subependymal spread; measured main :



&

) 'S
tumor in hypothalamus onlv. By 8§/22/90, fnhancgmegg of
ventricle had diseppearec. By 10/25/90, there 1s r fhe
enhancement seen. Abnormzl, probably -scar tissue, 1n the 1 sen
former tumor bed. CR, which remains unchanged through 7/1/S1

MRI.

Patient #7 (H.M.)

. x e
30 year old white male who was diagnosed with as,bocyhOﬁC1
-~
Stage IIIB following crazniotomy and blonsy of left frontal
lesion in October 1987. Received radiation therapy chlng
October-Novenber 1957

-
.

Presented to Dr. Burzynski on 7/8/88 with recent lqc*ecsexin
right-sided weakness. Stzrted on overnight infusions o= :*?.
(135 cm/kg/day) and AS2-i. Received varying doses of steroids

-

continually from beginninc' ¢f treatment to present. IV
anu’?@on’as;ons discontirued 3/31/8¢2. tartgg.asz-lb
4£/4/89 and azdded 210 capsules and low dose me§n?trexa?e&o )
' 5/17/82. On 11/3/89 progression was noted and intermittent
bolus .hsz-1 begun. Switched to continuous infusion f;o (%0
gm/day) and AS2-1 (25 gm/day) on 5/1/90. 210 discontinued on
6/8/90. By August 1990, former tumor appeared calcified.

Pathology review: Infiltrating anaplastic astrocytoma:

Radiology Review: No pre-ireatment scans avalillable. 2 learge
cavitary mass is bPresent in left frontal lobe on §/22/88 CT.
It denons;rates ring enhancement. A second component $f this
lesion invades the corpus callosum and crosses the midline
invading the opposite frontal lobe. By 8/3/8¢ CT, no -
enhancenen; is seen. 2reas of unusuzl tunmor Callel?éu;OD
éppear. The calcifications increase over time extending into
t%é entire tumor parenchymeé and masking any poss;ble
enhancement on the CT sczns. Remains stable until s/ic/¢c1
when MRI shows definite enhancement. Question of whether )
difference seen is beczuse £/12/91 scan is an MRI comggrea t?
earlier scans which were z11 CT. Good response--possible CR?

< Al

Doro;ny Xy Hacaar%?ne, M.D.

Distribution:

‘Dr. Michzael Friedman
Dr. Michael Hawkins
Dr. Michazel Hamilton
Dr. Nicholas Patronas
Dr. Janmes Nelson
Dri=Michzel Grever
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C. Closed in accordance with restrictions contained in donor's deed b(8) Release would disclose information concerning the regulation of
of gift. financial institutions {(b)(8) of the FOIA]
PRM. Personal record misfile defined in accordance with 44 U.S.C. b(9) Release would disclose geological or geophysical information
2201(3). concerning wells [(b)(9) of the FOIA]

RR. Document will be reviewed upon request.



I, Mark Leroy Snyder

PROTEST

the FDA'S DESPICABLE USE OF POWER
and its mlllngness to destroy me
and one of the most promlsmg cancer therapies ever discovered!

Is this DUE PROCESS?
To kill me and 300 other cancer patients,
whlle legally taking away their life support systems"

This is a civil dlspute, NOT A CRIME --unless the FDA wins!
It then becomes a gross crime against humanity.

As a lifelong quadriplegic,
it will negate 43 years of struggle to live.

I SUPPORT DR. BURZYNSKI

my only chance for life!

Call 313/668-7722 for further information.




'

"DON’T LET THE FDA TAKE |
|DUSTIN’S MEDICINE AWAY!

Dustin was 2%z years old when diagnosed with a brain tumor that could:
not be treated by conventional means. Dustin, now 4, has survived because
of Dr. 8. Burzynski’s Alternative Treatment. Now the FDA is trying to

-imprison Dr. Burzynski for treating people without the FDA's approval.

Please give generously to:
Dr. Burzynski’s
Legal Defense Fund -
P.O. Box 1770 |-
Pacific Palasades, CA 90272




LETTER FROM A PROSTATE CANCER PATIENT

To: , ‘ '
Subject: FDA's Unjustified War On Dr. Burzynski

Unknown to many people, a very successful pioneer in cancer research is facing
persecution and criminal prosecution by the FDA.  Also, unknown to many people, this
very successful pioneer's medicine works. The FDA admits that it works. Who and what
is this all about? Dr. Burzynski and Antineoplastons.

I was diagnosed with prostate cancer in 1994, I have been taking antineoplastons for 2
-years with NO side effects. I have been in remission for 13 months. Yet at this very
moment, Dr. Robert J. DeLap. FDA Director, Division of Oncologv Drug Products is
denving me the right and privilege as an American citizen to choose to continue an
effective and non harmful treatment that has brought my cancer into remission. This is
very difficult for me to understand how a man and organization who I support with my tax
dollars 1s doing this to me. [ also have trouble understanding why congress and our
President can't stop this atrocity being committed against Dr. Burzynski and myvself and
the waste of tax dollars by the FDA persecuting a man whose only crime is violating some
unwritten rules associated with the development and dispensing a medication that is
providing a new lease on life for many people afflicted with the dreaded killer CANCER.

As an American citizen who contributes a significant sum of money to the tax coffers
everv vear, I respectfully demand the following:

1. The FDA back off in their persecution and prosecution of Dr. Burzvnslu Specifically,
thev should drop their criminal prosecution of Dr. Burzynski in Houston, Tx.

2. Dr. Robert I. DeLap. FDA Director, Division of Oncology Drug Products retract his |
request that Dr. Burzynski discontinue administration of antineoplastons to me, Dan
Hockersmith.

3. Thatlaws be adopted to prevent the government from prohibiting me from choosing the
medical practitioner and effective’non harmful medications of my choosing and not the
FDA's choosing. The choice should be mine.-

4. Reduction of FDA's far reaching powers and return them to an organization that
recommends and advises, not dictates. They have become too powerful and unfortunately
appear to have an mces’mous relationship w 1th the pharmaceutical companies and
physicians.

" I have great admiration and respect for 809% of what FDA las done for the Amencan
‘people, but they have become just like the cancer that I am fighting, OUT OF CONTROL.
They must be brought under control quickly, or this country will be denied a great

opportunity for an effective and nonharmful medication for the control and cure of cancer. -

I inil_plbre you to get involved TODAY and help me and Dr. Burzynski.
- Respectively.

. Dan Hockersmith

P6/b(6)
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Alternative-medicine
doctor meets with pope -

By Larry Witham

] o THE WASHINGTON TIMES

+|. A doctor who works in alterna-
. tive cures for cancer was sum-
moned to the Vatican over the
"weekend and met yesterday with
Pope John Paul 11, fueling specu-
'l lation that the Z&yeamld pontiff
;| .may have cancer.
4l ¢ Dr. .Stanislaw Burzynski, a
il Polish-born physician working in
| ‘Houston, left Saturday for the
. *Vatman, leaving no word with his
‘associates of what the trip en-
| Yailed.
il 3 “The simple fact is that he was
il summoned to Rome, and he did
|| 'meet the pope today,” Dean Mou-
‘scher, clinical trials director of the
.Burzy:nskx Research Institute,
‘said’in a telephone interview yes-
terday.

-

"o Asked if the trip is cancer

‘related, Mr. Mouscher said: “It

‘might be but it might be for other
-reasons. He didn’t know the rea-
-] son, or said he didn't know. ... Dr.

‘Burzynski has some old friends in
.| Poland who knew the pope.”
‘1 * The Vatican meeting took place
A few days after John Paul re-
'I Turned from a pastoral visit to
| ‘France, where: he reportedly
‘looked robust in comparison with
other public appearances this
year,

‘The pope, who was operated on

in 1981 to remove a would-be as-

-sassin’s bullet and in 1992 to re-
_move an intestinal tumor, this year
‘suffered three bouts of fever that

doctors link to an inflamed appen-

dix. It will be removed next month.

One source on Capitol Hill fa-

miliar with Dr. Burzynski's work

. .
P

said Vatican offlcxals are saying he
'visited “to treat 8 cardinal” A Vati-
can spokesman -could not be
reached last night.

‘The trip is also unusual because
Dr. Burzynski, who has 400 pa-
tients, was’indicted in November
by federal lawyers after a 12-year
battle to certify his drug Antineo-
plastins with the Food and Drug
Administration (FDA), =

Dr. Burzynski said that, under
approved clinical trials, the drug
shrank malignant brain tumors.

After an FDA investigation, -a
grand jury in Texas issued a 75
count indictment charging the
doctor and his clipic with con-
tempt, mail fraud and putting an’
unapproved drug,into interstate
commerce. The trial. may begin
next month. -

On Saturday at noon, supporters )
of the Burzynski Patient Group
and some congressmen will dem-
onstrate in Lafayette Park across
from the White House for the ad-
ministration reneging on fast-

, drug-approval rules and the FDA’

indictment.’

“Cancer patients who are strug-
gling to stay alive are having their

-treatments interrupted- by FDA

bureaucrats who sit behind a desk
and play God,"” said -Steven Siegel,
director of the group. “Now, the
FDA admits that its much-bally-
hooed fast-track approval of
promising new cancer drugs is a
sham.”

The FDA yesterday had no com-
ment on the litigation. Its press

" release on the indictment empha- ..

sized that clinical trials of new
drugs must be FDA supervised.

S e s e A
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Cancer doctor sees pope
but not about his health

By Larry Witham

THE WAGHINGTON TIMES

Pope John Paul IT has asked a
Polish-American doctor about his
alternative cure foi cancer but has
not discussed his down health, an
associate of the doctor’s said yes-
terday.

Dr. Stanislaw Burzynski, a
Houston cancer expert who was
summoned to the Vatican this
week, could not be reached over-
seas to discuss details of his un-
usual visit with the pope.
 But Dean Mousche, clinical tri-
als director of the Burzynski Re-
search Institute in Houston, said
Dr Buuynslu has called his asso-
cnates since seeing the pope.

“He told me he did not discuss
the pope’s medical condition,” Mr.
Mouscher said in a telephone in-
terview yesterday “The pope was
very interested in his cancer re-
search” :

He said nothing about the visit
suggests the pope has cancer
“There was no reason to think that
" from Dr. Burzynski's trip. He did
- not say he [the pope] had cancer,’
he said.

A Vatican official said lie had
heard no rumors about the pope
having cancer. “I've heard abso-
lutely nothing,” said Archbishop
John Foley, a communications of-
ficer at the Holy See who was
reached at his home in Rome last
“night. “I would be cautious. It’s

. better to get confirmation from

somewhere"

In November, a federal grand
jury indicted Dr. Burzynski on
charges of allowing his unap-

proved cancer treatment, a new

drug called . Antineoplastins, to
cross state lines and to be sold by
mail. His trial may begm next
month.

The Vatican’ meeting took place
Tuesday, a few days after John Paul
returned from a pastoral visit to
France, where he reportedly
looked robust compared with
other public appearances thls
year.

The pope, whe was operated on

in 1981 to remove a gvould-be as-

sassin’s bullet and in 1992 to re-

move an intestinal tumor, this year -

suffered three bouts of fever that
doctors link fo an inflamed appen-
dix. It will be removed next month.

Dr. Burzynski, who has 400 pa-
tients, has said that, under clinical
trials, his new drug shrunk malig-
nant brain tumors. :

" “The FDA [Food and Drug Ad- ;

ministration] are playing God.”
said Steven Siegel, director of the
Burzynski Patient Group whose
wife is a patient of Dr. Burzynski’s.
“They are keeping this successful
treatment' from people who. de-

' .pend upon it for their lives. '

Mr. Siegel has been in Washing-
ton this week to lobby for passage
of the Access to Medical Treat-
ment Act.
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PRESIDENT RDERS
FASTER APPROVAL
-OF CANGER DRUCS

MOVE AIMED AT THE G.0.P.

F.D.A. Acknowledges Risk but
Sees Increases in Survwal
and Comfort of Pahents

By PHILIP J. HILTS

WASHINGTON, March 29’ — The
Clinton Administration announced
today that it would take steps to
streamllne the Food and Drug Ad-
ministration's rules to speed cancer

President Planning to Quzcken
The Approval of Cancer Drugs

Continued from Page !

ly review data and permit such ex-
panded access to a drug if there was
evidence that it-worked.

The average approval time for so-
called breakthrough therapies for
life-threatening diseases is six

_ months, but it is longer for drugs that

are very similar to those already on
the market. )

““Science has matured to the point
where we can actually make much
earlier decisions,” Dr. Shalala said.

*This is a genuine reform, not just

putting an artificial time frame on
the F.D.A. We are reconceptualizing
the drug-approval process based on
science.”

Vice President Al Gore called the
new initiative a ‘‘common sense ap-
proach to '1pprovmg promnsmg new
cancer therapies.”

But the Commissioner of Food and

House today in a package similar to
the Senate measure. Representative
James C. Greenwood, Republican of
Pennsylvania, one of the sponsors of
the package, sald the legislation
would not conflict with the Presi-
dent’s action but enhance it.

Dr. Sidney Wolfe, director of Pub-
lic Citizen's Health Research Group
in Washington, said he was con-
cerned about the Administration pro-
posal, saying it was pressing the
limits of what was possible. “These
are extremely toxlc drugs in can-
cer,” he sald. *You are fighting fire
with fire, so if you just mlsestimate
the benefits versus the risk by a little
bit, you could end up dolng more
harm than good.”

He noted that AIDS groups, whxch
have had the benefit of rapid approv-
al for some time, are now backing

‘away from further shortcuts be-

cause the harm of early approval has
become apparent for some patients.

drugs to patients. id 1 “ i ‘

Drugs, David A. Kessler, said in a The agency will have to monltor

| Pre}s}ndent Clinton sald the regula- telephone interview: “We are taking these quick access drugs very care-

tory changes would apply to at least a risk here. We are going to make fully,” he said.

100 drugs now under study. "'Dozens mistakes in this process. There will Under the plan announced today, af-
of zhehm will get to the market sconer be some drug that comes along that . '
andt atf;neans they can help Amerl- is not as effective as it looked like or
ge:g:sfumgrmgvgom cantcirs Oii the . has much more severe side effects ' :
g Yy, prostate and co- than we thought. But that risk is A move to b[unt .«R

lon, among others,"” he sald at the
White House.

. The Administration hopes that the
steps announced today will blunt a
Republican drlve to reduce the regu-
latory reach of the F.D.A. For some
time Republicans have been press-
ing for changes at agencles like the
Environmental Protection Agency
and the F.D.A,, arguing, for example,
that delays In drug approval are bad
for patlents, drug companies and the
nation's competitive posltion. The
Adminlistration has already taken
steps to streamline or reduce some
drug approval regulatlons.

The reforms will go into effect
immediately, sald Donna E. Shalala,
Secretary of Health and Human
Services, .

But the agency acknowledged that
the new approach ran the risk of
sometimes maklng drugs available
whose ‘safety and effectlveness had
not been as thoroughly tested as they
might have been previously.

Untll now, makers of cancer drugs
had 1o show that they could lengthen
. the survival of cancer patlents or
improve the quallty of thelr lives
before the drugs would be approved
¢ for marketing. Under the new rules,
however, all a company has to show
is that. the drug can measurably
shrink the size of a tumor, even for
only a short time,

In another significant change, the
F.D.A. will accept evidence of a‘can-
cer drug's effectiveness from 26 oth-
er countrles, essentially all those
with some system for reviewing and
approving drugs, rather than requir
ing lengthy testing in the United
States. Drugs approved in the 28
countries could become widely avali-
able In the United States long before
companies submit applications for
‘approval to market them. :

- Under. this so-called expanded-ac-

worthwhile when patients are facing -

life-threatening ilinesses, we feel.”

The Pharmaceutical Research
and Manufacturers Association, the
industry's trade group in‘Washing-
ton and a leading backer of Republi-
can efforts to modily F.D.A. pro-
cedures, applauded today's an-
nouncement as “‘long overdue.”

The statement said, “The Admin-
istration’s effort is an acknowledg-
ment that F.D.A. must be reformed,

“and it draws attention to the need to

pass comprehensive legislation to
improve drug development.”

The main measure In Congress to
streamline the iagency’s drug-ap-

proval process was approved by the .

Senate Labor and Human Resources
Committee on Thursday, by a vote of
12 to 4. The bill, sponsored by Senator
Nancy Landon Kassebaum, the Kan-
sas Republican who is chairwoman
of the committee, would require the
F.D.A. to evaluate every drug or
medical device within six’ months.

~The bill also takes the first steps to

turn over drug approval to private
groups paid for by the pharmaceuti-
cal industry. -

The bill was attacked by Senator
Edward M. Kennedy, Democrat of
Massachusetts, as a giveaway to in-
dustry and a threat to public safety.

Senator Kassebaum said the bil!
would speed approval and give
Americans access to any drugs
available in Europe. In response to
Mr. Kennedy, she said, “No one on
this .committee in any way wants to
damage safety.” She also said she
would address some of Mr. Kenne-
dy's concerns by suggesting changes
to the bill before it reached the Sen-
ate floor.

-Three bills were introduced-in the

efforts by the G.O.P.
to fight regulation.

ter a drug is approved under the

_expanded-access program the com- .

panies wlll supply more detailed in-
formation on safety and effective-
ness to insure that unexpected prob-

" lems are discovered.

Moreover, the agency will add a
patient advocate to each of Its advi-
sory boards, beyond the one consum-

‘er member already on the boards,

which play a crucial role In deter-
mining if a drug is effective and safe
enough to put on the market,

There are now about-300 cancer
drugs in development at companies
or waiting {or approval of the F.D.A.
All will be eligible for the expanded

.access, and probably 100 will be

shown to be effective enough to gain
expanded access quickly.

Dr. Kessler suggested three drugs ;
that might be approved quickly un- :

der the rules, all for cases In which
the first-line drug for the cancer
fails. They are irinotecan, used for
<olorectal cancer; taxotere, used for

breast cancer resistant to doxorubi-

cin, and topotecan, ‘used to treat
ovarian cancer., - .

" Dr. Shalala said that 1.3 million
cases of cancer would be diagnosed
in the United States this year.

"More national news -
. appears on page 24,

v cess program, which’ already covers ..

[;AIDS drugs’any doctor can get ohg

\ of -these ; .drugs-from its maker by - N
' promising to provide lntcrmation on s ’

“

NY Times

ftheo tcome“ of the c

??&‘Iheﬁ.b A.,sald ‘Itiwould monltor S
i:hf approvél of drugs’bythe 26 coun- . . : ;
yges :gg?tithe agency could qulckc ' 3 - 3 0 - ?
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Since 1989 Dr. Burzynsk{ has had pemnssion from the FDA to conduct studies of his
investigational products (antineoplastons) in certain eategories of cancer patients under the
Investigations]l New Dmg Exemptions (INDs). |

[n November 1995 a Federal gtand jury In Houstor, Texas, indioted Dr. Burzynski, for among
other things, contimuing to distribute his unapproved new drugs in violation of a 1984 Federal -

" injunction and fraudulently billing insurance companies for his administration of those drugs. He
is expected to go to trial October 13, 1996. .

. Judge Lake, in pre:trial proceedings on the pending criminal matter, issued an order on February

26, 1996, that all patients recelving antineoplastons must be enrolled in a clinical trial approved by
~.the FDA. That order was siayed pending review by the Court of Appea.ls and on April 12, 1996
the court affirmed Judge Lake’s order.

Siace Dr Burzynskt had a substamml gumber of cancer patlents on antineoplastons at the time of
the courts’s ruling, the FDA permttted Dr. Burzynski to entoll under his IND all patients with
refractory cancers who were receiving antineoplastons as of February 23, 1996, Any subsequent
patients who met eligibility criteria would recelve the product under clinical trials.

Prior to February 1996, Dr. Burzynski enrolled fower than 20 patisnts in clinical trials conducted
under an IND. [n newspaper reports, however, Dr. Burzynski was quoted as saying that he has
administered antineoplastons to more than 2500 patients. Since February 26, 1996, Dr. Burzynski
- has suhmitted over 60 new clinical trials to his IND. These protocols allow for the administration
of antineoplastons for nitial studies of effectiveness. The IND régulations require armual
reporting of the status of the clinical trlals and more frequent teporting of safety probletns, FDA
“does not have current information regarding the number of patients he has enrolled in the clinical
tridls. . '

For pattams who are not eligible 1o recelve the antingoplastons under the clinical trials, the agency
has granted over 125 “single patiert exceptions.” There have been a faw cases where single
patient exceptions havc been denled, but those patients had not reccived recognized curative

therapy.

No data or results ﬁom well contfolled cllnical trials has been submitted to the agency for review.
- The FDA cannot accept anecdotal or testimonial information conoerning dmg eﬂbctzveness as the
bazis for marketing approval of new drugs. '

On Murch 27, 1996 agency representatives (Dr. Frwdnnm Dr. DeLap, Theresa Toigo, Patty -
Delaney, and Nanoy Stanisic) mat with Mr. Schiff, and Mr. And Mrs. Siege! f#om the Burzynald
Patient Group. The Burzynski Patient Group brought “48 Hours” staff and camera crew to- the

" FDA without pemussion or knowledge of Broadcast Media.
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12000 Richmond Avenue, Suite 260

Housgton, Toxas 77082-24-31 ‘

Attention: S. R, Burzynsld MD F'h D.

Dsar Dr. Burzynskr

- Plenge rofer 1o your Investigational New Drug Application UND) submitted

pursuent to section 608() of the Federel Food, Drug, and Cosmetic Act for
Antineoplagtons A10 & AS2-1 injections. k

Please also refer ta the Seplember 10, 1986 [etter that we received from Mr.
Dsan Mouschar of your etaff. Mr, Mouscher had inquired ebout progedures for
raquesting # masting with us 1o discuss your NDA development plens. FDA
provided tho Infarmation requested by Mr. Mouscher by facsimlle transmnssmn
on September 12

Enclocad ere agditional informatien and guidelines, regarding the formet and
cantent of 2 New Drug Application. Plesae note thet the Federal Food, Drug,
snd Cosmatic Act provides, at 21 U.5.C., 368 (d), that FDA cannot approve a
Naw Drug Appliestion if there is & lack of substsntis! evidencse consistng of
adequate and well-tontrolled investigations showing that the drug pradugt will
‘have the effectz It is purported or represonted 1o have. Observations made in
your clinicel pracrice, or in CAN-1 protocol petiants, could not be used as the
besis for a new drug spplication, since these do not represent sdequate and -
well-contralleg investigasions as defined in FDA ragulations (21 CFR 314.126).

" We also note that under our current regulstions and practices, the Agenty has
never accaptad dete from s single investigator ar clinic as the aole basis for
approve! ot & new drug for cancer treatmant, It it obviously impertant to know
that the sefety and effactiveness findings for a mew drug can ‘be rapluauod by
mere that one prinmpul investigator.

The Cancer lnitiatlves announced In Mareh of this year by Prasident Clinten and
Vice Prezident Gore dighnot sat sside eny laws or regulations related to approval
of new drugs for ¢ satmant, In this regard, we have not changed

or lowetsd our stgfiderde for the appcoval of such druas
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I hape this infarmatien will be helpful 1o you. If you belisve you have obtained

- promising dets in patients enrelled on yaur currenty onfoing iND protocols
{other than CAN-1}, we will be pleased to discuss Those findings with you and
gw: YOu aur advice regarding further develepmam of your mvesngatioml '
produets. . , ‘ \

Smcouly yaurs. o

. Robert J. Deé:.M D..PRD.
- Director, Division of On¢ology Drug Products

Office of Orug Evalugtion |
Cmtar for Drug Evsluatm and Rasaarch

Enclosures:

1. 21 CFR 314 . Apphcut!ons fur FDA Approval e Mmket 8 Naw Urug ot an
Antibiotic Drug
Quideline for the Format end Cwntent of the Chemlsmv, Manufactur{ng
and Cantrols Section of an Application
‘Guidetine for Sybmitting Documantation for m Manufouture of and
Controls for Drug Products -
Guidsling for Submirting Supporting Documentaﬂon in Drug Applmnons
for the Manufacturs ef Drug Substances
Guidellne for Submitting ﬂucumentaucn fur the Submty of Human Drugs
snd Biologics
Guideline for Submitting Samplos and Analyricel Cata. fm Mathods
Validstian .
Guideline for Subrnittina Dooummnnoa for Peckaging for Humun Drugs
and Biologics - A ’
Guldelire for the Forrnm: and Cantent of the »Mk:mmo!ugv-snrlon of an
Application
9, Guideline for the Formaet and. Conzent of the Ncnc!’nicau Ph-rmacoloey!
- Toxicology Saction of an Applicatian A
10.  Guideling for the Format end Content of the Human Fhmna:nklneﬁcs
— end Bloavallebility Section of on Application = .
11, Guideline for the Farmst snd Content of the Clinical nnd Statisticel
~ Sections of Naw Drug Applicstisng
12.  Guideline on Formatting. Auombﬂng, and Submmlng New Drug and

‘ Antibiotic Applications ,
13. Subm:sr.:lon in M(cmﬂaha of tho Afchwa! Cenv of an A.pgl:catlon

L
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14. Guideine for the Farmat sn Conte ' |
' nt af the Summary
Antibiotic Applicationa ary for New Drug and
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September 23, 1996

5

Special Assistant To- The Pre51dent
office Of Domestic Policy
old Executlve Office Building, Rm. 213

',1700 Pennsylvanla Ave, Wash. DC 20500

bear Mr. Jennings,

As I am sure you wlll recall I represent the Burzynskl'
Patlent's Group. We are an organigzation of persons who "are
patlents and supporters of Dr. Stanlslaw Burzynski and his cllnlc

“in Houston Texas.p

A large ccntlngency frcm our group will be coming to

-Washlngton this week to lobby and attend a rally in front. of the
" White House. I want you to have thls 1nformatlon in advance

because.I don't belleve that you, or the President, have full

pknowledge ‘of the issues. at hand.

He. have endeavored to open. 11né$ of éomﬁunlcaﬁlonvwith the
Presidént’s admlnlstratlon with very little success. In fact, our
lobbYLSt have told us that the President will have nothing to do

with our issues, regardless of merit. If that is true, 1t would

obv10usly be to the heneflt of his opponents.

We are a group of mainstream’ profe331onals with no partlcular

“axe to ‘grind. Dr. Burzynskl is a compasslonate and honest man who
has finally developed a humane treatment for cancer. Since we

have first hand knowledge that his medlczne is effective, it is
easy for us to- support h1m :

'
!

It has been my personal experlence in dealing wlth the

"F.D.A.'s administration that they have been less than forthfight

in their dealings with me, and Dr. Burzynsk1 in-particular. Given

the blatant lies the F.D.A. has told, and the unconsc1onable acts
Athey have commltted against Dr. Burzynskl s patlents I.can't
‘imagine that they represent our 1nterest to you in an honest
‘manner. e _ S :

Dr.. Burzynskl has now completed the F D. A. phase two study

' The results. prove that his treatment for .cancer is both non
‘harmful, ‘and extremely sucécessful agalnst terminal cancers. No

other current treatments can claim thls

When we contacted the F.D.A. to request information on
expediting a new drug application, we received the attache&
response. They are unwilling to accept the data proving
effectiveness, even though the results come from their own

i
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Notlce the last paragraph regardlng Preeldent Cllnton s March
promise to expedite promising cancer cures. While that was an.
exciting ‘and bold message, apparently it was meanlngless to the
FDA" N

To, cleer up the main issues here, Dr. Burzynski's treatment
was proven non harmful many years ago. The only legitimate
guestion is one of efflcacy Since the F.D.A. refused to accept
the testlmony of hundreds of patients who received benefits from
this med1c1ne, he initiated phase two ‘trials in record tlme '

. These trials progressed in splte of ovext acts commltted,by'
the F.D.A. to stall and divert the trials. Now that he has proven
that the med1c1ne is more effective than any other cancer trials

'ever submitted, we are told more proof is requlred Please keep
in mind that we are dlSCUSSlng terminal cancer! Standard
alternatives to Dr. Burzynski's treatment are notorlously

_ 1neifect1ve, always harmful and much more expensive in totallty

I and Several members of our. organlzatlon would like to meet ,
"with the Presldent 'you or another key member of the Pre51dent 8
‘staff. While I am sure that all your schedules are very busy, the
‘issues at hand affect the lives of every person- in our cauntry

I am of the bellef that commion sense and ccmmunlcatlon could
ea511y render our issues mite. The only other alternative opén to
: us ‘is. ‘to actlvely pub11c1ze and criticize, very possmbly to the
.detrlment of the Pre51dent. .

Please conszder the" metmt of settlng up-a meetlng You have no
reascn not to trust me, and everything to gain from our . .
information. I can be reached throughout today at ({ P6/b(6) |
at home thig evening | P6/b(6) lor on my pager at q P6/b(6) |
[Febe)] Tomorrow {Tuesday) evening I will arrive in Washington an

" be staylng at the Belleveue Hotel (202) 638~ 0900. : :

Slncerely,

Ric Schiff/



DR,BLHEZXTQSKIPAJHEI¢T(3R£“HP
P.O. Box 744
Clo.yéon, CA 94517
’ (5610) 672-8973

"L

Sepfem]:er 23, 1996 | ;

Ms, Maggie Williams
Chief Of Staff

Office Of the FPirst Lady
1700 Pennsylvania Ave, : ‘

Wash. DC 20500 , ) , L

Dear Ms. ﬁilliams,

As you may recall, I repfesent the Burzynski Patient’'s Group. Qﬁ
We are an organlzatlon of persons who are patients and supporters A A
of Dr. Stanislaw Burzynski and his clinic in Houston Texas. i

A large contingency from our group will be comlng to
Washington this week to lobby and attend a rally in front of the
White House. I want you to have this information in advance -
because I don't believe that the First Lady, or the President,
have full knowledge of the issues at hand

We have endeavored to open lines of communlcatlon w1th the
President's administration with very little success. In fact, our
lobbyist have told us that the President will have nothing to do
with our issues, regardless of merit. If that is true, it would
obviously be to the beneflt of his opponents.

We are a group of mainstream professionals with no particular
axe to grind. Dr. Burzynski is a compassionate and honest man who
has finally developed a humane treatment for cancer. Since we
have first hand knowledge that his medicine is effective, it is
easy for us to support him.

It has been my personal experience in dealing with the
F.D.A.'s administration that they have been less than forthright
in their dealings with me, and Dr. Burzynski in particular. Given
the blatant lies the F.D.A. has told, and the unconscionable acts
they have committed against Dr. Burzynski's patlents, I can't
imagine that they represent our interest to you in an honest
manner.

Dr. Burzynski has now completed the F.D.A. phase two study.'/
The results prove that his treatment for cancer is both non
harmful, and extremely successful against terminal cancers. No .
other current treatments can claim this.

When we contacted the F.D.A. to request information on
expediting a new drug application, we received the attached
response. They are unwilling to accept the data proving
effectiveness, even though the results come from their own
approved study.

Aar < WARIHRRR Ll



-’

Notice the last paragraph regardind President Clinton's March
promise to expedite promising cancer cures. While that was an
exciting and bold message, apparently it was meaningless to the
F.D.A..

To clear up the main issues here, Dr. Burzynski's treatment
was proven non harmful many years ago. The only legitimate
question is one of efficacy. Since the F.D.A. refused to accept
the testimony of hundreds of patients who received benefits from
this medicine, he initiated phase two trials in record time.

These trials progressed in spite of ‘overt acts committed by

the F.D.A. to stall and divert the trials. Now that he has proven '
that the medicine is more effective than any other cancer trials

‘ever submitted, we are told more proof is required. Please keep
in mind that we are discussing terminal cancer! Standard-
alternatives to Dr. Burzynski's treatment are notoriously ‘
ineffective, always harmful and much more expensive in totality.

I and several members of our organization would like to meet
with the First Lady, you or another key member of your staff.
While I am sure that all your schedules are very busy, the issues
at hand affect the lives of every person in our country.

I am of the belief that common sense and communication could
easily render our issues mute. The only other alternative open to
us is to actively publicize and criticize, very possibly to the
detriment of the President.

Please consider the merit of setting up a meeting. You have no
reason not to trust me, and everything to gain from our N

information. I can berzgaghgd_ihxgn_hout today at P6/b(6)

at home this evening P6/b(6) or on my pager
Tomorrow (Tuesday) evening I will arrive in Washington and
be staying at the Belleveue Hotel (202) 638-0900.

Sincerély, - ’
= ;

Ric Schif ' . | ¢
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-’@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Healln Service

e Food snd Drug Adminlatration ;
IND 43 742 Rackvlile MD 20857

. CERTIFIED MAIL

RETURN RECEIPT REQUESTED |

, | SEP ) 5 1996 "

" 'Burzynski Research Institute, Ine. "’

12000 Richmend Avenue, Suite 260 i

Houston, Texas 77082-2431 .

. 3

Attsntion: 8. R. Bufzynski, M.D., Ph.D,
Dear Dr. Burzynski: -

Please refer to your Investigational New Drug Application (IND) submitted
pursuant to section 505{i) of the Federal Food, Drug, and Cosmetic Act for
Antmeoplastons A10 & AS82-1 Injections. | :

Please alsa refer to the September 10, 1986 letter that we received from Mr.
Dean Mouscher of your staff. Mr. Mouscher had inquired about procedures for
requesting & meeting with us to discuss your NDA development plans, FDA
provided the information requested by Mr. Mouscher by facsimile transmission
on September 12.

Enclosed are additional information and guidslines, regarding the farmat and
content of a New Drug Application. Please note that the Federal Food, Drug,
and Cosmetic Act provides, at 21 U.S.C, 355 {d), that FDA cannot approve
New Drug Application if there is a lack of substantial evidence consisting of
adequate and waell-controlled investigations showing that the drug product will
have the effects it is purported or represented to have, Observations made in
your clinical practice, or in CAN:1 protocol patients, could not be used as the
basis for a new drug application, since these do not represent adequate and
well-controlled investigations as defined in FDA regulations (21 CFR 314.126).

We also note that under our current regulations and practices, the Agency has
never accepted data from a single investigator or clinic as the sole basis for )
approval of a new drug for cancer treatment. It is obviously important to know
that the safety and effectivenass findings for a new drug can be replicated by
more that one principal investigator.

_ The Cancer Initiatives announced in March of this year by President Chmon anf

% Vrce President Gore did not set aside any laws or regulations related to approvﬁ!
of new drugs for cancer treatmant. In this regard, we have not changad ‘
or lowered our standards for the approval of such drugs”

r;u:%ﬁf A
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I hope this information will be helpful 1o you. If you believe you-have abtained
promising dats in patients enrolled on your currently ongoing IND protocols

- (other than CAN-1), we will be pleased to discuss those findlngs with you and g 4%
give you our advice regarding further development of your mvestagatlonal i

" products.. .
Sincerely yours, Y

Rotist | Odp

-Robert J. DeLap, M.D., Ph.D, 0y
Director, Division of Gncoiogy Drug Products
Office of Drug Evaluation | :
Center for Drug Evaluation and Research
o oo
Enclosures:

1. 21 CFR 314 - Applications for FDA Approval to Market a8 New Drug or an
Antibiotic Drug

2. Guidsline for the Format and Content of the Chemistry, Manufacturing,
and Controls Section of an Application

.3, Guideline for Submitting Documaentation for the Manufacture of and

Controls for Drug Products

4, Guideline for Submitting Supporting Documentation in Drug Applications
for the Manufacture of Drug Substances

B. Guideline for Submitting Documentation for the Stability of Human Drugs
and Biclogics

6. Guideline for Submitting Samples and Analytical Data tor Methods

- Validation

7. Guideline for Submitting Documentation for Packaging for Human Drugs
and Biologics

8. Guldeline for the Format and Content of the Microblology Sectton of an-
Application

8, Guideline for the Format and Content of the Nonclinical/ Pharmaco!oqy!

, Taxicology Section of an Application

10.  Guideline for the Format and Content of the Human Pharmacokmet;cs

and Bioavailsbility Section of an Application
- .11, Guideline for the Format and Content of the Clinical and Stattst;cal

Sections of New Drug Applicstions

12.  Guideline on Formatting, Assembling, and Submitting New Drug and
Antibiotic Apphcatmns '

ubl‘{\lSS!On in Mlcrofrche of !ha Archw’al Ccpv of an Application

F
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14. Guideline for the Format an Content of the Summary for New Drug and

Antibiotic Applications
i
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Nationa! Institutes of Health

: UEFARTMENT OF HEALTH & HUMAN SERVICES
H ’// ' National Cancer Institute
Y »“jk .
Memorandum
Date  Gctober 31, 1991 Uwncomevrhonod
'T\\trixp§5 Eill .

From  Associate Director, Cancer Therapy Evaluation Program

Subject Antineoplastons

To Bruce A. Chabner, M.D. .
Director, Division of Cancer Treatment

I thought you would be interested in this for severa) reasons:

Our Unconventional Cancer Treatment approach seems to be
working well (thanks to Mike Hawkins).

Qur on-site review process is working well (thanks to Dorothy
Macfarlane).

3, Antineoplastons deserve a closer look. It turns out that the
agents are well defined, pure chemical entities, They are
relatives of Thalidomide with presumed good CNS penetration.
We are working with DTEP on them, The human brain tumor

responses are real,

We will keep you informed.
.
W
Michael A, Friedman, M.D.
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