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months to one year. As you|might expect, most of these patients from the
. onset of their diagmosis to|death are incapacitated by neurologic deficits
— and require tremendous amoupts of supportive care.

/

————;;7 It is very rare, currently,|to ever get a complete remission or cure in a
patient who bas a malignant|brain tumor using our standard modalities of
surgery, radiation and chemgtherapy. By the time 2 tumor is large enocugh to
be clinically detected, it has involved such critical structures that to
remove xt surgically would fesult in a patient who is left in 2 vegetative

. state or was markedly more @isabled than he was prior to the surgery. As a
—, rough estimate, neurosurgeofs do well to cure 1 im every 1000 brain cancer
patients they operate om. - Radiation therapy slows the.growth of adult tumors
gaining perbaps one month of life and again may result in a cure in only 1 in .
500-1000 patients, those cufes beizg in the pediatric age group. Similarly,
chemothe:apy resezrch, despjte 30 years of climical trials, has not resulted
in the development of a single drug or drug combination that elicits more
than an occasiénal transient response in primary braia tumors., Ia fact, to
this time, our chances of cpring somebody with a braim tumor with
chemotherapy are worse than|the surgeons or the radiation therapists and are
— probably on the order-of 1 jm 5000. Chemotherapy has been shown to- hq,of
some benefit in prolonging.}ife in brain cancer patients, but that "
prolongatxon avernges no mofe than a few weeks. In fact, chemotherapy in
brain tumors is'so discouraging that in ‘many parts of.the ‘country patieats
. ‘with brain tumors are not e
-:- preceding statisties that I
cancer textbooks including
main medical reztbook in th

‘have just cited are “echoed in all the standard
iVito's Prircivles and Practice of Oncol the
"field of oncology. '

e patients‘' eclimical records to make sure that

be attridbuted to prior surgery, radiation or

e chances of any of those modalities having a
‘tumor regression would be unlikely. I have

ger's radiologic interpretationa of the patients’
logist nor have expertise in the interpretation

e magnetic resonance imaging studies are our main-
method of evaluation of response or progression of tumors in these patients)
with the radiologic iaterprgtation of the MRIs by radiologists around the
country who have imaged. thefe patients in the course of their disease.

I have carefully reviewed'
the responses sean counld no
chemotherapy, even though
| lasting lonq-term effaect on)
' compared Dr. Dieter Schelli
MRIs (since I am zot a radi
of imaging studies, and sin

A word regarding interpretation of partial response, complete response,
stable disease and progressive disease may be in order at this point. In
order to be classified as a|partial response a tumor must, by coanvention,
Tegress by 50% in volume anfl that regression must last at least four weeks.
A complete response requireEfthe complete resolution of any evideunce of tumor
and must last at least one gonth. In order for a respomse to be classified
. as stable disease the tumor|must cease growing for at least three months. I
~ would further like to indicpte that for the purposes of my review I have
disqualified any case from being considered for evaluation, except for
special circumstances, who had either chemotherapy or radiation therapy
vithin two months of antine¢plaston therapy since by consensus any benefit
from chemotherapy or radiatjon occurs within two months of the cessation of
these modalities of treatmegt or not at all. Thiz insures that any delays ia
response to either of those|two modalities canmot be interpreted as a
response to antineoplaston therapy.
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en offered the option of chemotherapy. The _. .- ..
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The following is a summary of the 17 cases that I have reviewed, Of the 17
patients there were 7 comglete remissions, one patient having had a second
complete remission after He discontinued antineoplaston therapy vhich
resulted in his tumor reqfowing. There were nime partial remissions, two
cases of stable disease .00 disqualifications. The average duration of
therapy with antzneopla;t‘ $ necessary to obtain a complete remission was 10
months with a range of 2 20 months. The average duration of
antineoplaston therapy necpssary to obtain a partial respomse was 8 moathsg
with.a range of 1 to- 14 mopths, The average duration of complete remissions
is 16+ months with all 5ix| complete remissions continuing to remain in
remission to the best of my kaowledge through January 1, 1997. The duration
of complete remissions ran d from 3+ monthks to 40+ months with the duration
of partial remissions averpging 18+. months and ranalng from 5 to 78+, months.

On a caseaby-case baSisi e follow;ng capsule summaries may be helpful,
ar-old female who developed a glioblastoma of her
bsented to her physicians with seizures. She had a
of her tumor followed by radiation therapy’that
aston therapy was thea instituted by Dr. Buxzynakx
evidence of tumor had disappeared on her MRI.
for 40 months and is still coatipuing. . She had
no life-threatening side effects from her therany, but did have 1ns;gn1f1cant -
abnormalzt;es of her lxver function tests’at various times,’ pro:ein in her
urine at various times,® and low serum sédium levels. I feel S.C.'s complete
response is due to antineoplaston. therapy and not due to her surgery, which
was not curative, nor to. radiation therapy to which her tumor was
resistant. . . T

Patient #1 is s.C., a 47—y
right lateral brain and pr
surgical subtotal resectio
was ineffective..  Antineop
and within five months all
That response has continue

r-old female with a glioblastoma involving the
in and who preseated to her private physician
gery to obtain a histologic diagnosis of her

y was bequn on 1/7/94 and has continuved to the
disappeared and 20 months after her therapy was
gorized as verifying a complete remissioa. She
side effects from her therapy, but has had

of liver function tests from time to time,

urize, intermittent anemia and intermittent

d cell count. My telephome call to her private
eeks ago confirmed her contizuing good health and
RO explanat;on for her tumor response bere cther
apy as she did not have curative surgery nor was
r standard chemotherapy.

Patient #2 is S. E., a 14-ye
left lateral side of her br
with seizures. Followihng s
tumor, antzneoylaston thera
present time. ©Ber seizures
bequn her MRIs could be cat
has had no life-threateaing
insignificant abnormalities
intermittent protein in her
depression of her white blo
phyaician in Australia two
complete remission., I find
than her antineoplaston the
she given radiation therapy

ar-old male who developed a medulloblastoma and
ician with intractable vomiting, He had a

total surgical resection and was then bequn on
Burzynski om 4/11/94, HWithin just two months
‘as evidenced by his MRIs, That complete

0+ months mow. RBis therapy was well tolerated
effects although he had some insigmificant

on tests, a low blood glucose from time to time.

Patient #3 is D.X., a four-y
"presented to his private ph
biopsy of his tumor and;a s
antineoplaston therapy by Dr}.
he was in complete remigsion
remission has persistedlfor

with no life-threatenxng side
abnormalities of liver funct
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a low white blood cell cognt from time to time, some anemia, a few episodes
of low platelet counts and some elevated uric acid levels, His remarkable
response here can be attributed only to his antineoplaston therapy as "he did
not receive radiation the»apy nor standard chemotherapy nor was his surgery
curative,

Patient #4 is T.L., a 47-gear-old male with a malignant meningioma in the
right front part of his bfain who presented to his private physician with
beadaches. Because this or was of low grade histologically, it grew
fairly slowly and over a Hnree-year period he had four separate surgical
Procedures to debulk the {umor. Approximately four years ago he was begun on
thin four months he obtained a complete remission
vh;ch lasted fbr s8ix mont--. The tumor relapsed shortly efter he

than 7 months, - He had no §
therapy. His complete res
than the ant;neoplaston berapy ‘as hls surgery was. noncuratzve and he vas not

physician with d;fficulty n balance.. He was initially treated with
chemotherapy but obtained na response., He was then treated with radiation
therapy with some. response.' "Eight weeks following the cessation of radiation
therapy antineoplaston therapy was initiated and within three moaths all
evidence of his tumor had disappeared on MRI. -Unfortunately, that complete
response lasted only 12 months and ke ultimately died of progressive

disease. His response herel is due to the antineoplaston therapy 2s the only
other possible tkerapy that| could result in such 2 respoase was radiation
therapy which was stopped to months prior to initiating the antineoplastons,

Patient #7 is W.T., a 63—ye,r-old male with an anaplastic astrocytoma
presenting ta his prxvate physician with difficulty speaking. Ee bad a
course of radiation therapy|with no bemeficial effect on MRI amd then had
eight months of chemotherapy 21so without a bemeficial effect.
Antineoplaston therapy was $tarted on 5/7/95 and within 8 months he was in
complets remission, that refiission currently lasting more than 12 months.
His seizures have also dimijished. EHe had no life-threateaning side effects
from his chemotherapy but djd lose 25 1b in weight while receiving
antineoplaston therapy. - Thq response here must be attributed to the
antineoplaston therapy sincqd his chemotherapy and radiation therapy occurred
prior to the initiation. of fhe antineoplaston therapy by a two-month interval
and could not be considered as contr;but;ng or causing the response seen.

Patient #3 is R.G., a 62-ye-:-old male with oligodendroglioma im the left
lateral side of his brain. [ge presented to his private physician with
headaches and had a subtotal resection of his tumor. Shortly following kis
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surgery on 1/5/96 he began on antineoplaston therapy for the residual tumor
with a reduction in tumoszclume of 50% within one month of imitiating

therapy. This partial remfiszion bas lasteéd more than 11 months. He Bdd no
life-threatening side effepts from his therapy but did have insignificant low
blood sugars and protei? ip ‘his uripe from time to time.

(Rl

o

Patient #9 is T.H., a 3§;y ar-old patient who presented to her private
physician with headaches. | She had a subtotal tumor resection for a mixed
glioma followed by radiatipn therapy that was ineffective. Six months
following the radiation therapy on 7/26/95, she was bequn on antimeoplaston
therapy and within 11 months ‘her tumor had shrunk by more than 50%, that
partial remission persistipg now for more than 7 months. -She had no
life-threatening side effeg¢ts from her therapy but d;d have 1ns;gnlflcant low
white blood cell counts on several occas;ons.

-

ear-0ld male with a low grade astrocytoma wko

ysician at age'7 with intractable nausea and

S determined that because of the location of hig

§ was too risky. Iastead, they treated him by

low his brain fluids to circulate normally .and to

sed by the -tumor. In early 1988, he began’ pn

jout prior radiation therapy or standard

ths his tumor had shrunk by 50% or more, that

r ‘more than 78 moxnths. Hé had no L
s from his therapy, ‘but did have 1:51gnlf;can:
liver function tests, low white dlood cell
otein in his urine and an elevated uric acid

netion for his partial remission here other than
since ‘he was not exposed to radiation therapy,

king surgery, nor curative surgery.

Patient #10 is 2.M.s a 16~
presented to his private p
vomiting. His neurosurgeo
tumor any debulk;nq surge
placing bypass shunts to a
relieve the obstruction ca
antineoplaston :therapy wi
chemotherapy. Within 13 m
response having continuned
o 1xfe~th=eatenxng side -effe
-~ ademia, abmormalities of hi
counts from time to tima, |
level. I see no other exp
bis antineoplaston therapy,
standard chemotherapy, debu

Patient #11 is K.M., a 42-ypar-old female who presented with a low grade
glioma in the right froat of ter brain who presented to her private physician
with sezzures._ She had a bjopsy but no debulkirng surgery, no chemotherapy,
nor did she have radiation fherapy. She was bequn on antineoplaston therapy
on May 16, 1994 and has confizued that to the presemt time. Withia 11 moaths
her tumor had shrunk by at }east 50% in volume and her response has continued
for 13 moaths. She had no }ife-threatening side effects from ter
antineoplaston therapy, but|did have insigpificant aching of her joints,
fevers, apemia, abnormalitids of her liver function tests and some fluid
retention. I see no explangtion other than the antineoplaston therapy for
her response here, lnasmuch as she was zot exposed to curat;ve surgery, nor
— to radiation therapy or'st da:d chemotherapy.

s i

Patient #12 is V.P., a 32-y
to her private physician wi
followed by radiation thera
three months following her s
tumor on her MRI. However,
chemotherapy and two months

r-old female who has glaoblastoma a=d presented
' headaches. She had a subtotal tumor resection
and one of the standard chemotherapies. For
rgery she did well with no evidence of residual
wvo weeks following the cessation of her

ollowing her radiation therapy, her MRI
demonstrated a regrowth of hpr tumor and on 9/2/95 antineoplaston therapy was
started. Within five months{her tumor had shrunk by more than 50%. That
partial remission then persifted for 5+ months, Her partial remission must
be attributed to the antineoFlaston therapy since her brain tumor was growixng
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at the time when she was feceiving chemotherapy and was growiag shortly after
her radiation therapy finjshed, clearly indicating ber tumor was resistant to
those two modalities of tHerapy. She had no life-threatening side effects

= from the ant;neoplaston' rapy, but did have insignificant elevation of her
liver functzon tests and 1 -oceasional low vhite blood cell count.

year-old male with an oligoderdroglioma of the
n who presented to hisg private physician with
al tumor resection followed by radiation therapy.
t when his MRI showed a regrowth of his tumor
begun on 5/3/95,.-.Within 2 months of initiating
tumor had shrunk by 50% or more, that response
1 his tumor began to grow again, EHe had no
ts from his therapy but did have insignificant
swelling in his joints. I believe the response
the antzneoplaston therapy and caanot be C
1a:zon therany Jbecause of the time 1nhervals

Patient 113. is J.8., a 48
left front part of his br
headaches. EHe had a subto
He did well for one year b
antineoplaston therapy was
antineoplaston therapy his
lasting some 12 months unt
life-threatening side effe
pain in his joints azd som
seen here. i3 clearly due t
attributed to the prior. ra
anolved.

ear-old male with glicblastoma who presented to
eadaches. “He had a subtotal tumor resection in
diation therapy from 9/12/95 to 10/12/95. On

apy was initiated, Two months later, his tumor

, that response lastlng some five months whem
isease was regrowing. ‘Ee had no “life-threatening
oplaston thérapy but did have iasignificant low
urine and =zbnormalities of his liver fuxction
esponse here is due to the antineoplastons, and
rzpy;hecause of the time intervals involved.

Patient #14 is E.T., & 73-
his private phys;cxan with
July of 1395, followed by
12/7/95, antineovlaston th
had decxeased by 50% in si
_ MRIs demonstrated that his
side effects from the antin
blood sugars, protein in hi
tests. I believe that his
zot due to his radiation th

Patient #15 is J.V., a 5i-y
speech difficulties and bas
of his tumor, he had radiat
Antineoplaston therapy was
his tumor had decreased in
some 7+ months. He had no
antineoplaston therapy but
liver function tests, I be
antineoplaston therapy inas
occurred two months or more
therapy and could have had
+ .. his tumor. .

3r-01d male who presented with seizures and

a glioblastoma. Following a subtotal resection
on therapy and standard chemotherapy. .

nitiated in December of 1993 and within 22 ‘months
ize by 50% or mors. That response has lasted now
ife-threatening side effects from his

id have some insignificant abnormalities of his
ieve his response here is solely due to his

ch as his radiation therapy axd chemotherapy
rior to the initiation of his antineoplaston
appreciable effect on diminishing the size of

Patient #16 is J.W., a i2~ye r-old boy with a low grade astrocytoma who
presented to his private phyfician with premature puberty. EHis tumor was
initially treated with chemofherapy that was ineffective. - Om 3/6/95,
antineoplaston thetapy was started and has been contiznued to the present
time. Within 14 moaths his fumor had skrumnk by 50% or more and that partial
remission has persisted now for 8+ months., Ee has had no life-threatening
toxicity from his antineoplagton therapy but has had insignificant elevations
of his blood uric acid level {on several occasions, and his platelet count has
diminished from time to time [&s has his white coust. He has had anemia and
protein in his urine, It is my opinion that the response bere can be
attributed only to antineolezzon therapy inasmuch as his tumor increased in
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size on the MRI wvhile he wjs receiving chemotherapy aud that chemotherapy was
remote in relationship to the initiation of the antinmeoplaston therapy.
g =
Patient #17 ig A.H., a 41-jear-old male with sligodendroglioma who bad a
subtotal surgical resectiofd of his tumor in 1986, followed by a second
subtotal resection of the -umor in 1990. That was followed by a course of
radiation therapy. EHis'tudor recurred a second time in 1994. At that time
he had an eight-month cour~é of standard chemotherapy with some glight
response in terms of dimingtion in the size of his tumor. On 7/17/95,
antineoplaston therapy was [initiated and has been continued through the
present time. Ko significapt diminution or. progression of his tumor has been
seen on his frequent MRIs apd his classification is best described as that of
stable disease. He has ha5 no life-threatenicg side effects from his. '

chemotherapy but haa had inkigpificant abnormal liver function tests. -

To summax;ze my . thoughts refjarding this review, I would have” to stay that T
am very impressed with the pumber of complete and partial respomses that I
have seen here, compared vz,. the number of such responses that I have seen
in my own personal experxen e. The :esponses here are also far in excess of
any prior series of patieat§ published in the medical literature. Ih;s group .
of 17 patients represexts tle "responders" from all 40 evaluable p:;ma:y
brain cancer. patxents wvho wigre getting antineoplastoz therapy in Dr.
Burzynski’'s clinic in- Fed ary-of 1996 when all of them were admitted to the
CAN-1 trial. Dr. Schell;ng:: downgraded 2 of. the group of 17 from partial

' :remlssions to stable diseasq, . Thus. the’ resuonse ‘rate here is an astound;ng'"A
T 733% with a complete rem;ssi-# rate of 15%. Such remission rates are far in

excess of anything that'I o ‘anyone else has seen since research work on
brain tumors began. It is very clear that tke responses here are due to
aatineoplaston therapy and are not due .to surgery, radiation or standard
chemotherapy. It.is also clpar that oftentimes responses are slow to develop
in these tumors, despité almpst daily therapy with antiseoplastons aand that
when antineoplaston therapy fis stopped tumors may regrow within a few

months. The duration of thepe responses is long and meaniagful, It is also
clear that although there is}some toxicity associated with antineoplastons,
it does pot appear life  threhtening in this small sample of patieats.

Research needs to coantisue of these very promising ageats. We need to Xknow
such things as the optimal Aa¢se of these agents, the optimal route of
administratioa, the optimal quration of treatment and many other details too
numerous to mexntion. :
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