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A. The Burzynski Clinic:2 http://www.burzynskiclinic.com/

The Burzynski Clinic (9432 Katy Road, Suite 200, Houston, TX 77055) is the clinic of Stanislaw
R. Burzynski, M.D., D.Msc. 345 located in Houston, Texas, which is registered to conduct
business within the state of Texas.

B. The Burzynski Research Institute, Inc.: 87http://www.burzynskiresearch.com/
index.html

The Burzynski Research Institute, Inc. (9432 Katy Road, Suite 200, Houston, TX 77055) is the
Delaware corporation of Stanislaw R. Burzynski, M.D., D.Msc., which is registered to conduct
business in Texas, located in Houston, Texas.

The results of the operations of the Burzynski Research Institute, Inc. are summarized as
follows:8

Research and development costs were approximately $4,780,000 and $4,480,000 for the
fiscal years ended February 28, 2011 and 2010, respectively. The increase of $300,000 or
7% was due to an increase in personnel cost of $395,000, an increase in consulting and
quality control costs of $28,000, and an increase in other research and development costs
of $8,000, offset by a decrease in material costs of $101,000 and a decrease in facility and
equipment costs of $30,000.

General and administrative expenses were approximately $250,000 and $349,000 for
the fiscal years ended February 28, 2011 and 2010, respectively. The decrease of $99,000
or 28% was due to a decrease in legal and professional fees of $56,000, and a decrease in
other general and administrative expenses of $43,000.

The Company had net losses of approximately $5,031,000 and $4,831,000 for the fiscal
years ended February 28, 2011 and 2010, respectively. The increase in the net loss from
2010 to 2011 was primarily due to an overall increase in research and development cost
offset by an overall decrease in general and administrative expenses of the Company
described above. As of February 28, 2011, the Company had a total stockholders’ deficit
of $(51,000).

2 See Quinlin v. Burzynski, et al. (Docket Number 2012-03429; Texas District Court - Harris

County): http://www.courthousenews.com/2012/01/19/Cancer.pdf

4 http://www.quackwatch.org/o1QuackeryRelatedTopics/Cancer/burzynskii.html
5 According to Saul Green, Ph.D., Stanislaw Burzynski did not earn his Ph.D.,

although he represents himself as an M.D., Ph.D. See: http://www.quackwatch.org/
o1QuackeryRelatedTopics/Cancer/burzynskii.html

6 See Quinlin v. Burzynski, et al. (Docket Number 2012-03429; Texas District Court - Harris

County): http://www.courthousenews.com/2012/01/19/Cancer.pdf
"http://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/#b

8 http://www.fags.org/sec-filings /110531 /BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/#b
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The directors and executive officers of The Burzynski Research Institute, Inc. are provided in the
following table pursuant to SEC filings:®

Stanislaw R. Burzynski, M.D., 68 Director, President, Secretary,
D.Msc.10 and Treasurer
Barbara Burzynski, M.D. 70 Director
Michael H. Driscoll, J.D. 65 Director
Carlton Hazlewood, Ph.D. 75 Director

The Burzynski Research Institute utilizes its own internal Institutional Review Board,
hereinafter “IRB,” to oversee the research. A 2009 warning letter from the federal Food and
Drug Administration, hereinafter “FDA,” issued to the Burzynski Research Institute concluded
that “the IRB did not adhere to the applicable statutory requirements and FDA regulations
governing the protection of human subjects.”"

The Burzynski Research Institute reported the following research and development costs as well
as net losses pursuant to Security and Exchange Commission, hereinafter “SEC,” filings:'2

Research and development costs for the fiscal $4,780,000.00
year that ended February 28, 2011

Research and development costs for the fiscal $4,480,000.00
year that ended February 28, 2010

Net loss for the fiscal year that ended $5,031,000.00
February 28, 2011

Net loss for the fiscal year that ended $4,831,000.00
February 28, 2010

C. The Southern Family Pharmacy, Inc.:"

The Southern Family Pharmacy, Inc. (12707 Trinity Drive, Stafford, TX 77477) is the pharmacy
owned by Stanislaw R. Burzynski, M.D., D.Msc.

Shttp://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K

10http://www.fags.org/sec-filings/111017/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-Q/
a11-25973 1ex32di.htm#b

1 http://www.fda.gov/ICECI/EnforcementActions/Warningletters/ucmi192711.htm
12http: //www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/

13 See Quinlin v. Burzynski, et al. (Docket Number 2012-03429; Texas District Court - Harris

County): http://www.courthousenews.com/2012/01/19/Cancer.pdf
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II. FACTS
A. Antineoplastons (“ANP?”) 14,15,16,17,18,19,20

Antineoplastons,?’ or the group of chemical compounds and mixtures used by Stanislaw R.
Burzynski, M.D., D.Msc. for which he claims anti-cancer activity,? are not approved by the
federal FDA for the treatment or prevention of any disease.2?

A table classifying antineoplastons, of which the first eight are or have been utilized by
Burzynski, follows:24

A-1 Fraction derived from human urine

A-2 Fraction derived from human urine; antineoplaston
from which antineoplaston A-10 is derived

A-3 Fraction derived from human urine
A-4 Fraction derived from human urine
A-5 Fraction derived from human urine

14 http://www.skepticalhealth.com/2011/11/28 /antineoplastons/
15 http://www.cancer.gov/cancertopics/pdq/cam/antineoplastons/healthprofessional

16 http://www.cancer.gov/cancertopics/pdq/cam/antineoplastons/patient/
7http://www.cancer.org/Treatment/TreatmentsandSideEffects/
ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/
antineoplaston-therapy

18 http://www.quackwatch.org/o1QuackeryRelatedTopics/Cancer/burzynski2.html
19http: //www. burzwsklchmc com[rmages[storleSZAN P chemlcal formulas. pdf

21ANTINEOPLASTON® isa trademark registered with the U.S. Patent and Trademark Office
pursuant to http://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-
INC 10-K/#TableOfContents

2http://www.chemeurope.com/en/encyclopedia/Antineoplaston.html

2http: //www.cancer.gov/cancertopics/pdq/cam/antineoplastons/healthprofessional
2http://www.quackwatch.org/o1QuackeryRelatedTopics/Cancer/burzynskii.html
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A-10% 3-N-phenylacetylamino piperidine 2,6-dione (“PAPD”)
treated with alkali to make it soluble, although its
solubility is debatable, that is not normally found

in human urine; Burzynski’s so-called “anti-cancer”
peptide that is derived from antineoplaston A-2;26 A-
10 is one component of Burzynski’s “current treatment
regimen;” C,;H,,N, O,

AS.-2.5 Phenylacetyl glutamine (“PAG”) that is excreted in
human urine; a soluble product created by treating A-
10 with alkali

A.S.-2.1 A naturally occurring mixture of phenylacetic acid
(“PA”) and phenylacetyl glutamine (“PAG”); a product
created by treating with A.S.-2.5 with alkali; A.S.-

2.1 is the second component of Burzynski’s “current
treatment regimen”

Bextarotene (Targretin)?’ 4-[1-(3,5,5,8,8-pentamethyltetralin-2-yl)ethenyl]
benzoic acid; antineoplaston, which is not one of

Buzynski’s 8 antineoplastons, that has been shown
to reverse Alzheimers in murine models; 28-29,30,31
C,,H,50,; M.F. U.S. Patent 5.780.676 (1998)32

The American Cancer Society provides the following antineoplaston information:33

Antineoplastons are given orally or by injection into a vein. The duration of treatment
usually ranges from eight to twelve months. A year of treatment can cost from $30,000
to $60,000, depending on the type of treatment, number of consultations, and the need

2Insoluble A-10 is 3-N-phenylacetylamino piperidine 2,6-dione (“PAPD”), whereas “soluble”
A-10 is composed of phenylacetic acid (“PA”) and phenylacetyl glutamine (“PAG”) per http://

www.quackwatch.org/o1QuackeryRelatedTopics/Cancer/burzynskii.html.

26 According to Burzyski, A-10 is the anticancer peptide common to all of his urine fractions
per Saul Green, Ph.D. (http://www.quackwatch.org/o1QuackervRelatedTopics/Cancer/
burzynskii.html).

2Thttp://en.wikipedia.org/wiki/Bexarotene
28http://www.cbsnews.com/8301-504763 162-57374685-10391704/cancer-drug-reverses-
alzheimers-disease-in-mice-hope-for-humans/

2http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
30Cramer PE, et al. ApoE-directed therapeutics rapidly clear 3-amyloid and

reverse deficits in AD mouse models. (9 February 2012). Science Express.
doi:10.1126/science.1217697 (http://www.sciencemag.org/content/early/2012/02/08/
science.1217697.abstract).

31 http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
32M.F. Boehm, R.A. Heyman, L. Zhi, C.K. Hwang, S. White, A. Nadzan, U.S. Patent 5,780.676

(1998) via http://en.wikipedia.org/wiki/Bexarotene
33http: //www.cancer.org/Treatment/TreatmentsandSideEffects/

ComplementaryandAlternativeMedicine/Pharmacologicaland BiologicalTreatment/
antineoplaston-therapy



http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://www.quackwatch.org/01QuackeryRelatedTopics/Cancer/burzynski1.html
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.cbsnews.com/8301-504763_162-57374685-10391704/cancer-drug-reverses-alzheimers-disease-in-mice-hope-for-humans/
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.express.co.uk/posts/view/301201/Drug-to-cure-Alzheimer-s
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://www.sciencemag.org/content/early/2012/02/08/science.1217697.abstract
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://online.wsj.com/article/SB10001424052970204642604577215382600942356.html
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://www.google.com/patents?vid=5780676
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://en.wikipedia.org/wiki/Bexarotene
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy
http://www.cancer.org/Treatment/TreatmentsandSideEffects/ComplementaryandAlternativeMedicine/PharmacologicalandBiologicalTreatment/antineoplaston-therapy

for surgery to implant a catheter for drug delivery.

Antineoplaston therapy was developed by Stanislaw Burzynski, MD, PhD. Initial
treatments are given over the course of one to three weeks at a clinic in Houston,
founded by Dr. Burzynski. (Other U.S. centers are participating in studies to evaluate
this treatment, as well as some centers in other countries.) Further treatments may

be given "at home," but require monthly visits to a doctor, either at the Houston clinic

or elsewhere with one of Dr. Burzynski's research colleagues. In the past, many of the
patients who received antineoplaston treatment also were treated with surgery, radiation,
chemotherapy, or combinations of these standard treatments at other centers, and some
received chemotherapy prescribed by Dr. Burzynski. Currently, antineoplaston treatment
is available in the United States only through participation in clinical trials led by Dr.
Burzynski and his colleagues. To be eligible for these clinical studies, patients must

have cancer that is growing despite conventional treatments. Patients cannot receive
conventional anticancer treatments while they are participating in these antineoplaston
studies.

The active components of antineoplastons, as are currently administered by The Burzynski
Clinic, are actually known pharmacological compounds. That is, they are licensed drugs called
[sodium] phenylbutyrate,3* which is sold as Buphenyl®-% in the US and Ammonaps®"-3 in the
UK, as well as phenylacetate,? which is sold as Ammonul“® in both the US and the UK.

A chemical called phenylacetylglutamine is also given as a component of antineoplastons. This
is essentially a breakdown product but does not appear to have any biological efficacy. Quoting
Wikipedia,*!

Phenylacetylglutamine is a product formed by the conjugation of phenylacetate and
glutamine. It is a common metabolite that can be found in human urine.

The presumable application for phenylacetylglutamine within the context of antineoplastons is
that it may function as a replacement for urea in terms of its role as a vehicle for waste nitrogen
excretion.42

36 US20080121292 pdf

37http://www.medicines.org.uk/emc/medicine/21412/SPC/
ammonaps%20500%20mg%20otablets/ ; http://www.sobi.com/en/Healthcare-Professionals/
Products-alphabetical-list/Ammonaps-sodium-phenylbutyrate/

38 US20080171792.pdf

39 http://clinicaltrials.gov/ct2 /show/NCT00597909

40 http://www.drugs.com/pro/ammonul.html

4Thttp://en.wikipedia.org/wiki/Phenylacetylglutamine

42 Brusilow SW. Phenylacetylglutamine may replace urea as a vehicle for waste
nitrogen excretion. Pediatr Res. 1991 Feb;29(2):147-50. (http://www.ncbi.nlm.nih.gov/
pubmed/2014149)
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Burzynski, et al.#3 describes the mechanism of action of antineoplastons as follows:#4

Phenylacetic acid (PN; the active ingredient of Antineoplaston AS2-1) inhibits
farnesylation of protein p21 of the RAS oncogene, inhibits RAS and BCL-2, and activates
the tumor suppressor genes TP53 and p21 through demethylation of their promoters.

Phenylacetylglutamine (PG; the main ingredient of Antineoplaston A10 I) restores
global methylation of DNA, inhibits the oncogenes AKT2 and MYCC, activates the tumor
suppressor genes PTEN and MAD, and restores activity of the mutated INI1 protein
through normalization of nuclear transport.

Both PN and PG promote apoptosis: PN through inhibition of BCL-2 and PG through
deamidation of the BCL-XL protein.

As was set forth in the foregoing antineoplaston table, Burzynski’s current “treatment regimen”
involves antineoplaston A-10 and antineoplaston A.S.-2.1,45 but the drug company Sigma-Tau
Pharmaceuticals could not duplicate the claims made by Burzynski for antineoplaston A.S.-2.1
and antineoplaston A-10.46

According to the National Cancer Institute, hereinafter “NCI,” as of February 10, 2012, there are
42 closed clinical trials involving antineoplaston A-10 and antineoplaston A.S.-2.1,4” and there
are 11 active antineoplaston A-10 and antineoplaston A.S.-2.1 cancer clinical trials.#® Also as of
February 10, 2012, clinicaltrials.gov listed 61 antineoplaston clinical trials,*® and of said 61 trials,
11 were listed as open, not yet recruiting or unknown status, which means that the status of the
protocol has not been verified in more than two years.50:51

Pursuant to SEC filings, The Burzynski Research Institute, Inc. conducts Phase II and Phase III
clinical trials, which are sponsored by The Burzynski Research Institute, using antineoplaston A-

43Burzynski, S.R., Janicki, T.J., Weaver, R.A., Burzynski, B. Targeted

Therapy with Antineoplastons A10 and AS2-1 of High-Grade,

Recurrent and Progressive Brainstem Glioma. Integrative Cancer

Therapies, 2006; 40-47 (http://www.burzynskiclinic.com/images/

Pub_SRB 2006 Targeted Therapy with AN P of high grade bramstem ghoma pdf).
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10 and antineoplaston A.S.-2.1 in addition to conducting antineoplaston laboratory research.52
Orphan drug status, which allows for expedited clinical trials for neglected disease, under the
Orphan Drug Act of 1083 was awarded to antineoplastons on September 7, 2004.53

Burzynski’s Phase II antineoplaston clinical trials that are reported as completed as of May 1,
2011 are as follows:%*

Study of antineoplastons 40 24
A-10 and A.S.-2.1in
patients with glioblastoma
multiforme, not treated
with radiation therapy or
chemotherapy

BT-07

BT-08 Study of antineoplastons 19 14
A-10and A.S.-2.11in
patients with anaplastic
astrocytoma

BT-09 Study of antineoplastons 40 26

A-10 and A.S.-2.1in

patients with brain
tumors

BT-11 Study of antineoplastons 40 28
A-10 and A.S.-2.11in
patients with brainstem
glioma

BT-12 Study of antineoplastons 13 11
A-10 and A.S.-2.1in
children with primitive
neuroectodermal tumors

BT-13 Study of antineoplastons 11 9
A-10 and A.S.-2.11in
children with low grade
astrocytoma

BT-15 Study of antineoplastons 27 20
A-10 and A.S.-2.1in
adults with anaplastic
astrocytoma

BT-18 Study of antineoplastons 20 13

A-10 and A.S.-2.1in

treatment of “mixed
glioma”

52http://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/#b

53http: //www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/#b
54http://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/#b
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BT-20 Study of antineoplastons 40 22
A-10 and A.S.-2.1in
patients with gliobastoma
multiforme, which
recurred after standard
radiation and/or
chemotherapy

BT-21 Study of antineoplastons 40 23
A-10 and A.S.-2.1in adults
with primary malignant
brain tumors

BT-23 Study of antineoplastons 12 8

A-10 and A.S.-2.1in

children with visual
pathway glioma

Burzynski’s Phase I antineoplaston clinical trials that are open to patient enrollment are as
follows:55

BT-10 Children with brain tumors 25

BT-22 Children with primary malignant 7
brain tumors

Pursuant to SEC filings, The Burzynski Research Institute in agreement with Cycle Solutions,
Inc. has plans to conduct a Phase III trial comparing antineoplaston therapy alone to
antineoplaston therapy in conjunction with radiation therapy in patients with diffuse, intrinsic
brainstem glioma.5¢

Burzynski claims, pursuant to SEC filings, to have developed a total of 12 antineoplastons,

and of said twelve antineoplastons, six formulations are of natural antineoplastons and

six formulations are of synthetic antineoplastons.5” Naturally occurring substances do not
constitute patentable subject matter under Title 35 of the United States Code. Association

or Molecular Pathology v. U.S. Patent and Trademark Office, No. 09-cv-451 USPQ2d
1683 (S.D.N.Y. March 29, 2010).58 % Methods of production, however, may be patentable, and

5Shttp://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/
56http:z [ WWW. fags orgj/sec- filingsz110531[BURZYNSKI—RESEARCH—INSTITUTE—INC 10-K/
57http:[[www fags org(sec flhng511105311BURZYNSKI RESEARCH INSTITUTE-INC 10-K/

59This case is also referred to as the myriad gene patent litigation.
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Burzynski has obtained a patent on a method for sodium phenylbutyrate production. 6% 6

The Burzynski Research Institute holds eight patents in the United States, of which three are
active, 4 Canadian patents as well as one Mexican patent. The eight aforementioned American
patents of the The Burzynski Research Institute are as follows pursuant to SEC filings:®2

Determination of antineoplastons in body tissue or Expired
fluid as a cancer diagnostic procedure
Processes for antineoplaston purified fraction Expired
preparation from human urine
Processes for the production of synthetic Expired
antineoplastons and methods of treating neoplastic
disease
Antineoplaston administration to humans Expired
Methods for antineoplaston A-10 synthesis Expired January 11, 2009
Liposomal antineoplaston therapies Expires May 14, 2017
Treatment regimen for the administration of Expires July 23, 2018
phenylacetylgluatamine, phenylacetylisoglutamine
and/or phenylacetate
Division application - treatment regimen for Expires July 31, 2018
the administration of phenylacetylgluatamine,
phenylacetylisoglutamine and/or phenylacetate

B. Previous Litigation/Complaints/Investigations/News Releases/Warnings
Involving Burzynski, et al.:5

hen 1 ut ate for- treatment of-certain-disorders-dt20080717ptan20080171792.php ; http://
mages2 freshpatents.com/pdf/US20080171792A1. pdf

ontamlng sod1um-4-phenylbutyrate dt20070104ptan20070004805.php; http://
images2.freshpatents.com/pdf/US20070004805A1.pdf

62http://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/#b

63See also: Schiff v. Prados, 112 Cal. Rptr. 2d 171 - Cal: Court of Appeal, 1st Appellate Dist., 4th
Div. 2001 (http://www.quackwatch.org/o1QuackeryRelatedTopics/Cancer/prados.pdf).
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United States Congressional Office of Technology
Assessment (OTA) Investigation of Burzynski’s
Antineoplaston Patients (1980s)%

See Chapter 5: http://www.cancertreatmentwatch.org/
reports/ota.pdf®s

United States of America v. Burzynski Cancer
Research Institute, et al. (5th Cir. 1987) 819 F.2d 1301

http://law.justia.com/cases/federal/appellate-courts/
F2/819/1301/245202/

Burzynski, et al. v. Aetna Life Insurance Company, et

WWWw.cas.uscourts.gov/opinions% ub% 1/91-

Institute Inc. (5th Cir. 1993) 989 F.2d 733

al. (5th Cir. 1992) 967 F.2d 1063 2385.0.wpd.pdf
In re Stanislaw R. Burzynski, M.D., and Burzynski http://openjurist.org/q8q/fod/733/in-re-stanislaw-r-
Research burzynski

Trustees of the Northwest Laundry v. Burzynski (5th

ftp://www.cas.uscourts.gov/pu -

Cir. 1994) 27 F.3d 153, 155 02071.CVo.wpd.pdf
Texas Medical Board Complaint (Docket Number 503- http://www.casewatch.org/board/med/burzynski
92-529; 1994) order 1994.pdf

Limits Placed on Burzynski's Cancer Treatment from
the Texas Attorney General's Office (News Release,
February 10, 1998)

http://www.quackwatch.org/0o4ConsumerEducation/
News/burzynski.html

Texas Medical Board Complaint (SOAH Docket
Number 503-11-1669)

www.ministrvoftruth.me.uk -content

uploads/2011/11/tmbvsburzynski.pdf

htip:

FDA Warning Letter to Stanislaw R. Burzynski, M.D.
(October 5, 2009) - Burzynski Research Institute and
Institutional Review Board (“IRB”)

http://www.fda.gov/ICECI/EnforcementActions/
WarninglLetters/ucmi92711.htm

Quinlin v. Burzynski, et al. (Docket Number 2012-
03429; Texas District Court - Harris County)

http://www.courthousenews.com/2012/01/19/
Cancer.pdf

The following conclusion was presented within chapter 5 of the aforementioned OTA report with

regard to Burzynski and his antineoplastons:6

Unfortunately, despite a substantial number of preliminary clinical studies presented
by Burzynski and his associates describing outcomes among the patients he treated
with Antineoplastons, and an attempt at a "best case" review, there is still a lack of valid
information to judge whether this treatment is likely to be beneficial to cancer patients.
Thus far, prospective, controlled clinical studies of Antineoplastons, which could yield
valid information on efficacy, have not been conducted.

The limits placed on the research and “treatment” administered by Burzynski from the Texas

64 http://www.skepticalhealth.com/2011/11/28 /antineoplastons/
85Chapter 5: http://www.quackwatch.org/o1QuackeryRelatedTopics/OTA/otaos.html
86http: //www.quackwatch.org/o1QuackeryRelatedTopics/OTA/otaos.html
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Attorney General's Office’s news release dated February 10, 1998% are as follows:

Burzynski cannot distribute unapproved drugs in Texas;

Burzynski can distribute "antineoplastons" only to patients enrolled in FDA approved
clinical trials, unless or until FDA approves his drugs for sale;

Burzynski cannot advertise "antineoplastons" for the treatment of cancer;

Burzynski must place a disclaimer to his website, promotional material and ads stating
that the safety and effectiveness of "antineoplastons" have not been established.

The claims against Burzynski, et al. taken from the complaint document®® from the pending
Quinlin v. Burzynski, et al. (Docket Number 2012-03429; Texas District Court - Harris County)

case, which is pending, are as follows:

Negligence;

Negligent misrepresntation;

Fraud;

Deceptive Trade Practices Act (“DTPA”) Violation;
Conspiracy;

Respondeat Superior [Tort];

Alter Ego.

C. Burzynski’s Publications

The Burzynski Clinic website®® provides the following publications of Burzynski, et al.:

Burzynski, S.R, Unable to Locate No
Weaver, R.A., Following
Janicki, T.J., Preliminary Search

Burzynski, G.S.,

Szymkowski, B.,

Acelar, S.S. OT-15.
Preliminary results
of a phase II study of
antineoplastons A10
and AS2-1 (ANP)
in adult patients
with recurrent
mixed gliomas.
Neuro-Oncology
2010;12(Suppl.

4):ivy2
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68http://www.courthousenews.com/2012/01/19/Cancer.pdf
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Patil, S., Burzynski, Unable to Locate No
S.R, Mrowczynski, Following
E., Grela, K. CB- Preliminary Search
15. Targeting
microRNAs in
glioma cells with
antineoplastons.
Neuro-Oncology
2010;12(Suppl.
4):ivio
Burzynski, S.R, http:// No
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Szymkowski, Pub SRB 2004 Ph
B., Acelar, S.S., ase II study of A
Burzynski, G.S. A | NP_A10 and As2
phase II study of 1_in children with
antineoplaston A10 multicentric gliom
and AS2-1 injections a.pdf
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Neuro-Oncology
2010;12(6):ii95
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cells. Neuro-
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Szymkowski, B.,
Burzynski, S.R. Over
a 10-year survival
and complete
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brainstem glioma
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(ANP). Neuro-
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2000;11:923
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Food, Drug and Cosmetic Act § 561
(21 United States Code § 360bbb)

http: //www.fda.gov

RegulatoryInformation/
Legislation/
FederalFoodDrugand
CosmeticActFDCAct/
FDCActChapterVDrugsandDevices/
ucmi10713.htm

Expanded access to unapproved
therapies and diagnostics

Food and Drug Modernization Act
of 1997 § 402 (21 United States
Code § 301 et seq.)

http://www.fda.gov

RegulatorvInformation/
Legislation/
FederalFoodDrugand
CosmeticActFDCAct/
SignificantAmendmentstotheFDCA

ct/FDAMA /FullTextof FDAMAlaw/
default.htm

Expanded access to experimental
drugs and devices

E. Informed Consent Statutes

The federal codes that govern informed consent are as follows:

21 Code of Federal Regulations Part
50

http://www.accessdata.fda.gov

scripts/cdrh/cfdocs/cfefr/
CFRSearch.cfm?CFRPart=50

Protection of human subjects;
elements of informed consent;

See http://www.fda.gov/

wnl RegulatorvInformation

Guidances/UCM291085.pdf?
source=govdelivery

42 Code of Federal Regulations §
441.257

http://ecfr.gpoaccess.gov/cgi/
t/text/text-idx?c=ecfr&tpl=/
ecfrbrowse/Title42/
a2cfra41 main 02.tpl

Informed consent

45 Code of Federal Regulations §
46.116

hitp://www.hhs.gov/ohr

humansubjects/guidance/
cfrq6.html

General requirements for informed
consent

45 Code of Federal Regulations §
46.117

http://www.hhs.gov/ohr
humansubjects/guidance/
cfrq6.html

Documentation for informed
consent

ITI. QUESTIONS/ISSUES PRESENTED FOR CERTIORARI

A. Possible Legal Issues’

Personal injury claims as well as tort claims under the federal Tort Claims Act may be brought
by persons whom underwent “treatment” at The Burzynski Clinic. Additionally, taking the

"Federal Cause of Action guide courtesy of the United States District Court for

the Southern District of Ohio: http://www.ohsd.uscourts.gov/cmecf/ecftraining/
Atty%20Guide%20Appx%20A.pdf
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allegations in the Quinlin complaint as true and in favor of the plaintiff, the statutes governing
the electronic transfer of monies, such as the Electronic Funds Transfer Act, or 15 United States
Code § 1693, may also be applicable here, and the Seventh Amendment of the Constitution
governs jury trials in civil matters in which the amount in controversy exceeds $20.00. Legal
action may be brought by the United Staes under 28 United States Code § 1345.

Again, taking the allegations in the Quinlin complaint as true and in favor of the plaintiff,

the alleged inflation of the price of antineoplastons as distributed by The Southern Family
Pharmacy, Inc. may violate the federal Anti-Kickback statute, which is codified as 42 United
States Code § 1328 , state false claims statutes and the federal False Claims Act, which is codified
as 31 United States Code §§ 3729—3733.72

The aforementioned Quinlin complaint alleges that unauthorized charges were made on her
credit card with regard to antineoplaston therapy, and the Fair Debt Collection Act is codified as
15 United States Code § 1692.

In order to obtain antineoplastons from Burzynski, patients travel to The Burzynski Clinic

in Texas.” With regard to the Constitutional “Commerce Clause,” which governs interstate
commerce and also provides the authority for the Lanham Act that is codified as 15 United
States Code § 1051 et seq.,” 5quoting Trustees of the Northwest Laundry v. Burzynski (5th Cir.
1994) 27 F.3d 153, 155,7® “Dr. Burzynski was on notice that interstate use of antineoplastons
violated federal law.” Any persons involved in commerce activities are subject to the Federal
Trade Commission Act,”” hereinafter “FTCA,” which is codified as 15 United States Code § 45,
and § 5 of said FTCA governs unfair or deceptive acts or practices as were alleged in Quinlin v.

Burzynski, et al. (Docket Number 2012-03429; Texas District Court - Harris County). As was
previously set forth herein, ANTINEOPLASTON® is a registered trademark.’®

As was also previously set forth herein, naturally occurring substances do not constitute

7231 United States Code § 3731 governs fraud, and injunctions against fraud may be obtained
under 18 United States Code § 1345.

3http: //www.burzynskiclinic.com/images/stories/PatientTravelInfoBrochure.pdf

74 http://www.law.cornell.edu/wex/Lanham Act
75 The definition of the Lanham Act provided by Nolo’s Plain-English Law Dictionary is as

follows,

The federal statute that governs trademarks, service marks, and unfair competition. The
Lanham Act covers matters that include the procedures for federally registering trademarks,
when owners of trademarks may be entitled to federal judicial protection against infringement,
and other guidelines and remedies for trademark owners.

76 ftp: //www.cas.uscourts.gov/pub/93/93-02071.CVo.wpd.pdf
7 http://www.federalreserve.gov/boarddocs/supmanual/cch /ftca.pdf
"8http://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/
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patentable subject matter under Title 35 of the United States Code. Association for Molecular
Pathology v. U.S. Patent and Trademark Office, No. 09-cv-4515, 94 USPQ2d 1683 (S.D.N.Y.
March 29, 2010).7° 8 Methods of production, however, may be patentable, and Burzynski, for
example, has obtained a patent on a method for sodium phenylbutyrate production.8’ 8 The
eight aforementioned American patents of the The Burzynski Research Institute are as follows
pursuant to SEC filings:#8

Determination of antineoplastons in body tissue or Expired
fluid as a cancer diagnostic procedure
Processes for antineoplaston purified fraction Expired
preparation from human urine
Processes for the production of synthetic Expired
antineoplastons and methods of treating neoplastic
disease
Antineoplaston administration to humans Expired
Methods for antineoplaston A-10 synthesis Expired January 11, 2009
Liposomal antineoplaston therapies Expires May 14, 2017
Treatment regimen for the administration of Expires July 23, 2018
phenylacetylgluatamine, phenylacetylisoglutamine
and/or phenylacetate
Division application - treatment regimen for Expires July 31, 2018
the administration of phenylacetylgluatamine,
phenylacetylisoglutamine and/or phenylacetate

35 United States Code § 292 constitutes the False Patent Marking statute, and it contains both a
civil fine within § (a) as well as qui tam provision, or § (b), that gives any person the right to sue
for said penalty.

As was previously incorporated herein, the federal statutes that govern expanded access to
unproven therapies, such as antineoplastons, are as follows:

7 http://www.aclu.org/files/assets/2010-3-29-AMPvUSPTO-Opinion.pdf

80This case is also referred to as the myr1ad gene patent litigation.

phenylbutﬂate -for-treatment-of-certain-disorders-dt20080717ptan20080171792.php ; http://
images2.freshpatents.com/pdf/US20080171792A1.pdf

82http://www.freshpatents.com/Process-for-preparation-of-liquid-dosage-form-

containing-sodium-4-phenylbutyrate-dt20070104ptan20070004805.php; http://
images2.freshpatents.com/pdf/US20070004805A1.pdf

83http://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC 10-K/
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21 Code of Federal Regulation Part
312

http://www.accessdata.fda.gov/
i rh/cf fefr

CFRsearch.cfm?CFRPart=312

Investigational new drug
application

21 Code of Federal Regulation Part
316

http://ecfr.gpoaccess.gov/cgi/

t/text/text-idx?c=ecfr&tpl=
ecfrbrowse/Title21/
21cfr316 main 02.tpl

Orphan drugs;# see also the
Orphan Drug Act of 1983

Food, Drug and Cosmetic Act § 561
(21 United States Code § 360bbb)

http://www.fda.gov/

Regul Information
Legislation/
FederalFoodDrugand
CosmeticActFDCAct/
FDCActChapterVDrugsandDevices/
ucmi10713.htm

Expanded access to unapproved
therapies and diagnostics

Food and Drug Modernization Act
of 1997 § 402 (21 United States
Code § 301 et seq.)

http: //www.f \%
RegulatoryInformation/
Legislation/
FederalFoodDrugand
CosmeticActFDCAct/
SignificantAmendmentstotheFDCA

ct/FDAMA /FullTextofFDAMAlaw/
default.htm

Expanded access to experimental
drugs and devices

Potential legal issues also exist with regard to informed consent, or a lack thereof, as was alleged
within the complaint document filed by attorneys on behalf of Ms. Quinlin. See Quinlin v.

Burzynskai, et al. (Docket Number 2012-03429; Texas District Court - Harris County).85 As

was also previously incorporated herein, the federal codes that govern informed consent are as

follows:

21 Code of Federal Regulations Part
50

http://www.accessdata.fda.gov/
scripts/cdrh/cfdocs/cfefr/
CFRSearch.cfm?CFRPart=50

Protection of human subjects;
elements of informed consent;

See http://www.fda.gov/

wnl Regul Information

Guidances/UCM291085.pdf?
source=govdelivery

42 Code of Federal Regulations §
441.257

http://ecfr.gpoaccess.gov/cgi/
t/text/text-idx?c=ecfr&tpl=/
ecfrbrowse/Title42/
a2cfr441 main 02.tpl

Informed consent

45 Code of Federal Regulations §
46.116

http://www.hh v/ohr

humansubjects/guidance/
45cfr46.html

General requirements for informed
consent

09-00-00380.pdf

85http://www.courthousenews.com/2012/01/19/Cancer.pdf
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46.117 humansubjects/guidance/ consent
45¢fra6.html

45 Code of Federal Regulations § http://www.hhs.gov/ohrp/ Documentation for informed

See also the FDA document released on February 9, 2012 intended for small entities titled
Guidance For Sponsors, Investigators, and Institutional Review Boards — Questions and
Answers on Informed Consent Elements, 21 CFR § 50.25(c).

Burzynski’s representation of the use of antineoplastons as “gene therapy,”2® which is defined as
an experimental technique that utilizes genes in the treatment or prevention of disease,” may
constitute unfair or deceptive practices under § 5 of the federal Trade Commission Act, which is
codified as 15 United States Code § 45, as said code applies to everyone involved in commerce.
Consumer Protection Act violations may also be considered. Quoting http://ghr.nlm.nih.gov/

handbook/therapy/procedures, the gene therapy process is as follows:88

A gene that is inserted directly into a cell usually does not function. Instead, a carrier

called a vector is genetically engineered to deliver the gene. Certain viruses are often used

as vectors because they can deliver the new gene by infecting the cell. The viruses are
modified so they can’t cause disease when used in people. Some types of virus, such as

retroviruses, integrate their genetic material (including the new gene) into a chromosome

in the human cell. Other viruses, such as adenoviruses, introduce their DNA into the
nucleus of the cell, but the DNA is not integrated into a chromosome.

Antineoplastons do not constitute “gene therapy” despite the claims made by Burzynski on
his website, where he represents the use of antineoplastons as “[i]nnovative and cutting-edge
Personalized Gene Targeted Cancer Therapy.”® The website also includes the following:°

Gene-targeted medications are drugs that selectively block the growth and spread of
cancer without affecting the healthy cells. Targeted therapies interfere with cancer
cell growth differently than cytotoxic chemotherapy and at various points during the

development, growth, and spread of cancer. By switching off the signals that make cancer

cells grow and divide uncontrollably, targeted cancer therapies can help stop the growth

of cancer cells.

Targeted medications have shown to be tolerated easier than standard chemotherapy and

radiation with no side effects or minimal adverse reactions noted.

There are currently close to 30 targeted therapeutics approved by the FDA (as of January

2011). This number grows rapidly with the advancement of the research in genomics.
All of the FDA approved gene-targeted medications are available for treatment at the

Burzynski Clinic. The combination of targeted medications is customized for each patient

and determined by the type of oncogenes involved in patient's cancer (Personalized

86http://www.ornl.gov/sci/techresources/Human Genome/medicine/genetherapy.shtml
87http://ghr.nlm.nih.gov/handbook/therapy/genetherapy
88http://ghr.nlm.nih.gov/handbook/therapy/procedures

8http://www.burzynskiclinic.com/

9http: //www.burzynskiclinic.com/treatment-options.html
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Treatment).

Within this context, the deceptive misrepresentation of antineoplastons, which obtained orphan
drug status in 2004 under the Orphan Drug Act of 1983 as was previously set forth herein,
as “gene therapy” may be sufficient to bring suit against Burzynski, et al. in federal court.

Patient protection violations may also exist under the Health Information Technology for
Economic and Clinical Health Act as well as under the not yet implemented Patient Protection
and Affordable Care Act, which is the subject of a lawsuit by author Sara Elizabeth Siegler.

IV. CONCLUSION/CORRECTIVE ACTIONS

Having no authority to act upon any of the information provided herein, the authors of this
report, whose services were provided pro bono, reserve this section of the report for the
responsible agencies/entities.
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progressive brainstem glioma.

Burzynski SR, Janicki TJ, Weaver RA, Burzynski B.

Integr Cancer Ther. 2006 Mar;5(1):40-7.

PMID: 16484713 [PubMed - indexed for MEDLINE]

Long-term survival of high-risk pediatric patients with primitive neuroectodermal
tumors treated with antineoplastons A10 and AS2-1.

Burzynski SR, Weaver RA, Janicki T, Szymkowski B, Jurida G, Khan M, Dolgopolov
V.

Integr Cancer Ther. 2005 Jun;4(2):168-77.

PMID: 15911929 [PubMed - indexed for MEDLINE]

Phase 1l study of antineoplaston A10 and AS2-1 in children with recurrent and
progressive multicentric glioma : a preliminary report.
Burzynski SR, Weaver RA, Lewy RI, Janicki TJ, Jurida GF, Szymkowski BG, Khan

MI, Bestak M.
Drugs R D. 2004;5(6):315-26.
PMID: 15563234 [PubMed - indexed for MEDLINE]

Ading: gene silencing or gene activation?
Burzynski SR.

Med Hypotheses. 2005;64(1):201-8.

PMID: 15533642 [PubMed - indexed for MEDLINE]

Long-term survival and complete response of a patient with recurrent diffuse intrinsic

brain stem glioblastoma multiforme.

Burzynski SR, Lewy RI, Weaver R, Janicki T, Jurida G, Khan M, Larisma CB,
Paszkowiak J, Szymkowski B.

Integr Cancer Ther. 2004 Sep;3(3):257-61.

PMID: 15312271 [PubMed - indexed for MEDLINE]

The present state of antineoplaston research (1).
Burzynski SR.

Integr Cancer Ther. 2004 Mar;3(1):47-58. Review.

PMID: 15035876 [PubMed - indexed for MEDLINE]

Phase 1l study of antineoplaston A10 and AS2-1 in patients with recurrent diffuse
intrinsic brain stem glioma: a preliminary report.
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Burzynski SR, Lewy RI, Weaver RA, Axler ML, Janicki TJ, Jurida GF, Paszkowiak JK,

Szymkowski BG, Khan MI, Bestak M.
Drugs R D. 2003;4(2):91-101.
PMID: 12718563 [PubMed - indexed for MEDLINE]

Gene silencing--a new theory of aging.
Burzynski SR.

Med Hypotheses. 2003 Apr;60(4):578-83.

PMID: 12615527 [PubMed - indexed for MEDLINE]

Efficacy of antineoplastons A10 and AS2-1.
Burzynski SR.

Mayo Clin Proc. 1999 Jun;74(6):641-2. No abstract available.
PMID: 10377942 [PubMed - indexed for MEDLINE]

Potential of antineoplastons in diseases of old age.

- Burzynski SR.

Drugs Aging. 1995 Sep;7(3):157-67. Review. No abstract available.
PMID: 8535046 [PubMed - indexed for MEDLINE]

Gamow-Teller strength in 60.62.64Ni(n.p) reactions at 198 MeV.

- Williams AL, Alford WP, Brash E, Brown BA, Burzynski S, Fortune HT, Hausser O,

Helmer R, Henderson R, Hui PP, Jackson KP, Larson B, McKinzie MG, Smith DA,
Trudel A, Vetterli M.

Phys Rev C Nucl Phys. 1995 Mar;51(3):1144-1153. No abstract available.

PMID: 9970164 [PubMed - as supplied by publisher]

Cellular accumulation of antineoplaston AS21 in human hepatoma cells.
Sottysiak-Pawtuczuk D, Burzynski SR.

Cancer Lett. 1995 Jan 6;88(1):107-12.

PMID: 7850766 [PubMed - indexed for MEDLINE]

The influence of antineoplaston A5 on particular subtypes of central dopaminerqgic

- receptors.

Juszkiewicz M, Chodkowska A, Burzynski SR, Mlynarczyk M, Kleinrok Z.
Drugs Exp Clin Res. 1995;21(4):153-6.
PMID: 8529528 [PubMed - indexed for MEDLINE]

Hammans et al. reply.

Hammans M, Brogli-Gysin C, Burzynski S, Campbell J, Haffter P, Henneck R,
Lorenzon W, Pickar MA, Sick I I, Konter JA, Mango S, van den Brandt B.

Phys Rev Lett. 1994 Apr 18;72(16):2665. No abstract available.

PMID: 10055942 [PubMed - as supplied by publisher]

The influence of antineoplaston A5 on the central dopaminergic structures.

- Juszkiewicz M, Chodkowska A, Burzynski SR, Feldo M, Majewska B, Kleinrok Z.

Drugs Exp Clin Res. 1994;20(4):161-7.
PMID: 7813388 [PubMed - indexed for MEDLINE]

Spin-isospin strength distributions in f-p shell nuclei: A study of the 51V(n.p) and
59Co(n.p) reactions at 198 MeV.
Alford WP, Brown BA, Burzynski S, Celler A, Frekers D, Helmer R, Henderson R,
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26.

Jackson KP, Lee K, Rahav A, Trudel A, Vetterli MC.
Phys Rev C Nucl Phys. 1993 Dec;48(6):2818-2827. No abstract available.
PMID: 9969158 [PubMed - as supplied by publisher]

Search for Gamow-Teller strength in the continuum via the 3He(n,p)3H reaction at
288 MeV.

Celler A, Yen S, Alford WP, Abegg R, Brown BA, Burzynski S, Frekers D, Hausser
O, Helmer R, Henderson RS, Hicks K, Jackson KP, Jeppesen R, Miller CA, Moinester

MA, Pointon BW, Trudel A, Vetterli MC.
Phys Rev C Nucl Phys. 1993 Apr;47(4):1563-1570. No abstract available.
PMID: 9968604 [PubMed - as supplied by publisher]

Antineoplastons: the controversy continues.

Burzynski S.

JAMA. 1993 Jan 27;269(4):475; author reply 476. No abstract available.
PMID: 8419664 [PubMed - indexed for MEDLINE]

Neutron-proton spin-correlation parameter Azz at 68 MeV.

Hammans M, Brogli-Gysin C, Burzynski S, Campbell J, Haffter P, Henneck R,
Lorenzon W, Pickar MA, Sick I I, Konter JA, Mango S, van den Brandt B.

Phys Rev Lett. 1991 May 6;66(18):2293-2296. No abstract available.

PMID: 10043448 [PubMed - as supplied by publisher]

0 degrees polarization transfer in H2(p-vector.n-vector)pp at 54 and 71 MeV.

- Pickar MA, Burzynski S, Gysin C, Hammans M, Henneck R, Jourdan J, Lorenzon W,

Sick 1 1, Berdoz A, Foroughi F.
Phys Rev C Nucl Phys. 1990 Jul;42(1):20-29. No abstract available.
PMID: 9966687 [PubMed - as supplied by publisher]

Treatment of hormonally refractory cancer of the prostate with antineoplaston AS2-1.

- Burzynski SR, Kubove E, Burzynski B.

Drugs Exp Clin Res. 1990;16(7):361-9.
PMID: 2152694 [PubMed - indexed for MEDLINE]

p-4He scattering: New data and a phase-shift analysis between 30 and 72 MeV.
Burzynski S, Campbell J, Hammans M, Henneck R, Lorenzon W, Pickar MA, Sick I I.
Phys Rev C Nucl Phys. 1989 Jan;39(1):56-64. No abstract available.

PMID: 9955158 [PubMed - as supplied by publisher]

0 deqgrees polarization transfer in (p.n) reactions from 6.7Li and 9Be near 55 MeV.
Henneck R, Gysin C, Haffter P, Hammans M, Lorenzon W, Pickar MA, Sick I I,

Burzynski S.
Phys Rev C Nucl Phys. 1988 May;37(5):2224-2227. No abstract available.
PMID: 9954692 [PubMed - as supplied by publisher]

Stereochemical modelling studies of the interaction of antineoplaston A10 with DNA.
Hendry LB, Muldoon TG, Burzynski SR, Copland JA, Lehner AF.

Drugs Exp Clin Res. 1987;13 Suppl 1:77-81.

PMID: 3569020 [PubMed - indexed for MEDLINE]

Chemo-surveillance: a novel concept of the natural defence mechanism against
cancer.
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Liau MC, Szopa M, Burzynski B, Burzynski SR.
Drugs Exp Clin Res. 1987;13 Suppl 1:71-6.
PMID: 3569019 [PubMed - indexed for MEDLINE]

Quantitative assay of plasma and urinary peptides as an aid for the evaluation of

. cancer patients undergoing antineoplaston therapy.

Liau MC, Szopa M, Burzynski B, Burzynski SR.
Drugs Exp Clin Res. 1987;13 Suppl 1:61-70.
PMID: 3569018 [PubMed - indexed for MEDLINE]

N.N'-disubstituted L-isoglutamines as novel cancer chemotherapeutic agents.
Khalid M, Burzynski SR.

Drugs Exp Clin Res. 1987;13 Suppl 1:57-60.

PMID: 3569017 [PubMed - indexed for MEDLINE]

Chemoprevention by antineoplaston A10 of benzo(a)pyrene-induced pulmonary

. heoplasia.

Kampalath BN, Liau MC, Burzynski B, Burzynski SR.
Drugs Exp Clin Res. 1987;13 Suppl 1:51-5.
PMID: 3569016 [PubMed - indexed for MEDLINE]

Pharmacokinetic study of radioactive antineoplaston A10 following oral administration

. inrats.

Ashraf AQ, Liau MC, Kampalath BN, Burzynski SR.
Drugs Exp Clin Res. 1987;13 Suppl 1:45-50.
PMID: 3569015 [PubMed - indexed for MEDLINE]

Phase | clinical studies of antineoplaston A5 injections.

- Burzynski SR, Kubove E, Burzynski B.

Drugs Exp Clin Res. 1987;13 Suppl 1:37-43.
PMID: 3569014 [PubMed - indexed for MEDLINE]

Tissue culture and animal toxicity studies of antineoplaston A5.

- Lee SS, Burzynski SR.

Drugs Exp Clin Res. 1987;13 Suppl 1:31-5.
PMID: 3569013 [PubMed - indexed for MEDLINE]

Phase | clinical studies of antineoplaston A3 injections.

- Burzynski SR, Kubove E.

Drugs Exp Clin Res. 1987;13 Suppl 1:17-29.
PMID: 3569012 [PubMed - indexed for MEDLINE]

In vitro cancer _growth inhibition and animal toxicity studies of antineoplaston A3.

- Lee SS, Mohabbat MO, Burzynski SR.

Drugs Exp Clin Res. 1987;13 Suppl 1:13-6.
PMID: 3569011 [PubMed - indexed for MEDLINE]

Initial clinical study with antineoplaston A2 injections in cancer patients with five years'

. follow-up.

Burzynski SR, Kubove E.
Drugs Exp Clin Res. 1987;13 Suppl 1:1-11.
PMID: 3569010 [PubMed - indexed for MEDLINE]
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Altered methylation complex isozymes as selective targets for cancer chemotherapy.
Liau MC, Burzynski SR.

Drugs Exp Clin Res. 1986;12 Suppl 1:77-86.

PMID: 3743383 [PubMed - indexed for MEDLINE]

Chronic animal toxicity studies on antineoplaston A2.
Burzynski SR, Mohabbat MO.

Drugs Exp Clin Res. 1986;12 Suppl 1:73-5.

PMID: 3743382 [PubMed - indexed for MEDLINE]

3-Phenylacetylamino-2.6-piperidinedione, a naturally-occurring peptide analogue with

apparent antineoplastic activity, may bind to DNA.
Lehner AF, Burzynski SR, Hendry LB.

Drugs Exp Clin Res. 1986;12 Suppl 1:57-72.

PMID: 3743381 [PubMed - indexed for MEDLINE]

Toxicology studies on antineoplaston A10 injections in cancer patients.
Burzynski SR, Kubove E.

Drugs Exp Clin Res. 1986;12 Suppl 1:47-55.

PMID: 3743380 [PubMed - indexed for MEDLINE]

Preclinical studies on antineoplaston A10 injections.

- Ashraf AQ, Liau MC, Mohabbat MO, Burzynski SR.

Drugs Exp Clin Res. 1986;12 Suppl 1:37-45.
PMID: 3743379 [PubMed - indexed for MEDLINE]

Toxicology studies on antineoplaston AS2-1 injections in cancer patients.
Burzynski SR, Burzynski B, Mohabbat MO.

Drugs Exp Clin Res. 1986;12 Suppl 1:25-35.

PMID: 3743378 [PubMed - indexed for MEDLINE]

Toxicology studies on antineoplaston AS2-5 injections in cancer patients.
Burzynski SR.

Drugs Exp Clin Res. 1986;12 Suppl 1:17-24.

PMID: 3743377 [PubMed - indexed for MEDLINE]

Preclinical studies on antineoplaston AS2-1 and antineoplaston AS2-5.
Burzynski SR, Mohabbat MO, Lee SS.

Drugs Exp Clin Res. 1986;12 Suppl 1:11-6.

PMID: 3743376 [PubMed - indexed for MEDLINE]

Antineoplastons: history of the research (1).
Burzynski SR.

Drugs Exp Clin Res. 1986;12 Suppl 1:1-9. Review.
PMID: 3527634 [PubMed - indexed for MEDLINE]

Joint ownership not always best answer.
Burzynski S.

Mich Med. 1979 Jun;78(17):338, 344. No abstract available.
PMID: 449738 [PubMed - indexed for MEDLINE]
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Polypeptides that inhibit human breast cancer _cell division.

- Beall PT, Szopa B, Burzynski SR, Hazlewood CF.

Cancer Biochem Biophys. 1979;3(2):93-6.
PMID: 552902 [PubMed - indexed for MEDLINE]

[Antineoplastones (author's transl)].

- Burzynski SR.

Przegl Lek. 1978;35(6):583-6. Polish. No abstract available.
PMID: 694049 [PubMed - indexed for MEDLINE]

Antineoplaston A in cancer therapy. ().

- Burzynski SR, Stolzmann Z, Szopa B, Stolzmann E, Kaltenberg OP.

Physiol Chem Phys. 1977;9(6):485-500.
PMID: 275868 [PubMed - indexed for MEDLINE]

Sequential analysis in subnanomolar amounts of peptides. Determination of the

. structure of a habituation-induced brain peptide (ameletin).

Burzynski SR.
Anal Biochem. 1976 Feb;70(2):359-65. No abstract available.
PMID: 1267130 [PubMed - indexed for MEDLINE]

Biological active peptides in human urine: lll. Inhibitors of the growth of human
leukemia, osteosarcoma, and Hela cells.

Burzynski SR, Loo TL, Ho DH, Rao PN, Georgiades G, Kratzenstein H.

Physiol Chem Phys. 1976;8(1):13-22.

PMID: 1066715 [PubMed - indexed for MEDLINE]

Antineoplastons: biochemical defense against cancer.

- Burzynski SR.

Physiol Chem Phys. 1976;8(3):275-9. No abstract available.
PMID: 1013179 [PubMed - indexed for MEDLINE]

Urinary peptides in muscular dustrophy. 3. Studies on chick embryo fibroblast cultures.

- Gross S, Galicka N, Burzynski SR, Stolzmann Z.

Physiol Chem Phys. 1976;8(2):161-6. No abstract available.
PMID: 988599 [PubMed - indexed for MEDLINE]

Quantitative analysis of amino acids and peptides in the femtomolar range.
Burzynski SR.

Anal Biochem. 1975 May 12;65(1-2):93-99. No abstract available.

PMID: 1130705 [PubMed - indexed for MEDLINE]

Biologically active peptides in human urine: 1l. Effect on intestinal smooth muscle and

- heart.

Burzynski SR, Ungar AL, Lubanski E.
Physiol Chem Phys. 1974;6(5):457-68. No abstract available.
PMID: 4548759 [PubMed - indexed for MEDLINE]

Biologically active peptides in human urine. 1. Isolation of a group of medium-sized

. peptides.

Burzynski SR.
Physiol Chem Phys. 1973;5(5):437-47. No abstract available.
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PMID: 4775589 [PubMed - indexed for MEDLINE]

[Free amino acids in serum of obese children].

- Szajner-Milart |, Burzynski S, Paczos-Chadyma E, Czerniak Z.

Endokrynol Pol. 1970;21(6):611-7. Polish. No abstract available.
PMID: 5531748 [PubMed - indexed for MEDLINE]

Bound amino acids in serum of patients with chronic renal insufficiency.
Burzynski S.

Clin Chim Acta. 1969 Aug;25(2):231-7. No abstract available.

PMID: 5801388 [PubMed - indexed for MEDLINE]

Free amino acids in serum of patients with chronic renal insufficiency.
Czerniak Z, Burzyniski S.

Clin Chim Acta. 1969 Jun;24(3):367-72. No abstract available.

PMID: 5797414 [PubMed - indexed for MEDLINE]

Investigations on unknown ninhydrin-reacting substances in human blood serum. .

- Attempts at identification of 3 such substances.

Burzynski S.
Experientia. 1969 May 15;25(5):490-1. No abstract available.
PMID: 5796158 [PubMed - indexed for MEDLINE]

[Quantitative determination of amino acids in human blood with the use of our method

and Beckman's "amino acid analyser"].

Krzeczkowska I, Czerniak Z, Burzyniski S.

Pol Arch Med Wewn. 1968;40(2):223-8. Polish. No abstract available.
PMID: 5669683 [PubMed - indexed for MEDLINE]

[The application of the photometry of negative printed chromatograms for guantitative

- determination of free_ amino acids in the blood of healthy people].

Krzeczkowska I, Czerniak Z, Burzyniski S.
Ann Univ Mariae Curie Sklodowska Med. 1966;21:313-22. Polish. No abstract available.
PMID: 5996263 [PubMed - indexed for MEDLINE]

[Quantitative determination of amino acids using photometry of negative printed

. chromatograms].

Krzeczkowska I, Burzyiski S, Czerniak Z.
Ann Univ Mariae Curie Sklodowska Med. 1966;21:125-34. Polish. No abstract available.
PMID: 5996246 [PubMed - indexed for MEDLINE]

[Eree and bound amino acids in some _edible mushrooms. 3. Determination of content
of free_ and bound amino _acids in edible mushrooms: Cantharellus cibarius Fr.,
Armillaria mellea Vahl and Agaricus campestris Fr].

Krzeczkowska I, Czerniak Z, Burzyniski S.
Ann Univ Mariae Curie Sklodowska Med. 1965;20:302-12. Polish. No abstract available.
PMID: 5896096 [PubMed - indexed for MEDLINE]

[Studies on the possibility of determination of mushroom species according to the
composition of their amino acids].

Krzeczkowska I, Burzyiski S, Czerniak Z.
Ann Univ Mariae Curie Sklodowska Med. 1965;20:221-9. Polish. No abstract available.
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) [Bound amino acids of some edible mushrooms].

65. Krzeczkowska |, Czerniak Z, Burzynski S.
Ann Univ Mariae Curie Sklodowska Med. 1964;19:329-36. Polish. No abstract available.
PMID: 5893108 [PubMed - indexed for MEDLINE]

) [Free amino acids of some edible mushrooms].

66. Krzeczkowska |, Burzynski S, Czerniak Z.
Ann Univ Mariae Curie Sklodowska Med. 1964;19:321-8. Polish. No abstract available.
PMID: 5893107 [PubMed - indexed for MEDLINE]
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Study List:

Study 1:
Title: A Randomized Study of Antineoplaston Therapy vs. Temozolomide in Subjects With Recurrent and / or Progressive
Optic Pathway Glioma
Recruitment: Not yet recruiting
Study Results: No Results Available
Conditions: Optic Nerve Glioma
Interventions: Drug: TemozolomidelDrug: Antineoplaston A1@ and Antineoplaston AS2-1 (ANP)
URL: http://ClinicalTrials.gov/show/NCT01260103
Study 2:
Title: Antineoplaston Therapy in Treating Patients With Metastatic Prostate Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Prostate Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003533
Study 3:
Title: Antineoplaston Therapy in Treating Patients With Refractory Stage IV Prostate Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Prostate Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003534
Study 4:
Title: Antineoplaston Therapy in Treating Patients With Stage III or Stage IV Prostate Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Prostate Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003516
Study 5:
Title: Antineoplaston Therapy in Treating Patients With Low-Grade Non-Hodgkin's Lymphoma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Lymphoma
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003499
Study 6:
Title: Antineoplaston Therapy in Treating Patients With Refractory or Recurrent Intermediate-Grade Stage II, Stage
III, or Stage IV Non-Hodgkin's Lymphoma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Lymphoma
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003500
Study 7:
Title: Antineoplaston Therapy in Treating Patients With Recurrent or Refractory High-Grade Stage II, Stage III, or
Stage IV Non-Hodgkin's Lymphoma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Lymphoma
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003501
Study 8:
Title: Antineoplaston Therapy in Treating Patients With Ependymoma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003479
Study 9:
Title: Antineoplaston Therapy in Treating Patients With Meningioma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@|Drug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003483
Study 10:
Title: Antineoplaston Therapy in Treating Patients With Advanced Mesothelioma
Recruitment: Terminated
Study Results: No Results Available

Conditions: Malignant Mesothelioma



Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1

URL: http://ClinicalTrials.gov/show/NCT00003508
Study 11:
Title: Antineoplaston Therapy in Treating Patients With Glioblastoma Multiforme
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003456
Study 12:
Title: Antineoplaston Therapy in Treating Patients With Brain Tumors
Recruitment: Recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@|Drug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003457
Study 13:
Title: Antineoplaston Therapy in Treating Children With Brain Tumors
Recruitment: Recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003458
Study 14:
Title: Antineoplaston Therapy in Treating Patients With Multiple Myeloma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Multiple Myeloma and Plasma Cell Neoplasm
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003511
Study 15:
Title: Antineoplaston Therapy in Treating Patients With Glioblastoma Multiforme
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003474
Study 16:
Title: Antineoplaston Therapy in Treating Patients With Stomach Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Gastric Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003524
Study 17:
Title: Antineoplaston Therapy in Treating Patients With Anaplastic Astrocytoma
Recruitment: Recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@|Drug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003470
Study 18:
Title: Antineoplaston Therapy in Treating Patients With Colon Cancer
Recruitment: Withdrawn
Study Results: No Results Available
Conditions: Stage IV Colon Cancerl|Recurrent Colon Cancerl|Adenocarcinoma of the Colon
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1|Procedure: alternative product therapylProcedure:

biological therapyl|Procedure: biologically based therapies|Procedure: cancer prevention interventionl|Procedure: complementary and
alternative therapyl|Procedure: differentiation therapy

URL: http://ClinicalTrials.gov/show/NCT00003486
Study 19:
Title: Antineoplaston Therapy in Treating Patients With Stage IV Melanoma
Recruitment: Completed
Study Results: No Results Available
Conditions: Melanoma (Skin)
Interventions: Drug: antineoplaston A1@|Drug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003509
Study 20:
Title: Antineoplaston Therapy in Treating Patients With Soft Tissue Sarcoma
Recruitment: Active, not recruiting
Study Results: No Results Available

Conditions: Sarcoma



Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1

URL: http://ClinicalTrials.gov/show/NCT@0003521
Study 21:
Title: Antineoplaston Therapy in Treating Patients With Brain Stem Glioma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003459
Study 22:
Title: Antineoplaston Therapy in Treating Children With Visual Pathway Glioma
Recruitment: Recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003477
Study 23:
Title: Antineoplaston Therapy in Treating Children With Primitive Neuroectodermal Tumors
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003460
Study 24:
Title: Antineoplaston Therapy in Treating Women With Advanced Breast Cancer
Recruitment: Withdrawn
Study Results: No Results Available
Conditions: Stage IV Breast CancerlRecurrent Breast Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1|Procedure: alternative product therapylProcedure:

biological therapyl|Procedure: biologically based therapies|Procedure: cancer prevention interventionl|Procedure: complementary and
alternative therapyl|Procedure: differentiation therapy

URL: http://ClinicalTrials.gov/show/NCT00003455
Study 25:
Title: Antineoplaston Therapy in Treating Children With Low-Grade Astrocytoma
Recruitment: Recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003468
Study 26:
Title: Antineoplaston Therapy in Treating Patients With Recurrent or Refractory Oligodendroglioma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003472
Study 27:
Title: Antineoplaston Therapy in Treating Children With Primary Malignant Brain Tumors
Recruitment: Recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003476
Study 28:
Title: Antineoplaston Therapy in Treating Patients With Cancer of the Esophagus
Recruitment: Terminated
Study Results: No Results Available
Conditions: Esophageal Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003487
Study 29:
Title: Antineoplaston Therapy in Treating Patients With Stage IV Kidney Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Kidney Cancer|Transitional Cell Cancer of the Renal Pelvis and Ureter
Interventions: Drug: antineoplaston A1@|Drug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003520
Study 30:
Title: Antineoplaston Therapy in Treating Patients With Stage IV Pancreatic Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available

Conditions: Pancreatic Cancer



Interventions:

URL:

Study 31:
Title:
Recruitment:

Study Results:

Conditions:

Interventions:

URL:

Study 32:
Title:
Recruitment:
Study Results:
Conditions:
Interventions:
URL:

Study 33:
Title:
Recruitment:
Study Results:
Conditions:
Interventions:
URL:

Study 34:
Title:
Recruitment:
Study Results:
Conditions:
Interventions:
URL:

Study 35:
Title:
Recruitment:
Study Results:
Conditions:
Interventions:
URL:

Study 36:
Title:
Recruitment:
Study Results:
Conditions:
Interventions:
URL:

Study 37:
Title:
Recruitment:
Study Results:
Conditions:
Interventions:
URL:

Study 38:
Title:
Recruitment:
Study Results:
Conditions:
Interventions:
URL:

Study 39:
Title:
Recruitment:
Study Results:
Conditions:
Interventions:

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT@0003531

Antineoplaston Therapy in Treating Patients With Low-Grade Astrocytoma
Active, not recruiting

No Results Available

Brain and Central Nervous System Tumors

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT00003471

Antineoplaston Therapy in Treating Patients With Stage IV Lung Cancer
Active, not recruiting

No Results Available

Lung Cancer

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT00003491

Antineoplaston Therapy in Treating Patients With Residual or Recurrent Anaplastic Astrocytoma
Recruiting

No Results Available

Brain and Central Nervous System Tumors

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT@0003537

Antineoplaston Therapy in Treating Patients With Primary Malignant Brain Tumors
Recruiting

No Results Available

Brain and Central Nervous System Tumors

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT@0003475

Antineoplaston Therapy in Treating Women With Stage IV Breast Cancer
Active, not recruiting

No Results Available

Breast Cancer

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT00003454

Antineoplaston Therapy in Treating Patients With Recurrent or Refractory Mixed Gliomas
Recruiting

No Results Available

Brain and Central Nervous System Tumors

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT00003473

Antineoplaston Therapy in Treating Patients With Metastatic or Unresectable Colon Cancer
Active, not recruiting

No Results Available

Colorectal Cancer

Drug: antineoplaston A1@|Drug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT00003485

Antineoplaston Therapy in Treating Patients With Cancer of Unknown Primary Origin
Active, not recruiting

No Results Available

Carcinoma of Unknown Primary

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
http://ClinicalTrials.gov/show/NCT@0003526

Antineoplaston Therapy in Treating Patients With Primary Central Nervous System Lymphoma

Withdrawn

No Results Available

Primary Central Nervous System Lymphoma

Drug: antineoplaston A1@IDrug: antineoplaston AS2-1|Procedure: alternative product therapylProcedure:

biological therapyl|Procedure: biologically based therapies|Procedure: cancer prevention intervention|Procedure: complementary and
alternative therapyl|Procedure: differentiation therapy

URL:

Study 40:
Title:
Recruitment:
Study Results:
Conditions:

http://ClinicalTrials.gov/show/NCT00003505

Antineoplaston Therapy in Treating Patients With Cancer of the Small Intestine
Active, not recruiting

No Results Available

Small Intestine Cancer



Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1

URL: http://ClinicalTrials.gov/show/NCT@0003522
Study 41:
Title: Antineoplaston Therapy in Treating Patients With Stage IV Adrenal Gland Cancer
Recruitment: Recruiting
Study Results: No Results Available
Conditions: Adrenocortical Carcinoma
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003453
Study 42:
Title: Antineoplaston Therapy in Treating Patients With Metastatic, Recurrent, or Refractory Neuroblastoma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Neuroblastoma
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003513
Study 43:
Title: Antineoplaston Therapy in Treating Patients With Mantle Cell Lymphoma
Recruitment: Withdrawn
Study Results: No Results Available
Conditions: Contiguous Stage II Mantle Cell LymphomalNoncontiguous Stage II Mantle Cell LymphomalStage III Mantle Cell
Lymphoma|Stage IV Mantle Cell LymphomalRecurrent Mantle Cell Lymphoma
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1|Procedure: alternative product therapylProcedure:

biological therapyl|Procedure: biologically based therapies|Procedure: cancer prevention intervention|Procedure: complementary and
alternative therapyl|Procedure: differentiation therapy

URL: http://ClinicalTrials.gov/show/NCT00003502
Study 44:
Title: Antineoplaston Therapy in Treating Patients With Advanced Head and Neck Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Head and Neck Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003489
Study 45:
Title: Antineoplaston Therapy in Treating Children With Recurrent or Refractory High-Grade Glioma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003535
Study 46:
Title: Antineoplaston Therapy in Treating Patients With Recurrent or Refractory Waldenstrom's Macroglobulinemia
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: LymphomaMultiple Myeloma and Plasma Cell Neoplasm
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003512
Study 47:
Title: Antineoplaston Therapy in Treating Patients With Recurrent or Stage IV Lung Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Lung Cancer
Interventions: Drug: antineoplaston A1@|Drug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003494
Study 48:
Title: Antineoplaston Therapy in Treating Patients With Recurrent or Stage IV Lung Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Lung Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003495
Study 49:
Title: Antineoplaston Therapy in Treating Patients With Stage III or Stage IV Ovarian Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Ovarian Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT@0003532
Study 50:
Title: Antineoplaston Therapy in Treating Patients With Stage IV Lung Cancer
Recruitment: Active, not recruiting

Study Results: No Results Available



Conditions: Lung Cancer

Interventions: Drug: antineoplaston A1@|Drug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003492
Study 51:
Title: Antineoplaston Therapy in Treating Patients With Non-Hodgkin's Lymphoma
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Lymphoma
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003498
Study 52:
Title: Antineoplaston Therapy in Treating Children With Rhabdoid Tumor of the Central Nervous System
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Brain and Central Nervous System Tumors
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003469
Study 53:
Title: Antineoplaston Therapy in Treating Patients With Stage IV Non-Small Cell Lung Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Lung Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003497
Study 54:
Title: Antineoplaston Therapy in Treating Patients With Recurrent or Extensive-Stage Small Cell Lung Cancer
Recruitment: Active, not recruiting
Study Results: No Results Available
Conditions: Lung Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1
URL: http://ClinicalTrials.gov/show/NCT00003496
Study 55:
Title: Antineoplaston Therapy in Treating Patients With Stage III or Stage IV Prostate Cancer
Recruitment: Withdrawn
Study Results: No Results Available
Conditions: Adenocarcinoma of the ProstatelStage III Prostate Cancerl|Stage IV Prostate Cancerl|Recurrent Prostate Cancer
Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-11Drug: bicalutamidelDrug: flutamidel|Drug: leuprolide

acetatelProcedure: alternative product therapylProcedure: antiandrogen therapylProcedure: biological therapyl|Procedure: biologically
based therapies|Procedure: cancer prevention interventionl|Procedure: complementary and alternative therapyl|Procedure: differentiation
therapy |Procedure: endocrine therapyl|Procedure: hormone therapy

URL: http://ClinicalTrials.gov/show/NCT00003517
Study 56:

Title: Antineoplaston Therapy in Treating Patients With Metastatic, Recurrent, or Refractory Primitive
Neuroectodermal Tumors

Recruitment: Active, not recruiting

Study Results: No Results Available

Conditions: Sarcoma

Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1

URL: http://ClinicalTrials.gov/show/NCT@0003515
Study 57:

Title: Antineoplaston Therapy in Treating Patients With Stage IV Cancer of the Cervix and/or Vulva

Recruitment: Active, not recruiting

Study Results: No Results Available

Conditions: Cervical Cancer|Vulvar Cancer

Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1

URL: http://ClinicalTrials.gov/show/NCT@@003525
Study 58:

Title: Antineoplaston Therapy in Treating Patients With Stage IV Bladder Cancer or Stage IV Newly Diagnosed,
Incurable Bladder Cancer

Recruitment: Active, not recruiting

Study Results: No Results Available

Conditions: Bladder Cancer

Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1

URL: http://ClinicalTrials.gov/show/NCT00003452
Study 59:

Title: Antineoplaston Therapy in Treating Patients With Neuroendocrine Tumor That Is Metastatic or Unlikely to
Respond to Surgery or Radiation Therapy

Recruitment: Withdrawn

Study Results: No Results Available

Conditions: Merkel Cell CarcinomalIslet Cell CarcinomalNeuroendocrine CarcinomalPituitary Tumor

Interventions: Drug: antineoplaston A1@IDrug: antineoplaston AS2-1|Procedure: alternative product therapylProcedure:

biological therapylProcedure: biologically based therapies|Procedure: cancer prevention intervention|Procedure: complementary and
alternative therapyl|Procedure: differentiation therapy



URL: http://ClinicalTrials.gov/show/NCT00003514

Study 60:

Title: Antineoplaston Therapy in Treating Patients With Primary Liver Cancer

Recruitment: Active, not recruiting

Study Results: No Results Available

Conditions: Liver Cancer

Interventions: Drug: antineoplaston A1Q

URL: http://ClinicalTrials.gov/show/NCT00003530
Study 61:

Title: Methotrexate With or Without Antineoplaston Therapy in Treating Postmenopausal Women With Advanced Refractory
Breast Cancer

Recruitment: Withdrawn

Study Results: No Results Available

Conditions: Stage IV Breast CancerlRecurrent Breast Cancer

Interventions: Drug: antineoplaston A1@|Drug: methotrexatel|Procedure: alternative product therapyl|Procedure: biological

therapy|Procedure: biologically based therapies|Procedure: cancer prevention interventionl|Procedure: chemotherapy!|Procedure:
complementary and alternative therapyl|Procedure: differentiation therapy
URL: http://ClinicalTrials.gov/show/NCT00003536
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Progressive Optic Pathway Glioma

Phase: Phase IlI

Type: Treatment

Status: Approved-not yet active

Age: 6 months to 17 years

Sponsor: Other

Protocol IDs: BRI-BT-54, NCT01260103

s

Antineoplaston Therapy in Treating Patients With Stage IV Adrenal Gland Cancer

Phase: Phase Il

Type: Treatment

Status: Active

Age: 6 months and over

Sponsor: Other

Protocol IDs: CDR0000066485, BC-AD-2, NCT00003453
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Antineoplaston Therapy in Treating Patients With Brain Tumors

Phase: Phase Il

Type: Treatment

Status: Active

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066489, BC-BT-9, NCT00003457
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Antineoplaston Therapy in Treating Children With Brain Tumors

Phase: Phase I

Type: Treatment

Status: Active

Age: 6 months to 17 years

Sponsor: Other

Protocol IDs: CDR0000066490, BC-BT-10, NCT00003458
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Protocol IDs: CDR0000066504, BC-BT-13, NCT00003468
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Phase: Phase Il

Type: Treatment

Status: Active

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066507, BC-BT-15, NCT00003470
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Phase: Phase I

Type: Treatment

Status: Active

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066510, BC-BT-18, NCT00003473
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(Do

Antineoplaston Therapy in Treating Children With Primary Malignant Brain Tumors

Phase: Phase I

Type: Treatment

Status: Active

Age: 6 months to 17 years

Sponsor: Other

Protocol IDs: CDR0000066513, BC-BT-22, NCT00003476
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View Content for: Display: a
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() Full Trial Description (o]
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Results 1-42 of 42 for your search:
Drug: antineoplaston A10, antineoplaston AS2-1
Find trials that include: Any drugs shown
Trial Status: Closed
Hide Search Criteria
Help with Resuts
N - (Phaseof Trial | ~) 50 &)
(JSelect All on Page Sort by: | Phaseof Trial | Show [ 50 + | Results per Page [ Go |
1. Phase Il Study of Antineoplastons A10 and AS2-1 in Patients with Recurrent or Refractory Malignant
(1) Astrocytoma
Phase: Phase I
Type: Treatment
Status: Completed
Age: 18 and over
Sponsor: NCI
Protocol IDs: MSKCC-93105A1, MAYO-937201, NCI-95-C-0005, NCI-T93-0143C, NCI-T93-0078D,
T93-0078
2. Antineoplaston Therapy in Treating Patients With Brain Stem Glioma
0
Phase: Phase I
Type: Treatment
Status: Closed
Age: 6 months and over
Sponsor: Other
Protocol IDs: CDR0000066491, BC-BT-11, NCT00003459
3. Antineoplaston Therapy in Treating Patients With Ependymoma
0
Phase: Phase I
Type: Treatment
Status: Closed
Age: 6 months and over
Sponsor: Other
Protocol IDs: CDR0000066516, BC-BT-24, NCT00003479
4. Antineoplaston Therapy in Treating Patients With Glioblastoma Multiforme
0
Phase: Phase Il
Type: Treatment
Status: Closed
Age: 18 and over
Sponsor: Other
Page 1 of 7

http://www.cancer.gov/clinicaltrials /search/results?protocolsearchid=10124447


http://www.cancer.gov/
http://www.cancer.gov/global/contact
http://www.cancer.gov/
http://www.cancer.gov/cancertopics
http://www.cancer.gov/clinicaltrials
http://www.cancer.gov/statistics
http://www.cancer.gov/researchandfunding
http://www.cancer.gov/newscenter
http://www.cancer.gov/aboutnci
http://www.cancer.gov/common/popUps/PopEmail.aspx?title=Clinical+Trials+Search+Results&invokedFrom=1&docurl=%2fclinicaltrials%2fsearch%2fresults%3fprotocolsearchid%3d10124447&language=en&a=-69S7999094&b=621x00
https://cissecure.nci.nih.gov/livehelp/welcome.asp
http://www.cancer.gov/clinicaltrials/search-form-help
http://www.cancer.gov/clinicaltrials/learningabout
http://www.cancer.gov/cancertopics/pdq/cancerdatabase#clinical_trial
http://www.cancer.gov/dictionary
http://www.cancer.gov/drugdictionary
http://www.cancer.gov/clinicaltrials/search
http://www.cancer.gov/clinicaltrials/search-form-help/page3
http://www.cancer.gov/clinicaltrials/search-form-help/page3#1
javascript:toggleSearchCriteria()
http://www.cancer.gov/clinicaltrials/search/view?cdrid=63296&version=HealthProfessional&protocolsearchid=10124447
http://www.cancer.gov/clinicaltrials/search/view?cdrid=650490&version=HealthProfessional&protocolsearchid=10124447
http://www.cancer.gov/clinicaltrials/search/view?cdrid=650493&version=HealthProfessional&protocolsearchid=10124447
http://www.cancer.gov/clinicaltrials/search/view?cdrid=652157&version=HealthProfessional&protocolsearchid=10124447
http://www.cancer.gov/espanol

Clinical Trials Search Results - National Cancer Institute 2/10/12 3:45 PM

Protocol IDs: CDR0000066511, BRI-BT-20, NCT00003474

Antineoplaston Therapy in Treating Women With Stage |V Breast Cancer

Do

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066486, BC-BR-12, NCT00003454

Antineoplaston Therapy in Treating Patients With Glioblastoma Multiforme

Do

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066488, BRI-BT-7, NCT00003456

Antineoplaston Therapy in Treating Patients With Low-Grade Astrocytoma

[0~

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066508, BC-BT-16, NCT00003471

Antineoplaston Therapy in Treating Patients With Meningioma

(]

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066521, BC-BT-28, NCT00003483

Antineoplaston Therapy in Treating Patients With Metastatic or Unresectable Colon Cancer

[Jwo

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066523, BC-CO-2, NCT00003485

10. Antineoplaston Therapy in Treating Patients With Advanced Head and Neck Cancer

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 16 and over

Sponsor: Other

Protocol IDs: CDR0000066527, BC-HN-2, NCT00003489

11. Antineoplaston Therapy in Treating Patients With Stage IV Lung Cancer

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066530, BC-LA-3, NCT00003491

12. Antineoplaston Therapy in Treating Patients With Recurrent or Stage IV_Lung Cancer

Phase: Phase I
Type: Treatment
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Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066533, BC-LA-5, NCT00003494

Antineoplaston Therapy in Treating Patients With Recurrent or Stage 1V Lung Cancer

o0&

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066534, BC-LA-6, NCT00003495

Antineoplaston Therapy in Treating Patients With Recurrent or Extensive-Stage Small Cell Lung
Cancer

OR

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066535, BC-LA-7, NCT00003496

15. Antineoplaston Therapy in Treating Patients With Stage IV Non-Small Cell Lung Cancer

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066536, BC-LA-10, NCT00003497

16. Antineoplaston Therapy in Treating Patients With Refractory or Recurrent Intermediate-Grade Stage I,
(1) Stage lll, or Stage IV Non-Hodgkin's Lymphoma

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066540, BC-LY-7, NCT00003500

17. Antineoplaston Therapy in Treating Patients With Recurrent or Refractory High-Grade Stage Il, Stage
() 1, or Stage IV Non-Hodgkin's Lymphoma

-

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066541, BC-LY-8, NCT00003501

18. Antineoplaston Therapy in Treating Patients With Recurrent or Refractory Waldenstrom's
() Macroglobulinemia

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066555, BC-MW-2, NCT00003512

19. Antineoplaston Therapy in Treating Patients With Metastatic, Recurrent, or Refractory Primitive
() Neuroectodermal Tumors

-

Phase: Phase I

Type: Treatment
Status: Closed

Age: 6 months and over
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Sponsor: Other
Protocol IDs: CDR0000066558, BC-PN-2, NCT00003515

20. Antineoplaston Therapy in Treating Patients With Stage 1l or Stage IV Prostate Cancer

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066559, BC-PR-5, NCT00003516

21. Antineoplaston Therapy in Treating Patients With Stage IV Kidney Cancer

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066564, BC-RN-2, NCT00003520

22. Antineoplaston Therapy in Treating Patients With Soft Tissue Sarcoma

Phase: Phase I

Type: Treatment

Status: Closed

Age: 6 months and over

Sponsor: Other

Protocol IDs: CDR0000066565, BC-SA-2, NCT00003521

23. Antineoplaston Therapy in Treating Patients With Cancer of the Small Intestine

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066566, BC-SI-2, NCT00003522

Antineoplaston Therapy in Treating Patients With Stomach Cancer

o

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066568, BC-ST-2, NCT00003524

25. Antineoplaston Therapy in Treating Patients With Stage IV_Cancer of the Cervix and/or Vulva

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066569, BC-UC-2, NCT00003525

26. Antineoplaston Therapy in Treating Patients With Primary Liver Cancer

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 14 and over

Sponsor: Other

Protocol IDs: CDR0000066577, BC-HE-2, NCT00003530

27. Antineoplaston Therapy in Treating Patients With Stage Il or Stage 1V _Ovarian Cancer

Phase: Phase I
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Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066579, BC-OV-2, NCT00003532

Antineoplaston Therapy in Treating Patients With Metastatic Prostate Cancer

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066580, BC-PR-4, NCT00003533

. Antineoplaston Therapy in Treating Patients With Refractory Stage IV _Prostate Cancer

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066581, BC-PR-8, NCT00003534

Antineoplaston Therapy in Treating Patients With Stage IV Bladder Cancer or Stage 1V Newly
Diagnosed, Incurable Bladder Cancer

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066483, BC-BL-2, NCT00003452

. Antineoplaston Therapy in Treating Children With Primitive Neuroectodermal Tumors

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 6 months to 17 years

Sponsor: Other

Protocol IDs: CDR0000066492, BC-BT-12, NCT00003460

. Antineoplaston Therapy in Treating Children With Rhabdoid Tumor of the Central Nervous System

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 6 months to 17 years

Sponsor: Other

Protocol IDs: CDR0000066505, BC-BT-14, NCT00003469

. Antineoplaston Therapy in Treating Patients With Recurrent or Refractory Oligodendroglioma

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066509, BC-BT-17, NCT00003472

. Antineoplaston Therapy in Treating Patients With Stage IV Lung Cancer

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066531, BC-LA-4, NCT00003492
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O

. Antineoplaston Therapy in Treating Patients With Non-Hodgkin's Lymphoma

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066537, BC-LY-3, NCT00003498

. Antineoplaston Therapy in Treating Patients With Low-Grade Non-Hodgkin's Lymphoma

Phase: Phase I

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066538, BC-LY-6, NCT00003499

. Antineoplaston Therapy in Treating Patients With Stage IV_Melanoma

Phase: Phase Il

Type: Treatment

Status: Completed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066552, BC-ME-2, NCT00003509

. Antineoplaston Therapy in Treating Patients With Multiple Myeloma

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066554, BC-MM-2, NCT00003511

. Antineoplaston Therapy in Treating Patients With Metastatic, Recurrent, or Refractory Neuroblastoma

Phase: Phase I

Type: Treatment

Status: Closed

Age: 6 months and over

Sponsor: Other

Protocol IDs: CDR0000066556, BC-NB-2, NCT00003513

. Antineoplaston Therapy in Treating Patients With Cancer of Unknown Primary Origin

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 6 months and over

Sponsor: Other

Protocol IDs: CDR0000066570, BC-UP-2, NCT00003526

o

Antineoplaston Therapy in Treating Patients With Stage 1V _Pancreatic Cancer

Phase: Phase Il

Type: Treatment

Status: Closed

Age: 18 and over

Sponsor: Other

Protocol IDs: CDR0000066578, BC-PA-2, NCT00003531

08

Antineoplaston Therapy in Treating Children With Recurrent or Refractory High-Grade Glioma

Phase: Phase I

Type: Treatment

Status: Closed

Age: 6 months to 17 years
Sponsor: Other
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Protocol IDs: CDR0000066582, BC-BT-6, NCT00003535
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FORWARD LOOKING STATEMENTS

This report contains forward-looking statements, including statements regarding future
financial performance and results and other statements that are not historical facts. Such statements are
included in “Business,” “Management’s Discussion and Analysis of Financial Condition and Results
of Operations” and elsewhere in this report. When used in this report, words such as “may,” “will,”
“should,” “could,” “anticipate,” “believe,” “expect,” “estimate,” “intend,” “plan,” “predict,”
“potential,” “continue” and similar expressions are intended to identify forward-looking statements
within the meaning of Section 27A of the Securities Act of 1933, as amended, and Section 21E of the
Securities Exchange Act of 1934, as amended. Although the Company believes that the expectations
reflected in these forward-looking statements are reasonable, there can be no assurance that actual
results or developments anticipated by the Company will be realized or, even if realized, that they will
have the expected effects on its business or operations. Actual results could differ materially from
those contemplated by the forward-looking statements as a result of certain factors beyond the
Company’s control including: the ability to develop safe and efficacious drugs, the failure to achieve
positive clinical trials, the failure to successfully commercialize our products, competition and
technological change and existing and future regulations affecting our business.

Table of Contents

PART I
ITEM 1. BUSINESS
General

Burzynski Research Institute, Inc. (the “Company”) was incorporated under the laws of the
State of Delaware in 1984 in order to engage in the research, production, marketing, promotion and
sale of certain medical chemical compounds composed of growth-inhibiting peptides, amino acid
derivatives and organic acids which are known under the trade name “Antineoplastons.” The Company
believes Antineoplastons are useful in the treatment of human cancer and is currently conducting Phase
Il clinical trials of Antineoplastons relating to the treatment of cancer. Antineoplastons have not been
approved for sale or use by the Food and Drug Administration of the United States Department of
Health and Human Services (“FDA”) or anywhere in the world. In the event Antineoplastons receive
such approval and are registered in the United States, Canada, or Mexico, of which there can be no
assurance, the Company will commence commercial operations, which shall include the production,
marketing, promotion and sale of Antineoplastons in the United States, Canada, or Mexico. In 2004,
the FDA approved the designation of Antineoplastons as an “orphan drug” under the Orphan Drug Act
of 1983. See “—Orphan Drug Designation” below for a detailed description of this designation and its
meaning. The Company currently provides Antineoplastons solely for the use of Stanislaw R.
Burzynski, M.D., Ph.D. (“Dr. Burzynski”) in clinical research.

The Company has not generated any significant operating revenue since its inception. The
Company’s sole source of funding for its operations has been and continues to be payments made by
Dr. Burzynski from funds generated from Dr. Burzynski’s medical practice pursuant to various
arrangements between the Company and Dr. Burzynski. See “Certain Relationships and Related
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Transactions, and Director Independence.” The Company reports funds pursuant to such
arrangements as additional paid-in capital. See “Management’s Discussion and Analysis of Financial
Condition and Results of Operations.” The Company does not expect to generate significant operating
revenue until such time, if any, as Antineoplastons are approved for use and sale by the FDA.
However, the Company may seek additional funding for operations through the sale of its securities.

Antineoplastons

Dr. Burzynski commenced his cancer research in 1967 focusing on the isolation of various
biochemicals produced by the human body as part of the body’s possible defense against cancer. In the
course of his research, Dr. Burzynski identified certain peptides, amino acid derivatives and organic
acids in these biochemicals which appear to inhibit the growth of cancer cells. These derivatives were
given the name “Antineoplastons” by Dr. Burzynski.

Antineoplastons are found in the bodily fluids of humans and food and were initially isolated
by Dr. Burzynski from normal human blood and urine. Dr. Burzynski believes these substances
counteract the development of cancerous growth through a biochemical process which does not inhibit
the growth of normal tissues. To date, Dr. Burzynski has developed six formulations of natural
Antineoplastons and six synthetic formulations of Antineoplastons. All of the Phase Il clinical trials
currently sponsored by the Company involve the use of four formulations of synthetic Antineoplastons
known as A10 and AS2-1 in capsules and injections. The Company is also conducting laboratory
research involving new generations of Antineoplastons A10 and AS2-1.

Orphan Drug Designation

On September 7, 2004, the FDA granted “orphan drug” status to the Company’s
Antineoplastons under the Orphan Drug Act of 1983. In enacting the Orphan Drug Act of 1983,
Congress sought to provide incentives to promote the development of drugs for the treatment of rare
diseases. A drug may be considered for orphan drug designation if the drug is intended to treat a rare
disease or condition affecting fewer than 200,000 people in the United States or, even if the drug treats
a disease affecting more than 200,000 people in the United States, the drug is not expected to be
profitable from sales in the United States. Subject to applicable laws and regulations, the first sponsor
to obtain FDA marketing approval for a drug with orphan drug designation for the designated disease
or condition receives limited marketing exclusivity for seven years; no other sponsor may bring to
market the “same drug” for the treatment of the same disease or condition for a period of seven years
from the date the application is approved by the FDA. A drug with orphan drug designation must meet
the same criteria for safety and efficacy as a drug without orphan drug designation.

Please see “—Government Regulation” for a complete description of the regulatory approval process
with the FDA and other regulatory agencies.

Table of Contents

Phase Il Clinical Trials

The Company began Phase Il clinical studies in 1994 with four studies. At that time, a
number of patients were also receiving Antineoplastons at Dr. Burzynski’s clinic in Houston, Texas
(the “Burzynski Clinic”) outside these clinical trials. On February 23, 1996, the FDA requested that all
then-current patients of the Burzynski Clinic desiring to continue Antineoplaston treatment be
admitted to a Phase Il Study, according to Protocol CAN-1. This action resulted in the formation of
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six cohorts of patients in the CAN-1 study, with the largest group suffering from primary brain
tumors. New patients either were admitted to the CAN-1 study or have been admitted to one of the
other studies sponsored by the Company, as appropriate.

The Company currently sponsors two ongoing Phase 1l clinical trials that are open for
enrollment, which are conducted pursuant to investigational new drug applications (“INDs”) filed with
the FDA and approved by an Institutional Review Board (“IRB”) designated according to federal
regulations.

All clinical trials are for the treatment of a wide variety of cancers using only a combination
of Antineoplastons A10 and AS2-1. Most of the trials involve the use of intravenous formulations of
Antineoplastons; however, a few trials use oral formulations. Dr. Burzynski acts as principal
investigator for all clinical trials pursuant to a Royalty Agreement between the Company and
Dr. Burzynski. See “Certain Relationships and Related Transactions, and Director Independence.” All
of the clinical trials are conducted at the Burzynski Clinic. Each trial provides for the admission of up
to 40 patients, except the CAN-1 study, in which 133 patients were enrolled. Please see “—Active
Phase Il Clinical Trials™ for a list of all of these clinical trials.

Prior to approving a New Drug Application (“NDA”), the FDA requires that a drug’s safety
and efficacy be demonstrated in “well-controlled” clinical trials. Several types of controls are
acceptable to the FDA. One of these is a “Historic Control.” Under a “Historic Control” if the course of
a disease is well-known, the response of patients taking a drug can be compared to a historic group of
patients with that disease who have not had medical intervention. For example, it is known that the
tumors of patients suffering from primary malignant brain tumors (“PMBT”) will continue to grow,
eventually causing the patient’s death. If a drug is administered to a patient with PMBT and the tumors
of the patient disappear or shrink significantly, an assumption is made that there has been a response to
the drug.

All of the Company’s clinical trials, except one, involve the use of Historic Controls. Further,
all trials except the CAN-1 study are “prospective clinical trials” (“PCT”). A PCT is a clinical trial
wherein patients are accrued into and follow the clinical trial protocol from the very beginning of the
trial. A retrospective trial is a trial in which data from patients treated prior to the start of a clinical
trial is considered. Results of retrospective trials are, in most instances, not acceptable to the FDA. In
addition, there are no clinical trials being conducted that involve “double blind” studies and all but one
clinical trial involve no randomization into multiple treatment groups.

The ultimate goal of any treatment for cancer is patient survival. However, the FDA has
determined that requiring exhaustive data showing improved patient survival may unnecessarily delay
the approval of new cancer drugs. For that reason, the FDA may grant marketing approval for a new
drug product on the basis of adequate and well-controlled clinical trials establishing that the drug has
an effect on a surrogate endpoint (“Milestone”) that is reasonably likely to predict clinical benefit.
Each of the Company’s Phase Il trials describes such Milestones which are used to determine success
or failure of the treatment employed. In most of the trials, the Milestones are radiographic evidence of
tumor shrinkage by X-ray, computer aided tomography or magnetic resonance imaging. Where
appropriate, tumor markers such as Prostate Specific Antigen, blood counts, or bone marrow biopsy
are used in order to assess a tumor’s growth.

Where tumor size is used as the Milestone, each clinical trial protocol that is open for
enrollment describes a “complete response” as a complete disappearance of all tumors with no
reoccurrence of tumors for at least four weeks. A “partial response” is described as at least a 50%
reduction in total tumor size, with such reduction lasting at least four weeks. An “objective response”
is described as either a complete or partial response for protocols BT-08, BT-09, BT-11, BT-12, BT-
13, BT-15, BT-18, BT-21 and BT-23. “Stable disease” is described as less than 50% reduction in size
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but no more than 50% increase in size of the tumor mass, lasting for at least twelve weeks.

The protocols of the Company’s clinical trials involve a two-stage design, wherein the first
stage proceeds until the Company admits twenty patients into the trial. After a specified time period, if
there are zero responses by the first twenty patients, the trial will be discontinued and the drug declared
to have less than desired activity. If there is at least one response, the trial will be continued until forty
patients have been accrued. If the study continues, the following conclusions according to protocols
based on forty patients can be made: If there are three or fewer responses, then there is less than
desired activity. If there are four or more responses, then there is sufficient evidence to conclude that
the Antineoplaston regimen used shows beneficial activity.

4
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As of May 1, 2011 certain prospective clinical trials have reached a Milestone. These are:

- Protocol BT-07, involving the study of Antineoplastons A10 and AS2-1 in patients with
glioblastoma multiforme, not treated with radiation therapy or chemotherapy.

- Protocol BT-08, involving the study of Antineoplastons A10 and AS2-1 in patients with
anaplastic astrocytoma.

- Protocol BT-09, involving the study of Antineoplastons A10 and AS2-1 in patients with
brain tumors.

- Protocol BT-11, involving the study of Antineoplastons A10 and AS2-1 in patients with
brainstem glioma.

- Protocol BT-12, involving the study of Antineoplastons A10 and AS2-1 in children with
primitive neuroectodermal tumors (PNET).

- Protocol BT-13, involving the study of Antineoplastons A10 and AS2-1 in children with
low grade astrocytoma, a type of PMBT.

- Protocol BT-15, involving the study of Antineoplastons A10 and AS2-1 in adult patients
with anaplastic astrocytoma, a type of PMBT.

- Protocol BT-18, involving a study of Antineoplastons A10 and AS2-1 in the treatment of
“mixed glioma,” a type of PMBT.

- Protocol BT-20, involving the study of Antineoplastons A10 and AS2-1 in patients with
glioblastoma multiforme, which recurred after standard radiation and/or chemotherapy.

- Protocol BT-21, involving the study of Antineoplastons A10 and AS2-1 in adults with
primary malignant brain tumors.

- Protocol BT-23, involving a study of Antineoplastons A10 and AS2-1 in children with
visual pathway glioma.

There can be no assurance that the results of any of these trials can be repeated or that the
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other clinical trials will result in the same or similar responses.

The results of Protocols BT-07, BT-08, BT-09, BT-11, BT-12, BT-13, BT-15, BT-18, BT-
20, BT-21 and BT-23 are set forth below (as of May 1, 2011).

Number and
Number and Number and Percentage of
Percentage of Number and Percentage of Patients
Patients Showing Percentage of Patients Showing
Protocol  Patients Evaluable Complete Patients Showing Showing Stable Progressive
Number Accrued Patients Response Partial Response Disease Disease
BT-07 40 24 2 83% 1 4.2% 3 125% 18 75.0%
BT-08 19 14 4 286% O 0.0% 6 429% 4 28.6%
BT-09 40 26 4 154% 6 23.1% 11 42.3% 5 19.2%
BT-11 40 28 5 17.9% 4 143% 12 42.9% 7 25.0%
BT-12 13 11 3 27.3% 1 9.1% 3 27.3% 4 36.4%
BT-13 11 9 5 55.6% 1 11.1% 3 33.3% 0 0.0%
BT-15 27 20 3 15.0% 2 10.0% 9 45.0% 6 30.0%
BT-18 20 13 3 23.1% 1 1.7% 3 23.1% 6 46.2%
BT-20 40 22 1 45% 1 45% 12 54.5% 8 36.4%
BT-21 40 23 2 87% 2 8.7% 9 39.1% 10 43.5%
BT-23 12 8 3 375% 1 12.5% 3 37.5% 1 12.5%

The Phase 11 Study according to Protocol CAN-1 included 35 evaluable brain tumor patients.
Complete and partial responses were obtained in patients diagnosed with glioblastoma multiforme,
astrocytoma, oligodendroglioma, mixed glioma, medulloblastoma, and malignant meningioma. The
treatment with Antineoplastons A10 and AS2-1 resulted in 48.6% cases of objective responses and
31.4% cases of stable disease. The largest group of evaluable patients involved in the study had
glioblastoma multiforme. Six of the cases were classified as complete and partial responses, four
obtained stabilization and four developed progression of the disease.

Notwithstanding the response results of the trials that have reached a Milestone, management
believes it is likely that the FDA may require additional clinical trials based upon such protocols to be
conducted by an institution not affiliated with the Company or Dr. Burzynski before advising that an
NDA filing is warranted. In addition, the FDA has indicated it will not accept the efficacy

5
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data, but will accept toxicity data generated by the Phase |1 study according to Protocol CAN-1
because the trial was partially retrospective. At this time, the Company cannot predict if and/or when it
will submit an NDA to the FDA, nor can the Company estimate the number or type of additional trials
the FDA may require. Further, there can be no assurance that an NDA for Antineoplastons, as a
treatment for cancer, will ever be approved by the FDA.

No assurance can be given that any new IND for clinical tests on humans will be approved
by the FDA for human clinical trials on cancer or other diseases, that the results of such human clinical
trials will prove that Antineoplastons are safe or effective in the treatment of cancer or other diseases,
or that the FDA would approve the sale of Antineoplastons in the United States.

Open for Enrollment Phase 11 Clinical Trials
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The following table sets forth the title of each active Protocol and the number of persons
currently enrolled in each study. All of the following trials are Phase 11 studies and, except as
otherwise indicated, are of Antineoplastons A10 and AS2-1 in patients with the conditions listed. For
purposes of this table, active means that the study is still under open enrollment. In addition, all of the
studies listed have a maximum of 40 patients who may ultimately participate in the study. The
information in this table is updated as of May 1, 2011.

Title of Number of
Protocol Subject of Protocol Persons Enrolled
BT-10 Children with Brain Tumors 25
BT-22 Children with Primary Malignant Brain Tumors 7

Phase 111 Clinical Trials

On January 13, 2009, the Company announced that it has reached an agreement with the
FDA that enables the Company to move forward immediately with a pivotal Phase 11 clinical trial of
combination Antineoplaston therapy plus radiation therapy in patients with newly-diagnosed, diffuse,
intrinsic brainstem glioma. The agreement was made under the FDA’s Special Protocol Assessment
procedure and means that the design and planned analysis of the Phase 11 study is acceptable to
support a regulatory submission seeking new drug approval.

On February 23, 2010, the Company entered into an agreement with Cycle Solutions, Inc.,
dba ResearchPoint (“Research Point”) to initiate and manage a pivotal Phase 111 clinical trial of
combination Antineoplastons A10 and AS2-1 plus radiation therapy (RT) in patients with newly-
diagnosed, diffuse, intrinsic brainstem glioma. Research Point is currently conducting a feasibility
assessment. Research Point has secured interest and commitment from a number of sites selected.
Upon completion of this assessment, a randomized, international Phase 111 study will commence. The
study’s objective is to compare overall survival of children with newly-diagnosed, diffuse, intrinsic
brainstem glioma (DBSG) who receive combination Antineoplastons A10 and AS2-1 plus RT versus
RT alone.

Government Regulation

The FDA imposes substantial requirements upon, and conditions precedent to, the
introduction of therapeutic drug products through lengthy and detailed laboratory and clinical testing
procedures, sampling activities and other costly and time consuming procedures. To obtain FDA
approval for Antineoplastons, we must submit extensive preclinical and clinical data and supporting
information to the FDA to establish the safety and efficacy of Antineoplastons. The approval process
takes many years, requires the expenditure of substantial resources and may involve ongoing
requirements for post-marketing studies. Additional government regulation may be established that
could prevent or delay regulatory approval of Antineoplastons. Moreover, there can be no assurance
that the Company can satisfy FDA requirements to gain approval for Antineoplastons in the United
States or that FDA approval for the sale of Antineoplastons in the United States will be obtained. If
regulatory approval is granted, the approval may include significant limitations on the indicated uses
for which Antineoplastons may be marketed.

The effect of the FDA drug approval process for Antineoplastons may impose costly
procedures upon the Company’s activities which may furnish a competitive advantage to the other
companies that compete with the Company in the field of cancer treatment drugs. The extent of
potentially adverse government regulations which might arise from future legislation or administrative
action cannot be predicted.

The Investigational New Drug Application Process in the United States is governed by
regulations established by the FDA which strictly control the use and distribution of investigational
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drugs in the United States. The guidelines require that an IND, filed by a sponsor, contain sufficient
information to justify administering the drug to humans, that the application include relevant
information on the chemistry, pharmacology and toxicology of the drug derived from chemical,
laboratory and animal or in vitro testing, and that a protocol be provided for the initial study of the
new drug to be conducted on humans.
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In order to conduct a clinical trial of a new drug in humans, a sponsor must prepare and
submit to the FDA a comprehensive IND. Such application must contain an investigator’s brochure, a
description of the composition, manufacture and control of the drug substance and the drug product,
sufficient information to assure the proper identification, quality, purity and strength of the
investigational drug, a description of the drug substance, including its physical, chemical, and
biological characteristics, the general method of preparation of the drug substance, a list of all
components including interactive ingredients, adequate information about pharmacological and
toxicological studies of the drug involving laboratory animals or in vitro tests on the basis of which the
sponsor has concluded that it is reasonably safe to conduct the proposed clinical investigation and a
summary of any previous human experience with the drug. Where there has been widespread use of
the drug outside of the United States or otherwise, it is possible in some limited circumstances to use
well-documented clinical experience in place of some other pre-clinical work.

The focal point of the IND is on the general investigational plan and the protocols for specific
human studies. The plan is carried out in three phases: Phase I includes the initial introduction of an
investigational new drug into humans and may be conducted in patients or normal volunteer subjects.
The studies are closely monitored to determine the metabolism and pharmacologic actions of the drug
in humans, the potential side effects and, if possible, to gain early evidence on effectiveness. During
Phase | testing, sufficient information about the drug is gathered to design well-controlled,
scientifically valid Phase 1l studies. Phase Il includes controlled clinical studies conducted to evaluate
the effectiveness of the drug for a particular indication in patients with the disease or condition under
study and to determine the common short-term side effects and risks associated with the drug. Phase |1
studies are controlled, closely monitored and conducted in a relatively small number of patients,
usually involving no more than several hundred subjects. Phase 111 includes expanded controlled and
uncontrolled trials and are intended to gather the additional information about effectiveness and safety
that is needed to evaluate the overall benefit-risk relationship of the drug and to provide an adequate
basis for physician labeling. Phase 111 studies usually include anywhere from several hundred to
several thousand subjects.

An IND will automatically become effective 30 days after receipt by the FDA, unless before
that time the FDA raises concerns about issues such as the conduct of the trials as outlined in the IND.
After the IND becomes effective, the investigation is permitted to proceed, during which the sponsor
must keep the FDA informed of new studies, including animal studies, make progress reports on the
study or studies covered by the IND, and also be responsible for informing FDA and clinical
investigators immediately of unforeseen serious side effects or injuries. There can be no assurance that
Phase I, Phase Il or Phase I11 testing will be completed successfully by the Company within any
specified period of time, if at all. Furthermore, the Company or the FDA may suspend clinical trials at
any time on various grounds, including a finding that the subjects or patients are being exposed to an
unacceptable health risk.

Assuming successful completion of the clinical studies, the results of the studies, together
with other detailed information, including, among other information, details concerning the
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manufacture and composition of the drug, proposed labeling, environmental impact and the scientific
rationale for the drug, its intended use and the potential benefits of the drug product, are submitted to
the FDA in the form of an NDA requesting approval to market the drug. If the FDA finds the NDA
submission and the manufacturing process to be acceptable, the FDA will issue an approval letter. If
the FDA does not find the NDA submission or the manufacturing process to be sufficient, it will issue
a “not approvable letter” describing the deficiencies in the NDA and allowing the NDA applicant to
either amend the NDA, withdraw the NDA or request a hearing. Even if the NDA is amended or a
hearing is held, the FDA ultimately may decide that the NDA does not satisfy the regulatory criteria
for approval. In addition, as a result of the Company’s use of Milestones to predict the benefits of
Antineoplastons, the FDA may subject any such approval to the requirement that the Company study
the drug further, to verify and describe its clinical benefit (Phase IV testing). Further, the FDA may
also impose post-marketing restrictions on Antineoplastons. The FDA may withdraw approval of any
drug if the Phase IV trials fail to verify clinical benefit, use of the drugs demonstrates that post-
marketing restrictions are inadequate to assure safe use of the drug, the Company fails to adhere to the
post-marketing restrictions agreed upon, the promotional materials are false or misleading or other
evidence demonstrates that the drug is not shown to be safe or effective under its conditions of use.

The testing and approval process requires substantial time, effort and financial resources, and
there can be no assurance that any approval will be granted for any product or that approval will be
granted according to any schedule. Moreover, if regulatory approval of a drug is granted, the approval
will be limited to specific indications. There can be no assurance that any of the Company’s product
candidates will receive regulatory approvals for commercialization.

The FDA has implemented an accelerated review process for pharmaceutical agents that treat
serious or life-threatening disease and conditions, subject to payment of user fees. Approval may be
conditioned on a requirement that, following product launch, a company continue to study the drug to
verify and describe its clinical benefit. Under “fast track” procedures, the FDA may withdraw
approval on an expedited basis if the company fails to show due diligence in conducting post-
marketing clinical trials or if the post-approval clinical trials fail to demonstrate that the product is safe
or effective. When appropriate, the Company intends to pursue opportunities for accelerated review of
its products. The Company cannot predict the ultimate effect of this review process on the timing or
likelihood of FDA review of any of its products.
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Please see “—Orphan Drug Designation” for a description of the FDA’s orphan drug
designation under the Orphan Drug Act of 1983 as it applies to the Company’s Antineoplastons.

Even if the regulatory approvals for the Company’s products are obtained, its products and its
manufacturing facility are subject to continuous review and periodic inspection. The FDA will require
post-marketing reporting to monitor the safety of the Company’s products. The Company’s drug
manufacturing facility must be inspected and approved by the FDA and must comply with the FDA’s
current good manufacturing practice regulations, which are strictly enforced. Full technical compliance
requires manufacturers to expend funds, time and effort in the area of production and quality control.
In addition, discovery of problems with a product after approval or failure to comply with applicable
FDA or other applicable regulatory requirements may result in restrictions on a product, manufacturer,
or holder of an approved NDA, including restrictions on the product, manufacturer or facility,
including warning letters, suspension of regulatory approvals, operating restrictions, delays in
obtaining new product approvals, withdrawal of the product from the market, product recalls, fines,
injunctions and criminal prosecution. New government requirements may be established that could
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delay or prevent regulatory approval of the Company’s products under development.

The Company’s research and development involves the controlled use of hazardous materials,
chemicals and various radioactive compounds. Although the Company believes its procedures for
handling and disposing of those materials comply with state and federal regulations, the risk of
accidental contamination or injury from these materials cannot be eliminated. If an accident of this
type occurs, the Company could be held liable for resulting damages, which could be material to its
financial condition and business. The Company is also subject to numerous environmental, health and
workplace safety laws and regulations, including those governing laboratory procedures and the
handling of biohazardous materials. Additional federal, state and local laws and regulations affecting
the Company may be adopted in the future. Any violation of these laws and regulations, and the cost
of compliance, could materially and adversely affect the Company. The Company spends
approximately $40,000 per year on environmental compliance matters and expects to spend
approximately $5,000 for repairs and upgrades during the fiscal year ending February 28, 2012.

Research And Development

The Company’s principal research and development efforts currently focus on
Antineoplastons. The anticancer activity of these compounds has been documented in preclinical
studies employing the methods of cell culture, pharmacology, cell biology, molecular biology,
experimental therapeutics and animal models of cancer. At the level of Phase Il clinical studies, the
Company believes the anticancer activity of Antineoplastons is supported by preliminary results from
ongoing, FDA-authorized, Phase Il clinical trials.

The cellular mechanism underlying the anticancer effects of Antineoplastons continues to be
investigated in both the Company’s own basic preclinical research program and in independent
laboratories around the world. A review of this work suggests several mechanisms that may underlie
the antineoplastic activity of Antineoplastons. For example, it has been found, in cell culture
experiments, that Antineoplastons induce pathologically undifferentiated cancer cells to assume a more
normal state of differentiation. Cell culture experiments have also shown that Antineoplaston
components can kill some cancer cells by activating the cell’s intrinsic “suicide” program. It must be
noted that data collected in cell culture experiments may or may not indicate the mechanism of action
of Antineoplastons in humans.

At a more molecular or sub-cellular level, cell culture experiments have shown that
Antineoplastons can block biochemical pathways involving oncogenes required to produce abnormal
cell growth. In addition, cell culture experiments have shown that Antineoplastons can increase the
expression of anticancer tumor suppressor genes. Although these experiments were conducted using
human cancer cells, they may or may not indicate the mechanism of Antineoplaston action in humans.

In addition to the original family of Antineoplaston compounds (the “Parental Generation™),
the Company continues its development of a second generation of Antineoplastons. In cell culture
experiments, the second generation Antineoplastons, which were developed by the Company, have
been shown to be significantly more potent than the Parental Generation.

The Company is also developing a third generation of structurally altered Antineoplastons
that the Company believes will exhibit markedly improved anticancer activity in human cancer cell
lines that have been resistant to the Parental Generation. However, increases of antineoplastic activity
in cell culture experiments may or may not translate into increased efficacy in humans.

The Company is also involved in ongoing studies examining the pharmacokinetics

(absorption, distribution, metabolism, and excretion) and pharmacodynamics (dose-response) of
Antineoplastons in patients with neoplastic disease.
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The Company uses various scientific reagents from several different suppliers to conduct its
research activities.
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Total research and development costs for the fiscal years ended February 28, 2011 and
February 28, 2010 were approximately $4,780,000 and $4,480,000, respectively.

Intellectual Property

Since 1984, eight patents involving the formulation, preparation, manufacture, production,
use, dosage and treatment of cancer with Antineoplastons (the “Patents”) have been issued to
Dr. Burzynski by the United States Patent Office and the Patent Offices of 34 other countries. The
Patents for cancer treatment and diagnosis in the United States and Canada are licensed to the
Company pursuant to a License Agreement dated June 29, 1983, as superseded by an Amended
License Agreement dated April 24, 1989 and a Second Amended License Agreement dated March 1,
1990 (collectively, the “License Agreement”). Pursuant to the License Agreement, the Company holds
an exclusive right in the United States, Canada, and Mexico (the “Territory”) to use, manufacture,
develop, sell, distribute, sub-license and otherwise exploit all of Dr. Burzynski’s rights, title, and
interests, including patent rights, in Antineoplastons in the treatment and diagnosis of cancer. See
“Certain Relationships and Related Transactions, and Director Independence.” The Company will
not be able to exploit such rights until such time as Antineoplastons are approved, of which there can
be no assurance, by the FDA for sale in the United States. The License Agreement is to continue in
effect until the expiration of the last Patent that was licensed under the agreement or termination
pursuant to certain other provisions. The Company and Dr. Burzynski also entered into a Royalty
Agreement, dated March 25, 1997, and a First Amended Royalty Agreement, dated September 29,
1997 (collectively, the “Royalty Agreement”), pursuant to which Dr. Burzynski will receive a royalty
interest from all future sales, distribution, and manufacture of Antineoplastons by the Company. The
Company owns, pursuant to the License Agreement, exclusive rights to eight issued United States
Patents, four issued Canadian Patents and one issued Mexican Patent.

The five initial United States Patents (the “Initial Patents”) relate to: (i) Determination of
Antineoplastons in body tissue or fluids as a testing procedure to aid in the diagnosis of cancer;
(ii) Processes for the preparation of purified fractions of Antineoplastons from human urine;
(iii) Processes for the synthetic production of Antineoplastons and methods of treating neoplastic
disease (cancer); (iv) Administration of Antineoplastons to humans; and (v) Methods of synthesizing
A-10. The last of the Initial Patents expired on January 11, 2009, however, the Company does not
believe the expiration of any of the Initial Patents will have a material adverse effect on the Company.

The sixth United States Patent (the “2000 U.S. Patent”) covers Liposomal Antineoplaston
therapies with markedly improved anti-cancer activity. The 2000 U.S. Patent expires on May 14,
2017.

The seventh United States Patent (the “2001 U.S. Patent”) is for a treatment regimen for the
administration of phenylacetylglutamine, phenylacetylisoglutamine, and/or phenylacetate. The 2001
U.S. Patent expires on July 23, 2018.

The eighth United States Patent (the “2005 U.S. Patent”) relates to a divisional application to
the 2001 U.S. Patent. The 2005 U.S. Patent issued in September 2005 and will expire July 31, 2018.
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The four Canadian Patents (the “Canadian Patents™) relate to: (i) Processes for the
preparation of purified fractions of Antineoplastons from human urine, (ii) Processes for the synthetic
production of Antineoplastons and methods of treating neoplastic disease (cancer), (iii) Liposomal
formulation of Antineoplastons and (iv) Treatment regimen for the administration of
phenylacetylglutamine. The Canadian Patents expired or will expire on June 4, 2002, November 14,
2006, May 14, 2017 and July 2, 2019, respectively; however, the Company does not believe the
expiration of the Canadian Patents will have a material adverse effect on the Company.

The Mexican Patent relates to a treatment regimen for the administration of
phenylacetylglutamine. This patent will expire in the year 2019.

The Company also depends upon unpatented proprietary technology, and may determine in
appropriate circumstances that its interest would be better served by reliance upon trade secrets or
confidentiality agreements rather than patents.

The Company’s success will depend in part on its ability to enforce patent protection for its
products, preserve its trade secrets, and operate without infringing on the proprietary rights of third
parties in the United States, Canada, and Mexico. Because of the substantial length of time and
expense associated with bringing new products through development and regulatory approval to the
marketplace, the pharmaceutical and biotechnology industries place considerable importance on
obtaining and maintaining patent and trade secret protection for new technologies, products and
processes. There can be no assurance that the Company will develop additional products and methods
that are patentable or that present or future patents will provide sufficient protection to the Company’s
present or future technologies, products and processes. In addition, there can be no assurance that
others will not independently develop substantially equivalent proprietary information, design around
the Company’s patents or obtain access to the Company’s know-how or that others will not
successfully challenge the validity of the Company’s patents or be issued patents which

9
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may prevent the sale of one or more of the Company’s product candidates, or require licensing and the
payment of significant fees or royalties by the Company to third parties in order to enable the
Company to conduct its business. Legal standards relating to the scope of claims and the validity of
patents in the fields in which the Company is pursuing research and development are still evolving, are
highly uncertain and involve complex legal and factual issues. No assurance can be given as to the
degree of protection or competitive advantage any patents issued to the Company will afford, the
validity of any such patents or the Company’s ability to avoid violating or infringing any patents issued
to others. Further, there can be no guarantee that any patents issued to or licensed by the Company will
not be infringed by the products of others. Litigation and other proceedings involving the defense and
prosecution of patent claims can be expensive and time-consuming, even in those instances in which
the outcome is favorable to the Company, and can result in the diversion of resources from the
Company’s other activities. An adverse outcome could subject the Company to significant liabilities to
third parties, require the Company to obtain licenses from third parties or require the Company to
cease any related research and development activities or sales.

The Company depends upon the knowledge, experience and skills (which are not patentable)
of its key scientific and technical personnel. To protect its rights to its proprietary information, the
Company requires all employees, consultants, advisors and collaborators to enter into confidentiality
agreements which prohibit the disclosure of confidential information to anyone outside the Company
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and require disclosure and assignment to the Company of their ideas, developments, discoveries and
inventions. There can be no assurance that these agreements will effectively prevent the unauthorized
use or disclosure of the Company’s confidential information.

ANTINEOPLASTON® is a trademark registered with the U.S. Patent and Trademark Office.
Competition

There are many companies, universities, research teams and scientists, both private and
government-sponsored, that are engaged in research to produce cancer treatment agents and that have
greater financial resources and larger research staffs and facilities than the Company. In addition, there
are other companies and entities, both private and government-sponsored, that are engaged in research
aimed at compounds similar or related to the Company’s Antineoplastons. To the extent that the
United States Government also conducts research or supports other companies or individuals in their
research, such companies or individuals may have a competitive advantage over the Company.

Employees

As of May 1, 2011, the Company had three employees, all of whom were full-time
employees. None of the Company’s employees is a party to a collective bargaining agreement. The
Company considers the relations with its employees to be good.

ITEM 2. PROPERTIES

The Company does not own or invest in real estate, interests in real estate, real estate
mortgages or securities of or interests in persons primarily engaged in real estate activities.

The Company conducts its business in premises owned by Dr. Burzynski and his wife,
Dr. Barbara Burzynski (the “Burzynskis™). Pursuant to arrangements with the Burzynskis (see
“Certain Relationships and Related Transactions, and Director Independence—Research Funding
Arrangements”), the Company occupies (i) 675 square feet at 12707 Trinity Drive, Stafford, Texas for
office, laboratory and medical research purposes and (ii) 540 square feet at 9432 Old Katy Road,
Suite 200 for its executive offices. Management of the Company believes that each of these properties
is adequately covered by insurance.

10
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ITEM LEGAL PROCEEDINGS
3.

The Company’s activities are subject to regulation by various governmental agencies,
including the FDA, which regularly monitor the Company’s operations and often impose requirements
on the conduct of its clinical trials and other aspects of the Company’s business operations. The
Company’s policy is to comply with all such regulatory requirements. From time to time, the
Company is also subject to potential claims by patients and other potential claimants commonly arising
out of the operation of a medical practice. The Company seeks to minimize its exposure to claims of
this type wherever possible.

Currently, the Company is not a party to any material pending legal proceedings. Moreover,
the Company is not aware of any such legal proceedings that are contemplated by governmental
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authorities with respect to the Company or any of its properties.

ITEM REMOVED AND RESERVED
4.

PART Il

ITEM MARKET FOR REGISTRANT’S COMMON EQUITY; RELATED
5. STOCKHOLDER MATTERS AND ISSUER PURCHASES OF EQUITY
SECURITIES

Since October 15, 2001, the Company’s Common Stock has remained in good standing for
trading on the OTCBB. Nevertheless, a public trading market having the characteristics of depth,
liquidity and orderliness depends upon the existence of market makers as well as the presence of
willing buyers and sellers, which are circumstances over which the Company does not have control.
There can be no assurance that the market will provide significant liquidity for the Company’s
Common Stock. As a result, an investment in the Company’s Common Stock may be highly illiquid.
Investors may not be able to sell their shares readily or at all when the investor needs or desires to sell.

The following table sets forth closing high and low bid prices of the shares of Common Stock
of the Company for the periods indicated (as reported by OTC Markets Group Inc.).

Price Range
High Low

Fiscal year ended February 28, 2010

First Quarter $ 018 $ 0.07

Second Quarter 0.18 0.04

Third Quarter 0.21 0.11

Fourth Quarter 0.20 0.12
Fiscal year ended February 28, 2011

First Quarter $ 022 $ o011

Second Quarter 0.17 0.08

Third Quarter 0.15 0.08

Fourth Quarter 0.15 0.11

The quotations set forth above reflect inter-dealer prices, without retail mark-up, mark-down
or commission, and may not represent actual transactions.

On June 1, 2009, the Company approved the issuance of 60,000 shares of the Company’s
Common Stock as compensation for services rendered to the Company and valued at approximately
$9,400. The shares were sold pursuant to an exemption from registration under Section 4(2) of the
Securities Act of 1933, as amended, to a single accredited investor and did not involve a public
offering, and were issued to such investor on June 2, 2010.

As of May 1, 2011, there were approximately 2,000 holders of record of the Company’s
Common Stock, as shown on the records of the Transfer Agent and Registrar of the Common Stock.
Since many shares may be held by investors in nominee names, such as the name of their broker or
their broker’s nominee, the number of record holders often bears little relationship to the number of
beneficial owners of the Common Stock.

The Company has never paid cash dividends on its Common Stock and the Board of
Directors intends to retain all of its earnings, if any, to finance the development and expansion of its
business. However, there can be no assurance that the Company can successfully expand its
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operations, or that such expansion will prove profitable. Future dividend policy will depend upon the
Company’s earnings, capital requirements, financial condition and other factors considered relevant by
the Company’s Board of Directors.
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ITEM 6. SELECTED FINANCIAL DATA
None.

ITEM MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION
7. AND RESULTS OF OPERATIONS

The following is a discussion of the financial condition of the Company as of February 28,
2011 and February 28, 2010 and the results of operations for the fiscal years ended February 28, 2011
and February 28, 2010. It should be read in conjunction with the financial statements and the notes
thereto included elsewhere in this report. The following discussion contains forward-looking
statements.

Introduction

The Company has generated no significant revenue since its inception, and does not expect to
generate any operating revenues until such time, if any, as Antineoplastons are approved for use and
sale by the FDA. The Company’s sole source of funding is Dr. Burzynski, who funds the Company’s
operations from his medical practice pursuant to certain agreements between Dr. Burzynski and the
Company. See “Certain Relationships and Related Transactions, and Director Independence.” Funds
received by the Company from Dr. Burzynski are reported as additional paid-in capital to the
Company.

The Company is primarily engaged as a research and development facility of Antineoplaston
drugs currently being tested for use in the treatment of cancer, and provides consulting services. The
Company is currently conducting two FDA-approved clinical trials. The Company holds the exclusive
right in the United States, Canada and Mexico to use, manufacture, develop, sell, distribute, sublicense
and otherwise exploit all the rights, titles and interest in Antineoplaston drugs used in the treatment of
cancer, once the drugs are approved for sale by the FDA. See “Certain Relationships and Related
Transactions, and Director Independence.”

Results Of Operations
Fiscal Year Ended February 28, 2011 Compared to Fiscal Year Ended February 28, 2010

Research and development costs were approximately $4,780,000 and $4,480,000 for the
fiscal years ended February 28, 2011 and 2010, respectively. The increase of $300,000 or 7% was due
to an increase in personnel cost of $395,000, an increase in consulting and quality control costs of
$28,000, and an increase in other research and development costs of $8,000, offset by a decrease in
material costs of $101,000 and a decrease in facility and equipment costs of $30,000.

General and administrative expenses were approximately $250,000 and $349,000 for the

fiscal years ended February 28, 2011 and 2010, respectively. The decrease of $99,000 or 28% was
due to a decrease in legal and professional fees of $56,000, and a decrease in other general and
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administrative expenses of $43,000.

The Company had net losses of approximately $5,031,000 and $4,831,000 for the fiscal years
ended February 28, 2011 and 2010, respectively. The increase in the net loss from 2010 to 2011 was
primarily due to an overall increase in research and development cost offset by an overall decrease in
general and administrative expenses of the Company described above. As of February 28, 2011, the
Company had a total stockholders’ deficit of $(51,000).

Liquidity and Capital Resources

The Company’s operations have been funded entirely by Dr. Burzynski with funds generated
from Dr. Burzynski’s medical practice. Effective March 1, 1997, the Company entered into a Research
Funding Agreement with Dr. Burzynski (the “Research Funding Agreement™), pursuant to which the
Company agreed to undertake all scientific research in connection with the development of new or
improved Antineoplastons for the treatment of cancer and Dr. Burzynski agreed to fund the Company’s
Antineoplaston research for that purpose. Under the Research Funding Agreement, the Company hires
such personnel as is required to conduct Antineoplaston research, and Dr. Burzynski funds the
Company’s research expenses, including expenses to conduct the clinical trials. Dr. Burzynski also
provides the Company laboratory and research space as needed to conduct the Company’s research
activities. The Research Funding Agreement also provides that Dr. Burzynski may fulfill his funding
obligations in part by providing the Company such administrative support as is necessary for the
Company to manage its business. Dr. Burzynski pays the full amount of the Company’s monthly and
annual budget of expenses for the operation of the Company, together with other unanticipated but
necessary
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expenses which the Company incurs. In the event the research results in the approval of any additional
patents for the treatment of cancer, Dr. Burzynski shall own all such patents, but shall license to the
Company the patents based on the same terms, conditions and limitations as are in the current license
between Dr. Burzynski and the Company. Dr. Burzynski has unlimited and free access to all
equipment which the Company owns, so long as such use does not conflict with the Company’s use of
such equipment, including without limitation, all equipment used in the manufacturing of
Antineoplastons used in the clinical trials. The amounts which Dr. Burzynski is obligated to pay under
the agreement shall be reduced dollar for dollar by the following: (1) any income which the Company
receives for services provided to other companies for research and/or development of other products,
less such identifiable marginal or additional expenses necessary to produce such income, or (2) the net
proceeds of any stock offering or private placement which the Company receives during the term of the
agreement up to a maximum of $1,000,000 in a given Company fiscal year.

The Company entered into a third amendment to the Research Funding Agreement, effective
March 1, 2007, whereby the Company and Dr. Burzynski extended the term thereof until February 28,
2008, with an automatic renewal for an additional one-year term, unless one party notifies the other
party at least thirty days prior to the expiration of the term of the agreement of its intention not to
renew the agreement. Subject to the foregoing, the term of the Research Funding Agreement has
renewed and extended until February 28, 2011, which extended term is also automatically renewable
for an additional one-year term unless one party notifies the other party at least thirty days prior to the
expiration of the term of the agreement of its intention not to renew the agreement.

The Research Funding Agreement automatically terminates in the event that Dr. Burzynski
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owns less than fifty percent of the outstanding shares of the Company, or is removed as President
and/or Chairman of the Board of the Company, unless Dr. Burzynski notifies the Company in writing
of his intention to continue the agreement notwithstanding this automatic termination provision.

The Company estimates that it will spend approximately $5.0 million in the fiscal year
ending February 28, 2012. The Company estimates that ninety-five percent (95%) of this amount will
be spent on research and development and the continuance of FDA -approved clinical trials. While the
Company anticipates that Dr. Burzynski will continue to fund the Company’s research and FDA -
related costs, there is no assurance that Dr. Burzynski will be able to continue to fund the Company’s
operations pursuant to the Research Funding Agreement or otherwise. However, because the net assets
available to Dr. Burzynski from his personal assets and the assets of his medical practice currently
exceed the Company’s projected twelve-month funding requirements, the Company believes
Dr. Burzynski will be financially able to fund the Company’s operations at least through the fiscal year
ending February 28, 2012. In addition, Dr. Burzynski’s medical practice has successfully funded the
Company’s research activities over the last 26 years and, in 1997, his medical practice was expanded
to include traditional cancer treatment options such as chemotherapy, immunotherapy, hormonal
therapy and gene targeted therapy in response to FDA requirements that cancer patients utilize more
traditional cancer treatment options in order to be eligible to participate in the Company’s
Antineoplaston clinical trials. As a result of the expansion of Dr. Burzynski’s medical practice, the
financial condition of the medical practice has improved Dr. Burzynski’s ability to fund the
Company’s operations.

Because the Company currently is entirely dependent upon the contributions for research
provided by Dr. Burzynski under the Research Funding Agreement, the Company would not be able to
continue conducting its clinical trials if Dr. Burzynski ceased funding the Company’s research. In such
event, the Company would be required to find immediate funding which may not be available on
acceptable terms or at all. If this were to occur and the Company were not able to find adequate
sources of funding, the Company would be required to cease operations. Even with Dr. Burzynski’s
continued contributions under the Research Funding Agreement, the Company may be required to
seek additional capital through equity or debt financing or the sale of assets until the Company’s
operating revenues are sufficient to cover operating costs and provide positive cash flow; however,
there can be no assurance that the Company will be able to raise such additional capital on acceptable
terms to the Company. In addition, there can be no assurance that the Company will ever achieve
positive operating cash flow.

ITEM FINANCIAL STATEMENTS AND SUPPLEMENTARY DATA
8.

The Company’s Annual Financial Statements, Notes to Financial Statements and the report
of Pannell Kerr Forster of Texas, P.C., independent registered public accounting firm, with respect

thereto, referred to in the Table of Contents to the Financial Statements, appear elsewhere in this
report beginning on Page F-1.

ITEM  CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON
9. ACCOUNTING AND FINANCIAL DISCLOSURE

None.
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ITEM 9A(T). CONTROLS AND PROCEDURES

() Evaluation of Disclosure Controls and Procedures. Within the 90 days prior to the date of
this report, the Company carried out an evaluation, under the supervision and with the participation of
the Company’s management, including the Company’s principal executive officer and principal
financial officer, of the effectiveness of the Company’s disclosure controls and procedures pursuant to
Rule 13a-14 under the Securities Exchange Act of 1934, as amended. Based upon that evaluation, the
Company’s principal executive officer and principal financial officer concluded that the Company’s
disclosure controls and procedures are effective and designed to ensure that the information required to
be included in periodic Securities and Exchange Commission filings is recorded, processed,
summarized and reported on a timely basis. A controls system cannot provide absolute assurance,
however, that the objectives of the controls system are met, and no evaluation of controls can provide
absolute assurance that all control issues and instances of fraud, if any, within a company have been
detected.

Management’s Annual Report on Internal Control over Financial Reporting. The Company’s
management is responsible for establishing and maintaining adequate internal control over financial
reporting (as defined in Rule 13a-15(f) under the Exchange Act). Our internal control over financial
reporting is a process designed to provide reasonable assurance regarding the reliability of financial
reporting and the preparation of financial statements for external purposes in accordance with
accounting principles generally accepted in the United States.

Because of its inherent limitations, internal control over financial reporting may not prevent
or detect misstatements. Therefore, even those systems determined to be effective can provide only
reasonable assurance of achieving their control objectives.

The Company’s management, with the participation of the Company’s principal executive
officer and principal financial officer, evaluated the effectiveness of the Company’s internal control
over financial reporting as of February 28, 2011. In making this assessment, the Company’s
management used the criteria set forth by the Committee of Sponsoring Organizations of the Treadway
Commission (COSO) in Internal Control — Integrated Framework. Based on this evaluation, the
Company’s management, with the participation of the principal executive officer and principal
financial officer, concluded that, as of February 28, 2011, the Company’s internal control over
financial reporting was effective.

This annual report does not include an attestation report of the Company’s registered public
accounting firm regarding internal control over financial reporting. Management’s report was not
subject to attestation by the Company’s registered public accounting firm pursuant to temporary
rules of the Securities and Exchange Commission that permit the company to provide only
management’s report in this annual report.

(b) Changes in Internal Control Over Financial Reporting. There were no significant changes
in the Company’s internal controls or in other factors that could significantly affect internal controls
subsequent to the date of the evaluation above.

ITEM 9B. OTHER INFORMATION

None.

PART 111

ITEM 10. DIRECTORS, EXECUTIVE OFFICERS AND CORPORATE GOVERNANCE

http://www.fags.org/sec-filings/110531/BURZYNSKI-RESEARCH-INSTITUTE-INC_10-K/#b Page 20 of 45



BURZYNSKI RESEARCH INSTITUTE INC - FORM 10-K - May 31, 2011 2/9/12 11:27 AM

Set forth below are the names, ages and positions of the Company’s directors and executive

officers:
Name Age Office
Stanislaw R. Burzynski, M.D., Ph.D. 68 Director, President, Secretary, and
Treasurer
Barbara Burzynski, M.D. 70 Director
Michael H. Driscoll, J.D. 65 Director
Carlton Hazlewood, Ph.D. 75 Director

STANISLAW R. BURZYNSKI, M.D., PH.D., has been the President and Chairman of the
Board of Directors of the Company since its inception in 1984. He also serves as the Company’s
Secretary and Treasurer. Dr. Burzynski is a physician in private practice in Houston, Texas
specializing in the treatment of cancer. Dr. Burzynski is the husband of Barbara Burzynski, M.D., who
is a director of the Company.

Currently listed in Who’s Who In The World and a member in good standing with both the
American and World Medical Associations, Dr. Burzynski is an internationally recognized physician
and scientist who has pioneered the development and use of biologically active peptides in diagnosing,
preventing, and treating cancer since 1967. In 1967, Dr. Burzynski graduated with
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distinction with an M.D. degree from the Medical Academy in Lublin, Poland, finishing first in his
class of 250, and he subsequently earned his Ph.D. in Biochemistry.

From 1970 to 1977, he was a researcher and Assistant Professor at Baylor College of
Medicine in Houston. At Baylor, Dr. Burzynski’s research was sponsored and partially funded by the
National Cancer Institute. Also at Baylor, he authored and co-authored sixteen publications, including
five concerning his research on peptides and their effect on human cancer. Four of these publications
were also co-authored by other doctors associated with M.D. Anderson Hospital and Tumor Institute
and Baylor College of Medicine. In May 1977, Dr. Burzynski received a Certificate of Appreciation
from Baylor College of Medicine and in that same year founded the Company.

Dr. Burzynski is a member of the American Medical Association, American Association for
Cancer Research, Harris County Medical Society, New York Academy of Sciences, Society for
Neuroscience, Texas Medical Association, the Society of Sigma Xi, and the Society of Neuro-
oncology. He is the author of over 300 scientific publications, presenter of scientific papers at major
international conventions, and has been awarded 241 patents covering 42 countries for his
Antineoplaston treatment and other inventions. Other groups are working in conjunction with him,
including researchers at the University of Kurume Medical School in Japan.

BARBARA BURZYNSKI, M.D., a Director since 1984 and the wife of Dr. Burzynski, has
been the Chairman of the Department of Pharmacy of the Burzynski Clinic since 1977. From
January 1976 to July 1977, she was a Research Assistant in the Department of Pediatrics at Baylor
College of Medicine. She was a physician at the Medical Academy, Lublin, Poland, from 1970 to
1975. Dr. Barbara Burzynski graduated with an M.D. in 1966 from the Medical Academy, Lublin,
Poland, and has published six publications on studies with Antineoplastons.

MICHAEL H. DRISCOLL, J.D. has been a Director of the Company since 1984.
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Mr. Driscoll was formerly a judge and served as the County Attorney of Harris County, Texas from
1981 until he retired in 1997.

CARLTON HAZLEWOOD, PH.D. has been a Director of the Company since 1997. He also
serves as Chairman of the IRB, an independent review board for the Company’s clinical trials
designated according to federal regulations. Dr. Hazlewood currently operates his own consulting
company, Research Consultant’s International, is president of Petroclean, L.L.C. and is an adjunct
professor at Kingwood College. In addition, Dr. Hazlewood was employed in various capacities by the
Baylor College of Medicine from 1965 until December 31, 1997, where he was a professor of
Molecular Biology and Biophysics. Dr. Hazlewood received his Ph.D. in Medical Physiology from the
University of Tennessee. Dr. Hazlewood is a prolific writer on medical topics and has been recognized
for his research with numerous awards, honors and research grants.

Audit Committee Financial Expert

The Company has not established an Audit Committee. Therefore, the Board of Directors has
not designated any of its members as an “audit committee financial expert” as defined by the rules and
regulations of the Securities and Exchange Commission.

Section 16(a) Beneficial Ownership Reporting Compliance

Based solely upon a review of Forms 3 and 4 and amendments thereto furnished to the
Company under Rule 16a-3(e) during the fiscal year ended February 28, 2011 and Form 5 and
amendments thereto furnished to the Company with respect to such period, the Company is not aware
of any director, officer, or beneficial owner of more than 10% of any class of equity securities of the
Company registered pursuant to Section 12 of the Securities Exchange Act of 1934 (the “Exchange
Act”) that has failed to file on a timely basis, as disclosed in the above forms, reports required by
Section 16(a) of the Exchange Act during the Company’s most recent fiscal year.

Code of Ethics

The Company has adopted a code of ethics that applies to our chief executive officer, chief
financial officer, chief accounting officer and all persons performing similar functions. The Company
hereby undertakes to provide a copy of this code of ethics to any person, without charge upon request
made in writing to: Investor Relations, 9432 Old Katy Road, Suite 200, Houston, Texas 77055.
ITEM 11. EXECUTIVE COMPENSATION

SUMMARY COMPENSATION TABLE

Annual Compensation Long-Term Compensation
Fiscal Other Annual Restricted Securities LTIP All Other

Name and Principal Year Bonus Compensation  Stock Underlying  Payouts Compensation
Position Ending Salary($) ($) $ Awards($) Options/SARs($)  ($) $
Stanislaw R.

Burzynski, 2009 -0- -0- -0- -0- -0- -0- -0-
M.D., Ph.D.,

President, 2010 -0- -0- -0- -0- -0- -0- -0-
Secretary and

Treasurer(1) 2011 -0- -0- -0- -0- -0- -0- -0-
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(1) In May of 2000, Dr. Burzynski began drawing his entire salary through his medical practice
and is not currently compensated by the Company for his services.

Directors do not receive any compensation for serving as directors; however, directors are
reimbursed for all ordinary and necessary expenses incurred in attending meetings of the Board of
Directors or otherwise incurred in their capacity as directors. In addition, any director also serving as a
director of the IRB, the independent review board for the Company’s clinical trials designated
according to federal regulations, is compensated by the IRB approximately $1,200 annually for
serving as a director of the IRB.

ITEM SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND
12. MANAGEMENT AND RELATED STOCKHOLDER MATTERS

The following table sets forth, as of May 1, 2011, the number of outstanding shares of
Common Stock (the Company’s only class of voting securities) owned by (i) each person known by
the Company to beneficially own more than 5% of its outstanding Common Stock, (ii) each director,
(iii) each named executive officer, and (iv) all officers and directors as a group. The address for all of
the beneficial owners listed below is the Company’s address.

Name of Amount and nature of
beneficial owner beneficial ownership Percent of class (1)
Stanislaw R. Burzynski, M.D., Ph.D. 106,444,190 81.0%
Barbara Burzynski, M.D. 106,444,190(2) 81.0%
Michael H. Driscoll 570,000 *
Carlton Hazlewood 0 *
All Current Directors and Executive Officers as a

group (4 persons) 107,014,190 81.41%

* Less than one percent.

Q) Percentages shown are based upon 131,448,444 shares of Common Stock outstanding as of
May 1, 2011. Certain shares are deemed beneficially owned by more than one person listed in
the table.

(2) All of the shares listed above for Dr. Barbara Burzynski are included in the total number of

shares for Dr. Burzynski, her hushand.

ITEM 13. CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS, AND
DIRECTOR INDEPENDENCE

Dr. Burzynski is the President, Secretary, Treasurer and Chairman of the Board of the
Company, as well as the beneficial owner of 81.0% of the Company’s outstanding Common Stock.
Since 1983, Dr. Burzynski has personally funded and supported the Company’s operations out of
funds generated from his medical practice pursuant to various agreements with the Company.

License Agreement

The Company entered into the License Agreement with Dr. Burzynski which gives the
Company the exclusive right in the Territory (composed of the United States, Canada and Mexico) to
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use, manufacture, develop, sell, distribute, sublicense and otherwise exploit all of his rights, title and
interests in Antineoplastons in the treatment and diagnosis of cancer, including but not limited to any
patent rights which may be granted in these countries. The License Agreement will terminate upon the
earlier of the expiration of the last patent licensed to the Company, or termination by Dr. Burzynski, at
his option, if he is removed as a director or officer of the Company without his consent, if the
Company files for bankruptcy or is the subject of any proceeding under applicable bankruptcy laws
where such proceeding is not dismissed within 90 days from the date a petition is filed, or if any
shareholder or group of shareholders acting in concert becomes the beneficial owner of the Company’s
securities having voting power equal to or greater than the voting power of the securities

Dr. Burzynski holds. Amendments to the License Agreement on April 24, 1984 and on March 1, 1990
granted Dr. Burzynski the limited right to manufacture, use, and exploit Antineoplastons in the
Company’s exclusive territory solely for the purpose of enabling Dr. Burzynski to treat patients in his
medical practice until such date that the FDA may approve the sale of Antineoplastons for the
treatment of cancer in the United States.
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Research Funding Arrangements

Effective March 1, 1997, the Company entered into the Research Funding Agreement with
Dr. Burzynski and terminated all of the prior funding agreements between the Company and
Dr. Burzynski. Pursuant to the Research Funding Agreement:

The Company agreed to undertake all scientific research in connection with the
development of new or improved Antineoplastons for the treatment of cancer and
other diseases. The Company will hire such personnel as is required to fulfill its
obligations under the agreement;

Dr. Burzynski agreed to fund in its entirety all basic research which the Company
undertakes in connection with the development of other Antineoplastons or
refinements to existing Antineoplastons for the treatment of cancer and other
diseases;

Dr. Burzynski agreed to pay the expenses to conduct the clinical trials for the
Company;

Dr. Burzynski agreed to provide the Company such laboratory, research space and
office space as the Company needs at no charge to the Company;

The parties agreed that Dr. Burzynski may fulfill his obligations in part by providing
such administrative staff as is necessary for the Company to manage its business, at
no cost to the Company;

Dr. Burzynski agreed to pay the full amount of the monthly and annual budget of
expenses for the operation of the Company, together with such other unanticipated
but necessary expenses which the Company incurs. Payments from Dr. Burzynski to
the Company of the monthly budget shall be made in two equal installments on the
first and fifteenth of each month;
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In the event the research described in the agreement results in the approval of any
additional patents, Dr. Burzynski shall own all such patents, but shall license to the
Company the patents based on the same terms, conditions and limitations as
provided by the License Agreement;

Dr. Burzynski shall have unlimited and free access to all equipment which the
Company owns, so long as such use is not in conflict with the Company’s use of
such equipment, including without limitation to all equipment used in manufacturing
of Antineoplastons used in the clinical trials;

The amounts which Dr. Burzynski is obligated to pay under the agreement shall be
reduced dollar for dollar by the following:

Any income which the Company receives for services provided to other
companies for research and/or development of other products, less such
identifiable marginal or additional expenses necessary to produce such
income (such as the purchase of chemicals, products or equipment solely
necessary to engage in such other research and development activity); and

The net proceeds of any stock offering or private placement which the
Company receives during the term of the agreement up to a maximum of
$1,000,000 in a given Company fiscal year.

Effective March 1, 2007, the Company entered into a third amendment to the Research
Funding Agreement, whereby the Company and Dr. Burzynski extended the term thereof until
February 28, 2008, with an automatic renewal for an additional one-year term, unless one party
notifies the other party at least thirty days prior to the expiration of the term of the agreement of its
intention not to renew the agreement. In addition to the foregoing termination provisions, the
agreement automatically terminates in the event that Dr. Burzynski owns less than fifty percent of the
outstanding shares of the Company, or is removed as President and/or Chairman of the Board of the
Company, unless Dr. Burzynski notifies the Company in writing of his intention to continue the
agreement notwithstanding this automatic termination provision. Subject to the foregoing, the term of
the Research Funding Agreement has renewed and extended until February 28, 2012, which extended
term is also automatically renewable for an additional one-year term unless one party notifies the other
party at least thirty days prior to th expiration of the term of the agreement of its intention not to renew
the agreement.

17

Table of Contents

Royalty Agreement

The Company and Dr. Burzynski entered into the Royalty Agreement, pursuant to which
Dr. Burzynski agreed to act as the principal clinical investigator of the clinical trials necessary for
obtaining FDA approval for interstate marketing of Antineoplastons. The Company and Dr. Burzynski
agreed that in the event the Company receives FDA approval for interstate marketing and distribution,
of which there can be no assurance, the Company shall pay Dr. Burzynski a royalty of 10% (ten
percent) of the Company’s gross income, which royalty shall be paid on all gross receipts from all
future sales, distributions and manufacture of Antineoplastons.

Pursuant to the Royalty Agreement, Dr. Burzynski retains the right to either (i) produce
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Antineoplaston products for use in his medical practice to treat up to 1,000 patients, at any one time,
without paying any fees to the Company or (ii) purchase from the Company Antineoplaston products
to treat up to 1,000 patients, at any one time, at a price equal to cost plus 10% (ten percent).

Dr. Burzynski has the right to lease or purchase all the manufacturing equipment located at 12707
Trinity Drive, Stafford, Texas at a fair market price. The Royalty Agreement further provides that the
Company will have the right, when and if Antineoplastons are approved for use and sale by the FDA,
(i) to produce all Antineoplaston products to be sold or distributed in the United States, Canada and
Mexico for the treatment of cancer and (ii) to lease from Dr. Burzynski the entire premises located at
12707 Trinity Drive, Stafford, Texas at terms and rates competitive with those available in the real
estate market at that time, provided that Dr. Burzynski does not need the facility for his use.

Other Transactions

Since Tadeusz Burzynski’s death on June 13, 1998, the Company has paid his widow, Zofia
Burzynski, $1,000 per month as death benefit payments. Tadeusz Burzynski was formerly an officer
and a director of the Company and the brother of Dr. Burzynski. Effective February 1, 2010,

Dr. Burzynski has taken over the death benefit payments to the widow.

ITEM 14. PRINCIPAL ACCOUNTANT FEES AND SERVICES

Fitts, Roberts & Co., P.C. was the Company’s principal accounting firm for the fiscal year
ended February 28, 2009 and up through May 18, 2009. The Board of Directors concurrently accepted
the resignation of Fitts, Roberts & Co., P.C. (“Fitts Roberts”) and approved the appointment of Pannell
Kerr Forster of Texas, P.C. (“PKF”) as the Company’s independent registered public accounting firm.
PKF examined the financial statements of the Company for the fiscal year ended February 28, 2010
and provided its services as the Company’s independent registered public accounting firm since its
appointment.

The following table sets forth the aggregate fees billed to the Company by its independent
registered public accounting firm, PKF, for fiscal years ended February 28, 2011 and February 28,
2010, respectively:

2011 2010

Audit Fees $ 43,000 $ 43,000
Audit-Related Fees 0 0
Tax Fees 0 0
All Other Fees 0 0
Total $ 43,000 $ 43,000

Audit Fees were for professional services rendered for the audit of BRI’s financial statements
and review of the interim financial statements included in quarterly reports and services that are
normally provided in connection with statutory and regulatory filings or engagements.

Audit-Related Fees are for assurance and related services that are reasonably related to the
performance of the audit or review of BRI’s financial statements and are not reported under “Audit
Fees.” There were no Audit-Related Fees incurred in fiscal years 2011 or 2010.

Tax Fees were for professional services for federal and state tax compliance, tax advice and
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tax planning. There were no Tax Fees incurred in fiscal years 2011 or 2010.
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All Other Fees were for services other than the services reported above. There were no
Other Fees incurred in fiscal years 2011 or 2010.

Audit Committee’s Pre-Approval Policies and Procedures. As disclosed above in Item 9,
the Company does not have an Audit Committee. The Board of Directors has not adopted any pre-
approval policies or procedures.
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ITEM 15. EXHIBITS AND FINANCIAL STATEMENT SCHEDULES

EXHIBIT NO. EXHIBIT NAME

3.1 Certificate of Incorporation of the Company, as amended (incorporated by reference
from Exhibit 3(i) — (iii) to Form 10-SB filed with the Securities and Exchange
Commission on November 25, 1997 (File No. 000-23425)).

3.2 Amended Bylaws of the Company (incorporated by reference from Exhibit (3)(iv) to
Form 10-SB filed with the Securities and Exchange Commission on November 25,
1997 (File No. 000-23425)).

4.1 Form of Certificate Representing Common Stock (incorporated by reference from
Exhibit 4.1 to Form 10-KSB filed with the Securities and Exchange Commission on
May 2, 2001 (File No. 000-23425)).

10.1 License Agreement, effective as of June 29, 1983, by and between the Company and
Dr. Stanislaw R. Burzynski (incorporated by reference from Exhibit 10(1) to Form 10-
SB filed with the Securities and Exchange Commission on November 25, 1997 (File
No. 000-23425)).

10.2 Amended License Agreement, dated April 2, 1984, by and between the Company and
Dr. Stanislaw R. Burzynski (incorporated by referenced from Exhibit 10(2) to
Form 10-SB filed with the Securities and Exchange Commission on November 25,
1997 (File No. 000-23425)).

10.3 Second Amended License Agreement, dated March 1, 1990, by and between the
Company and Dr. Stanislaw R. Burzynski (incorporated by reference from
Exhibit 10(3) to Form 10-SB filed with the Securities and Exchange Commission on
November 25, 1997 (File No. 000-23425)).

10.4 Research Funding Agreement, effective as of March 1, 1997, by and between the
Company and Dr. Stanislaw R. Burzynski (incorporated by reference from
Exhibit 10(4) to Form 10-SB filed with the Securities and Exchange Commission on
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10.5

10.6

10.7

10.8

10.9

24

311

321

November 25, 1997 (File No. 000-23425)).

First Amendment to Research Funding Agreement, effective as of March 1, 2001, by
and between the Company and Dr. Stanislaw R. Burzynski (incorporated by reference
from Exhibit 10.5 to Form 10-KSB filed with the Securities and Exchange
Commission on May 2, 2001 (File No. 000-23425)).

Second Amendment to the Research Funding Agreement, effective as of February 29,
2004, by and between the Company and Dr. Stanislaw R. Burzynski (incorporated by
reference from Exhibit 10.6 to Form 10-KSB filed with the Securities and Exchange
Commission on June 1, 2004 (File No. 000-23425)).

Royalty Agreement, dated March 25, 1997, by and between the Company and

Dr. Stanislaw R. Burzynski (incorporated by reference from Exhibit 10(5) to Form 10-
SB filed with the Securities and Exchange Commission on November 25, 1997 (File
No. 000-23425)).

First Amended Royalty Agreement, dated September 29, 1997, by and between the
Company and Dr. Stanislaw R. Burzynski (incorporated by reference from

Exhibit 10(6) to Form 10-SB filed with the Securities and Exchange Commission on
November 25, 1997 (File No. 000-23425)).

Third Amendment to Research Funding Agreement, effective as of March 1, 2007, by
and between the Company and Dr. Stanislaw R. Burzynski (incorporated by reference
from Exhibit 10.9 to Form 10-KSB filed with the Securities and Exchange
Commission on May 29, 2007 (File No. 000-23425)).

Power of Attorney (Included with the Signature Page).

Certification pursuant to Rules 13a-14 and 15d-14 of the Securities Exchange Act of
1934, as amended, filed herewith (Chief Executive Officer and Principal Financial
Officer).

Certification furnished pursuant to 18 U.S.C. Section 1350, as adopted pursuant to
Section 906 of the Sarbanes-Oxley Act of 2002 (Chief Executive Officer and Principal

Financial Officer).
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SIGNATURES

In accordance with Section 13 or 15(d) of the Securities Exchange Act of 1934, the registrant

caused this report to be signed on its behalf by the undersigned, thereunto duly authorized.

BURZYNSKI RESEARCH INSTITUTE, INC.

By: /s/ Stanislaw R. Burzynski
Stanislaw R. Burzynski, President,
Secretary, Treasurer and Chairman of the
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Board of Directors

Date: May 31, 2011
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Each person whose signature appears below constitutes and appoints Dr. Stanislaw R.
Burzynski his/her true and lawful attorney-in-fact and agent, with full power of substitution and
resubstitution, severally, for him/her in his/her name, place and stead, in any and all capacities, to sign
any and all amendments to this report, and to file the same, with all exhibits thereto and other
documents in connection therewith, with the Securities and Exchange Commission, granting unto said
attorney-in-fact and agent full power and authority to do and perform each and every act and thing
requisite and necessary to be done in and about the premises, as fully to all intents and purposes as
he/she might or could do in person, hereby ratifying and confirming all that said attorney-in-fact and
agent may lawfully do or cause to be done by virtue hereof.

Pursuant to the requirements of the Securities Act of 1934, this report has been signed below
by the following persons in the capacities and on the dates indicated.

/s/ Stanislaw R. Burzynski

Stanislaw R. Burzynski Date: May 31, 2011
President, Secretary, Treasurer and

Chairman of the Board of Directors

/s/ Barbara Burzynski
Barbara Burzynski Date: May 31, 2011
Director

/s/ Michael H. Driscoll
Michael H. Driscoll Date: May 31, 2011
Director

/s/ Carlton Hazlewood
Carlton Hazlewood Date: May 31, 2011
Director
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Burzynski Research Institute, Inc.

Financial Statements
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

To the Board of Directors and Stockholders
of Burzynski Research Institute, Inc.

We have audited the accompanying balance sheets of Burzynski Research Institute, Inc. as of
February 28, 2011 and 2010 and the related statements of operations, stockholders’ deficit, and cash
flows for the years then ended. These financial statements are the responsibility of the Company’s
management. Our responsibility is to express an opinion on these financial statements based on our
audits.

We conducted our audits in accordance with the standards of the Public Company Accounting
Oversight Board (United States). Those standards require that we plan and perform the audits to
obtain reasonable assurance about whether the financial statements are free of material misstatement.
The Company is not required to have, nor were we engaged to perform, audits of its internal control
over financial reporting. Our audits included consideration of internal control over financial reporting
as a basis for designing audit procedures that are appropriate in the circumstances, but not for the
purpose of expressing an opinion on the effectiveness of the Company’s internal control over financial
reporting. Accordingly, we express no such opinion. An audit includes examining on a test basis,
evidence supporting the amounts and disclosures in the financial statements. An audit includes
assessing the accounting principles used and significant estimates made by management, as well as
evaluating the overall financial statement presentation. We believe that our audits provide a
reasonable basis for our opinion.

In our opinion, the financial statements referred to above present fairly, in all material respects, the
financial position of Burzynski Research Institute, Inc. as of February 28, 2011 and 2010, and the
results of its operations and its cash flows for the years then ended, in conformity with U.S. generally
accepted accounting principles.
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BURZYNSKI RESEARCH INSTITUTE, INC.

BALANCE SHEETS
February 28,
2011 2010
ASSETS
Current assets
Cash and cash equivalents $ 17,476 18,122
Total current assets 17,476 18,122
Property and equipment, net of accumulated depreciation 4,120 4,856
Total assets $ 21,596 22,978
LIABILITIES AND STOCKHOLDERS’ DEFICIT
Current liabilities
Accounts payable $ 39,223 41,771
Accrued liabilities 33,628 29,685
Total current liabilities 72,851 71,456
Total liabilities 72,851 71,456
Commitments and contingencies — —
Stockholders’ deficit
Common stock, $.001 par value; 200,000,000 shares authorized,;
131,448,444 and 131,388,444 shares issued and outstanding as of
February 28, 2011 and February 28, 2010, respectively 131,449 131,389
Additional paid-in capital 94,260,707 89,232,302
Retained deficit (94,443,411) (89,412,169)
Total stockholders’ deficit (51,255) (48,478)
Total liabilities and stockholders’ deficit $ 21,596 $ 22,978

The accompanying notes are an integral part of these financial statements.
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BURZYNSKI RESEARCH INSTITUTE, INC.
STATEMENTS OF OPERATIONS

Year Ended February 28,

2011 2010

Operating expenses

Research and development $ 4,780,072 $ 4,480,497

General and administrative 250,434 349,208

Depreciation 736 905

Total operating expenses 5,031,242 4,830,610

Operating loss before other income (5,031,242) (4,830,610)
Other income — —

Loss before provision for income tax (5,031,242) (4,830,610)
Income tax expense — —

Net loss $(5,031,242) $(4,830,610)
Net loss per common share:

Basic and diluted $ 0.04) $ (0.04)
Weighted average common shares outstanding:

Basic and diluted 131,443,156 131,388,444
The accompanying notes are an integral part of these financial statements.
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BURZYNSKI RESEARCH INSTITUTE, INC.
STATEMENTS OF STOCKHOLDERS’ DEFICIT
For the Years Ended February 28, 2011 and 2010
Additional Total
Common Stock Paid-in Retained Stockholders’
Shares Amount Capital Deficit Deficit

Balance February 28, 2009 131,388,444 $131,389 $84,362,821 $(84,581,559) $ (87,349)

Cash contributed by S.R.
Burzynski M.D., Ph.D. — — 616,605 — 616,605
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Obligation to issue shares
(60,000) for services
rendered — — 9,400 — 9,400

FDA clinical trial expenses
paid directly by S.R.
Burzynski M.D., Ph. D. — — 4,243,476 — 4,243,476

Net loss — — — (4,830,610) (4,830,610)

Balance February 28, 2010 131,388,444 131,389 89,232,302  (89,412,169) (48,478)

Cash contributed by S.R.
Burzynski M.D., Ph.D. — — 505,110 — 505,110

Shares issued (60,000) for
services rendered
pursuant to prior year
obligation 60,000 60 (60) — —

FDA clinical trial expenses
paid directly by S.R.
Burzynski M.D., Ph. D. — — 4523355 — 4,523,355

Net loss — — —  (5,031,242) (5,031,242)

Balance February 28, 2011 131,448,444 $131,449 $94,260,707 $(94,443,411) $ (51,255)

The accompanying notes are an integral part of these financial statements.
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BURZYNSKI RESEARCH INSTITUTE, INC.
STATEMENTS OF CASH FLOWS

Year Ended February 28,

2011 2010
CASH FLOWS FROM OPERATING ACTIVITIES

Net loss $(5,031,242) $(4,830,610)
Adjustments to reconcile net loss to net cash used by operating

activities:

Depreciation 736 905

FDA clinical trial expenses paid directly by S.R. Burzynski

M.D., Ph. D. 4,523,355 4,243,476

Obligation to issue shares (60,000) for services rendered — 9,400
Change in Operating Assets & Liabilities

Accounts payable (2,548) (36,686)

Accrued liabilities 3,943 4,337
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NET CASH USED IN OPERATING ACTIVITIES (505,756) (609,178)
CASH FLOWS FROM FINANCING ACTIVITIES
Cash contribution recorded 505,110 616,605
NET CASH PROVIDED BY FINANCING ACTIVITIES 505,110 616,605
NET INCREASE (DECREASE) IN CASH (646) 7,427
CASH AT BEGINNING OF YEAR 18,122 10,695
CASH AT END OF YEAR $ 17476 $ 18,122

SUPPLEMENTAL CASH FLOW DISCLOSURES:
Cash Paid During the Year For:
Income Taxes $ 0 $ 0

The accompanying notes are an integral part of these financial statements.
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BURZYNSKI RESEARCH INSTITUTE, INC.
NOTES TO FINANCIAL STATEMENTS

1. Background, Basis of Presentation, Economic Dependency and Significant Accounting
Policies:

Background and Basis of Presentation

The financial statements of Burzynski Research Institute, Inc. (BRI or the Company), a
Delaware corporation, include expenses incurred related to clinical trials, which were
sanctioned by the U.S. Food and Drug Administration (FDA) in 1993, for antineoplaston
drugs used in the treatment of cancer. These expenses are incurred directly by S.R.
Burzynski, M.D., Ph.D. (Dr. Burzynski or “SRB”) on behalf of the Company and have been
reported as research and development costs and as additional paid-in capital. Other funds
received from Dr. Burzynski have also been reported as additional paid-in capital. Expenses
related to Dr. Burzynski’s medical practice (unrelated to the clinical trials) have not been
included in these financial statements. Dr. Burzynski is the President, Chairman of the Board
and owner of over 81% of the outstanding common stock of Burzynski Research

Institute, Inc., and also is the inventor and original patent holder of certain drug products
knows as “antineoplastons,” which he has licensed to the Company.

The Company and Dr. Burzynski have entered into various agreements, as further described
in Note 2, which provide the Company the exclusive right in the United States, Canada and
Mexico to use, manufacture, develop, sell, distribute, sublicense and otherwise exploit all the
rights, titles and interest in antineoplaston drugs used in the treatment of cancer, once the drug
is approved for sale by the FDA.
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BRI’s administrative offices are located in Houston, Texas; its research and production
facilities are in Stafford, Texas. The Company operates primarily as a research and
development facility of antineoplaston drugs currently being tested for the use in the
treatment of cancer, and provides consulting services. Segment information is not presented
since all of the Company’s operations are attributed to a single reportable segment. The
Company has had no significant revenue from external sources. BRI is currently conducting
clinical trials on various antineoplastons in accordance with FDA regulations, however, at
this time none of the antineoplaston drugs have received FDA approval; further, there can be
no assurance FDA approval will be granted.

Economic Dependency

BRI has generated no significant revenues since its inception. As of February 28, 2011, the
Company had a working capital deficit of approximately $55,000 and accumulated deficit of
approximately $94,443,000. For the years ended February 28, 2011 and 2010 the Company
incurred losses of approximately $5,031,000 and $4,831,000, respectively.

Dr. Burzynski has funded the capital and operational needs of the Company since its
inception from revenues generated through his medical practice pursuant to various
agreements as described in Note 2.

BRI is economically dependent on its funding from Dr. Burzynski through his medical
practice. Management estimates that approximately one-tenth of Dr. Burzynski’s patients are
admitted and treated as part of the clinical trial programs which the FDA regulates. The FDA
imposes numerous regulations and requirements’ regarding these patients and the Company is
subject to inspection at any time by the FDA. These regulations are complex and subject to
interpretation and though it is management’s intention to comply fully with all such
regulations, there is the risk that the Company is not in compliance and is thus subject to
sanctions imposed by the FDA.

In addition, as with any medical practice, Dr. Burzynski is subject to potential claims by
patients and other potential claimants commonly arising out of the operation of a medical
practice. The risks associated with Dr. Burzynski’s medical practice directly affect his ability
to fund the operations of BRI.

It is the intention of the directors and management to seek additional capital through the sale
of securities. The proceeds from such sales will be used to fund BRI’s operating deficit until
it achieves positive operating cash flow. However, there can be no assurance that the
Company will be able to raise such additional capital.

F-7
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Significant Accounting Policies

Cash and Cash Equivalents

The Company considers all highly liquid investments purchased with an original maturity of
three months or less to be cash equivalents.

Property and Equipment
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Property and equipment are recorded at cost and depreciated using the straight-line method
over the estimated useful lives of the assets, which range from 5 to 10 years. Expenditures for
major renewals and betterments that extend the useful lives of property and equipment are
capitalized; maintenance and repairs are charged against earnings as incurred. Upon disposal
of assets, the related cost and accumulated depreciation are removed from the accounts and
any resulting gain or loss is recognized currently.

Income Taxes

The Company uses the asset and liability method of accounting for income taxes, under
which deferred income taxes are recognized for the tax consequences of temporary
differences by applying the enacted statutory tax rate applicable to future years to differences
between financial statement carrying amounts and the tax basis of existing assets and
liabilities.

Valuation allowances are established when necessary to reduce deferred tax assets to the
amount expected to be realized. Income tax expense is the tax payable or refundable for the
period plus or minus the change during the period in deferred tax assets and liabilities. The
costs incurred related to the conduct of FDA approved clinical trials incurred directly by

Dr. Burzynski within his medical practice are deducted by Dr. Burzynski and are not included
in the Company’s tax provision. The portion of the Texas gross margin tax that is based on
income is treated as income taxes and included in the income tax provision.

Loss Per Common Share

Basic and diluted loss per common share information for all periods is presented under the
requirements of Financial Accounting Standards Board (FASB) Accounting Standards
Codification (ASC) 260 “Earnings per Share”. Basic loss per common share has been
computed using the weighted average number of common shares outstanding during the
period. Potentially dilutive securities have been excluded from the computation of diluted
loss per common share, as their inclusion would be antidilutive.

Management Estimates

The preparation of financial statements in conformity with U.S. generally accepted
accounting principles requires management to make estimates and assumptions that affect
reported amounts of assets and liabilities at the dates of the financial statements and the
reported amounts of revenues and expenses during the reported periods. The significant
estimates are the allocation of payroll and other expenses between the clinical trial expenses
reported with Burzynski Research Institute, Inc. expenses and Dr. Burzynski’s medical
practice expenses. Department managers review at least quarterly the duties of each
employee in their department and estimate the percentage of time each employee spends
between clinical trials and the medical practice. Payroll costs are allocated between clinical
trials and the medical practice based on these percentages. Other expenses are allocated based
on the percentage of payroll allocated to either clinical trials or the medical practice.
Management believes that the estimates and allocations are reasonable. Actual results could
differ from these estimates.

Stock Options

The Company uses the fair value recognition provisions of FASB ASC 718 “Compensation-
Stock Compensation” using the modified-prospective-transition method. Under that
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transition method, compensation cost recognized after March 1, 2006 includes:

(a) compensation cost for all share-based payments granted prior to, but not yet vested as of
March 1, 2006, based on the grant date fair value estimated in accordance with the original
provisions of FASB ASC 718, and (b) compensation cost for all share-based payments
granted subsequent to March 1, 2006, based on the grant-date fair value estimated in
accordance with the provisions of FASB ASC 718.
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The Company did not grant any options and no options previously granted vested in any of
the periods presented in these financial statements. Due to this fact there was no effect on net
loss and earnings per share regarding the provisions of FASB ASC 718 in any of the periods
presented.

Research and Development

Research and development cost are charged to operations in the period incurred. Equipment
used in research and development activities, which have alternative uses, is capitalized.

Fair Value of Financial Instruments

The carrying value of cash, receivables and accounts payables approximates fair value due to
the short term maturity of these instruments. None of the financial instruments are held for
trading purposes.

2. Agreements With, and Other Related Party Transactions:

The Company has agreements with its majority shareholder and President Dr. Burzynski as
further described below:

License Agreement

Dr. Burzynski is the owner of patents involving the formulation, preparation, manufacture,
production, use, dosage and treatment with antineoplastons. The United States Patent Office
and Patent Offices and Patent Officers of thirty-four other countries have issued the patents.
The Patents for cancer treatment and diagnosis in the United States and Canada are licensed
to the Company pursuant to a License Agreement.

The License Agreement grants to the Company the exclusive right, in the United States,
Canada, and Mexico, to use, manufacture, develop, sell, distribute, sub-license and otherwise
exploit all of Dr. Burzynski’s rights, title, and interests, including patent rights, in
antineoplaston drugs in the treatment and diagnosis of cancer. The Company will not be able
to exploit such rights until such time as antineoplastons are approved, of which there can be
no assurance, by the FDA for sale in the United States and the appropriate authority in
Canada and Mexico.

The Agreement gives Dr. Burzynski the right to make, use, sell, distribute, and otherwise
exploit antineoplastons in connection with the treatment of patients in his medical practice.

The License Agreement will terminate upon the earlier of the expiration of the last patent
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licensed to the Company, or termination by Dr. Burzynski, at his option, if he is removed as a
director or officer of the Company without his consent, if the Company files for bankruptcy
or if any shareholder or group of shareholders acting in concert becomes the beneficial owner
of the Company’s securities having voting power equal to or greater than the voting power of
the securities Dr. Burzynski holds.

Under the License Agreement, the Company currently owns exclusive rights to eight
(8) issued United States Patents, four (4) issued Canadian Patents and one (1) issued Mexican
Patent.

The five initial United States Patents (the “Initial Patents”) relate to: (i) Determination of
Antineoplastons in body tissue or fluids as a testing procedure to aid in the diagnosis of
cancer; (ii) Processes for the preparation of purified fractions of Antineoplastons from human
urine; (iii) Processes for the synthetic production of Antineoplastons and methods of treating
neoplastic disease (cancer); (iv) Administration of Antineoplastons to humans; and

(v) Methods of synthesizing A-10. All of these Initial Patents have expired as of February 28,
2009. The Company does not believe the expiration of any of the Initial Patents will have a
material adverse effect on the Company.

The sixth United States Patent (the “2000 U.S. Patent”) covers Liposomal Antineoplaston
therapies with markedly improved anti-cancer activity. The 2000 U.S. Patent expires
May 14, 2017.

The seventh United States Patent (the “2001 U.S. Patent”) is for a treatment regimen for the
administration of phenylacetylglutamine, phenylacetylisoglutamine, and/or phenylacetate.
The 2001 U.S. Patent expires on July 23, 2018.

The eighth United States Patent (the “2005 U.S. Patent”) relates to a divisional application to
the 2001 U.S. Patent. The 2005 U.S. Patent was issued in September 2005 and will expire
July 31, 2018.
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The four Canadian Patents (the “Canadian Patents”) relate to: (i) Processes for the synthetic
production of Antineoplastons and methods of treating neoplastic disease (cancer),

(ii) Processes for the preparation of purified fractions of Antineoplastons from human urine,
(iii) Liposomal Formulation of Antineoplastons and (iv) Treatment regimen for the
administration of phenylacetylglutamine. The Canadian Patents expired or will expire on
June 4, 2002, November 14, 2006, May 14, 2017, and July 2, 2019, respectively; however,
the Company does not believe the Canadian Patents that expired in 2002 or in 2006 will have
a material adverse effect on the Company.

The Mexican Patent relates to a treatment regimen for the administration of
phenylacetylglutamine. This patent will expire January 14, 2019.

Research Funding Agreement

Effective March 1, 1997, Dr. Burzynski restructured his funding arrangement with the
Company and entered into a Research Funding Agreement. Under this agreement the two
parties agreed to the following:
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1. BRI agrees to undertake all scientific research in connection with the development of new
or improved antineoplastons for the treatment of cancer. BRI will hire such
personnel as is required to fulfill its obligations under the agreement.

2. Dr. Burzynski agrees to fund in its entirety all basic research, which BRI undertakes in
connection with the development of other antineoplastons or refinements to existing
antineoplastons for the treatment of cancer.

3. As FDA approval of antineoplastons will benefit both parties, Dr. Burzynski agrees to pay
the expenses to conduct the clinical trials for BRI.

4. Dr. Burzynski agrees to provide BRI such laboratory and research space as BRI needs at
the Trinity Drive facility in Stafford, Texas, and such office space as is necessary at
Trinity Drive and at his medical facility.

5. In the event the research described in the agreement results in the approval of any
additional patents for the treatment of cancer, Dr. Burzynski shall own all such
patents, but shall license to BRI the patents based on the same terms, conditions and
limitations as is in the current license between the parties.

6. Dr. Burzynski shall have unlimited and free access to all equipment which BRI owns, so
long as such use is not in conflict with BRI’s use of such equipment, including
without limitation to all equipment used in manufacturing of antineoplastons used in
the clinical trials.

7. The amounts, which Dr. Burzynski is obligated to pay under the agreement, shall be
reduced dollar for dollar by the following:

a. Any income which BRI receives for services provided to other companies for
research and/or development of other products, less such identifiable
marginal or additional expenses necessary to produce such income (such as
the purchase of chemicals, products or equipment) solely necessary to
engage in such other research and development activity, and

b. The net proceeds of any stock offering or private placement, which BRI receives
during the term of the engagement up to a maximum of $1,000,000 in a
given BRI fiscal year.

8. Effective March 1, 2011, the term of the Research Funding Agreement was extended to
February 28, 2012, and is automatically renewable for an additional one-year term
thereafter, unless one party notifies the other party at least thirty days prior to the
expiration of the term of the agreement of its intention not to renew the agreement.
In addition to the foregoing termination provisions, the agreement automatically
terminates in the event that Dr. Burzynski owns less than fifty percent of the
outstanding shares of the Company, or is removed as President and/or Chairman of
the Board of the Company, unless Dr. Burzynski notifies the Company in writing of
his intention to continue the agreement notwithstanding this automatic termination
provision.

Royalty Agreement

The Company entered into a royalty agreement with Dr. Burzynski whereby upon receiving
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FDA approval for interstate marketing and distribution, the Company agrees to pay

Dr. Burzynski a royalty interest equivalent to 10% of the Company’s gross income, which
royalty interest shall include gross receipts from all future sales, distributions and
manufacture of antineoplastons. Dr. Burzynski will have the right to either produce
antineoplaston products for use in his medical practice to treat up to 1,000 patients without
paying any fees to the Company, or purchase from the Company antineoplaston products
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for use in his medical practice to treat up to 1,000 patients at a price of the Company’s cost
to produce the antineoplaston products plus 10%. Dr. Burzynski will also have the right to
either lease or purchase all the manufacturing equipment located at 12707 Trinity Drive,
Stafford, Texas at a fair market price. The Company will also have the right to lease from
Dr. Burzynski the entire premise located at 12707 Trinity Drive, Stafford, Texas at arms-
length terms at rates competitive with those available in the market at that time, provided that
Dr. Burzynski does not need the facility for his use.

The term of this agreement is indefinite and will continue until such time as both parties
agree it is not in their mutual interest to continue.

Other Related Party Transactions

Since Tadeusz Burzynski’s death on June 13, 1998, the Company has paid his widow $1,000
per month as death benefit payments. Tadeusz Burzynski was formerly an officer and a
director of the Company and the brother of Dr. Burzynski. Effective February 1, 2010,

Dr. Burzynski has taken over the death benefit payments to the widow.

Dr. Burzynski owns the production facility located at Trinity Drive. There is no formal lease
agreement between Dr. Burzynski and BRI; however, the Research Funding Agreement
described above provides that Dr. Burzynski will allow the Company the use of the building.
In addition, the Royalty Agreement states that after FDA approval is granted (though
approval is not assured) the Company may rent the facility at competitive rates if

Dr. Burzynski does not need the facility for his use. The actual facility costs are included in
the financial statements as set forth in Note 5. In addition, Dr. Burzynski’s medical clinic
performs certain administrative functions such as accounting, and allows BRI the use of some
office space. Since May of 2000, Dr. Burzynski’s entire salary is paid through his medical
practice and he is not compensated directly by BRI for his services.

The Company has received all significant funding from Dr. Burzynski through either cash
contributed to BRI or the payment of the cost to conduct FDA approved clinical trials
through his medical practice, as disclosed in Note 1. Following is a summary of the capital
contributed and clinical trial costs paid by Dr. Burzynski.

2011 2010
Capital contributed $ 505,110 $ 616,605
Clinical trial costs paid direct $ 4523355 $ 4,243,476

3. Property and Equipment:
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Property and equipment consists of the following as of February 28th:

Estimated
Useful Lives 2011 2010
Furniture and equipment 5-10years $ 22415 $ 22,415
Total property and equipment 22,415 22,415
Accumulated depreciation (18,295) (17,559)

$ 4,120 $ 4,856

Depreciation expense for the years ended February 28, 2011, and 2010 was $736 and $905,
respectively.

4. Employee Benefits:

The employees of the Company and SRB participate in a self-funded employee benefit plan
providing health care benefits for all its employees. It also provides for them group dental
insurance, short-term and long-term disability insurance, and life insurance. Employees pay
pre-tax premiums from $40 to $400 per month depending upon the insurance coverage
selected by the employee. Employees can select from two coverage plans, both of which have
a $500 deductible, varying out-of-pocket maximums, and a maximum lifetime benefit of
$1,000,000 per covered participant.

Due to stop-loss insurance, benefits payable by the Company are limited to $25,000 per
person during the policy year. The Company charged to operations a provision of $294,319
for 2011 and $244,079 for 2010, which represents the sum of actual

F-11

Table of Contents

claims paid and an estimate of liabilities relating to claims, both asserted and unasserted,
resulting from incidents that occurred during the year. These amounts include costs related to
employees of SRB that have been allocated to the Company.

The Company has a qualified 401(k) plan which covers substantially all employees meeting
certain eligibility requirements. Participants may contribute a portion of their compensation
to the plan, up to the maximum amount permitted under Section 401(k) of the Internal
Revenue Code. Atthe Company’s discretion, it can match a portion of the participants’
contributions. The Company’s matching contribution was $478 and $550 for the years ended
February 28, 2011 and 2010, respectively.

5. Lease commitments:
Dr. Burzynski leases certain equipment used in the clinical trials under leases maturing in one
to three years. Rent expense incurred under these leases was approximately $91,392 and

$91,716 for the years ended February 28, 2011 and 2010, respectively. Future minimum
lease payments are as follows:
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2012 $ 55,440
2013 16,920
572360

In addition, as explained in Note 2, Dr. Burzynski owns the facility used by the Company to
perform research and produce its drug products. There is currently no lease agreement;
however, the facility’s costs are included in the accompanying financial statements as rental
expense. The rental expense is derived from not only utilities and expenses normally incurred
by a tenant but also mortgage interest, insurance, property taxes and building depreciation.
Rent expense totaled $252,604 and $250,509 for 2011 and 2010, respectively.

6. Income Taxes:

The costs incurred related to the conduct of FDA approved clinical trials incurred directly by
Dr. Burzynski within his medical practice are deducted by Dr. Burzynski and are not included
in the Company’s tax provision.

The actual income tax benefit attributable to the Company’s losses for the years ended
February 28, 2011 and 2010 differ from the amounts computed by applying the U.S. federal
income tax rate of 34% to the pretax loss as a result of the following:

2011 2010
Expected benefit $(1,710,622) $(1,639,211)
Effect of expenses deducted directly by Dr. Burzynski 1,710,622 1,639,211
Other adjustments 77,251 13,235
Change in valuation allowance (77,251) (13,235)
Income tax expense $ — 3 —

The components of the Company’s deferred income tax assets as of February 28, 2011 and
2010 are as follows:

2011 2010

Deferred tax assets:

Net operating loss carryforwards $ 325855 $ 404,208
Excess book (tax) depreciation (672) (632)
Accrued expenses 5,892 4,750
Alternative minimum tax credit carryforwards 42,603 42,603
Total deferred tax assets 373,678 450,929
Less valuation allowance (373,678) (450,929)
Net deferred tax assets $ — $ —
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The Company’s ability to utilize net operating loss carryforwards and alternative minimum
tax credit carryforwards will depend on its ability to generate adequate future taxable
income. The Company has no historical earnings on which to base an expectation of future
taxable income. Accordingly, a valuation allowance for the total deferred tax assets has been
provided.

The Company has net operating loss carryforwards available to offset future income in the
amount of $958,398 as of February 28, 2011. The net operating loss carryforwards expire as

follows:

Year ending

February 28, or 29,

2012 $ 489,544
2013 $ 52,840
2020 $ 49,976
2021 $ 24,116
2022 $ 67,855
2023 $ 73,401
2024 $ 69,394
2025 $ 13,475
2026 $ 46,972
2027 $ 31,220
2028 $ 7,737
2029 $ 31,868

In addition, the Company has alternative minimum tax credit carryforwards of $42,603 at
February 28, 2011.

7. Equity Transactions:

On September 14, 1996, the Company granted 600,000 stock options, with an exercise price
of $0.35 per share, to an officer who is no longer with the Company. The options vested as

follows:
400,000 options September 14, 1996
100,000 options June 1, 1997
100,000 options June 1, 1998

The options are valid in perpetuity. None of the options have been exercised as of
February 28, 2011.

On June 1, 2009, the Company approved the issuance of 60,000 shares of the Company’s
Common Stock as compensation for services rendered to the Company and valued at
approximately $9,400. The shares were sold pursuant to an exemption from registration
under Section 4(2) of the Securities Act of 1933, as amended, to a single accredited investor
and did not involve a public offering, and were issued to such investor on June 2, 2010.

8. Commitments and Contingencies and Supply Source:
In the ordinary course of conducting business, the Company may be a party to legal
proceedings and claims. As of February 28, 2011, the Company was not aware of any
pending or threatening litigation.

As described in Note 2, the Company entered a Royalty Agreement with Dr. Burzynski.
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Under that agreement, upon FDA approval, the Company is obligated to provide

Dr. Burzynski the right to produce antineoplaston products to treat up to 1,000 patients
without paying any fees to the Company or the right to purchase antineoplaston products to
treat up to 1,000 patients at cost plus 10%.

The Company produced antineoplaston products to treat approximately 35 to 40 patients
during the year ended February 28, 2011 and 40 to 50 patients during the year ended
February 28, 2010. Management estimates the current production facilities have the capacity
to produce product to treat approximately 1,500 patients per year. There is space available at
the current site to expand the facility for increased capacity if necessary.

The Company received approximately 83% of the chemicals used in producing
antineoplastons from one supplier during the year ended February 28, 2011 and 89% during
the year ended February 28, 2010. The Company has established additional
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vendors to supply these chemicals should there be a loss of this supplier.
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FDA
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History Between Dr. Burzynski and FDA

Dr. Burzynski's Effortsto
Comply with FDA

1977 - Dr. Burzynski obtains
legal opinion letter from law firm
of Caldwell & Baggott that
treating patients in Texas with his
experimental drug,
antineoplastons, will not violate
any State of Texas or Federal
laws.

FDA Actions Blocking Dr.
Bur zynski

http://www.snowcrest.net/wendy/Theses/FDABurzynski.htm

Stated FDA Policy

1976 - FDA Bureau of Drugs
Director Richard Crout states in
The Cancer Letter of March 12,
1976, that when anyone other than
large institutions ask permission
to conduct clinical trials, "You
want harsh regulations...
sometimes we say it is proper to
hinder research.”

1978 - FDA investigator Alicia
Abbott reports that John Lewis
MD, Chairman of the Harris
County Medical Society's Board
of Ethics, told her that while Dr.
Burzynski could not ship drugs
out of Texas, "Physicians often
provide a supply of drugs for out-
of -state patients to take home with
them, and he would not consider
this unusual."

Jan. 18, 1982 - Dr. Crout is
quoted as saying "l never have
and never will approve a drug to
an individual, but only to a large
pharmaceutical firm with
unlimited resources."

Sept. 8, 1982 - FDA officia
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May 6 1983 - Dr. Burzynski
applies to FDA for an IND
(Investigational New Drug)
permit, to conduct clinical trials
on antineoplastons. Most INDs
are approved within 30 days.

June 13, 1983 - Dr. B. re-applies
to FDA for IND, responding to
5/31 refusal letter.

Fall, 1983 - Dr. Burzynski hires
Carl Bruch, PhD, former Chief
Scientist of FDA's Bureau of
Medical Devices, to bring
manufacturing of antineoplastons
into compliance with FDA
standards.

March 1983 - FDA takes Dr.
Burzynski to court in a civil
action to stop him from
manufacturing and using
antineoplastons. US District
Court Judge Gabrielle McDonad
issues injunction forbidding Dr.
Burzynski from shipping
antineoplastons across state lines,
but adds that "Nothing contained
herein shall be construed as
restraining, enjoining or in any
way prohibiting the manufacture,
processing, packing, holding,
promotion, labeling, sale or
distribution of antineoplastons ...
when it is undertaken strictly and
wholly intrastate.”

May 9, 1983 - FDA writesin a
motion for summary judgment
that if Judge McDonald does not
rule asit wishes, "...the
government would then be
obliged to pursue other less
efficient remedies, such as
actions for seizure and
condemnation of the drugs or
criminal prosecution of
individuals..."

May 31, 1983 FDA denies Dr.
Burzynski's request for an IND
stating that he does not have
sufficient "training or
experience.” Dr. Burzynski is an
MD PhD in biochemistry who
conducted NCI-funded cancer
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William Nychis writes Herbert
Koch MD of Harris County
Medical Society that "A physician
who manufactures and uses a drug
within his own practice of
medicine...is not subject to [FDA
regulations] since the practice of
medicine is properly regulated by
state or local authorities."

July 7, 1983 - FDA Associate
Commissioner Robert Wetherell
Jr. writes to US Representative
Robert W. Davis that Judge
McDonald's injunction "does not
prohibit the distribution of
antineoplastons within the State of
Texas."
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research at Baylor College of
Medicine for 7 years, and has at
this point run his own cancer
clinic for 6 years.

Sept. 21, 1983 - Unscheduled
visit by FDA agents who demand
several hours from Dr.
Burzynski, despite being told his
scheduleis full with gravely ill
cancer patients. Dr. B. has to
reschedule several patientsto
later in the week. The agents
insist on coming back a second
day during which the scheduleis
again full of patients, and refuse
Dr. Burzynski's offer to meet
with them on a day in which no
patients had been booked.

Dec. 15, 1983 - FDA again
denies IND application.

August 3, 1984 - Dr. Bruch Feb. 1984 - FDA again denies
reports that Dr. Burzynski's IND application.
manufacturing procedures meet

FDA GMP (Good Manufacturing

Practices).

Dec. 18, 1985 - Mitchell July 17, 1985 - FDA agentsraid
Y okuyama MD, of the clinic and seize 200,000 pages of
Antineoplaston Study Group at documents, including all patient
Kurume University in Japan, medical records. In order to
writes FDA requesting continue treating patients, Dr. B
permission for Dr. Burzynski to  installs copier at his expense at
export a small quantity of FDA office and must make appt.
antineoplastons to Japan for in advance to copy them as
experimental use. needed.

Oct. 24, 1985 - Judge McDonald
tells FDA to stop releasing
misleading and inappropriate
information about Dr. Burzynski.
Asaresult of FDA's letters to
insurance companies, income has
fallen off sharply, the production
of medicineisinterrupted, and
patients suffer severely.

http://www.snowcrest.net/wendy/Theses/FDABurzynski.htm Page 3 of 10



FDA

April 17,1986 - FDA writes Dr.
B, denying his and Kurume
University's request to allow Dr.
Burzynski to send
antineoplastons to Japan for
experimental use.

1986 - Federal Grand Jury
investigation of Dr. Burzynski
dissolves with no indictment.
Apparently FDA is unable to find
any evidence Dr. B has shipped
drugs out of state. Nevertheless,
FDA refuses to release the seized
documents, which have not been
returned as of this writing.

Feb. 12, 1987 - Dr. Burzynski Oct. 28, 1987- In spite of Feb.
and two professors from the meeting, FDA again denies IND
Medical College of Georgiameet request.

with FDA officialsin

Washington and, in support of

the IND application, present:

e Two sound theoretical
models explaining anti-
cancer activity of
antineoplastons in humans

e Three studies showing
anti-cancer activity of
antineoplastons in animals.

Nov. 17, 1987 - Dr. B responds
to 10/28 denial with more data
and explanations.

Jan. 13,1988 - FDA statesin a
letter that it now believes
antineoplastons have shown anti-
cancer activity, but again deny
IND request, demanding further
testing.

1989 - Following a trip to Japan
to verify the Japanese studies
showing anti-cancer activity of
antineoplastons, FDA finally
allows Dr. Burzynski to begin
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Jan. 4, 1989 - FDA
Commissioner Frank Y oung
issues a public statement to
demonstrate how quickly FDA
approves cancer drugs. He says
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testing one oral preparation of
antineoplastons.

1990 - FDA initiates a second
long Grand Jury investigation.
Again, thousands of documents
are subpoenaed and many
employees are subpoenaed to
testify, including Dr. Burzynski.

Again, no indictment is returned.

1991 - Dr. Burzynski hosts a
team of 6 National Cancer
Institute scientists who spend a
day exhaustively reviewing the
records of 7 "termina” brain
cancer patients treated with
antineoplastons. The team
concludes that 5 of the 7 have
had compl ete response
(disappearance of tumor) and 2
partial response. Its report states
unequivocally that "anti-tumor
activity was demonstrated in this
best-case series..."

NCI official Michael Friedman
MD writes in an internal memo
dated 10/31/96 that "It turns out
that antineoplastons are well-
defined, pure chemical
moieties... The human brain
tumor responses are real."

May 24, 1993 - Nicholas
Patronas MD, NCI's Chief of
Neuroradiology and the leader of
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that it isa "misperception” that
FDA insists on "particular designs
of trials, or that large numbers of
patients are needed. In fact, cancer
drugs have been approved on
extremely small databases (well
under 100 patients), with
responses in less than 10, and on
the basis of studies whose design
was anything but classic." He adds
that in at least one case, a cancer
drug was approved on the basis of
only 6 responses.
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the 1991 team that audited Dr.
Burzynski's brain tumor resullts,
testifies in an Austin courtroom
that antineoplastons are the most
effective treatment for brain
tumors he has ever seen. When
asked what will happen to
patientsif they are deprived of
access to the drug, Dr. Patronas
replies, "I think these patients
will die."

When Dr. Patronas returns to
Washington he is severely
reprimanded for having
supported Dr. Burzynski. On
May 28, under pressure, he
withdraws a paper on
antineoplastons he was scheduled
to present at an international
cancer conference in Sweden.

1993 - Dr. Burzynski receives
permission from FDA to test

Intravenous antineoplastons to
treat brain cancer, and begins
clinical trias.

Feb. 1994 - Dr. B. sends letters
to approx. 12 large
pharmaceutical companies asking
them to participate in joint
development of antineoplastons.
All decline - possibly due to fear
of retaliation by FDA.

Mar. 1994 - Dr. B. hosts Shlomo
Flechter MD, a neurologist at
Israel's famed Weizmann
Institute, who is interested in
conducting clinical trials of
antineoplastons.

June 1994 - Burzynski Clinic
sends letters to 2,000
neurosurgeons asking for patient
referrals in order to speed up the
clinical trials.

1994 - FDA initiates 34 Grand
Jury investigation of Dr.
Burzynski. Again, no indictment
is returned. The Houston press
reports that Assistant US
Attorney Jm Powersis
reassigned due to prosecutorial
misconduct during the
investigation.
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Nov. 1994 - Dr. B. reaches an
agreement of Lori Kunkel MD of
UCLA to conduct clinical trias
of antineoplastons in the
treatment of lymphoma.

1994-1995 - FDA delays more
than 9 months before finally
responding to Dr. B's request for
permission to have Dr. Kunkel of
UCLA conduct clinical trials. By
the time FDA finally responds,
Dr. Kunkel has left UCLA, and
those studies are never
conducted.

Mar 23, 1995 - FDA agents
Hansen and Biegelman pay
unscheduled visit to the Long
Island home of Burzynski brain
tumor patient Domenick
Pugliese. They have no search
warrant, but aggressively insist
on searching the home, telling
the family they have been trying
to "get" Dr. Burzynski for ten
years. The agentsinsist the
treatment is ineffective and
suggest the family seek other
treatment. When the family
refuses to cooperate, the agents
threaten several times to return
with a subpoena.

Mar 24, 1995 - FDA raids
Burzynski Clinic and confiscates
boxloads of records, including
patient medical records.

April - November 1995 - Fourth
Federal Grand Jury investigation.
Every month more documents
and employees are subpoenaed.
Government uses subpoenas to
intimidate and harass those who
have worked with Dr. Burzynski,
including journalist and author
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May 1995 - Former FDA Chief
Counsel Peter Barton Hultt states
in an article in Reason Magazine,
"If you beat the FDA in court, you
have an angry FDA that iswilling
to dlit your throat. When the FDA
loses a case, it has a mind like an
elephant. It's just something
you've got to understand about the
FDA. Once the agency makes a
collective decision, trying to make
it let gois amost impossible.
These are FDA crusades -- in a
real sense they are vendettas."
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March 1996 - Taking advantage
of the window of opportunity
provided by Congressman
Barton, Dr. Burzynski files some
60 new clinical trial protocols,
greatly expanding his effort to
receive FDA approval.

September 1996 - Dr. B submits
the brain scans of 29 of his
clinical trial patients to review by
a neuroradiologist at the famed
Barrows Neurological Institute in
Phoenix. The report finds 13
compl ete responses, 8 partial or
initial responses, and 8 patients
who did not respond. All patients
were considered terminal when
they began treatment with
antineoplastons.

Ralph W. Moss and executives
of Akzo Nobel, a huge Dutch
pharmaceutical conglomerate.
Govt. aso subpoenas the medical
files and patient records of Dr.
Nozorodan, an independent
surgeon who implants catheters
for many Burzynski patients

November 15, 1995 - FDA
Commissioner David Kessler
faces harsh questioning by
Congressman Joe Barton's

| nvestigations Subcommittee
about FDA's abuse of Grand
Juries, and about how he can
justify four Grand Juries with no
indictment.

November 20, 1995 - Dr.
Burzynski isindicted for having
released his out-of -state patients
to return home with a supply of
antineoplastons. The charges are
based upon "interstate commerce
of anew drug.”

Jan. 1996 - Government
attorneys seek a court order to
stop Dr. Burzynski from treating
his patients who do not qualify
for clinical trials, and calls any
resulting harm to patients
"irrelevant.”

Appalled, Congressman Barton
calls another hearing on FDA
Abuses of Authority. Under
pressure from Mr. Barton,
Commissioner Kessler agreesto
permit Dr. Burzynski to continue
treating his current patients, and
to expand his current, limited
clinical trials.

April 1996 - FDA inspects Dr.
B's mfg. facility, and finds that
testing procedures it had recently
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March 1996 - FDA
Commissioner Kessler appears at
a White House press conference
with Pres. Clinton and VP Goreto
announce new, expedited approval
procedures for promising cancer
drugs.
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Sept. 10, 1996 - Burzynski
Clinical Trials Director Dean
Mouscher regquests a meeting
with FDA to discuss the data
generated by clinical trials,
demonstrating that
antineoplastons are safe and
effective in the treatment of
cancer.

approved are now "inadequate.”
Once again, FDA apparently tries
to cut off the flow of new
patients to strangle the clinic
financially. In violation of its
own rules (21 CFR 312.42 (c),
which requires FDA to "attempt
to discuss and satisfactorily
resolve the matter with the
sponsor before issuing a clinical
hold order"), FDA orders Dr.
Burzynski to stop accepting new
patients. Strangely, FDA rules
that the treatment is safe for
current patients, but unsafe for
those who have not yet begun.
When FDA had tried to cut off
current patients in the past, the
result was a massive public
outcry and Congressional
hearings.

Many terminally-ill patients who
had come to Houston for
treatment are left stranded, and
deteriorate rapidly.

After Dr. Burzynski responds to
al FDA's comments, and under
pressure from Congress, FDA
liftsthe clinical hold on May 1,
1996.

April 1996 - Present - FDA
constantly issues new and
arbitrary conditions which create
difficulties for the clinic and
patients.

Sept. 15, 1996 - FDA answers
Dean Mouscher's 9/15 letter and
refuses to meet with Dr.
Burzynski to discuss his proof
that antineoplastons are safe and
effective cancer drugs. FDA
clamsthat it has never accepted
data from a single investigator,
although it knows there are many
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co-investigators in these trials.
FDA aso states that the cancer
initiatives announced in March
by Pres. Clinton, VP Gore and
FDA Commissioner Kesder have
changed nothing.

Oct. 11, 1996 - Govt. lawyersfile
motions to keep all evidence of
efficacy out of the upcoming trial
(scheduled for Jan. 6, 1997).
According to the govt., alowing
jurors to see such evidence"is a
thinly-veiled effort to expose the
jury to the specter of Dr.
Burzynski in the act of saving
lives. Permitting it will certainly
infect the jury's consideration of
the real issues with irrelevant,
emotional, prejudicial and
misleading concerns regarding
whether antineoplaston works
and the unfortunate fate of Dr.
Burzynski's patients.”
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