HEARING CONDUCTED BY THE A
TEXAS STATE OFFICE OF ADMINISTRATIVE HEARINGS
SOAH DOCKET NO, 503-14-1342 clion 2y PH 2135

LICENSE NO. D-9377

IN THE MATTER OF THE BEFOQRE THE
COMPLAINT AGAINST:
STANISLAW R. BURZYNSKI, M.D. TEXAS MEDICAL BOARD

SECOND AMENDED COMPLAINT

TO THE HONORABLE ADMINISTRATIVE LAW JUDGES ROY SCUDDAY AND CATHERINE
C. EGAN: |

COMES NOW, the Staff of the Texas Medical Board (Board staff), and files this Second Amended
Complaint against Stanislaw R. Burzynski, M.D., (Respondent), based on Respondentfs alleged
violations of the Medical Practice Act (Act), Title 3, Subtitle B, Texas Occupations Code, and would

show the following:
I. INTRODUCTION

The filing of this Complaint and the relief requested are necessary to protect the health and
public interest of the citizens of the State of Texas, as provided in Section 151.003 of the Act.
II. LEGAL AUTHORITY AND JURISDICTION

A. Respondent is a Texas Physician and holds Texas Medical License No. D-9377, issued by the
Board on January 13, 1973.

B. | Respondent’s license was in full force and effect at all times material and relevant to this
Complaint. |

C. Respondent received notice of Informal Settlement Conferences (ISC) regarding these matters.
The Board complied with all procedural rules, including but not limited to, Board Rules 182 and 187,
as applicable.

D. No agreement to settle this matter has been reached by the parties.

E.  All jurisdictional requirements have been satisfied.

IIL FACTUAL ALLEGATIONS

Board Staff has received information and relying on that information believes that Respondent

has violated the Act. Based on such information and belief, Board Staff alleges:
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A. General Allegations regarding Respondent’s conduct at the Burzynski Clinic.

1. Board Staff alleges that Respondent created a medical practice model based on
marketing his proprietary anti-cancer drugs, antincoplastons', to patients without adequate measures
for patient safety and therapeutic value.

2. Respondent and other persons under Respondent’s direction, supervision and control
knowingly misled patients by promoting his proprietary drugs as an attraction to bring paﬁients to his
medical practice when Respondent was aware that he could not legally include most of those patients
in FDA-approved Phase 2? clinical trials of his proprietary anti-cancer drugs.

3. Board Staff presents the above-described points through a review of the medical care
provided to seven patients who sought medical care by Respondent and Respondent’s employees and
through review of promotional statements made by Respondent, communications from the United
States Food and Drug Administration (“FDA”) and medical records related to those communications.

4. Respondent was one of the treating physicians for each of the seven principal patients in -
this case, Patients’ A through G, throughout their treatment directed by Respondent and other
physicians working at the Burzynski Clinic. Treatment of each patient in this case was initiated at the
Burzynski Clinic pursuant to Respondent’s control, direction, supervision and control.

5. Dr. Stanislaw Burzynski’s practice model dictated and directed an approach to
evaluation, diagnosis, treatment and billing of patients at the Burzynski Clinic, including his own
evaluation, diagnosis and treatment of the patients in this case. This medical practice model included
Respondent’s conduct and conduct of employees under Respondent’s direction, supervision and
control that:

e violated the standard of care;

e failed to demonstrate an adequate medical rationale for evaluation, diagnosis and
treatment;

e violated standards of adequate documentation;

e constituted inadequate discussion of treatment alternatives;

 constituted improper charges for care, drugs, medical supplies and other services;

e constituted inadequate informed consent;

o aided and abetted the unlicensed practice of medicine;

' Respondent’s proprietary anti-cancer medication

? Phase 1, Phase 2, and Phase 3 clinical trials are descriptions of different stages of clinical studies that are regulated by the
FDA. Per21 CFR 312.21, Phase 1 trials are designed to determine the metabolism and pharmacologic actions of drugs in
humans, side effects and, to a limited degree, early indications of efficacy. Phasc 1 studies involve small patient
populations, very closely monitored. Phase 2 trials are designed o study side effects and risks of the drug in humans.
Phase 2 trials involve several hundred patients/subjects. Phase 3 trials are designed to study the efficacy and to make an
evaluation of overall safety of the drug in humans based on the scientific evidence. Phase 2 trials routinely involve several
thousand patients/subjects.

* Identification of the patients in this case will be provided to Respondent and the Honorable ALJs as confidential and
under seal.
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e constituted inadequate direction, supervision and control of medical care personnel;

¢ constituted improper delegation of medical tasks; and

e constituted inadequate disclosure of ownership interest in a facility to which a patient is
referred; and

¢ violated the ethical and professional responsibilities of clinical investigators.

6. Respondent participated in the medical practice model which offered the public anti-
cancer therapy at the Burzynski Clinic in Houston, Texas. Respondent’s conduct at the Burzynski
Clinic involving each patient in this case violated the Act and Board Rules as described in the
allegations below. Many of these violations are due to Respondent’s systematic approach to patient
evaluation, diagnosis and treatment that was part of the medical practice model at the Burzynski
Clinic. Therefore, those violations are substantially the same or similar for each and every patient in
this case. Respondent’s conduct also constituted distinctive violations of the Act and Board Rules for
each individual patient, as described below.

B. Applicable Standard of Care

1. All of the anti-cancer drugs described below that Respondent directed to be prescribed

or otherwise ordered for each of the patients in this case exhibit some significant toxicity and adverse
side effects when taken by patients: (a) Votrient, (b) Oxaliplatin, (¢) Avastin, (d) Xeloda, (¢) Decadron,
(f) Xgeva, (g) Phenylbutyrate, (h) Tarceva, (i) Afinitor, (j) Sprycel, (k) Nexavar, (1) Zolinza, (m)
Antineoplastons, (n) Dexamethasone, (0) Vectibix, (p) Carboplatin, (q) Cisplatin, (q) Pemetrexed, (r)
Rapamune, (s) Gencitabine. (t) Sutent and (u) Temodar.

2. The frequency of incidence and the scverity of adverse effects of the anti-cancer drugs
listed above are increased when those drugs are taken nearly simultaneously. Respondent directed the
ordering of many of these drugs to be taken nearly simultaneously by each of the patients in this case.

3. The “standard of care” is defined as what a reasonable physician would do in the same
or similar circumstances requires an adequate medical rationale for the use of thesé anti-cancer
treatments. The standard of care when providing anti-cancer treatment includes:

a. An adequate medical rationale for anti-cancer treatments, including classic
chemotherapy, medications used for purposes not approved by the federal Food and Drug
Administration (FDA) and investigational new drugs, requires performing and documenting;:

1) adequate histological and pathological examination confirming cancer;

2) adequate physical examinations;

3) adequate mental status examinations;

4) an adequate treatment plan, including description of the therapy (including amounts
and dosages), periodic review, measurable objectives and monitoring of progress
toward objectives.
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5) informed consent, including a discussion with a patient about the risks and benefits
of the proposed treatment; and
6) discussion of alternatives to the treatment.

b. The following elements of a treatment plan:

1) objectives to measure treatment effectiveness, including a method for determining
effectiveness of polypharmacy, when more than one substance is used to treat a patient
during the same time period; , '

2) objectives for alleviation of symptoms;

3) monitoring of objectives of treatment effectiveness;

4) monitoring of alleviation of symptoms;

5) monitoring of side effects of treatment; and

6) dosages and instructions for treatment medications.

c. The following elements of an adequate mental status examination:

1) the patient’s ability to identify themselves;

2) the patient’s awareness of their surroundings;

3) whether the patient is aware of what they are being seen for; .

4) the patient’s ability to make decisions for themselves;

5) the patient’s ability to understand the directions for taking the medlcatlons

6) the patient’s awareness of the risks of the medications; and

7) patient’s frame of mind and general psychiatric condition, such as anxiety or
depression, if any.

4. Violation of the standard of care when recommending and/or directing anti-cancer
treatment is non-therapeutic treatment.

C. Violation of the Standard of Care

1. The evaluation, diagnosis and treatment of the patients in this case by Respondent and

his subordinates subject to his direction, supervision and control as set out in this section violated the
standard of care by the following:

failure to practice medicine in an acceptable professional manner consistent with public
health and welfare. generally, by:

a. failure to treat a patient according to the generally accepted standard of care - a
violation of Section 164.051(a)(6) of the Act, as further defined by Board Rule 190.8(1)(A);

b. negligence in performing medical services - a violation of Section 164.051(a)(6) of the
Act, as further defined by Board Rule 190.8(1)(B);

c. failure to use proper diligence in one’s professional practice - a violation: of Section
164.051(a)(6) of the Act, as further defined by Board Rule 190.8(1)(C); and

d. failure to safeguard against potential complications; a violation of Section 164.051(a)(6)
of the Act, as further defined by Board Rule 190.8(1)(D);

e. prescribing or administering a drug or treatment that is nontherapeutic in nature or
nontherapeutic in a manner the drug or treatment is administered or prescribed - a violation
of Section 164.053(a)(5) of the Act;

f. failure to adequately supervise medical personnel - a violation of Section 164.053(a)(8)
of the Act.

Page 4 of 38



2. Each of the patients in this case either suffered considerable toxicity effects or were put
at significant risk of considerable toxicity effects due to the medications recommended; ordered or
prescribed by Respondent and his subordinates pursuant to Respondent’s direction, supervision and
control in treating these patients for cancer. Respondent and other health care providers under
Respondent’s direction, supervision and control violated the standard of care by treating the patients in
this case without sufficient regard to the potential combined toxicities of drugs used pursuant to
Respondent’s recommendations and directions. ‘

3. Respondent and other health care providers under Respondent’s direction, ‘supervision
and control improperly referenced the case reports of other physicians not associated with the
Burzynski Clinic as support for combined use of the drugs (other than antineoplastons) recommended
and administered to the patients in this case. In those referenced case reports cited by the Burzynski
Clinic, however, those drugs were only used individually or in other combinations, and were not the
combinations of drugs used by Respondent and other health care providers at the Burzynski Clinic. In
this regard, Respondent and other health care providers under Respondent’s direction, supérvision and
control violated the standard of care by having an inadequate medical rationale for the combined use
(simultaneous and near-simultaneous) of these drugs. ’

4. Respondent and other health care providers under Respondent’s direction, supervision
and control referenced case reports and literature as the basis of their medical rationale for the use of
phenylbutyrate recommended and administered to the patients in this case. Those case reports and
literature did not provide an adequate medical rationale to support the use of phenylbutyrate as
recommended and administered to the patients in this case. In this regard, Respondent and other health
care providers under Respondent’s direction, supervision and control violated the standard of care by
having an inadequate medical rationale for the use of phenylbutyrate.

S. Respondent and other health care providers under Respondent’s direction, supervision
and control referenced case reports and literature as the basis of their medical rationale for the use of
antineoplastons recommended and administered to Patient B and Patient G in this case. (None of the
other seven principal patients in this contested case received antineoplastons.) These case reports and
literature were inadequate to support the use of antineoplastons as recommended and administered to
Patient B and Patient G in this case. In this regard, Respondent and other health care providers under
Respondent’s direction, supervision and control violated the standard of care by having an inadequate
medical rationale for the use of antineoplastons.

6. Respondent knowingly misled patients by promoting antineoplastons and combinations

of other drugs as safe and efficacious when the safety and ellicaciousness of antineoplastons and
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combinations of other drugs had not been determined by sufficient scientific study to adequately
support such a conclusion. Respondent and other health care providers under Respondent’s direction,
supervision and control treated the patients in this case without an adequate medical rationale for the
drugs and drug combinations that he prescribed. This misleading conduct constituted a violation of
Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)}C), and Section
164.052(a)(5) of the Act.

7. Respondent also violated the Act and Board Rules due to his subordinates’ violation of
the standard of care in the medical tasks that those subordinates performed, as dglegated by
Respondent, related to the evaluation, diagnosis and treatment of the patients in this case as set out in
this section. These violations of the standard of care constituted Respondent’s failure to supervise
adequately the activities of those acting under his direction, supervision and control. This conduct
constituted a violation of Sections 164.053(a)(8) and 164.053(a)(9) of the Act. |

8. Respondent and other health care providers under Respondent’s direction, supervision
and control failed to meet the requirements of the standard of care for adequate medical rationale for
the evaluation, diagnosis and treatment of the patients in this case. These failures constituted a
violation of Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)(A);
190.8(1)(B); 190.8(1)(C); and 190.8(1)(D); Section 164.053(2)(8) and Section 164.053(a)(9) of the
Act. These failures to meet the requirements of the standard of care for adequate medical rationale for
the evaluation, diagnosis and treatment of the patients in this case are as follows:

a. At the time that each patient in this case first presented to Respondent and other doctors
at the Burzynski Clinic, each patient was not in a medical condition requiring emergency or
intensive medical care.

b. Prior to initiation of anti-cancer drug treatment for each of the patients in this case,
Respondent and other health care providers under Respondent’s direction, supervision and
control failed to perform or to receive results of an adequate histological examination and an
adequate pathologic documentation of malignancy that confirmed cancer. Respondent and
other health care providers under Respondent’s direction, supervision and control initiated
treatment of each patient in this case without appropriate, adequate analysis of genomic
screening and discussion with the patient about Respondent’s genotypic and phenotypic
diagnosis. The failures of Respondent and other health care providers” under Respondent’s
direction, supervision and control in these regards constituted a violation of the standard of
care and/or constituted inadequate direction, supervision and control on or'abomieach of the
service dates listed on Appendix A.
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c. Respondent and Burzynski Clinic employees acting under Respondent’s direction,
supervision and control violated the standard of care by failure to perform adequate physical
and mental status examinations of each patient in this contested case at the time that
Respondent recommended and/or directed anti-cancer treatment for each patient after the
initial physical examination. The failures of Respondent and other health care providers’
under Respondent’s direction, supervision and control in these regards violated tjhe standard
of care and/or constituted inadequate direction, supervision and control on jéach of the
service dates listed on Appendix A.

d. Respondent and Burzynski Clinic employees acting under Respondent’s direction,
supervision and control failed to satisfy the elements (as stated in Section B.6. herein above)
of a treatment plan that are required by the standard of care. The failures of Respondent and
other health care providers’ under Respondent’s direction, supervision and control in these
regards violated the standard of care and/or constituted inadequate direction, supervision and
control on each of the service dates listed on Appendix A. |

e. Providing anti-cancer treatments for which the benefits have not been proven by Phase
3 studies to outweigh the known risks of such treatments when recommending and/or
directing anti-cancer treatment violates the standard of care. Such conduct is non-
therapeutic treatment, unless such treatment is provided pursuant to an appropriate,
approved and properly conducted clinical study in compliance with federal law and
regulations. Several of Respondent’s recommendations and/or direction for the ﬁreatment of
the patients in this case were not proven by Phase 3 studies to outweigh the known risks of
such treatments and not provided pursuant to an appropriate, approved and properly
conducted clinical study in compliance with federal law and regulations. The failures of
Respondent and other health care providers’ under Respondent’s direction, supervision and
control in these regards violated the standard of care and/or constituted inadequate direction,
supervision and control on each of the service dates listed on Appendix A.

9. Inadequate medical documentation

Respondent and other health care providers under Respondent’s direction, supervision and
control failed to meet the following requirements of the standards of adequate documentation, pursuant
to Section 164.051(a)(3) of the Act, as further defined by Board Rules 165.1, by failure (o adequately
document: ‘

a. an adequate medical rationale for the evaluation, diagnosis and treatment of the patients
in this case;
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b. an adequate trcatment plan at the time that Respondent recommended and/or directed
anti-cancer treatment for each of the patients in this case; |

c. performance of an adequate physical examination of each patient at the time that
Respondent recommended and/or directed anti-cancer treatment for each patieﬁrt after the
initial physical examination;

d. a mental status examination at the time that Respondent recommended and/or directed
anti-cancer treatment for each patient in this case after the initial mental status examination;
e. an adequate medical rationale for the simultaneous use of these agents in anti-cancer
therapy;

f.  an adequate medical rationale for the use of phenylbutyrate in anti-cancer therapy for

the patients in this case; 5
g. the results of an adequate histological examination that confirmed can(;el' prior to
initiation of anti-cancer drug treatment; |
h. an adequate pathologic documentation of malignancy in the medical records for each
patient prior to making recommendations for treatment for cancer;
i. an adequate analysis of genomic screening and discussion with each of the patients
about Respondent’s genotypic and phenotypic diagnosis.
j. an adequate medical rationale for the use of antineoplastons in anti-cancer therapy (1)
for Patient B after the initial office visit in February 2011, during the time period of office
visits in February 2011, and early March 2011 through September 2011; and (2) for Patient
G after the initial office visit in August 2012 during the time period of office visits in
September 2012, and during the two month time period of October and November 2012.

10.  Violations related to the conduct described in Section C.1 through Section C.9 occurred

on or about each of the service dates listed on Appendix A.

11. Individual Allegations: Violation of Standard of Care: Patient A

a. In September 2010, Patient A received a diagnosis of “sigmoid colon carcinoma
metastatic to the liver.” Imaging studies revealed erosions indicative of multiple liver
lesions, and a colonoscopy revealed a polypoid mass consistent with high-grade dysplasia
and suspicious for invasive adenocarcinoma.

b. Patient A declined a local physician’s recommendation of a biopsy and the FOLFOX*

. . . . . . 5
chemotherapy regimen, including the medication Avastin™.

q . . .
Anti-cancer medication

5 . R .
Anti-cancer medication
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c. Patient A sought treatment at the Burzynski Clinic and met with Respondent on or
about October 7, 2010.
d. Patient A had initially informed the health care providers at the Burzynski Clinic before
he presented to the Burzynski Clinic that he wanted “antineoplaston” and FOLFOX/Vectibix
therapies rather than classic or other chemotherapy treatments. Respondent was aware that
at the Burzynski Clinic on or about October 7, 2010, Patient A informed Respondent and
persons under Respondent’s supervision, direction and control that Patienf A wanted
“antineoplaston” and FOLFOX/Vectibix therapies rather than classic or other chemotherapy
treatments.
e. Respondent and/or employees under his direction, supervision and control immediately
recommended, ordered and directed that Patient A start treatment with phenylbutyrate.6 On
or about October 11, 2010, Respondent prescribed phenylbutyrate to Patient A.
f.  Respondent and/or employees under his direction, supervision and control later added a
partially FOLFOX equivalent regimen (oral Xeloda’ and intravenous Avastin) to Patient A’s
treatment.
g. Respondent and/or employees under his direction, supervision and control
recommended, ordered and directed that Patient A continue various other substances for
treatment (Respondent and/or employees under his direction, supervision and control
ordered many of these medications to be taken simultaneously by Patient A), including:

(a) Votrient, (b) Oxaliplatin, (¢c) Avastin, (d), Xeloda, (¢) Decadron, and

(f) Xgeva.
h. Patient A showed an improvement in the size of his liver tumors during the initial eight
months after treatment with oxaliplatin, Avastin, Xeloda and phenylbutyrate. In late April
2011, imaging of the affected area of the tissue revealed that the affected area was shrinking.
In late April 2011, Respondent recommended, ordered and directed that the treatment be
changed by eliminating some of the medications being used for Patient A by the Burzynski
Clinic. In mid-May 2011, imaging of the affected area of the tissue revealed that the
affected area had resumed growing larger. Respondent and/or employees under his
direction, supervision and control failed to have and failed to document an adequate medical
rationale for a change of therapy when Patient A’s symptoms related to cancer éppeared to

be improving after late January 2011 and prior to late April 2011.

6 . . .
Anti-cancer medication

7 . . .
Anti-cancer medication
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13.

i. Patient A’s initial results were not sustained after late April 2011, and Patient A’s
medical condition deteriorated as the tumor growth and spread worsened. Evaluation,
diagnosis and treatment of Patient A by the Burzynski Clinic ended at the end of October
2011.

j.  Respondent directed the unnecessary measurement of Patient A’s oxygen saturation.
Patient A had no significant pulmonary disease, and the medical records are without
justification for this testing.

k. Respondent directed the unnecessary and costly laboratory testing for measures that are
without demonstrable benefit to Patient A, including an echocardiogram, an assay of plasma
VEGF, serum EGFR, and her-2.

. Respondent’s above-described conduct violated:

. Section 164.051(a)(3) of the Act, based on Respondent’s violation of Board
Rules 165.1, adequate maintenance of medical records; ‘

. Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)(A);
190.8(1)(C);

. Section 164.053(a)(5) of the Act, non-therapeutic treatment;

o Section 164.053(a)(7) of the Act, violates Section 311.0025, Health and Safety
Code; and

. Section 164.052(a)(5) of the Act, unprofessional and dishonorable conduct, and
as further defined by Board Rule 190.8(2)(J), providing medically unnecessary services
to a patient or submitting a billing statement to a patient or a third party payer that the
licensee knew or should have known was improper.

Individual Allegations: Violation of Standard of Care: Patient B
a. In December 2010, Patient B received a diagnosis of a brain tumor. The brain tumor

was removed surgically by craniotomy, followed by imaging that showed the complete
removal of the tumor.  Post-surgery radiation and chemotherapy treatment was
recommended, but Patient B sought alternative treatment from Respondent at the Burzynski
Clinic. |

b. Patient B sought treatment at the Burzynski Clinic and met with Respondent and/or
employees under his direction, supervision and control on or about February 1, 2011.
Evaluation, diagnosis and treatment of Patient B by the Burzynski Clinic ceased at the end
of September 2011.

c. Beginning on or about February 9, 2011, Respondent 1‘econ1mended, ordered and
directed that Patient B start treatment with phenylbutyrate and other substances. On or
about March 17, 2011, an MRI of Patient B’s brain revealed moderate decrease in the size of

the brain lesion. On or about March 21, 2011, Respondent first recommended, ordered and
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directed that Patient B start treatment with antineoplastons. Respondent also recommended

~ and/or directed that Patient B start treatment with the following substances:

14.

(a) Votrient, (b) Avastin, (c) Phenylbutyrate, (d) Tarceva, (¢) Afinitor, (f) Sprycel, (g)
Nexavar, (h) Zolinza, (i) Antineoplastons.
d. Patient B appeared to show an improvement during the month after treatment with

Votrient, Avastin and phenylbutyrate began under the direction, supervision and control of
Respondent. After early March 2011, Respondent recommended, ordered and directed that
Patient B stop taking phenylbutyrate and start taking antineoplastons. After early March
2011, Patient B’s initial results were not sustained, and Patient B’s medical condition and
tumor growth and spread worsened. Respondent and/or employees under his direction,
supervision and control failed to have an adequate medical rationale and failed to document
an adequate medical rationale for a change of therapy when Patient B’s symptom appeared
to be improving in early March 2011. |

e. Respondent and/or employees under his direction, supervision and control made
additional representations to United States Customs agents that Patient B was being treated
with antineoplastons in an FDA-approved clinical study. These representations were false.

f.  Respondent directed the unnecessary measurement of Patient B’s oxygen saturation.
Patient A had no significant pulmonary disease, and the medical records are without
justification for this testing.

g. Respondent directed the unnecessary and costly laboratory testing for measfhres that are
without demonstrable benefit to Patient B, including, at the initial visit, an echocardiogram,
an assay of plasma VEGF, serum EGFR, and her-2.

h. Respondent’s above-described conduct violated:

° Section 164.051(a)(3) of the Act, based on Respondent’s violation of Board
Rules 165.1, adequate maintenance of medical records;

. Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)(A);
190.8(1)(C);

. Section 164.053(a)(5) of the Act, non-therapeutic treatment;

. Section 164.053(a)(7) of the Act, violates Section 311.0025, Health and Safety
Code; and '

. Section 164.052(a)(5) of the Act, unprofcssional and dishonorable conduct, and
as further defined by Board Rule 190.8(2)(J), providing medically unnecessary services
to a patient or submitting a billing statement to a patient or a third party payer that the
licensee knew or should have known was improper.

Individual Allegations: Violation of Standard of Care Patient C

a. In April 2010, Patient C received a diagnosis of mesothelioma. Imaging studies

revealed submandibular metabolically active lymphadenopathy and mediastinal adenopathy.
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b. Patient C declined a local physician’s recommendation of chemotherapy and a surgical
cvaluation. His primary physicians recommended the anti-cancer medications cis-platin and
pemetrexed.

c. Patient C sought treatment at the Burzynski Clinic and met with Respondent on or about
May 11, 2010.

d. Respondent failed to document the patient encounter with Patient C at the Burzynski
Clinic on or about May 14, 2010. |

e. Respondent recommended, ordered and directed that Patient C start treatment with
phenylbutyrate, Avastin, Tarceva and Nexavar beginning in May 2010. In November 2010,
imaging indicated that tumor growth was inhibited and spread was minimal.

f. In and after November 2010, Respondent recommended, ordered and directed that
Patient C’s medications be changed to Votrient, Afinitor, Zolinza, and Vectibix. Patient C
experienced disabling toxicities attributable to these drugs. Respondent failed to have and
failed to document an adequate medical rationale for a change of therapy when ;[Patient C’s
symptoms related to cancer appeared to be improving prior between May 2010 and April
2011. Respondent did not recommend or direct a change from those medications until
imaging in April 2011 showed disease progression.

g.  After reviewing the imaging from April 2011, Respondent only then recommended,
ordered and directed that Patient C’s medications be changed to carboplatin and pemetrexed.
h. After April 2011, Respondent recommended, ordered and directed that Patient C start
various other substances for treatment including Nexavar, Tarceva, Avastin, Phenylbutyrate,
and Dexamethasone. Respondent failed to have and failed to document an adequate medical
rationale for these changes in therapy. /

i. Evaluation, diagnosis and treatment of Patient C by the Burzynski Clinic ended at the
end of January 2013.

J-  Respondent directed the unnecessary and costly laboratory testing that were without
demonstrable benefit to Patient C, including an echocardiogram, an assay of plasma VEGF,
serum EGFR, and her-2.

k. Respondent directed the unnecessary repetition of laboratory tests for Patient C.

I.  Respondent’s above-described conduct violated:

. Section 164.051(a)(3) of the Act, based on Respondent’s violation of Board
Rules 165.1, adequate maintenance of medical records;

. Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)(A);
190.8(1)(C);
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15.

e Section 164.053(a)(5) of the Act, non-therapeutic treatment;
. Section 164.053(a)(7) of the Act, violates Section 311.0025, Health and Safety
Code; and ,
. Section 164.052(a)(5) of the Act, unprofessional and dishonorable conduct, and
as further defined by Board Rule 190.8(2)(J), providing medically unnecessary services
to a patient or submitting a billing statement to a patient or a third party payer that the
licensee knew or should have known was improper.
Individual Allegations: Violation of Standard of Care: Patient D

a. In May 2010, Patient D received a diagnosis of brain tumor. A surgical removal of the

tumor mass was performed on May 10, 2010. In November 2010, Patient D received
imaging studies that revealed new lesions of the brain and spine. Patient D received
radiation therapy and chemotherapy from an oncologist. «

b. After Patient D experienced side effects from the chemotherapy medications, Patient D
declined the oncologist’s advice to continue chemotherapy at lower doses.

c. Patient D sought treatment at the Burzynski Clinic and met with Respondent on or
about June 7, 2011.

d. Respondent recommended, ordered and directed that Patient D start treatment with
phenylbutyrate, Temodar, Avastin, Tarceva, Afinitor, and Votrient.

e. Patient D decided to not initiate Respondent’s recommendations and to not continue to
obtain medical care from Respondent. :

f.  Respondent billed for services rendered by Dr. Robert Weaver, but Dr. Weaver did not
provide any evaluation or care for Patient D.

g. Respondent directed the unnecessary measurement of Patient D’s oxygen saturation.
Patient D had no significant pulmonary disease, and the medical records are without
justification for this testing.

h. Respondent directed the unnecessary and costly laboratory testing for measures that are
without demonstrable benefit to Patient D, including, at the initial visit, an echocardiogram,
an assay of plasma VEGF, serum EGFR, and her-2.

i.  Respondent’s above-described conduct violated:

. Section 164.051(a)(3) of the Act, based on Respondent’s violation of Board
Rules 165.1, adequate maintenance of medical records;

. Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)(A);
190.8(1)C);

. Section 164.053(a)(5) of the Act, non-therapeutic treatment;

o Section 164.053(a)(7) of the Act, violates Section 311.0025, Health and Safety
Code; and

. Section 164.052(a)(5) of the Act, unprofessional and dishonorable conduct, and
as turther defined by Board Rule 190.8(2)(}), providing medically unnccessary services
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to a patient or submitting a billing statement to a patient or a third party payer that the
licensee knew or should have known was improper.
16. Specific Allegations: Violation of Standard of Care Patient E

a. In December 2010, after suffering acute renal failure, Patient E received a biopsy-based
diagnosis of malignant chromophobe renal cell carcinoma®. This is a relatively rare cancer.
Imaging studies in July 2011 revealed residual metastatic disease centercd within the left T3
transverse process of the kidney.

b. Because he had previously suffered significant side effects from chemotherapy,
including Votrient, Patient E declined a local physician’s recommendation of additional
chemotherapy.

c. Patient underwent nephrectomy and adjuvant therapy for a chromophobe. type renal
cancer in 1994. Beginning with the first disease recurrence in 1997 and over the subsequent
years, Patient underwent a sequence of therapies. Patient also had pre-existing renal disease.
d. Patient E sought treatment at the Burzynski Clinic and met with Responderit and other
health care providers under Respondent’s supervision, direction and control on or about
September 7, 2011. Respondent and other health care providers under Respondent’s
supervision, direction and control treated Patient E at the Burzynski Clinic for Patient’s
metastatic renal carcinoma on or about September 8, 2011 through on or about September
16,2011.

e. Patient E discontinued treatment by the Burzynski Clinic after one week due to his
belief that Respondent and the persons under Respondent’s direction, supervision and
control had been dishonest and deceptive with him about the treatment available to him at
the Burzynski Clinic. Respondent’s evaluation, diagnosis and treatment of Patient E ended
on or about September 15, 2011.

f.  Respondent recommended, ordered and directed that Patient E start treatment with
phenylbutyrate, Afinitor, Sutent, and Xgeva. A Burzynski Clinic physician, pursuant to
Respondent’s instructions and control, prescribed multiple targeted agents to Patient E with
similar, overlapping toxicity profiles with the potential for considerable toxicities.
Specifically, a Burzynski Clinic physician, pursuant to Respondent’s instructions and
control, prescribed both a tyrosine kinase inhibitor (Sutent) and a motor inhibitor (Afinitor),

and directed Patient E to take the drugs simultaneously.

8 . . - .. . . . ~
Malignant chromophobe renal cell carcinoma is a rare condition according to the National Institute of Health. See
http://cancergenome.nih.gov/cancersselected/ChromophobeRenalCellCarcinoma

Page 14 of 38



g. Sutent and Afinitor are cancer treating agents that have a high propensity to cause
diarthea and painful inflammation and ulceration of the mucous membranes lining the
digestive tract. Further, patients taking Afinitor are at risk of renal failure.

h. Respondent and persons under Respondent’s direction, supervision and cbntrol non-
therapeutically prescribed a combination of two targeting agents in toxic doses, ldading to an
unacceptable risk of complications faced by Patient E, including renal failure, as Patient E
had pre-existing renal disease.

i. Respondent and persons under Respondent’s direction, supervision and control failed to
document any medical rationale in Patient E’s medical record for prescribing multiple
targeted agents for a chromophobe type renal cancer.

j.  Respondent and persons under Respondent’s direction, supervision and control failed to
obtain informed consent from Patient E for simultaneous intake of Sutent and Afinitor.

k. Respondent and persons under Respondent’s direction, supervision and control non-
therapeutically prescribed phenylbutyrate to treat Patient E’s renal cell cancer, without
medical justification and without documenting any medical rationale in Patient’s medical
record.

I.  Respondent and persons under Respondent’s direction, supervision and control directed
the unnecessary measurement of Patient E’s oxygen saturation. Patient E had no significant
pulmonary disease, and the medical records are without justification for this testing.

m. Respondent and persons under Respondent’s direction, supervision and control directed
the unnecessary and costly laboratory testing for measures that are without demonstrable
benefit to Patient E, including, at the initial visit, an echocardiogram, an assay of plasma
VEGF, serum EGFR, and her-2, and later a PET scan, requisitions for serum or plasma
analysis and testing, and an amino acid profile for evaluation of nutritional status.
Respondent and persons under Respondent’s direction, supervision and control failed to
document any medical rationale in Patient E’s medical record to medically justify these
laboratory studies.

n. Respondent’s above-described conduct violated:

. Section 164.051(a)(3) of the Act, based on Respondent’s violation of Board
Rules 165.1, adequate maintenance of medical records; !

. Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)(A);
190.8(1)C);

. Section 164.053(a)(5) of the Act, non-therapeutic treatment;

. Section 164.053(a)(7) of the Act, violates Section 311.0025, Health and Safety
Code; and
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. Section 164.052(a)(5) of the Act, unprofessional and dishonorable conduct, and
as further defined by Board Rule 190.8(2)(J), providing medically unnecessary services
to a patient or submitting a billing statement to a patient or a third party payer that the
licensee knew or should have known was improper.

17.  Individual Allegations: Violation of Standard of Care: Patient F

a. In September 2009, Patient F received a diagnosis of pathologically benign hyperplastic
fundic polyps. Imaging studies revealed a suspicious poorly marginated pancreatic mass
and metastases to the liver. A biopsy performed on September 25, 2009, revealed poorly
differentiated metastatic adenocarcinoma.  Patient F declined a local physician’s
recommendation of chemotherapy.

b. Patient F sought treatment at the Respondent’s clinic and met with Respondent on or
about October 8, 2009.

c. Patient F did not present with a medical condition for which Valtrex® is an FDA-
approved treatment. Respondent recommended, ordered and directed that Patient F be
treated with Valtrex. The treatment of Patient F with Valtrex by Respondent and persons
under Respondent’s direction, supervision and control violated the standard of care and was
non-therapeutic treatment.  Respondent and persons under Respondent’s direction,
supervision and control failed to adequately document the medical rationale for treating
Patient F with Valtrex. | '

d. Respondent recommended, ordered and directed that Patient F start treatment with
phenylbutyrate. Although Dr. Weaver included this recommendation on the initial treatment
plan for Patient F, Respondent initiated this recommendation and directed this treatment.

e. Respondent recommended, ordered and directed that Patient F start various other
substances for treatment, including Xeloda, Avastin, Nexavar, Zolinza, Rapamune, Sutent,
Afinitor, Xeloda, Gencitabine; Xgeva and Valtrex. Although Dr. Weaver included these
recommendations on the treatment plans for Patient F, Respondent initiated these
recommendations and directed this treatment.

f.  Patient F soon experienced multiple side effects from the substances that Respondent
recommended, ordered and directed for treatment of Patient F. Patient F canceled
Respondent’s treatments as of mid-November 2009. |

g. Respondent directcd the unnecessary measurement of Patient F’s oxygen saturation.
Patient F had no significant pulmonary disease, and the medical records are without

justification for this testing.

? Anti-viral medication
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h. Respondent directed the unnecessary and costly laboratory testing for measures that are
without demonstrable benefit to Patient F. Respondent failed to document any medical
rationale in Patient F’s medical record to medically justify these laboratory studie$.

i. Respondent’s above-described conduct violated:

. Section 164.051(a)(3) of the Act, based on Respondent’s violatiorL of Board
Rules 165.1, adequate maintenance of medical records; ‘
. Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)(A);
190.8(1)(C);
. Section 164.053(a)(5) of the Act, non-therapeutic treatment;
. Section 164.053(a)(7) of the Act, violates Section 311.0025, Health and Safety
Code; and
. Section 164.052(a)(5) of the Act, unprofessional and dishonorable conduct, and
as further defined by Board Rule 190.8(2)(J), providing medically unnecessary services
to a patient or submitting a billing statement to a patient or a third party payer that the
licensee knew or should have known was improper.
Individual Allegations: Violation of Standard of Care: Patient G

a. In July 2012, Patient G received a diagnosis of suprasellar mass brain cancer and

malignant astrocytoma of the optic nerve based on imaging studies and biopsy.

b. After Patient G experienced side effects from taking the anti-cancer medication Avastin,
she declined a local physician’s recommendation to begin radiation therapy and taking the
anti-cancer medication Temodar. |

c. Patient G sought treatment at the Burzynski Clinic and met with Respondent and
persons under Respondent’s direction, supervision and control on or about August 31, 2012.
d. In September 2012, Respondent recommended, ordered and directed antineoplastons to
be administered and dispensed by the Burzynski Clinic to Patient G.

e. Respondent directed the unnecessary Ineasux‘elﬁelit of Patient G’s oxygen saturation.
Patient G had no significant pulmonary disease, and the medical records are without
justification for this testing. |

f.  In mid-November 2012, Patient G decided to stop Respondent’s recommended
treatments and the antineoplaston therapy after imaging confirmed that the tumor had
increased in size while she was taking the antineoplastons and after she experienced
significant side effects from the medication and complications from the manner of
administration.

Patient G’s Billing/Payment Dispute

g.  When initiating treatment, Respondent and Burzynski Clinic employees acting under
Respondent’s direction, supervision and control encouraged Patient (G’s parent to open an
account whereby the public could read about Patient G’s medical and financial crisis and
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contribute money to that account. Respondent and Burzynski Clinic employees acting
under Respondent’s direction, supervision and control were aware that the website that
hosted this contribution account would remit any donations directly to the Burzyhski Clinic
to pay for the costs of Patient G’s treatment and that such costs had already been paid in
advance by Patient G’s parent.

h. When Patient G’s parent had a billing dispute with Respondent and the Burzynski
Clinic, Respondent and Burzynski Clinic employees acting under Respondent’& direction,
supervision and control rejected donations and refused to accept those donations as a credit
on Patient G’s account at the Burzynski Clinic. Respondent and Burzynski Clinic
employees acting under Respondent’s direction, supefvision and control returned all of those
donations to the website that had received the donations from donors as an intermediary.

i. Respondent and Burzynski Clinic employees acting under Respondent’s direction,
supervision and control informed Patient G’s parent that since Patient G’s parent had already
paid in advance and did not have a balance owed at the time of the donations, the Burzynski
Clinic would not accept donations on Patient G’s account. Respondent and Burzynski
Clinic employees acting under Respondent’s direction, supervision and control returned a
significant amount of donations that were made to help Patient G out with the cost of
treatment by Respondent and Burzynski Clinic employees acting under Respondent’s
direction, supervision and control. ;

j.  Additionally, Respondent and Burzynski Clinic employees acting under Respondent’s
direction, supervision and control received significant reimbursement payments from an
insurance company on Patient G’s behalf. Respondent and Burzynski Clinic employees
acting under Respondent’s direction, supervision and control refused to refund Patient G for
those insurance benefits paid to the Burzynski Clinic.

k. Respondent’s above-described conduct violated:

. Section 164.051(a)(3) of the Act, based on Respondent’s violation of Board
Rules 165.1, adequate maintenance of medical records;

) Section 164.051(a)(6) of the Act, as further defined by Board Rules 190.8(1)(A);
190.8(1)(C);

. Section 164.053(a)(5) of the Act, non-therapeutic treatment;

. Section 164.053(a)(7) of the Act, violates Scction 311.0025, Health and Safety
Code; and :

. Section 164.052(a)(5) of the Act, unprofessional and dishonorable conduct, and
as further defined by Board Rule 190.8(2)(J), providing medically unnecessary services
to a patient or submitting a billing statement to a patient or a third party payer that the
licensee knew or should have known was improper. :
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