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ABSTRACT

Introduction / Background
Currently, multiple studies are examining the adjunctive effects of PdLA in Inte-

grative Oncology. Its most active ingredient is a novel organo-mineral compound called
Lipoic Acid Mineral Complex (PdLA), which facilitates charge transfer to provide metaboli-
cally-targeted therapy. From 2004-2006 Dr. James Forsythe studied 225 stage IV cancer
patients (multiple origins). Treatment with Poly MVA or Poly MVA + chemotherapy provid-
ed a 6 year Overall Survival rate of 32%, while the average 5 year survival rate is 2.1% in all
stage IV cancers, as reported in the Clinical Journal of Oncology.

Materials and Methods

Dr. Forsythe’s current outcome-based study is now utilizing genetic chemosen-
sitivity testing, immune therapy, insulin-potentiated therapy, along with IV Poly MVA to en-
hance his results. The patients are discharged on oral Poly MVA and targeted treatments,
with follow-up every 3 months.

Results
Thus far, 59% of the patients have reached 42 months in the study.

Summary / Conclusions
In 2009 Poly MVA completed an IND safety study and is currently being utilized

as integrative support in glioblastoma (Stony Brook University) and multiple myeloma (virginia
Tech-College of Osteopathic Medicine) IND studies.

Dr. Forsythe’s ongoing outcome-based study continues to demonstrate PdLA’s role in the
Integrative Medicine/Oncology arena. Enhancing aerobic cellular metabolism, Poly MVA
potentiates therapies, attenuates side effects and enhances a patient’s quality of life.

INTRODUCTION

A Lipoic Acid Mineral Complex (PdLA) is the most active ingredient in a di-
etary supplement called Poly MVA. In the PdLA complex, the transition metal
palladium is bound to the anti-oxidant alpha-lipoic acid, creating a potent re-
dox polymer that is fat and water soluble. In addition to PdLA, this proprietary
blend is formulated with minerals, vitamins and amino acids such as molyb-
denum, rhodium, ruthenium, thiamine, riboflavin, cyanocobalamin, acetyl cys-
teine, and formyl methionine.

Redox polymers are very efficient at accepting and transferring charge
(electrons), which is the basis of cellular metabolism. A unique characteristic
of cancer cells is that they have a disrupted metabolism. Malignhant cells fa-
vor an anaerobic metabolism (red oval in figure below) and make physiologic
adaptations to a hypoxic environment.

Lipoic Acid Mineral Complex (PdLA):
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In contrast, PdLA facilitates aerobic metabolism since thiamine
and lipoic acid act as cofactors in the conversion of pyruvate at
Complex | of the mitochondria, which targets PdLA’s energy to
the aerobic cascade (figure above). Our research has focused on
PdLA as a metabolically-targeted therapy.
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METHODS

1. FORSYTHE PROTOCOL / POLY MVA INVESTIGATION: 2.

.Bladder: NMP-22, BTA

.Breast: CEA, CA 27-29, CA 15-3

.Colorectal: CEA, CA19-9, 5HIAA
(Carcinoids)

.Esophagus: CEA, CA 19-9

. Gastric: CEA, CA 19-9

.Liver: AFP, CEA, CA 19-9

.Lung: CEA, CA 19-9

PARAMETERS

. Physical Exam—tumors In skin, liver, spleen, lymph nodes, etc.

. X-Rays: tumors detectable in CXR, bone X-rays, mammograms, etc.

. CT Scanning®*: tumors detectable in brain, chest, abdomen, pelvis or bones
. Ultrasounds: breast GB, liver, ovaries, spleen, etc.

. MRIs: brain, neck, sinuses, joints, breasts, muscles, soft tissues, etc.

. Pet Scans®: total body scanning

. Chemo-Sensitivity testing: on whole blood (RGCC, Inc.)

. Hormonal balancing testing: saliva or blood

* Dr. Forsythe discourages the excessive use of CT/PET scanning

3. THE FORSYTHE PROTOCOL: Proprietary 4.

CWC INVESTIGATION: TUMOR MARKERS

.Lymphomas: ESR, LDH,

Beta-2 microglobulin, SPE
-Myeloma: B2MG, SPE, LDH, ESR
.Pancreas: CEA, CA 19-9
. Prostate: PSA, Free PSA
.Ovary: CA 125
. Testes: AFP, HCG

STANDARD 3-WEEK PROTOCOL

1. Normal Saline 8. Zinc - Monday: Forsythe Immune Protocol + Poly-MVA IV

2. Magnesium Chloride 9, L-Glutathione . Tuesday: Forsythe IPT Lite + L-Glutathione IV

3. Pyridoxine 10. Folic Acid .Wednesday: Super “C” (50 grams) + H202 IV

4. Vitamin B-12 11. DMSO . Thursday: Forsythe IPT Lite + L-Glutathione IV

5. Vitamin C 12. Oral Poly-MVA on non- . Friday: Forsythe Immune Protocol + Poly-MVA |V

6. B Complex IV days

7. L-Lysine Discharged to home on maintenance: Poly-MVA oral, CT / Targeted treatments

for 3 months, ongoing evaluations.

DATA - 10 Case Reports

Case #1: BREAST

R.T.: AS57-year old, postmenopausal, white female from Wyoming with Stage |V left breast carcinoma with her chest wall metastases. She
was diagnosed in 2008. Her tumor was ER/PR positive and HER-2 negative. Her tumor markers at the time of the diagnosis, including the CEA
and the CA 27-29 were normal. She had evidence of spread when she came to CWC in 2010 and was begin on the Forsythe Immune Protocol
using Poly-MVA following chemosensititvity genomic testing for circulating tumor cells. Following the gene testing she was offered low-dose in-
sulin-potentiated therapy, to be given over a three-week period, twice weekly, with the Forsythe Immune Protocol given on Monday, Wednesday
and Friday. The Forsythe Immune Protoocol |.V., and the L-glutathione 1L.V. (hereafter referred to as the glut-1.V). The patient has been seen
more recently at yearly intervals. She continues free of disease and with no evidence of residual disease in her chest wall or elsewhere. Her
performance status is 100%.

Case #2: OVARIAN

|.D.: A 58-year-old, postmenopausal, black female from Southern California who was diagnosed with Stage IV adenocarcinoma of the ovaries
with metastases to her lungs and mediastinum in 2008. Her initial conventional treatment was that of standard protocol chemotherapy with car-
boplatin plus Taxol. She was first seen by me in 2010 and was offered genomic testing for circulating tumor cells. This was accomplished and
she was treated with the Forsyth Immune Protocol and Poly-MVA, using the two best drugs offered by the gene testing report. The drugs were
given twice weekly with a low dose insulin-potentiated therapy protocol, and on Mondays, Wednesdays and Fridays of each week she was giv-
en the various immune therapies as listed above. She has had a recent CT scan of her abdomen and chest which showed no evidence of dis-
ease. Her cancer marker CA 125 is normal and she has been off all chemotherapy and hormonal therapies for the past three years.
Case #3: ESOPHAGEAL

C.C.: A74-year-old, widowed white female who was diagnosed with Stage |V adenocarcinoma of the gastroesophageal junction in 2006. The
patient was offered but refused conventional chemotherapy as she had metastases to her lungs and was diagnosed as Stave |V, and she was
given a short, six months to one year prognosis. The patient was fist seen by me in 2010 and was offered genomic testing on whole blood for
circulating tumor cells. After agreeing to this diagnostic procedure she received the Forsythe Immune Protocol consisting of three days per week
of immune-stimulating therapy plus Poly-MVA, and two days per week of low-dose insulin-potentiated chemotherapy. The patient has been in a
prolonged complete remission showing disappearance of all chest wall metastases and no near lesions in her mediastinum, liver, lungs or
bones. Her tumor markers, CEA and CA 19-9 remain normal and she has a 90% performance status.

Case #4: TESTICULAR

E.D.: a 77-year-old, divorced white male from Carson City, Nevada, who was diagnosed in 2009 as having liposarcoma with metastases into
the right testes, right inguinal canal, and the right groin. This gentleman received the Forsythe Immune Protocol three days per week, low-dose
insulin-potentiated chemotherapy two days per week for a three-week period, and then he was discharged on oral chemotherapy and followed
at three month intervals thereafter until this date. He continues to survive and has a 100% performance status. As no tumor markers are availa-
ble for sarcomas, no laboratory confirmations of his complete remission are available other than the follow-up scans, pelvic x-rays and ultra-
sounds of this area.

Case #5: APPENDIX

P.N.: a 48-year-old, white single male from Oregon who was diagnosed with adenocarcinoma of the appendix complicated by massive
ascites and a condition called “pseudomyxoma peritonei”. The patient was first diagnosed in 2010 with exploratory laparotomy. He refused all
conventional therapies, including aggressive surgery, radiation and chemotherapy. He came to see me in 2009, and after agreeing to chemo-
sensititvity testing for circulating tumor cells he was given the Forsythe Immune Protocol with Poly-MVA three days per week and low-dose insu-
lin-potentiated chemotherapy two days per week for a three-week period.(continued)

He was then discharged on oral-effective chemotherapy agents at 50%dosage. The patient has required no paracentesis, as the ascites fluid is
very thick, mucoid and gelatinous, and it is possible to drain through a standard paracentesis procedure. The patient is well-controlled, however
still has some ascites, but he is functional and maintains a part time employment status at his job. He is considered to be in a stable remission
and has not used any ambulatory-assisted devices.

Case #6: THYROID

M.N.: A 49-year-old, white married female, college professor, who was diagnosed with Stage |V papillary thyroid carcinoma with pulmonary
metastases in 2008. She was first seen by me in 2010 and received chemosensitivity genomic testing, following which she was treated with the
Forsythe Immune Protocol plus Poly-MVA three days per week and low-dose insulin-potentiated chemotherapy two days per week. This result-
ed in a complete remission with disappearance of all lung metastases and the development of a 100% performance status. The patient has
been off all chemotherapy treatments for the past two years.

Case #7: ASTROCYTOMA

B.B.: A 46-year-old, white married male attorney from Northern California who was diagnosed with a right frontal lobe anaplastic astrocyto-
ma in 2009. The patient had a subtotal right frontal craniectomy procedure, with tumor left behind because of it involvement in the right motor
strip parietal area. The patient first saw me in 2010 and was treated with the Forsythe Immune Protocol and Poly-MVA followed by oral CCNU.
He has been in complete remission with follow-up MRI studies showing no residual tumor in the right frontal area nor any other new lesions
elsewhere in the brain. The patient has had maintenance therapy with hemp oil and has otherwise been stable. The patient has a 100% perfor-
mance status and recently had a new child born to his wife.

Case #8: PANCREATIC

T.M.: A 44-year-old, white married male from Santa Barbara, California, area with Stage IV adenocarcinoma of the pancreas with liver me-
tastases, diagnosed via needle biopsy for liver metastases in 2010. This patient was initially seen by me shortly after his diagnosis and under-
went chemosensitivity testing, which was followed by treatment with the Forsythe Immune Protocol plus Poly-MVA, given twice weekly for three
weeks, with the other three days per week being occupied by treatment with the other immune therapies, same as those utilized in the above-
mentioned cases. Following three weeks of I.V. therapy the patient was sent home on oral Tarceva, to be taken once daily. The patient has
been in a stable remission for the past several years and he has not required other systemic, low-dose chemotherapy.

Case #9: MULTIPLE MYELOMA

C.M.: A 54-year-old, white married male, doctor of chiropractic’s, who was diagnosed with multiple myeloma in 2005. He received conven-
tional therapies for the next several years. He first saw me in 2010 with Stage |V disease, with extensive bony metastases. He underwent
chemosensitivity genomic testing followed by treatment with the Forsythe Immune Protocol and Poly-MVA. Low-dose insulin-potentiated thera-
py was given two days per week and the immune protocol and other IV therapies given on Mondays, Wednesdays and Fridays for a three-
week period. He was discharged on oral medications, according to genetic sensitivity testing. He has been in a prolonged durable remission for
the past several years and has, in fact, written a book about his excellent progress.

Case #10: KIDNEY

K.P.: A 65-year-old, white married female from Washington State with renal cell carcinoma with metastases to her lungs, and diagnosed with
Stage |V disease at the time of diagnosis in 2007. the patient first saw me in 2010 and underwent chemosensitivity genomic testing. She was
treated with the Forsythe Immune Protocol plus Poly-MVA three days per week and low-dose insulin-potentiated therapy two days per week.
She was then discharged on oral medications and has been followed by myself and other physicians in the Washington State area since that
time. She currently remains in excellent remission.
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RESULTS

FORSYTHE PROTOCOL / POLY MVA INVESTIGATION:
TOTAL SURVIVORS - 550 patients 42 month study

Survivors: 325/550-
Percent Survivors = 59%
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*Chart does not reflect non evaluable patients

SCHOOL OF MEDICINE

Neurology

DESSTINI STUDY - Stony Brook University

" Dose-escalation safety study and kinetics profile. This was an IRB approved
study, which was monitored by a DSMB and granted an IND from the FDA.

Veterinary Specialists

Angel Care

/ Cancer Center

® Over 900 animals used PdLA supplement in an integrative protocol.

Veterinary Integrative Oncology Program - Dr. Greg Ogilvie

® Most effective in solid tumors (soft tissue sarcoma, hemangiosarcoma, mast cell, transition

cell carcinoma, lung, anal sac carcinoma, renal carcinoma, squamous cell carcinoma,
fibrosarcoma, melanoma, menigioma, neuroblastoma, mammary adenocarcinoma)

EXAMPLE: Veterinary Osteosarcoma Data

Median Survival (in days)

Amputation Alone (n=162) 165

Amputation w/ Poly MVA (n=11) _ 268

" PdLA improved median survival 62% (103
days) compared to surgery alone.

"PdLA added to the chemotherapy regimen

Amputation e e [ >+ (carboplatin + doxorubicin) resulted in a 27%
R, (79 days) longer median survival, with improved
mputation w emotherapy + - - " " n "
roymvam=r7) N > | objective parameters (i.e. weight, anemia, liver
o 10 200 30 a0 and kidney function).
Virginia

[l Tech PAMS Study
3

" An IND has been granted to Virginia Tech College of Osteopathic Medicine to

examine the concurrent therapeutic benefit of the PdLA formulation in multiple
myeloma (Dr. Rick Williams).

SCHOOL OF MEDICINE

Neurology

DESSTINI-A STUDY - Stony Brook University

" An additional IND safety and efficacy study Is being conducted at Stony Brook
Medical Center examining adjunctive support of PdLA in glioblastoma patients.



