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To: Mr. Evgeny Germanov, Sponsor 

From: Ekaterina Vlasova, Ph.D., Senior Consultant, Regulatory and Scientific Affairs, 

                 SKAPAS Consulting Inc.  

CC: Dr. Michael Kutushov, M.D., Ph.D. 

Date: June 18, 2007. 

Re: Dissymmetric (Anisotropic) Tinctorial (DST) Therapy of malignant neoplasms. 

Confidentiality of the Memo 

Any information shared by the sponsor regarding the DST therapy, including Tables with 

Tabulated Summaries, is considered proprietary information and should be kept confidential. 

This information may be used by the sponsor, now and in the future, for presentation or 

publication at the sponsor’s discretion or for submission to regulatory agencies or for 

presentation for collaborators/partners.  In addition, the sponsor reserves the right of prior review 

the data and documents relative to the potential release or publication of proprietary information 

to any publication or for any presentation. 

Introduction 

As requested by Mr. Evgeny Germanov, the following memo briefly outlines the results of 

preclinical studies and clinical application of the Dissymmetric (Anisotropic) Tinctorial (DST) 

therapy of oncological diseases and general recommendations on types of nonclinical studies to 

be conducted with the DST therapeutic compounds in support of further development.

Background Information  

The following points outline some of the background information and assumptions made in 

providing recommendations for the preclinical safety and effectiveness of the DST compounds 

to the further development of the targeted DST therapy of the oncological diseases. 



1. The active therapeutic ingredients of the DST therapy are patented as five compounds: OF-

1, OF-2 (OF-2’), OF-3, OF-7 and OF-10.  

OF-1 and OF-2 are organic acids. OF-3, OF-7 and OF-10 are pigments and dyes. 

2. In vitro preclinical pharmacology studies have been conducted at Harlan Biotech Israel Ltd, 

an international Contract Research Organization. The anti-proliferate and cytotoxic activity of the 

DST compounds toward human adenocarcinoma and melanoma cell lines were demonstrated 

in AlamarBlueTM viability and  [3H]Thymidine proliferation assays (Table A,1). These results were 

analyzed and summarized for the further preclinical development of the most effective clinical 

regiment. 

3. Mechanism of action of the DST therapy is based on selective tinctorial sensitivity of cancer 

cells and described in the manuscripts of Dr. Kutushov (1-3). 

4. In vivo preclinical toxicology studies were conducted in rodents (Table A, 2). OF-2 

compound, as OF-2’ form, was toxic at the dose of 20mg/kg with light effects on Central Nerve 

System (CNS) and mostly, behavioral nature. OF-2 and OF-1 compounds did not demonstrate 

toxicity. 

5.   LD50 is established for all therapeutic compounds of DST therapy: 

Compound LD50 *  (mg/kg) 

OF-1 1000 

OF-2 420 

OF-3 275 

OF-7 400 

OF-10 590-1000 

Doxorubicin 17-20 

                                      
* From the public source of information. 

                             Please note that compounds were chemically modified. 
 

 

In over 15-year clinical application of the DST therapy, several hundred oncological patients 

applied to the consultation of Dr. Kutushov and requested the DST therapy voluntarily. More 

than 600 volunteers were treated with the DST therapy. The majority of the patients has already 

been exposed to chemotherapy of cancer, cancer hormonotherapy or surgery followed by 

cancer chemotherapy.  
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7.    Each compound was prescribed to apply per os  (capsules or drops) and/or per rectum 

(micro clysters).  During the day patients used three compounds in accordance with prescription 

information. 

8.     From 2002 until 2005, 577 patients-volunteers were exposed to the DST therapy. 

8.1  34 patients with carcinoma or adenocarcinoma (stage 1 or 2); 

8.2  511 patients with carcinoma or adenocarcinoma (stage 3 or 4);  

8.3  10 patients with Non-Hodgkin’s lymphoma;  

8.4  10 patients with Glioblastoma multiform; 

8.5   12 patients with melanoma; and some others. 

 

8.1 Three (3) of 34 patients with carcinoma or adenocarcinoma (stage 1 or 2) have received 

the DST therapy in combination with chemo- and radio-therapy. The severity of the side 

effects was reported to be decreased when the DST therapy was used as supportive 

treatment with chemo- and radio-therapy compare to control group.  

31 of 34 patients with carcinoma or adenocarcinoma (stage 1 or 2) have received the DST 

therapy alone. The analysis of the clinical data demonstrated that: 

 Survival rate was 75% within 5 years 

 Recurrences were observed in 10% of cases in the first 9-16 months 

 In  first 1,5 - 2  months of the DST therapy, the tumor-free  patients 

 consisted 40% of  all cases observed  

 In 5-6 months, the tumor-free  patients consisted 60% of all cases observed 

     

8.2  The DST therapy in combination with chemo- therapies was effective for 80% of  

511 patients with carcinoma or adenocarcinoma (stage 3 or 4). The analysis of clinical data 

demonstrated that: 

 Survival rate was 25% within 5 years  

 The significant therapeutic effect of DST therapy was effective to a primary 

tumor and metastasis 

 Survival rate was 95% within first few years 

 Death rate was 5%. This could be explained by the critical condition of the 

patients 

8.3   10 patients with Non-Hodgkin’s lymphoma, who were in critical conditions, used the DST 

therapy.The analysis of clinical data demonstrated that: 

 Survival rate was 90% within first few years  
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 Death rate was 10%. The patients were in critical condition before starting the 

DST therapy. 

8.4 & 8.5. The glioblastoma or melanomas were the most difficult cancer to cure with the DST 

therapy. The death rate was the highest, as 95% within the first 2 years. Additional statistical 

analysis has to be performed in order to compare this percentage/outcome with the result of 

conventional therapy alone. 

9. During the course of DST therapy, the analgesic effect (of DST therapy) as well as positive 

effects on the general well-being of cancer patients was observed.  

10.  During the course of DTS therapy, no adverse event or adverse drug reactions correlated 

with the therapy were reported (at present). 

11.    Documentation on most resent clinical investigations with the DST therapy was reviewed 

and summarized (Table B). Most recent well-documented clinical data illustrated that patients 

had been voluntarily applying for the DST therapy globally. The DST therapy was effective as 

concomitant therapy with or after conventional therapy of severe and most severe stages of 

cancer: adenocarcinomas, melanomas and some others. There were no adverse events or 

adverse reactions reported at present. Two regiments of the DST therapy had minor differences 

in dosage and the route of administration.  

 

Recommendation on clinical development of DST therapy 

Taken into consideration 15-year clinical experience and accomplished preclinical studies, we 

can suggest that the leading clinical indication for the DST therapy can be the following: 

concomitant therapy with or after conventional therapy of severe and most severe 
stages of cancer including adenocarcinomas, lymphomas, melanomas. 

To develop the DST therapy globally and be available to patients worldwide, the followings steps 

have to be accomplished: 

1. The development of ICH GCP protocol for selected clinical indication. 

The protocol has to be prepared in accordance with the guidance ICH (E6) Good Clinical 

Practice:  Consolidated Guideline. 
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2. The design and conduct of GLP nonclinical toxicology program tailored to the 

developed clinical protocol (1). 

The program must be in compliance with ICH Guidance for Industry. 

“S7A Safety Pharmacology Studies for Human Pharmaceuticals” of US FDA, 2001. 

3. The design and conduct of nonclinical pharmacology studies with focus on in vivo 

tumor models.  

The identical to human type of cancer has to be studied with animal models, starting from 

mouse tumors and then  human xenograft mouse model. 

4. The design and conduct of research program with focus on mechanism of action of 

DST compounds and search for receptors of the cancer cells.  

5.    Development of a database with appropriately collected and analyzed information from the 

current clinical observation in support to the clinical protocol (1) as well as in support to 

additional indications of the DST therapy, including the DST therapy alone. 

6. Development of systematically monitored, collected, managed and analyzed data about 

clinical efficacy and safety of DST therapy internationally. 

7. After the completion of the non-clinical program, the GCP clinical trails may be 

conducted in accordance with the ICH GCP guidelines.  
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Conclusion 

The Dissymmetric (Anisotropic) Tinctorial (DST) Therapy is an experimental anticancer therapy, 

based on application of patented chemical compounds of two groups: organic acids and pigment or 

dyes. Compounds OF-1, OF-2, OF-2’, OF-3, OF-7 and OF-10 are the major components in the DST 

therapy. These compounds are used and prescribed by Dr. Kutushov in accordance with the type of 

cancer, the severity of cancer and the patient. Each from the three compounds is for use per os as 

capsule or drops or per rectum.  

The effectiveness of the DST therapy is supported by clinical documents, basic research and 

preclinical studies in vitro only. The safety of the DST therapy is supported mostly by clinical 

observation: no adverse reactions documented during 15 years, significant analgesic effect and 

improved well-being reported by the majority of patients-volunteers.  

Being supported by fundamental research as well as systematic and harmonized with the 

international requirement nonclinical studies and clinical trials, the DST therapy can become an 

effective anti-cancer therapy. 
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Table A-1   Listing of Nonclinical Studies Conducted for Compounds of Dissymmetric (anisotropic) Tinctorial  (DST) Therapy  
        
N Type of Study/Study 

No. 
 

Species/Cell 
lines 

Dose/Levels Duration Method Out-comes Format of the 
original report 

 
1. Preclinical Pharmacology 
 
1.1 In Vitro Study of 

Cytotoxic Effect of  N9, 
N11*1 and N20 
Compounds on 
Proliferation and  
Survival of Caco-2 and 
HT-29 and (HFF) cells 
 

Caco-2, human 
colon 
adenocarcinoma 
cell line 
HT-2,  human 
colon carcinoma 
cell line 
HFF 9,       
human normal 
foreskin 
fibroblasts 
 

10μM N11 
10μM N20 
10μM N9 
 
 

24 hrs (1 Day), 
48 hrs (2 Days) 
72 hrs (3 Days) 
144 hrs (6 Days) 

AlamarBlueTM 
viability/proliferation assay 
with cell lines, which were 
cultured in vitro with test 
compounds and controls 

10μM N11 (OF-7) compound was 
cytotoxic toward to all cell lines 
tested: Caco-2, HT-29 and HFF. 
Caco-2 was the most sensitive to 
N11 (OF-7). 
24-hr exposure of N11 (OF-7) 
inhibited cell proliferation for 6 
days. 
 

e-report  
 
Jan, 2007 
 
 
 
 

1.2 In Vitro Study of 
cytotoxic effect of N11*1, 
N20, N3, N12*2 and N16 
Compounds on 
proliferation and viability 
of Caco-2, MPANC and 
HFF cells 
  

Caco-2, human 
colon 
adenocarcinoma 
cell line 
MPANC,  Human 
pancreatic 
cancer cells, 
 HFF 9,       
human normal 
foreskin 
fibroblasts 
 

10μM N11 
10μM N20 
10μM N3 
10μM N12 
10μM N16 
 

24 hrs (1 Day) 
For viability  
72 hrs (3 Days) 
For proliferation 
 

AlamarBlueTM viability assay 
[3H]-Thymidine proliferation 
assay with cell lines, which 
were cultured in vitro with 
test compounds and controls 

10μM N11 (OF-7) compound was 
cytotoxic toward to all cell lines 
tested: Caco-2 was the most 
sensitive to N11 (OF-7). 
10μM N12 (OF-3) compound was 
highly cytotoxic toward to all cell 
lines tested. 
 

e-report  
 
Dec 10, 2006 
 
 
 

1.3  
 

In Vitro Study of anti-
proliferation and anti-
viability Effect of 
Compounds A-F on 
MCF-7 cells 

MCF-7, Human 
breast 
adenocarcinoma 
cell line 
 

10μM of 
each 
compound 

24 hrs (1 Day) 
For viability  
72 hrs (?) (3 
Days) 
For proliferation 

AlamarBlueTM viability assay 
[3H]-Thymidine proliferation 
assay with cell lines, which 
were cultured in vitro with 
test compounds and controls 
 

10μM D*3 (OF-3) was cytotoxic to 
MCF-7. 
 

e-report from 
website 
October, 2005 

1.4 In Vitro Study of anti-
proliferation and anti-
viability Effect of 
Compounds A-F on 
MCF-7 and A375 

MCF-7, Human 
breast 
adenocarcinoma 
cell line 
A375, Human 
malignant 
melanoma 
 

1nM of A-F 
compounds 

24 hrs (1 Day) 
For viability  
72 hrs (?) (3 
Days) 
For proliferation 
 

AlamarBlueTM viability assay 
[3H]-Thymidine proliferation 
assay with cell lines, which 
were cultured in vitro with 
test compounds and controls 

1nM D*3 (OF-3) compound 
inhibited proliferation of MCF-7 in 
28% and A375 in 23%. 
 

e-report  
 
Aug , 2005 
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1.5  In Vitro Study of anti-
proliferation and anti-
viability Effect of 
Compounds A-F 
Compounds on MCF-7 
and A375  
 

MCF-7, Human 
breast 
adenocarcinoma 
cell line 
A375, Human 
malignant 
melanoma 
 

10μM of 
each 
compound 

24 hrs (1 Day) 
For viability  
72 hrs (?) (3 
Days) 
For proliferation 
 

AlamarBlueTM viability assay 
[3H]-Thymidine proliferation 
assay with cell lines, which 
were cultured in vitro with 
test compounds and controls 

F*4 (OF-7) сompound reduced the 
viability of MCF-7 to 55% and  
A375 to 24% 

e-report from 
website 
March, 2005 

1.6 In Vitro Study of effect 
of 1-4 Compounds on 
proliferation of HFF and 
A375 cell lines 

HFF 9,       
human normal 
foreskin 
fibroblasts 
A375, Human 
malignant 
melanoma 
 

10-5M 
10-7M 
10-9M 

24 hrs (1 Day) 
For viability  
72 hrs (?) (3 
Days) 
For proliferation 
 

AlamarBlueTM viability assay 
[3H]-Thymidine proliferation 
assay with cell lines, which 
were cultured in vitro with 
test compounds and controls 

1*5 (OF-7) compound had anti-
proliferation effect on both HFF and 
A375 cell lines 

e-summary 
 
April, 2003 
 
 

1.7 In Vitro Study of 
Cytotoxicity of A-O 
compounds 

PC-3, human 
prostate 
adenocarcinoma 
MCF-7, Human 
breast 
adenocarcinoma 
cell line 
 

10-5M 
 

24 hrs (1 Day) 
 

AlamarBlueTM viability assay 
 

10-5M D*6 (OF-2’) compound 
inhibited proliferation of PC-3 in 
96%  and MCF-7 in 99% 
10-5M  E*7 (OF-2) compound 
inhibited proliferation of PC-3 in 
51% and  MCF-7 in 99% 
 

e-summary 
 
July, 2002 
 
 

 
2. Preclinical toxicology 
 

 

N Type of Study/Study 
No. 

Species/Cell 
lines 

Dose/Levels Duration Method Out-comes Format of the 
original report 

2.1 Acute toxicity 30 male C57BL 
mice 

Compound 
D (OF2) 20, 
60, and 120 
mg/kg 
Compound  
E 15, 50, 
and 100 
mg/kg 

once 
 

IP injection D*6 (OF-2’) сompound exhibited 
acute toxicity up to minimum used 
dose 20 mg/kg. General behavioral 
signs show effect of compound on 
the CNS.  
E E*7 (OF-2) compound is less 
toxic than the compound D. In 
maximum evaluated dose 100 
mg/kg it didn't expressed toxic 
reactions 

Summary from the 
website 

2.2 Hematotoxicity   60 rabbits OF1 daily P.O. 
10 days 

No hematotoxicity detected for OF-
1 compound 

Summary from the 
website 

 
Please, note that N11*1 = OF7;  N12*2 = OF3;  D*3  = OF3;  F*4 =OF7; 1*5 = OF7;  D*6 = OF2’;  E*7 =OF2 
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Table B-1  Clinical Experience Based on Application of Dissymmetric (anisotropic) Tinctorial  (DST) Therapy 
 
N Patient Code 

 
Diagnosis Conventional therapy DST therapy Out-comes Available clinical primary data  

 
1. Adenocarcinoma 
1.1 01A 

Male 
born in 1929 
Russia 
 
 
 

Prostate 
Cancer 
stage II.  
Prostate size 
61x40x55 mm3

(08.08. 2002). 
Tumor size 
30x48 mm2. 

flucinokan  from  08.06.2002 
until 08.08.2002. 
PSA 4.1  
(08.10.2002) after flukcinar 
treatment. 
Androgen therapy was 
recommended to follow 
flukcinate treatment. 

Regiment 2** 
 
Duration 
1 month  
Starting from 
08.08.2002 
After  
conventional 
therapy 

Prostate size 45x30x46 mm3

(22.08. 2002). 
 
Tumor’s diameter was 6 mm2 
(22.08.2002). 
 
At present (beginning of 2007), 
the patient is free from сancer 
(Dr. Kutushov). 

1. Echography (Russian): 08.08.2002 and 
22.08.2002 (Glavmosstroi Hospital, Russian – 
Рязанский проспект 2, тел 174-491). 
2. Summary (Russian) from oncologist 
Oncological dispensary (Онкологический 
Диспансер, Москва, Бауманская 17/1,  тел 
261-3042). 
3. Dr. Kutushov’s summary (Russian). 

1.2 03A  
Female, 
born in 1938 
Russia 
 
 
 
 

Ovarian 
cancer.  
 
Cancer 
recurrence in 
1998 as a 
tumor 
(metastasis) 
detected in 
pelvis minor. 
 

The extirpation of uterus and 
uterine appendages in 1999-
2001 followed by and 
conventional chemotherapy. 
 
Radiotherapy 18.07.2002 – 
28.08.2002 (50 gr) in 
Moscow Oncological 
Hospital N62. 
 
Tumor (metastasis) size was 
105 x85x105 mm3 
(14.10.2002) in pelvis minor. 
Medical Center SANTE, 
Moscow. 
 

Regiment 2  
from 
29.10.2002 to 
May 2003.  
 
After full 
course of 
conventional 
therapy. 
 

On 29.10.2002, the size of tumor 
was 78X75 mm2. Medical Center 
SANTE. 
On 15.01.2003, the size of the 
tumor was 59X66X83 mm3. 
Medical Center SANTE. 
On 28.02.2003, there was no 
tumor detected. CAPC. 
On 17.03.2003, the tumor was 
characterized as constantly 
growing. Oncological dispensary. 
On 11.04.2003, the tumor size 
was 43X41 mm2. ON-CLINIC 
International. 
On 10.07.2003, the tumor size 
was 36X34X29 mm3. ON-CLINIC 
International. 
On 28.10.2003, tumor size was 
114X69X80 mm3. 
On 19.11.2003, the size of tumor 
was 39X26 mm2. ON-CLINIC 
International. 

1. Narrative CRF (Russian) from Moscow 
Oncological Hospital N62, Medical Center 
SANTE (Медицинский центр «Сантэ», 
Москва, Волков пер 2), Oncological 
dispensary (Онкологический Диспансер, 
Москва, Бауманская 17/1,  тел 261-3042). 
2. Ultrasound (Russian) from Medical Center 
SANTE, Medical Center KARS (ООО НПЦ 
КАРС, Москва, Дмитровское шоссе 21-а, 
тел 977-4722), ON-CLINIC International ( no 
address). 
3. Blood analysis (Russian). 
4. Dr. Kutushov’s summary (Russian). 

1.3 04A 
Female 
born in 1953 
Czech  
Republic 

Cervical 
cancer.  
Diagnosed in 
1987.  

Surgery in 1989. 
Relapse: metastasis was 
detected on 26.10.2001; the 
size of the tumor was 20x30 
mm2. Surgery was 
recommended. 

Regiment 2  
3 months from 
25.01.2002  
After  
conventional 
therapy. 

No tumor detected on 
28.03.2002 (Dr. Kutushov). 
 
The scheduled surgery was 
canceled. 
 

1. Narrative CRF (Czech /Russian from Dr. 
Cherni). 
2. Ultrasound (Czech) 28.03.2002 Tel 0042-
0608730957. 
3. Dr. Kutushov’s summary (Russian). 

*Regiment 1 DST = OF-1 (daily) + O-F2 (daily) + OF-3 (daily) per os 
** Regiment 2 DST = Regiment 1 DST per os + micro-clysters  (OF-1+OF-2 in the morning; OF-3 at night) per rectum 
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N Patient Code 

 
Diagnosis Conventional therapy DST therapy Out-comes Available clinical primary data  

1.4 05A 
Female  
born in 1950 
Russia 
 

Breast  cancer, 
Left breast. 
Diagnosed in 
1995. 

Chemotherapy (10 courses), 
started in 1997, positive 
dynamic. 
Relapse in 1998. 
Surgery in 2002 followed by 
2 courses of chemotherapy.  

Regiment 1* 
from 
September 
1997 until 
1999. 
and in 2002. 
 After  
conventional 
therapy. 
 

No tumor on 30.09.2005 (Dr. 
Kutushov). 

1. Narrative material from oncologist 
(Russian). 
2. Radionuclide diagnostic report (Russian) 
from Ural state Medical Academy, City Clinical 
Hospital N40, Dr. Mel’nikov). 
3. Dr. Kutushov’s summary (Russian). 

1.5 07A 
Male  
born in 1938 
Germany 

Throat cancer 
(4 stage) with 
metastasis to 
lungs. 

Surgery (tracheotomy) in 
2002. 
 

Regiment 1 
Started on 
08.12.2002. 
After 
surgery. 

Results of the treatment 
decrease in metastasis in lungs, 
weight increase, active life 
(25.02.2003) (Dr. Kutushov). 

1.Narrative CRF (German). 
2. Blood analysis (German). 
3. Radioisotopes (German). 
4. Dr. Kutushov’s summary (Russian). 

1.6 08A 
Female 
born in 1953 
Russia 
 

Breast cancer. 
Left breast. 
Diagnosed in 
2001, tumor 
size was 
70x80x70 
mm3. 

No conventional treatment 
 
 

Regiment 1 
Started in 2004 

No metastasis, active life (Dr. 
Kutushov).   

1. Photo from Golf Surgical Center (English). 
2. Blood analysis  (Russian). 
3. Ultrasound reports (Russian). 
4. Biochemistry (Russian). 
5. Radioisotopes diagnostic (Russian). 
6. Imunohistochemistry (Russian). 
7. Dr. Kutushov’s summary  (Russian). 

1.7 09A 
Male 
born in 1950 
USA 
 

Stomach 
(gastric) 
cancer,  
colon cancer, 
metastasis in 
liver and 
abdominal.  
22.10.2004 
Surgery was 
recommended 

The full course of 
conventional treatment. 
. 

Regiment 2  
2 months 
started 
08.2004 
After 
conventional 
treatment. 
 
 

No tumor, no relapse during DST 
treatment period (Dr. Kutushov 
data). 
After voluntarily withdrawal from 
the DST treatment, small tumor 
in was detected in stomach.  
In spring 2006, large -scale DST 
therapy was conducted. 
The tumor size decreased (Dr. 
Kutushov). 
 

1. EGD with Biopsy (English) from Golf 
Surgical Center, Drs. R. Bloom & A. Starr, 
15.09.2004. 
2. Report of Dr. D. Hakiman (English) rom 
Lutheran General Hospital, Diagnostic 
Imaging, 1775 Dempster Str., Park Ridge, IL  
22.10.2004. 
3. Dr. Kutushov’s summary (Russian). 

1.8 10A 
Male 
born in 1951 
Russia 
 

Prostate 
cancer (2-3 
stage) was 
diagnosed 
02.11.2005. 
Tumor size  
was 30x7mm2

on 02.11.2005. 
Prostate size 
was 60x38x54 
mm3 on 
14.11.2005. 

No conventional treatment. 
 

Regiment 2-# 
started in the 
beginning of 
12.2005 

Prostate size was 
59x36x52 mm3  on 14.12.2005 
decreased more in 2 more weeks 
of DST therapy (Dr. Kutushov) 
62x36x58 mm3 on 29.07.2006 
57x35x50 mm3 on 18.10.2006 
Patient continues DST therapy 
successfully (Dr. Kutushov). 

1. Narrative CRF (Russian) from the 
Oncological Center, Moscow. 
2. Ultrasound (Russian) from the Oncological 
Center, Moscow. 
3. Radio diagnostic Clinic of Botkin’s hospital 
(Moscow, 2 Botinskii per 7, 945-2848). 
4. Dr. Kutushov’s summary (Russian). 
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N Patient Code 
 

Diagnosis Conventional therapy DST therapy Out-comes Available clinical primary data  

1.9 11A 
Male 
born in 1932 
Israel 
 

Prostate 
cancer 
was diagnosed 
on 11.01.2006. 
PSA 5 .71  
Prostate 
volume was 
50,48 cm3. 

 
Conventional radiotherapy 
12.09.2006 -08.11.2006. 
 

Regiment 2 
Started 
20.02.2006 

Prostate volume was 
42,97 cm3 on 21.03.2006 
42.00 cm3 on 03.07.2006 (Dr. 
Kutushov) 
PSA was 
 0.73 on 16.07.2006; 
 0.32 on 23.08.2006; 
 0.04 on 22.10.2006 (Dr. 
Kutushov). 

1. Narrative CRF (Hebrew). 
2. Blood Biochemistry (English/ Hebrew). 
3. Immunotyping (English/ Hebrew). 
4. Ultrasound(Hebrew). 
5. Dr. Kutushov’s summary (Russian). 

1.10 12A 
Male 
born in 1937 
Israel 
 

Colon Cancer 
with 
metastasis. 
Diagnosed in 
1993. 

First surgery was performed 
on 22.04.1993. 
Relapse in 1998. 
Second surgery was  
performed on 14.05.1998. 
 

Regiment 2 
Started in 
November 
1998 for 4 
months. 
After surgery 
Supportive 
course of DST 
treatment once 
every 5 years. 
No 
conventional 
treatment 
since 1998. 

No tumor was identified in 
abdominal area on 17.05.2006. 
(Dr. Kutushov). Unclear 
formation (2 cm), 3d vertebra. 

1. Narrative CRF (Hebrew). 
2. Biochemistry (English/ Hebrew). 
3. Dr. Kutushov’s summary (Russian). 
 

1.11 13A 
Female 
born in 1937 
Russia 
 
 

Breast cancer 
with 
metastasis.  

Surgery was performed on 
12.11.2001; 
chemotherapy treatment 
from 17.12.2001. 
 

Regiment 1 
started from 
December 
2001. 
At present, on- 
going.  
After 
conventional 
treatment. 

No relapse during treatment. 
12.03.2004 no tumor. 
(Ultrasound from the City 
Policlinic N190). 
No relapse (Dr. Kutushov 
14.05.2004). 

1. Narrative CRF (Russian).  
2. Ultrasound (Russian) from Policlinic N 190, 
городская поликлиника №190, Moscow, 
Koрнейчука 28, Тел 406-35-11). 
3. Hematology (Russian). 
4. Urinalysis (Russian). 
5. Dr. Kutushov’s summary (Russian). 
 

1.12 14A 
Male 
born in1951 
Russia 

Prostate 
cancer was 
diagnosed in 
March 2005. 
Multiple 
metastasis. 
PSA was 
202,2 ng/mL 
Prostate size 
was 40x35x38. 
Node size was 
1.8x0.8x1.9 
cm3. 
 

Chemotherapy was 
prescribed (zoladex & 
flucinom) from the 
Oncological Center. 
Complication with 
myocardial infarction. 
 

Regiment 2 
DST started 
from 
14.06.2005. 

No metastases were detected on 
15.07.2005. (Dr. Kutushov). 

1. Narrative CRF from Oncological Center 
(Russian) (НИИ клинической онкологии, 
Москва, Каширское ш 24). 
2. Ultrasound from Clinico-diagnostic center 
(Клинико-диагностический центр №4, 
Моква, Крылатские холмы 3, тел 413-9514). 
3. Hematology (Russian). 
4. Dr. Kutushov’s summary (Russian). 
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N Patient Code 
 

Diagnosis Conventional therapy DST therapy Out-comes Available clinical primary data  

1.13 15A 
Female 
born in 1942 
Germany 
 

Breast cancer. 
Diagnosed in 
21.10.2002 

Chemotherapy started from 
21.01.2003 
 

Regiment 1 
started from 
November 
2002 
After 
conventional 
therapy 

Blood test is normal on 
16.05.2003. 

1. Narrative CRF (German). 
2. Immunotyping (German). 
3. Dr. Kutushov’s summary (Russian). 

1.14 16A 
Female 
born in 1938 
USA 
 

Breast cancer 
with 
metastasis. 
Diagnosed on 
1.05.2003 

Surgery. 
Arimex treatment in 2004. 
  

Regiment 1 
started in 
1.05.2003. 
After 
conventional 
therapy: 
surgery. 

Healthy at present (Dr. 
Kutushov’s summary). 
No metastases (Ultrasound 
2004) 

1. Diagnostic Radiology Reports (English) 
from City of Hope, 1500 East Duarte Duerto, 
CA. 
2. Ultrasound Imaging report (English) from S. 
Mark Taper Foundation Imaging Center. 
3. Anatomic pathology Report (English) from 
City of Hope, 1 May 2003. 
4. Blood biochemistry (English). 
5. Immunotyping (English) from Professional 
Clinical Laboratory, San Vicente Blvd, CA 
6. Dr. Kutushov’s summary (Russian). 

1.15 17A 
Female 
born in 1958 
Czech 
Republic 
 

Colorectal 
cancer with 
metastasis in 
abdominal 
lymph nodes, 
liver and 
bones.   

Chemotherapy course from 
May 2005 and radiation 
therapy. 

Regiment 3 
started in 
06.2005  
After 
Conventional 
treatment 
including 
chemotherapy 
and radiation 
treatment. 

No tumor detected (Dr. 
Kutushov). 

1. Narrative CRF (Czech) 
2. Dr. Kutushov’s summary (Russian) 

1.16 18A 
Male 
born in 1938 
 Russia 
 

Kidney cancer 
diagnosed in 
September 
2000. 

Conventional treatment 
surgery (kidney removal) 
was on 05.09.200. 
Spleenectomy was on 
20.08.2002 
Interferon therapy.  
Hormonotherapy. Metastasis 
52x45x40 mm. Surgery was 
on 15.10.2003. 

Regiment 2  
started  from 
October 2002 
After 
conventional 
therapy 

Results:  
13.01.2004 – metastases 
decreased in size, no pain 
syndrome reported (Dr. 
Kutushov).   

1. Narrative CRF (Russian) from Oncological 
Institute (Онкологический институт им. 
Герцена, Москва, « Боткинский проезд 3, 
доктора И.Г. Русаков, Б.Я. Алесеев) 
2. MRI from Russian Cardio-center (Отдел 
томографии, Москва,  3 Черепковская 15А, 
тел 414-6396) 
3. Blood analysis (Russian) Oncological 
Institute named by Gerzten. 
4. Dr. Kutushov’s summary (Russian) 

1.17 20A 
Male 
born in 1927 
(Ukraine), at 
present 
USA resident 

Stomach 
(gastric) 
cancer (4 
stage). 
Diagnosed on 
08.04.2005. 
Ascites.  
 

Choledochoduodenomy in 
198, the tumor was 
inoperable. Pain syndrome. 

Regiment 3 
DST started in 
November 
2005.  

Results: no tumor (Dr. 
Kutushov). The patent is healthy 
at present. 

1. Narrative CRF (English) from John Hopkins.  
2. Endoscopy result s (English) from 
Endocentre of Baltimore. 
3. Follow-up visit from Dr. Schwartz (English), 
Gastroentergology. 
4. Dr. Kutushov’s summary (Russian). 
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N Patient Code 
 

Diagnosis Conventional therapy DST therapy Out-comes Available clinical primary data  

1.18 21A 
Female 
born in 1954 
Czech 
Republic  

Breast cancer, 
diagnosed on 
17.12.2004 

Surgery followed by 
radiotherapy. 

Regiment 1 
started from 
January 2005 
 After 
Conventional 
treatment. 

Results: no relapse, no 
metastases, blood test is normal 
(Dr. Kutushov). The patient is 
healthy at present. 

1. Narrative CRF (Czech). 
2. Blood analysis  (Czech). 
3. Immunochemistry (Czech). 
4. X-Ray (Czech). 
5. Dr. Kutushov’s summary (Russian). 

1.19 22A 
Female 
born in 1955 
Russia 
 

Stomach 
(gastric) 
cancer (4 
stage) with 
multiple 
metastasis. 
Diagnosed in 
January 2005. 

Surgery was on 12.12.2005, 
the tumor was inoperable 
Chemotherapy. 

Regiment 2 
started from 
January 2006 
 After 
conventional 
treatment 

Results: 
April 2006 - metastasis free,  
May 2006 - positive dynamic  ? 
(Dr. Kutushov). 

1. Narrative CRF (Russian).  
2. Histology (Russian) from Oncological 
Center, Moscow. 
3. Blood analysis (Russian) from Oncological 
Center, Moscow. 
4. X-Ray (Russian) from Oncological Center – 
no dynamic, 20.02.2006. 
5. Ultrasound (Russian) from Oncological 
Center. Moscow – no dynamic, 26.04.2006.  
6. MRI (Russian) from Oncological Center, 
Moscow. 
7. Dr. Kutushov’s summary (Russian). 
 

1.20 23A 
Female 
born in 1967 
Byelorussia 

Canceromatose 
(4 stage), 
diagnosed on 
14.02.2006 

 Surgery was on 18.03.2006  
the tumor was inoperable. 
Chemotherapy. 
 

Regiment 2 
DST started in  
08.04.2006 
After 
Conventional 
treatment. 

Results:  
28.12.2006 - patient is feeling 
well, small pain in stomach area. 
Weight is stable.    

1. Narrative CRF (Russian). 
2. Ultrasound (Russian). 
3. Dr. Kutushov’s summary (Russian). 

1.21 25A 
Female 
born in 1953 
Russia 
 
 

Breast cancer 
with 
metastasis to 
right lung and 
bone 
metastases. 

Chemotherapy 
 

Regiment 1 
started on 
05.09.2005 
After 
conventional 
treatment. 

Results:  
no relapse, no metastasis (Dr. 
Kutushov).   

1. Narrative CRF (Russian). 
2. Dr. Kutushov’s summary (Russian).  

1.22 26A 
Male 
born in 1942 
Russia 
 

Tongue cancer  
(4 stage).  

Chemotherapy and 
photodynamic therapy. 

Regiment 1 
started in 
December 
2004 After 
Conventional 
treatment. 

Results: no relapse (Dr. 
Kutushov).   

1. Photo (Russian). 
2. Dr. Kutushov’s summary (Russian). 

1.23 
 

28А 
Female 
Born in 1954 
Russia 

Breast cancer 
Diagnosed in 
2003. 

Conventional treatment 
 

Regiment 1  
For 4 month 
started on 
17.12.2005 
After 
Conventional 
treatment. 
 

Results: 
26.06.2006 – some positive 
dynamic;  
12.03. 2007 - clear scar lesions 
replaced a severe wound (Dr. 
Kutushov).   
 

1. Ultrasound (Russian). 
2. Dr. Kutushov’s summary (Russian). 
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N Patient Code 
 

Diagnosis Conventional therapy DST therapy Out-comes Available clinical primary data  

1.24 29A 
Female 
Born in 1945 
Israel 
 

Ovarian 
cancer. 
Diagnosed in 
2003. 

Surgery and  
6 courses of chemotherapy. 
 
 
 
 

Regiment 2# 
from Feb 1, 
2007 
After 
conventional 
treatment. 

Results: 
Positive dynamic (Dr. Kutushov).  
 

1.  Narrative CRF (Hebrew). 
2. Ultrasound (Hebrew). 
3. Hematology (Hebrew). 
4. Dr. Kutushov’s summary (Russian). 
 

 
 
3. Melanoma (C) 
 
3.1 27C 

Male 
born in 1962 
Ukraine 
 
 

Melanoma, 
diagnosed in 
2003. 

Surgery in 2003, 2004 and 
2005, irradiation therapy, 
immunotherapy, 
chemotherapy, vaccination.  
 
 

Regiment 2# 
started on 
08.2006 for 4 
months. 
After 
conventional 
treatment. 

Results: the patient feels well, 
blood test is normal (Dr. 
Kutushov). 

1. MRI (Russian) from Oncological Center. 
2. Blood analysis (Russian). 
3. Dr. Kutushov’s summary (Russian). 
 

 
4. Other types of cancer 
 
4.1 02D 

Male 
born in 1930 
Israel 
 
Hospitals in 
Israel. 

Hepatoma 
Diagnosed 
14.05.2001 
Tumor size 
was 8 cm;  
anemia, 
diabetes.  

No conventional treatment 
recommended 
 

Regiment 2# 
 
120 Days 
 Started on 
17.05.2001 
 

Tumor size was detected as 5 
cm  on 14.06.2001; 
decreased even more on 
02.07.2001 and totally 
disappeared on 12.10.2001. 
The patient is free from cancer at 
present (beginning of 2007) (Dr. 
Kutushov). 
 

1. Narrative CRF (Hebrew). 
2. Biochemistry (English/ Hebrew). 
3. Blood analysis (English/ Hebrew). 
4. Ultrasound (Hebrew), no clear primary data. 
5. Dr. Kutushov’s summary (Russian). 

4.2  06D  
Male 
born in 1940 
Russia 
 

Bladder cancer 
Diagnosed on 
24.11.2003. 
Tumor size 
25x30 mm2. 
Adenoma 
prostate. 
Chronic 
lympholeucose. 
 

Chemotherapy started on 
24.11.2003 and on 
21.04.2006 

Regiment 2# 
from 
December 
2005. 
After  
conventional 
treatment 

Cancer free (1st biopsy on 
04.04.2006) according to Dr 
Kutushov. 
Bladder cancer free on 
22.11.2006 (Dr. Kutushov). 

1. Narrative CRF (Russian). 
2. Ultrasound (Russian) focused on adenoma 
prostate from Medical-Sanitary Department 
N1. 
3. Urinalysis (Russian). 
4. Biochemistry (Russian). 
5. Histology (Russian). 
6. Dr. Kutushov’s summary (Russian). 

4.3 19D 
Female 
born in 1962 
Hungary 
 

Non-Hodgkin 
lymphoma (3 
stage) from 
12.07.1994. 
Relapse was in 
January 2003.  

Chemotherapy – several 
courses.   

Regiment 1 
started in 
February 2003 
for 3.5 months 
 After 
conventional 
treatment. 
 

Results:  
Overall health status 
improvement. No relapse since 
2003 (Dr. Kutushov).   

1. Ultrasound (Hungarian). 
2. Radiological diagnostic (Hungarian). 
3. Narrative CRF (Hungarian). 
4. Blood analysis (Hungarian). 
5. Dr. Kutushov’s summary (Russian). 
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N Patient Code 
 

Diagnosis Conventional therapy DST therapy Out-comes Available clinical primary data  

4.4 24D 
Male  
born in 1963 
Belorussia 
 

Non-Hodgkin 
Lymphoma 
(stage 2A). 
Diagnosed on 
15.09.2003 

Chemotherapy. 
Irradiation therapy. 

Regiment 1# 
started in 
October 2005 
After 
Conventional 
treatment. 

Results fro February 2007: no 
complain (Dr. Kutushov). 

1. Narrative CRF (Russian) from clinical 
hospital of Minsk. 
2. Ultrasound (Russian). 
3. X-Ray (Russian). 
4. Dr. Kutushov’s summary (Russian). 

*Regiment 1 DST = OF-1 (daily) + O-F2 (daily) + OF-3 (daily) per os 
** Regiment 2 DST = Regiment 1 DST per os + micro-clysters  (OF-1+OF-2 in the morning; OF-3 at night) per rectum 
*** Regiment 3 DST = Regiment 1 DST + New DST compounds including OF-7 
# OF-1 was replaced by OF10 for the treatment of the patient 
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