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WHAT IS LivPhcD™? o JEMDIO

Ph DJ LivPhcD™ is a mycelium cultured through
W - =/ patented fermentation technology
W
\{ N/
N - US Patent No. US8722056 B2

Strain: Main bioactive ingredients:
Paecilomyces hepiali Adenosine(>2.2mg/g) * Polysaccharide (>40mg/q)
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SCIENCE-BASED WORLD® SFIRST  REVERSE NAFLD FDA APPROVAL

LivPhcD™ was shown to:

® BOOST IMMUNE & ANTI-AGING ® REVERSE LIVER FIBROSIS

Q LOWER AST/ALT O ANTI-OXIDATION O LOWER LIVER CHOLESTEROL
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The Director of the United States
Patent and Trademark Office

Has received an application for a patent for a
new and useful invention. The title and descrip-
tion of the invention are enclosed. The require-
ments of law have been complied with, and it
has been determined that a patent on the in-
vention shall be granted under the law.

Therefore, this
United States Patent

Grunts to the person(s) having title to this patent
the right to exclude others from making, using,
offering for sale, or selling the invention
throughout the United States of America or im-
porting the invention into the United States of
America for the term set forth below, subject
to the payment of maintenance fees as provided
by law:

If this application was filed prior to June 8,
1995, the term of this patent is the longer of
seventeen years from the date of grant of this
patent or twenty years from the earliest effec-
tive U.S. filing date of the application, subject
to any statutory extension.

If this application was filed on or after June 8,
1995, the term of this patent is twenty wunfmrn
the US. filing date, subject to an)
tension. If the application contains a xpcuﬁz
reference to an earfier filed application or ap-
plications under 35 US.C. 120, 121 or 363(c),
the term of the patent is twenty years from the
date on which the earliest application was filed,
subject to any statutory extensions.
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FDA APPROVAL

FDA confirmed that LivPhcD™ was a
natural botanical product with

decent quality safe enough to be used
as dietary supplements' new ingredient
in the American market and therefore
granted it a pre-market notification.
FDA agrees LivPhcD™ can :
e promote general health
® boost energy

e modulate physical functions

” ’ Manco PoLo TECHNOLOGIES, INC.

A Green Pharmaczutical Company

PREMARKETING NOTIFICATION

TO:  Division of Standards and Labeling Regulations
Office of Nutntional Products, i
and Dietary Supplement (HFS-820)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
$100 Paint Branch Parkway
College Park, MD 20740-3835

DATE: March 31, 2002
Dear Sir/Madame:

HOMEGI BIOTECH INTERNATIONAL CORP, Taipei, Taiwan would like to
notify FDA of its intent to market a dietary supplement, “Sustotrong”™ which contains
new dictary ingredients, in the US market. It has authorized Dr. Yuan Lin of Marco Polo
T jes Inc. ( 1) to be its who will handle matters
s a product of TCM Bio-Technology
International. It is manufactured under contract by Chang Pharmaceutical Co Lid.
and distnbuted by HOMEGI BIOTECH INTERNATIONAL CORP.

A. Name and complete address of Distributor

HOMEG] BIOTECH INTERNATIONAL CORP.
6% F1- 2, No. 560, Section 4, Chung-Hsiso E. Road
Shiay Chius, Taipei, Taiwan, |10

Republic of Chira

Authorzed repeescntative i the US

Dr. Yuan Lin

Marco Polo Technologies, Inc

$900 Conway Road

Bethesda, MD 20817

301-897-5211 (phone); 301-530-5526 (fax)
e-mail: ylin60@yahoo.com

B. Name of product and dietary ingredients
Name of product: Sustetrong
Sustotrong is in capsule form. Each capsule contains 500 mg +/- 10%

Each package contains 90 capsules. There is no structure/function claim on the label
(Attachment 2—Package labei).

900 Comway Roaa, Serhesda, Marytand 10817 Phooe: (01) #97-9211: Faxc (301) $30.5526
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¢ DEPARTMENT OF HEALTH & HUMAN SERVICES

IND 65,222

TCM-Biotechnology International
Attention: Yuan Lin, Ph.D

US. Representative

$900 Conway Road

Bethesda, MD 20817

Dear Dr. Lin:

(IND) itted

Please refer to your Investi | New Drug
of the Federal Food, Drug, and Cosmetic Act for TCM-700C.

Pubic Heath Servee

Fo00 and Drug Adminstraton
Rockvile, MD 20857

under section 505(1)

We have completed our 30-day safety review of your application and as discussed with you in a
telephone conversation with Jeff D, O'Neill of this Division on September 29, 2004 have

concluded that you may proceed with your proposed clinical investigation.

If you have any questions, call Jeff O'Neill, Regulatory Health Project Manager, at 301-827-

2338,

Sincerely.
{See appended electronic signature page)
Debea Bimkrant, M.D,

Director

Division of Antiviral Drug Products

Office of Drug Evaluation IV

Center for Drug Evaluation and Rescarch
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oo In Vivo oo

Experimental Results

Effects of LivPhcD™ on High-Fat Diet-Induced
Non Alcoholic Fatty Liver Disease



SCIENTIFIC EVIDENCE FOR LivPhcD™ B L)~

based on the study results of animal model (High-fat diet)

B PATHOLOGIC OBSERVATION OF LIVER

High-fat Diet-Induced : : :
Control Non-alcoholic Fatty Liver(NAFL) High-fat Diet +LivPhcD™

Hepatic steatosis .
(lipid accumulation) B LivPhcD™ can reverse NAFL



. TCMDIO
SCIENTIFIC EVIDENCE FOR LivPhcD™ e sorss o o
B Control

High-fat diet
B High-fat diet +LivPhcD™

based on the study results of animal model (High-fat diet)

B |LIVER WEIGHT / RELATIVE SIZE OF LIVER

Liver weight Relative size of liver

1.6

1.4 3.5 *

1.2 * 3

[

o
()

g/mouse
g/100g body weight
N

After 20 Weeks After 20 Weeks

* indicate significant differences (p<0.05) ® LivPhcD™ can reduce hepatic lipid accumulation




SCIENTIFIC EVIDENCE FOR LivPhcD™ B L)~
B Control

based on the study results of animal model (High-fat diet
! (g ) High-fat diet
B High-fat die +LivPhcD™

B HEPATIC TRIGLYCERIDE/CHOLESTEROL

Hepatic triglyceride Hepatic cholesterol

30
25
40
*

20

15

TG(mg/g liver)
TC(mg/g liver)

10

After 20 Weeks After 20 Weeks

* indicate significant differences (p<0.05) m LivPhcD™ can lower hepatic triglyceride and cholesterol
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SCIENTIFIC EVIDENCE FOR LivPhcD™ e sorss o o
B Control

High-fat diet
B High-fat diet +LivPhcD™

based on the study results of animal model (High-fat diet)

B SERUM TRIGLYCERIDE/ CHOLESTEROL

Serum triglyceride Serum T-cholesterol
120 300
100 250
* *
80 200

60

TG(mg/dL)
TC(mg/dL)

40 100

20 50

After 20 Weeks After 20 Weeks

* indicate significant differences (p<0.05) B LivPhcD™ can lower serum triglyceride and cholesterol
10




SCIENTIFIC EVIDENCE FOR LivPhcD™ - B L)~

based on the study results of animal model (High-fat diet) High-fat diet
[ ] High-fat diet +LivPhcD™

B ACTIVITY OF LIVER ANTIOXIDANT ENZYME H |L[VER LIPID PEROXIDATION

SOD Lipid Peroxidation
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~
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SOD (unit/mg protein)
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o

B
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After 20 Weeks After 20 Weeks

B LivPhcD™ can elevate the SOD enzyme values B LivPhcD™ can lower lipid peroxidation

* indicate significant differences (p<0.05) 11
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oo In Vivo oo

Experimental Results

Effects of LivPhcD™ on Alcohol Liquid Diet-Induced
Alcoholic Fatty Liver Disease



SCIENTIFIC EVIDENCE FOR LivPhcD™ B L)~

based on the study results of animal model (The Lieber-DeCarli alcohol liquid diet)

B PATHOLOGIC OBSERVATION OF LIVER

Alcohol Liquid Diet-Induced

Control Alcoholic Fatty Liver(AFL)

Alcohol Liquid Diet +LivPhcD™

Hepatic steatosis )
(lipid accumulation) B LivPhcD™ can reverse AFL




SCIENTIFIC EVIDENCE FOR LivPhcD™ B L)~

based on the study results of animal model (The Lieber-DeCarli alcohol liquid diet) B Control
Alcohol liquid diet
B HEPATIC TRIGLYCERIDE/CHOLESTEROL B Alcohol liquid diet +LivPhcD™
Hepatic Triglyceride Hepatic Cholesterol
100 1.6
1.4
80 12
E 60 E 1
® * ®og
5 40 S 0.6
0.4
20
0.2
0 0
After 9 Weeks After 9 Weeks
* indicate significant differences (p<0.05) ® LivPhcD™ can lower hepatic triglyceride and cholesterol value

14




SCIENTIFIC EVIDENCE FOR LivPhcD™ B L)~

based on the study results of animal model (The Lieber-DeCarli alcohol liquid diet) B Control
Alcohol liquid diet
B SERUM TRIGLYCERIDE/ CHOLESTEROL B Alcohol liquid diet +LivPhcD™

Serum cholesterol

Serum triglyceride 240

180

*
120
60 . I

After 9 Weeks
After 9 Weeks

160

80

Cholesterol (mg/dL)

TG(mg/L)

* indicate significant differences (p<0.05) B LivPhcD™ can lower serum triglyceride and cholesterol value




SCIENTIFIC EVIDENCE FOR LivPhcD™ _ CI’°"‘°‘°

based on the study results of animal model (The Lieber-DeCarli alcohol liquid diet) Alcohol liquid diet
2 Alcohol liquid diet +LivPhcD™
B [VER ANTIOXIDANT CAPACITY M [|VER LIPID PEROXIDATION

Antioxidant Capacity Lipid Peroxidation

©
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©
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0.1 c

0 0

Week 9 Week 9
B LivPhcD™ can enhance liver antioxidant capacity B LivPhcD™ can lower lipid peroxidation

* indicate significant differences (p<0.05) 16
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oo In Vivo oo

Experimental Results

Effects of LivPhcD™ on Thioacetamide-induced Liver Fibrosis



SCIENTIFIC EVIDENCE FOR LivPhcD™ B L)~

based on the study results of animal model (thioacetamide-induced liver fibrosis)

B PATHOLOGIC OBSERVATION OF LIVER

Control Thioacetamide(TAA)-induced
Liver Fibrosis
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TAA +LivPhcD™

fibrosis B LivPhcD™ can reverse liver fibrosis




SCIENTIFIC EVIDENCE FOR LivPhcD™ SR )¢

based on the study results of animal model (thioacetamide-induced liver fibrosis) Thioacetamide(TAA)
B TAA +LivPhcD™

B SERUM BIOCHEMICAL PARAMETERS-AST(GOT), ALT(GPT)

Serum AST Serum ALT
400 160
300 120
= =
= 200 2 80
5 * ar
< <C
*
100 . . 40
0 0 - -
After 8 Weeks After 8 Weeks

B Results show LivPhcD™ can reduce AST(GOT)  ALT(GPT) values

* indicate significant differences (p<0.05)

19




SCIENTIFIC EVIDENCE FOR LivPhcD™ - o B L)~

Thioacetamide(TAA)
B TAA+ LivPhcD™

based on the study results of animal model (thioacetamide-induced liver fibrosis)

B | [VER COLLAGEN CONTENT H LIVER LIPID PEROXIDATION
Liver collagen Lipid Peroxidation
0.5 25
0.4 * - 2 *
g 0.3 gﬂ 1.5
g 3
% 0.2 E !
g
€
0.5
0.1
0 ° After 8 Weeks
® LivPhcD™ can significantly reduce liver collagen content B LivPhcD™ can reduce the level of liver lipid peroxidation

* indicate significant differences (p<0.05) 20




SCIENTIFIC EVIDENCE FOR LivPhcD™

based on the study results of animal model (thioacetamide-induced liver fibrosis) B Control

22

20

U/mg protein
[
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14

B THE ACTIVITY OF LIVER ANTIOXIDANT ENZYME

SOD

16

U/mg protein

CAT

After 8 Weeks

B LivPhcD™ elevates liver

After 8 Weeks . .
antioxidant enzyme values
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Thioacetamide(TAA)
B TAA +LivPhcD™

* indicate significant differences (p<0.05)

GSH-Px

30

20

U/mg protein

10

After 8 Weeks

21




HOW TO USE LivPhcD™? o CMOIO

01 capPsuLEs (4 GUMMIES
02 T1ABLETS (05 LIQUIDS

03 SACHET 06 COSMETIC

* For liver health maintenance: 500-750mg/day
* For NAFLD: 750mg/day
« For liver fibrosis: 2250mg/day
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TCMDIO
EREMB RN ERA

Address 24-8, No.97, Sec.1, Xintai 5t Rd., Xizhi Dist., Taipei City 22175, Taiwan
Tel +886-2-2697-2628

Fax +886-2-2697-2627
URL http://www.tcmbio.com/en/
Email kara@tcmbio.com

\ Thanks for Your Attention/


http://www.tcmbio.com/
mailto:hankwu@tcmbio.com
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