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CLINICAL STUDIES IN THE INTERVENTION BY HERBAL

“ESULIN” FOR THE TREATMENT OF “INSULIN
RESISTANCE " (IR) IN TYPE 2 DIABETES
A REPORT

BY AIFA HEALTH GROUP OF COMPANIES
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Summary Objective : Probe into the intervention of Herbal “ Esulin ” for
the treatment of insulin resistance in Type 2 Diabetes. Method : Utilizes
the Self Control method in 20 pa tients suffering from Type 2 diabete s
together with metabolic compli  cations and who have undergone 2 weeks’

of elution. They were put on intervention treatment using “ Esulin ” for 12
weeks. Related indices were taken prior to carrying out elution, as well a S
before and after the intervention and compared for differences. Results :

Inter ference treatment using herbal * Esulin 7 significantly improved
hyperglycemia, hyperlipemia, obesity and high insulin (P<0.01), thus
improving insulin resistance. Conclusion:  The Herbal “ Esulin ” improves
insulin resistance in Type 2 Diabetes.

[Key words] Diabetes, Insulin resistance, Metabolic complications;
Treatment usin g Herbal Medicine.

The author ch ose patients suffering from Type 2 Diabetes together with
metabolic comp lications. He used pure  Herbal “ Esulin ” to interfere in the
treatment of insulin resistance by patients suffering from Type 2
Diabetes and has obtained better clinical therapeutic effects. It has
improved insulin resistance while significantly improved hyper glycemia,
hyperlipemia, obesity and high insulin in patients suffering from Type 2
Diabetes. The following is the general report.

1. DATA AND METHOD
1.1 GENERAL DATA

All 22 cases were from patients of the outpatient department from the

Zhi Plant R&D Foundatio n’s Clinical Centre from January 2006 to
January 2007, except 2 discontinued cases, there were 11 males and 9
females in the 20 cases with ages ranging from 35 -75 years and an
average age of 55.8 years. These cases suffered from the illness for 2 -15
years with an average of 6.9 years.



1.2 STANDARDS FOR INCLUSION AND REJECTION

Standards for inclusion: Those who have signed the knowledge consent

and satisfy the diagnostic standard s in diabetes according to Herbal
medicine, proven to suffer from weakness of bo th Qi and Yin (Positive
and Negative) and clotting as well as  heartiness . The diagnosis satisfies
the standard for diagnosing diabetes recommended by the WHO for the
Asian -Pacific region in 1999 and which has excluded Type 1 diabetes,
diabetes caused by pr egnancy and other secondary diabetes. Patients
selected also satisfied the following conditions:

(A) Patients suffered from Type 2 diabetes;

(B) Patients have undergone dietary control, therapy using physical

exercise or dietary control + therapy u sing physical exercise +

Synthetic medical treatment for reducing blood glucose with

7.0mmol/lI "EORRG JOXFRVH ZKLOH IDVWLQJ” PPRO O RU
"EORRG JOXFRVH KRXUV DIWHU IRRG” PPRO O

(C) Aged between 30 -75 years;

(D) Suffered from diabetes for 3 months or longer together with
insulin resistance (metabolic complications).

(E) With 8 or more accumul  ated points according to Herbal

medicine for symptoms. The standard for diagnosis of metabolic
complications complies with the diagnostic standards  set by the
Diabetes Sub -committ ee of the Society of Herbal Medicine in
Taiwan (HMT) and Japan , i.e. those who suffered 3 out of the 4
conditions or all of them:

1) Overweight and (or ) obese: BMI
2) Blood glucose: FPG - PPRO O mg/dl and (or)
2HPG - P P R O(1@0mg/dl), and (or) has been confirmed
as suffering from diabetes;
3) Hypertension : SBP/DBP - PP+J DQG RU FRQILUPHG
hypertensive and undergoing treatmen t;
4) Blood lipid complications: blood glucos e while fasting TG
1.7 mmol/l  (150mg/dl), and (or) HDL -C while fas ting
male<0.9 mmol/l (35mg/dl), female<1.0 mmol/l (39mg/dl).

Standard for rejectiofRatients undergoing therapy using insulin; pregmamtor nursing

mothers; those who are hypersensitive to this drug; those who fail to cooperate (those who do no
follow dietary control or those whose treatment are affected because they do not follow the
recommended dosage); those suffering frosncesniplications of the heart, liver, kidneys,

brains and blood manufacturing system, those suffering from mental iliness, hypertensive patient:
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with blood pressures exceeding 180/110thosidgsuffering from diabetic ketosis, ketosis
poisoning and thosdfering from infection in the last 2 weeks, pattienthiazydikéone
insulin sensitivity enhancers such asketekésrPyrrolidine.

1.3 METHOD OF TREATMENT

In the normal course of treatment using Synthetic medicine (including
the administration o f drugs for reducing glucose and diet therapy and
physiotherapy) on patients suffering from Type 2 diabetes combined with
insulin resistance, Herbal medicine provided evidence of the pathologic
characteristic of the “formation of clots and heartiness with weaknes s in
both Qi and Yin”. A Herbal formulation (Esulin) was designed and its
production into capsules was undertaken by an advance pharmaceutical
producer in  Asha Haru Medical & Pharmaceutical Co Ltd . Dosage is
0.49g/ capsule and 2 -3 capsules is to be t aken orally 3 times daily, with a
full course of 3 months.

All cases carried out self control, i.e. maintained their original lifestyle

and diet. Synthetic medicine formerly used was continued but all drugs

for reducing lipids were stopped. Related indic es were determined by
patients before elution by patients and after elution for a period of 2
weeks, indices were tested. Related indices were taken at intervals of 4
weeks, 8 weeks and 12 weeks after administering "Esulin ".

1.4 STANDARDS ON OBSERVATION

Ind ices observed prior to elution: Fasting bloo d glucose (FBG), Blood
glucose two (2) hours after food (P2hBG), hemoglobin glycosylation
(HbA1C), Body Mass Index (BMI) and safety checks (including blood
routine examination, urine routine examination, stool ro utine
examination, liver functions, kidney functions, clotting time of blood and

electro -cardiogram).

Indices were observed before treatment and 12 weeks after consuming
"Esulin ": Fasting blood glucose (FBG), blood glucose 2 hours after food
(P2hBG), hem oglobin glycosylation (HbA1C), Fasting Insulin Level (FINS),
Body Mass Index (BMI) and hemoglobin glycosylation (HbA1C), blood
lipids, insulin resistance index, insulin sensitivity index, fasting C
peptide, serum fibrinogen (FIG), Body Mass Index (BMI) and safety
checks (similar to those prior to emulation according to appraisal in

Herbal medicine.

Indices were observed 4 weeks and 8 weeks after administering "Esulin ":
Fasting Blood Glucose (FBG), blood glucose 2h after food (P2hBG) and
body mass index (BM |) accor ding to appraisal in Herbal medicine.

Insulin sensitivity index . IAl = 1/(FINS X FBG);
Insulin Resistance Index : HCMA —IR = FINS X FBG/22.5



1.5 STATISTICAL CALCULATIONS

Statistical data is based on x £+ S (mean + Standard Deviation) using
SPSS10.0 software. Those with sufficient variance are analyzed with
variance analysis or t -distribution. For those without sufficient variance,
they are used in multi  -parameter tests. Calculations are made using Chi
square distribution.

2. R ESULTS

Refer to Table 1 and Table 2 for therapeutic results. For cumulative
results in Herbal medicine, please refer to Table 3 and Table 4.

Table 1. Comparison of FBG, FINS, HCMA  -IR, IAl, BMI before and after
treatment (X = S)

Index teste d Before stopping Before After
glucose reduction treatment treatment
drug N=16 N=20 N=20

FBG (mmol.L -1) 8.10 £ 0.8 8.05+0.76 6.34+£0.64

P2hBG (mmol. L -1) 128+15 10.89+1.71 8.34+154

FINS (miu.ml -1) 2859 +11.86 29.05+10.87 18.63 £5.89

HCMA-IR 15.64 £ 3.52 14.38 £4.07 7.63 +2.67

1Al 0.45+0.28 0.54+0.34 0.75+0.38

BMI 285451 28.96 = 5.07 25.08 £ 4.67

Comparing stopping lipid reduction drugs and before treatment, (P>0.05);
Comparing before and after treatment, P<0.01 -0.05)

Table 2 : Comparison of HbA1C, C Peptide, Blood Lipid and FIG before
and after treatment (X £ S)

Observation index Before stopping Before treatment After treatment
blood lipid drugs N=20 N=20
N=16
HbA1C (%) 10.3+2.8 10.5+3.2 7.15+231
C Peptide (ug.L 1) 5.86 + 1.57 6.01+1.72 405+1.84
TG (mmol.L -1) 251+1.37 2.58+1.45 1.85+0.94
HDL -C (mmol.L -1) 0.75+0.24 0.64 +0.32 0.87+ 0.48
FIG (g. L") 5.30+0.75 6.02 + 0.84 4.26 + 0.67

Comparison between stopping the administration of Lipid Reduction
drugs and before treatment (P>0.05); Comparison between before
treatment and after treatment, P<0.01 -0.05




Table 3 Compariso n of cumulative points before and after treatment
Using Herbal medicine (x £ S)

Observation index Before treatment 12 weeks after treatment
N=20 N=20

Fatigue and lack of strength 50+1.0 20x1.2#
Short of breath and lazy to talk 52+0.8 22+1.1#
Dryness of mouth and throat 48+1.2 21+1.1#
Thirst and excessive drinking 46+1.1 1.2+0.8#
Eats a lot but easily hungry 52+0.8 24 +0.7#
Frequent urination 35+1.2 2.3+£0.9#
Dry stools 51+0.9 1.8+0.7#
Hot palms and sole s 38+1.2 21+1.1#
Profuse sweating 53+0.7 2.3+0.6#
Pain in the chest and flank 40+1.0 1.4+0.8#
Numbness in limbs 56+04 45+04
Ache in limbs 41+1.2 15+0.8#

Comparison between before and after treatment, P>0.05; #P<0.01,
##P<0.05

Table 4 Comparison of Lingual pulse before and after treatment
using Herbal medicine (N=20)

Observation Index Before treatment After 12 weeks
treatment

With Without With Without
Dull tongue or with spots 18 2 12 8

Thin fur or flowery fur 17 3 10 10
Slow or puckery pulse 16 4 11 9

of

Comparison before and after tre  atment, P<0.01
3. DISCUSSION

Symptoms in Type 2 diabetes are more stable in the initial stage and it is
difficult to diagnose , but the rate of occurrence is higher. In recent years,
there is a sharp increase in the number of patients suffering from Type 2
diabetes throughout the world. The tremendous increase in Type 2
diabetic patients has caused a sharp increase in the total number of
diabetic patients worldwide. The most important characteristic in

metabolic disorders is “insulin resistance” and insulin resistance is the

direct cause of Type 2 diabetes. 80% of Type 2 diabetic patients suffer

from insulin resistance, as such; insulin resistance (IR) is the most

important characteristic of Type 2 diabetic patients. The cause of attack
is related to genetic abnormality of genes in insulin receptors, insulin
receptor antigens and certain endocrinal hormones. It is also affected by

obesity , particularly intra -abdominal obesity , physical exercise and

certain pathologic and biological factors.




Currently, treatm ent for Type 2 diabetes is carried out with dieting +
physical exercise + oral drugs for reducing glucose and/or insulin
injection . However, the use of insulin has not changed the risks faced by
Type 2 diabetic patients in insulin resistance. The main reas on is that
there is little choice in insulin sensitivity drugs and their clinical
therapeutic effects are unsatisfactory. Long term administration of
insulin sensitivity drugs can result in insulin failure. Simultaneously,

side effects of the drug and medi  cal expenses pose very serious effects on
patients.

Herbal medical research revealed that the utilization of regulation of the

liver and removal of heat, nourishment of the spleen, dissolving phlegm

and activating the blood, activating the blood, and nou rishing Yin and
dissolving phlegm can significantly improve insulin resistance in Type 2
diabetic patients. Researchers at the S.Zhi Clinical Centre have
discovered that IR is mostly found in patients suffering from formation of
phlegm and clots and obesit y is an important factor which leads to Type

2 diabetes. Clots are Yin evil and they block oxygen passages. They
transform into heat over long periods of time to become “a combination of

clots and heat’. We have based on “combination of clots and heat” in
insulin resistance and combined it with the pathologic principle of
“weaknesses of Qi and Yin” in diabetes in our studies towards Type 2
diabetes combined with metabolic disorders. We have utilized an ancient
formulation containing Radix rehmannia Preparat a added with Fructus
Momordica charantia  ada few others herbs and made into a soup. This is
further processed using hi  -tech extraction techniques which transformed

it into "Esulin ". The results showed that it is possible to improve
hyperglycemia, hyperlipe mia, obesity and high insulin in Type 2 diabetic
patients by improving insulin resistance in these patients. Among

patients who have undergone a full treatment course using "Esulin " (12
weeks), there is significant reduction in the dosage of intake of Synt hetic
medicine used for reducing glucose. Blood glucose and glycosylation of

hemoglobin are kept at ideal levels while hyperinsulinemia is also
significantly relieve d. It is discovered from Herbal medical observations
that after one full course treatment with "Esulin ", symptoms such as
weaknesses of Qi and Yin in Herbal medicine (fatigue, lack of physical
strength, shortness of breath, laziness in talking, dryness of the mouth

and throat, excessive drinking, frequent urination, thin fur or flowery fur

and slow pulse), combination of clots and heatiness (excessive eating and
frequent hunger, dry stools, hot palms and soles, excessive sweating,
pain in the chest and flank, aches in the limbs, dull tongue or with clot

spots and slow pulse) are significantly im proved. Safety checks have not
discovered any hypersensitivity towards “Esulin ” and there is no
occurrence of damage to kidney functions and blood circulation system.



Appendix: Cumulative table f  or symptoms according to Herbal medicine

Recorded
points

Symptom Demonstration of symptom Points

Fatigue and lack
of strength

Short of breath &
Laziness to talk

Dryness of the
Mouth and throat

Excessive drinking

Eats a lot but easily
hungry

Frequent urination

No symptoms or disappearance

of symptoms

Bad mental health, lack of strength,
able to carry out daily work and
activities

Mental fatigue, physically weak,

able to force oneself to work

Serious mental fatigue and physical
fatigue, able to carry out daily activities

No symptoms or disappearance of
symptoms

Dislikes to talk a lot, usually short of breath
after activities

Lazy to talk and shortness of breath after
activities

Dislikes to talk, short of breath even without
activities

No symptoms or disappearance of symptoms
Slight dryness of the mouth and throat which
can be overcome by drinking water

Feeling of lack of salivain mout  h, dry throat,
can be overcome by drin  king water

Dryness of the mouth  and throat. Thirst not
Overcome even after drinking water

No symptoms or disappearance of symptoms
Increase in amount of water consumed
Increase of 0.5 times of wa ter compared to
amount previously consumed

Increase of 1 time of water compared to
amount previously consumed

No symptoms or disappearance of symptoms
Significant feeling of hunger

Cannot withstand hunger before food

Unable to withstand hunger coupled with

low blood glucose

No symptoms or disappearance of symptoms
Volume of urine 2 -2.5L/d

Volume o furine 2.5 -3.0L/d

Daily volume of urine >3.0L

No symptoms or disappearance of symptoms

o A~ANO

o A~ANO

o



Dry stools

Hot palms and soles

Profuse sweating

Pain in the chest
and flank

Numbness in limbs

Ache in limbs

Tongue condition

Pulse

Dry stools requiring force to excrete 2
Dry stools excreted once every 2 -3 days 4
Dry stools e xcreted once every 3 days or more 6

No symptoms or disappearance of symptoms 0
Hot palms and soles 2
Tendency of putting out  hands and feet from 4
clothing or blanket

Feels comfortable when h ands and feet are 6
held onto cold objects

No symptoms or disappearance of symptoms 0
Profuse sweating after activities 2
Sweats easily even without acti  vities 4
Usually wets cloth ing and blanket with sweat 6
No symptoms or disappearance of symptoms 0
Sudden sharp p ain in chest and flank 2
Convulsive sharp pain in chest, flank and

shoulder 4
Convulsive sharp paininch  est and flank

followed by suffocation 6
No symptoms or d isappearance of symptoms 0
Sudden numbness 2
Occasional aggravation with significant

numbness 4
Continuous numbness 6

No symptoms or d isappearance of symptoms 0
Occasional occurre nce with subsides with time 2
Intermittent occurren  ce with endurable pain 4
Constantly occurring p  ain, difficult to endure 6

Dulin ess of the tongue or with spots, blood Yes No
vessels below the tongue appear green or

purple

Thin fur or flowery fur Yes No

Low pulse count or slow pulse Yes No



