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                        Abstract

In the process of such a test conducted by No.1 Hospital Attached to Jiangxi Medical College and other 2 hospitals, the testing method of random contrast has been adopted for the clinical test and observation over 150 cases of simple obesity, of which 100 cases as the treatment group of New Ninghong Diet Tea and 50 cases as the contrast group of Tianyan Diet Tea. As shown in the comparability analysis among groups, there presents good comparability between the treatment group and contrast group. It isindicated in the analysis of curative effect that the total effective rate of weight reduction is; 77.0% in treatment group and 72.0% in contrast group, both with remarkable effect to the minor, moderate and major obesity and close to in curative effect. After the treatment, the weight in treatment group is averagely down by 2.5 kg, and averagely down 2.2 kg in contrast group. While in the treatment of dizziness, feeling of fullness in head, abdominal fullness and distention, heavy sensation in limbs and body, the total effective rate is 75.6% to 78.4% in treatment group and 71.8% to 76.9% in contrast group. Both in the treatment group and contrast group, the cholesterol and triglyceride have been reduced prominently, and it shows the significant difference(P<0.05) before and after the treatment, but without significant difference(P>0.05) according to the comparison of various curative effects in both groups, indicationg a similar curative effect of New Ninghong Diet Tea and Tianyan Diet Tea.

Within the first 2 or 3 days after the oral taking commences, some obesity sufferers, both from the treatment group and contrast group, start to pass loose stools 3 or 4 times per day, of which 13 cases from the treatment group and 8 cases from the contrast group, but come to normal immediately on the 4th day, without the presence of other untoward effects or abnormal changes in the routine examination of blood, urine and bowel and in the safety examination of cardiac, hepatic and renal functions.

As indicated in the test results, New Ninghong Diet Tea is of good

Effect and reliable safety in weight-loss and fat reduction.

Test Objectives

New Ninghong Diet Tea is a kind of bag tea prepared by Ninghong Group on the basis of the empiric formularies supplied by Mr. Shen Pi’an,

A famous and experienced doctor of traditional Chinese medicine in Shanghai. Since it was put into market, it has been enjoying the popularity among obesity sufferers for its remarkable effect of weight reduction. As shown in the pre-clinical pharmacological and toxicological studies, this product is undoubtedly of good effect in weight loss and fat reduction, being reliably safe and non-toxic. With the approval of Jiangxi provincial Medical AdministrativeBureau for clinical test of new medicine in category-3 (refer to 1995 G.W.ZL-8, the Approval for Clinical Study of New Medicine, that is issued by Jiangxi Provincial Medical Administrative Bureau), this product has been supplied for a clinical test with the participation of No.1 Hospital Attached to Jiangxi Medical College, Nanchang No.1 Hospital and Nanchang No.2 Hospital, of which, No.1 Hospital Attached to Jiangxi Medical College is the only institution responsible for the organization and implementation. In the clinical test, Tianyan Diet Tea [refer to (1985) W.W.Y.Z. No.225] has been selected as a contrast tea to ensure the objective appraisal over the exact curative effect and safety of New Ninghong Diet Tea in the treatment of simple obesity.

Common Data

This test started on June 25, 1995 and ended on September 30,1995.

150 cases of simple obesity had been observed, of which 100 cases in the treatment group of New Ninghong Diet Tea and 50 cases in the contrast group of Tianyan Diet Tea. As for the distribution of these cases in hospital, and the information about the sex, age, weight and degree of obesity, major clinical symptoms, tongue and pulse conditions, blood fat and fasting blood-glucose, etc.,briefly see the table 1 to 6.

1. Distribution of cases in hospital. See table 1

Table 1  Distribution of cases in hospitals

	Hospital
	Number

of Cases
	Treatment

Group
	Contrast

Group
	Proportion

	No.1 Hospital Attached to Jiangxi Medical College
	60
	   40
	   20
	 2:1

	Nanchang No.1 Hospital
	 45
	  30
	  15
	  2:1

	Nanchang No.2 Hospital
	 45
	  30
	  15
	  2:1

	Total
	 150
	  100
	  50
	  2:1


2. The sex and age in both groups. See Table 2

Table 2  The sex and age in both groups

	Group
	Number of 

Case
	Male 
	Female 
	Average Age

   (X+S)

	Treatment group
	    100
	    44
	   56
	42.4+10.1

	Contrast group
	    50
	    20
	   30
	41.9+10.5


X²= 0.218, P>0.05; t=0.282, P>0.05

   The sex and age in both groups show no significant difference

(P>0.05).

3. The weight and degree of overweight prior to the treatment in both

group. See table 3

Table 3  The weight and degree of overweight prior to the treatment

        in both groups

	Group 
	Number of Cases
	Minor 
	Moderate 
	Major 
	Average weight

(X+S)

	Treatment group
	 100
	 55
	 41
	  4
	74.5+10.9

	Contrast group
	   50
	 32
	 16
	  2
	73.0+10.1


X²= 0.784, P>0.05; t= 0.814, P>0.05

   The shows no significant difference (P>0.05) according to the comparison of weight and degree of overweight (minor, moderate and major) prior to the treatment in both groups.

4. The major clinical symptoms prior to the treatment in both groups.

See Table 4

Table 4  Comparison of major clinical symptoms prior to the treatment in both groups

	Group 
	Number of Cases
	dizziness
	Feeling of Fullness in Head
	Abdominal Fullness and Distention
	Heavy Sensation in Limbs and Body

	Treatment group
	 100
	  73
	  80
	  82
	  74

	Contrast group
	   50 
	  39
	  36
	  39
	  38


X²= 0.441, P>0.05; X²= 1.217, P>0.05

X²= 0.342, P>0.05; X²= 0.071, P>0.05

There shows no significant difference (P>0.05) according to the comparison of major clinical symptoms prior to the treatment in both groups.

5. The tongue and pulse conditions prior to the treatment in both groups.

See Table 5

Table 5  Comparison of tongue and pulse conditions prior to the treatment in both groups

	Group 
	Number 

of cases
	Tongue Body
	Tongue Fur
	Pulse condition

	
	
	Pale

Red
	Pale

White
	creasy
	slippery
	Slippery 
	Taut 
	Fine 

	Treatment 

group
	100
	90
	10
	75
	25
	76
	51
	13

	Contrast 

group
	50
	43
	7
	36
	14
	39
	28
	6


X²= 0.354, P>0.05; X²=0.104, P>0.05; X²= 0.078, P>0.05

    There shows no significant difference  (P>0.05)  according to the

comparison of tongue and pulse conditions prior to the treatment in both groups.

6. The blood fat and fasting blood-glucose prior to the treatment in both groups. See Table 6.

Table 6  Comparison of blood fat and fasting blood-glucose prior to the treatment in both groups (X + S, mmol/L)

	Group
	Number of Cases
	cholesterol
	triglyceride
	Fasting blood-Glucose

	Treatment group
	100
	5.99+1.30
	2.20+0.56
	5.46+0.72

	Contrast group
	50
	6.05+1.20
	2.17+0.58
	5.43+0.79


t= 0.272, P>0.05; t= 0.306, P>0.05; t=0.233, P>0.05;

There shows no significant difference (P>0.05) according to the comparison of cholesterol, triglyceride and fasting blood-glucose prior to the treatment in both groups.

As shown in Table 2 to Table 6, there shows no significant difference (P>0.05) in the sex, age, weight, degree of obesity, major clinical symptoms, tongue and pulse conditions, blood fat and fasting blood-glucose between the treatment group and contrast group, and it maintains an equilibrium among groups, being good in comparability.

              Selection of Test objectives

1. Diagnosis standard

a. Diagnosis standard for obesity

Those with the body weight exceeding 20% of standard weight will

be diagnosed as obesity.

Standard weight for adult (kg) = (Height, cm –100) x 0.9

The weight measurement must be standardized, and attention must

be paid to the selection of measuring time, instrument and condition.

b. Grading of obesity

Those with the body weight exceeding 20% to 30% of the standard weight belong to the mild obesity, but moderate obesity if exceeding 30% to 50%, and severe obesity if exceeding 50%.

c. Medical diagnosis of traditional Chinese Medicine

Accumulation of phlegm in the middle-warmer: Keen on the sweet and oily food, with dizziness, feeling of fullness in head, abdominal fullness and distention, heavy sensation in limbs and body, greasy and slippery fur on tongue, bowstring pulse or taut and slippery pulse.

2. Case standard for test

a. Case standard adopted: Those who are in conformity with the diagnosis of obesity and medical diagnosis of traditional Chinese medicine will be included in the cases for test.

b. Those excluded from case standard.

  ⅰ. Secondary obesity;

  ⅱ. Pregnant women or those women in lactation period, aged 18 or below, aged 65 or above, and those who are allergic to this medicine;

  ⅲ. Not in conformity with the case standard adopted, hard to give an judgement over the curative effect due to the improper taking of this medicine, or hard to give an judgement over the curative effect of safety due to the incomplete data.

                     Test Methods
1.  Case grouping method

    The testing method of random contrast is adopted. When the qualified cases are put into the test, the secondary testing method of random numbers will be used, and then to divide them into the treatment group and contrast group.

2 Therapeutic method

Treatment group: New Ninghong Diet Tea, oral taking, once a bag (3g), 3 times a day, to make tea in the boiled water and drink before the mealtime.

Contrast group: Tianyan Diet Tea, oral taking, once a bag (1.5g), 3 time a day, to make tea in the boiled water and drink before the mealtime.

Period of treatment: A continuous drinking for 4 weeks is taken as one period of treatment for observation.

During the period of test, the dietary habit and way of life are both as usual, but high-caloric and high-fat food are avoided.

3. Observation items and methods

a. Safety observation

  ⅰ.  General physical examination;

  ⅱ.  Routine examination on blood, urine and excrement;

  ⅲ.  Examination on cardiac, hepatic and renal functions.

b. Observation on curative effect

  ⅰ.  Body weight;

  ⅱ.  Symptoms and changes of tongue and pulse conditions;

  ⅲ.  Blood fat and fasting blood-glucose.

The above safety examination items and observation on blood fat and fasting blood-glucose have been done once respectively before and after the treatment; the body weight, symptoms, tongue and pulse conditions have been examined once a week before and after the treatment. The results have been recorded in forms, and special attention will be given to the toxicity and side effects.

4. Statistical method

The analysis of grading data is by Ridit, the comparison of grouped 

data is examined by X² and the measuring data is examined by t. 

                         Test results

1. Standard of curative effect

a. Obviously effective

The body weight is down by 3 kg or more at the end of one period of treatment.

b. Effective

The body weight is down by 1.5 kg or more at the end of one period of treatment

c. Ineffective

The body weight is down by no more than 1.5 kg at the end of one period of treatment.

2. Analysis of curative effect

a. Comparison of curative effect in weight-loss between the two groups. See table 7.

Table 7  Comparison of curative effect in weight-loss

	Group 
	Number of Cases
	Obviously Effective
	Effective 
	Ineffective 
	Total Effective Rate (%)

	Treatment group
	 100
	 15
	 62
	 23
	 77.0

	Contrast group
	 50
	 5
	 31
	 14
	 72.0


X²= 0.217, P>0.05; X²= 0.357, P>0.05

The obviously effective rate in the treatment group is 15.0%, and the total effective rate (obviously effective and effective) is 77.0%, but 10.0%

And 72.0% respectively in the contrast group, and as a result of comparison, there shows no significant difference (P>0.05).

b. Comparison of curative effect on the different degrees of obesity in both groups. See Table 8.

Table 8  Comparison of curative effect on the different degrees of obesity in both groups

	Group
	Number of Cases
	Obviously Effective
	Effect

-tive
	Ineffec

-tive
	X²
	P 

Value

	Mild obesity   Treatment group

             Contrast group
	  55

  32
	  5

  2
	 39

 22
	 11

 8
	0.313
	>0.05

	Moderate obesity Treatment group

              Contrast group
	  41

  10
	  8

  3
	 22

 8
	 11

 5
	0.068
	>0.05

	Severe obesity   Treatment group

               Contrast group
	  4

  2
	  2

  0
	 1

 1
	 1

 1
	1.000
	>0.05


The total effective rate in the treatment group of mild obesity is

80.0%, but 75.0% in the contrast group; the total effective rate in the treatment grouup of moderate obesity is 73.2%, but 68.8% in the contrast group; the total effective rate in the treatment group of severe obesity is 75.0% (3/4), but 50.0% (1/2) in the contrast group. According to the comparison between the two groups in the aspects concerned, there shows no significant difference (P>0.05).

c. Comparison of body weight in both groups. See Table 9

Table 9  Comparison of body weight in both groups (X+S, kg)

	Group
	Number of Cases
	Body Weight Prior to the Treament
	Body Weight After the Treatment
	t
	P Value

	Treatment group
	  100
	74.5+10.9
	72.0+9.8
	2.130
	<0.05

	Contrast group
	  50
	73.0+10.2
	70.8+10.2
	2.212
	<0.05


Note: Comparison among group: ^t=0.698, ^P>0.05

The body weight in the treatment group is averagely down by 2.5 kg after the treatment, but down by 2.2 kg in the contrast group. There shows significant difference (P<0.05) according to the comparison between both groups after the treatment.

d. Comparison of curative effect on major clinical symptoms of both groups after the treatment. See Table 10.

Table 10  Comparison of curative effect on major clinical symptoms between both groups

	Group 
	Number of Cases
	Disappear
	Improved 
	No Change
	Total Effective Rate (%)

	Dizziness

Treatment group

Contrast group
	  73

  39
	 34

 18
	 23

 12
	 16

 9
	78.1

76.9

	Fullness in head

Treatment group

Contrast group
	  80

  36
	 39

 15
	 24

 11
	 17

 10
	78.8

72.2

	Abdominal fullness

And distention

Treatment group

Contrast group
	  82

  39
	 38

 18
	 24

 10
	 20

 11
	75.6

71.8

	Heavy sensation in

limbs and body

Treatment group

Contrast group
	  74

  38
	 35

 18
	 23

 11
	 16

 9
	78.4

76.3


X²= 0.014, P>0.05; X²= 0.465, P>0.05

X²= 0.180, P>0.05; X²= 0.058, P>0.05

    As a result of comparing the total effective rate of the four major

clinical symptoms in both groups, there shows no significant difference

(P>0.05).

e. Comparison of cholesterol change before and after the treatment.

See Table 11

Table 11  Comparison of cholesterol change of both groups before and atter the treatment (X+S, mmol/L)

	Group 
	Number of Cases
	Before the Treatment
	After the Treatment
	t
	P Value

	Treatment group
	  100
	5.99+1.30
	5.04+1.06
	2.216
	<0.05

	Contrast group
	  50
	6.03+1.20
	5.16+1.11
	2.173
	<0.05


Note: Comparison among groups:  ^t= 0.064, ^P>0.05

     There shows significant difference (P<0.05) according to the

Comparison of cholesterol in both groups themselves before and after the

Treatment, but according to the comparison among groups after the

treatment, there shows no significant difference (P>0.05)

f. Comparison of triglyceride change of both groups before and after

the treatment. See Table 12.

Table 12  comparisoon of triglyceride change of both groups before and 

         After the treatment (X+S, mmol/L)

	Group 
	Number of Cases
	Before the Treatment
	After the Treatment
	t
	P Value

	Treatment group
	100
	2.20+0.56
	1.66+0.51
	2.082
	<0.05

	Contrast group
	50
	2.17+0.58
	1.64+0.49
	2.117
	<0.05


Note:

Comparison among groups: ^t = 0.229, ^P>0.05

As a result of comparison of triglyceride of both groups themselves before and after the treatment, it sows significant difference (P<0.05), but according to the comparison among groups themselves, it shows no significant difference (P>0.05).

g. Comparison of fasting blood-glucose of both groups before and after the treatment. See Table 13.

Table 13   Comparison of fasting blood-glucose of both groups before and after the treatment

	Group
	Number of Cases
	Before the Treatment
	After the Treatment
	  t
	P Value

	Treatment group
	100
	5.46+0.72
	5.47+0.78
	0.340
	>0.05

	Contrast group
	  50
	5.43+0.79
	5.43+0.71
	0.089
	>0.05


Note: 

    Comparison among groups: ^t = 0.322, ^P>0.05

    The change of fasting blood-glucose of both groups before and after 

the treatment is not obvious, and there shows no significant difference

(P>0.05) according to the comparison of both groups themselves and among the groups.

h. Change of tongue and pulse conditions before and after the treatment

There are 10 cases of pale white tongue in the treatment group before

the treatment, but after the treatment, 8 cases of them change to the thin reddish tongue, accounting to 80.0. While in the contrast group, there are 7 cases of pale white tongue before the treatment, and after the treatment,

5 cases of them change to the thin reddish tougue, accounting for 71.4%.

There shows no significant difference (P>0.05) according to the comparison between the two groups.

   Between the treatment, there are 75 cases of greasy fur on tongue and 25 cases of moist fur on tongue in the treatment group, but after the treatmen, 92 cases change to the white thin coating of tongue, accounting for 92%. While in the contrast group, there are 36 cases of greasy fur on tongue and 14 cases of moist fur on tongue before the treatment, but after the treatment, 43 cases change to the white thin coating of tongue, accounting for 86%. There shows no significant difference (P>0.05) according to the comparison of both groups.

  The change of pulse condition is not much obvious before and after the treatment in the treatment group and contrast treatment group.

3. Untoward effect

Among 100 cases of obesity sufferers who have taken New

Ninghong Diet Tea for the purpose of treatment, there shows not any of untoward effect throughout the test process, and without any of abnormal changes in the routine examination of blood, urine, excrement and in the safety examination of cardiac, hepatic and renal functions.

                        Typical Cases

1. Liu, male, aged 56, a worker in Provicial Fleet Operation, who had

ever been suffering from the abdominal fullness and distention, dizziness and feeling of fullness in head for 7 years. On July 6, 1995, he came to No.1 Hospital Attached to Jiangxi Medical College to seed medical advice. Upon medical examination, it was found that he was fat in body configuration, 78 kg in body weight, 165 cm in height, white fur on tongue, bowstring pulse, without presence of abnormal phenomena in the process of cardiopulmonary examination, 7.20 mmol/L in cholesterol, 4.06 mmol/L in triglyceride (moderate) and hyperlipemia according to the diagnostic results.

To take New Ninghong Diet tea, once a bag and 3 times per day, make tea in the boiled water and drink half an hour before mealtime. In the follow-up examination one week later, it was found that his abdominal fullness and distention, dizziness and feeling of fullness in head had got a remarkable improvement. In the follow-up examination again 4 weeks later, it was found that the aforesaid symptoms disappeared and his body weight was reduced to 74.5 kg, reddish in tongue and white

thin coating on tongue, with bowstring pulse, 6.08 mmol/L in cholesterol, 3.12 mmol/L in triglyceride, 5.90 mmol/L in fasting blood-glucose, and without pjresence of any abnormal phenomena in the routine examination of blood, urine, excrement and in the examination of cardiac, hepatic and renal functions. Besides, he had got a normal appetite and regular bowel movement during the period of treatment and without any of untoward effect.

2.  Peng, female, aged 50, a resident living in Zhongshan Road, Nanchang, who had ever been suffering from the dizziness, feeling of fullness in head, abdominal fullness and distention and heavy sensation in limbs and body for 6 years. On July 13, 1995, she came to Nanchang No.1 Hospital to seek medical advice. Upon examination, it was found that she was fat in body configuration, 168 cm in height, 73 kg in body weight, greasy fur on tongue, slippery pulse, 6.20 mmol/L in cholesterol, 2.92 mmol/L in triglyceride, 5.00 mmol/L in fasting blood-glucose, belonging to the simple obesity (moderate) and hyperlipemia according to the diagnostic results.

   To take New Ninghong Diet Tea, once a bag and 3 times per day. Make tea in the boiled water and drink half an hour before the meantime. In the follow-up reexamination 4 weeks later, it was found that the symptoms of dizziness, feeling of fullness in head, abdominal fullness and distention and heavy sensation in limbs and body all disappeared. She was 69kg in body weight, with reddish tongue and white thin coating on tongue, slippery in pulse, 5.13 mmol/L in cholesterol, 1.76 mmol/L in triglyceride, 4.93 mmol/L in fasting blood-glucose, and during the period of treatment, there showed no abnormal phenomena or abnormal changes after the routine examination of blood, rine, excrement and in the safety examination of cardiac, hepatic and renal functions.

3.  Li, female, aged 39, 167 cm in height, a cadre from Jiangxi Grain and Oil Machinery Plant, numbered 63506 in the outpatient case report, who had been suffering from the obesity for more than 10 years, and feeling the abdominal fullness and distention and also the fullness in head for one year. On July 30, 1995, she came to Nanchang No.2 Hospital to seek the medical advice. Upon examination, the secondary obesity was excluded, and only belonging to the simple obesity (mide) according to the diagnostic results. Her body weight was 75 kg as measured. For these, the doctor of outpatient department advised her to take New Ninghong Diet Tea for a period of treatment and receive the following-up examination

once a week. From the second week of such treatment, she started to feel light-weighted and much relieved from abdominal funllness and distention. Her body weight as measured in the first, second, third and fourth week as respectively 74.5 kg, 73.6 kg, 72.2 kg and 71.3 kg,evidencing a reduction of body weight by 3.2 kg over a period of treatment, and her blood fat was also somewhat reduced. Her triglyceride was reduced from 1.86 mmol/L to 1.02 mmol/L, and the cholesterol was down from 6.4 mmol/L to 4.8 mmol/L, without presence of any side effects. Encouraged by this fact, she wished to take the said tea for another period of time in order for a further reduction of her body weight.

                          Discussion

The test participants of these three hospitals have strictly followed the clinical research jprogramme. They’ve adopted the method of random contrast in the research process and they’ve observed 150 cases, of which 100 cases in the treatment group for New Ninghong Diet Tea and 50 cases in the contrast group for Tianyan Diet Tea. According to the analytical comparison of the sex, aged, body weight, degree of obesity, major clinical symptoms, tongue and pulse conditions, blood fat and fasting blood-glucose in both groups, there shows no significant difference (P>0.05) in various items pjdresent in both groups prior to the treatment, and it maintains a good equilibrium and comparability.

As indicated in the test results, New Ninghong Diet Tea is provided with good efficiency of weight-loss and fat reduction. The total effective rate is 77.0% in the weight-loss of treatment group, and 72.0% in the contrast group, slightly higher in the treatment group. But when tested by X², there shows no significant difference (P>0.05) between the two groups. According to the comparison of total effective rate among the cases of mild, moderate and severe obesity, there shows no significant difference (P>0.05) in both groups. After the treatment, the body weight is averagely down by 2.5 kg in the treatment group and down by 2.21 kg in the contrast group, there shows no significant difference (P>0.05) also in both groups. The total effective rate for the treatment of dizziness, feeling of fullness in head, abdominal fullness and distention, heavy sensation in limbs and body is respectively 78.1%, 78.8%, 75.6% and 78.4% in the treatment group, but 76.9%, 72.2%, 71.8% and 76.3% in the contrast group, there shows no significant difference (P>0.05) between the two groups in the aspect of curative effect to these symptoms. Both in the treatment group and in the contrast group, it is found that the 

cholesterol and triglyceride has been reduced, and according to the comparison among the two groups themselves before and after the treatment,there shows significant difference (P<0.05), but no significant difference (P>0.05) according to the comparison between the two groups. The shows no prominent effect on the fasting blood-glucose both in the treatment group and contrast group, and there shows no significant difference (P>0.05) as a result of the comparison among the groups themselves and the comparison between the groups. After the treatment, the original greasy and slippery fur on tongue also change to the thin white coating on tongue, 92% in the treatment group and 86.0% in the contrast group. The change of pulse conditions in both groups is not obvious before and after the treatment.

   In the first 2 or 3 days after the oral taking of this medicinal tea, only a few people from both groups have the frequent loose bowels, 3 or 4 times per day. Among them, 13 cases in the treatment group, accounting for 13.0% and 8 cases in the contrast group, accounting for 16.0%. but on the 4th day when they comtinue to take this medicinal tea, their bowel movement has come to the regular. Both the treatmentgroup and contrast group say that they’ve got the pleasantly free movement of bowels without presence of any untoward effect. Besides, the abdominal changes have not been found both in the routine examination of blood, urine and excrement and in the safety examination of cardiac, hepatic and renal functions.

                         Conclusion

As shown in the test results, New Ninghong Diet Tea is really good to treat the simple obesity, and it may reduce the cholesterol and triglyceride. In the first 2 or 3 days when the treatment commences, only a few testees (13.0%) suffer from the hypocatharsis, but on the 4th day when they continue to take such a medicinal tea, thir bowel movement has come back to the regular and without presence of any untoward effect. According to the test, New Ninghong Diet Tea is of the convincing curative effect to the simple obesity, and it is reliably safe and convenient, caisomg mp imtpward effect.
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