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Abstract: Objective To establish a diagnostic scale of TCM pattern elements of type 2 diabetes mellitus
( T2DM) by introducing the scale development method into the diagnosis of TCM patterns and to explore
the standardization of TCM pattern by developing relevant scale. Methods Data obtained with TCM four
diagnostic methods was collected from 249 qualified patients with T2DM in five grade 3 and first-class
hospitals around the country by using a multi-center clinical epidemiology survey. Pattern differentiation
was centrally made after all the information was collected. The entry pool of four TCM diagnostic methods
of each pattern was initially identified on the basis of literature research. Correlation coefficient stepwise

regression and factor analysis methods were jointly used to do entry screening on the data of 179 samples.
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Logistic regression was conducted to do entry assignment and ROC curve was used to determine the
diagnostic threshold to establish the diagnosis scale of T2DM TCM pattern elements. 70 samples were
used to do reliability and validity evaluation of the scale. Results There were nine pattern elements in
T2DM Diagnostic Scale of TCM patterns namely pattern of qi deficiency yin deficiency internal
dampness  dryness-heat yang deficiency blood stasis liquid depletion phlegm turbidity and qi
stagnation whose diagnostic threshold were: 11 points 9 points 8 points 13 points 8 points 10
points 12 points 7 points and 4 points respectively. The split-half reliability of the scale was 0. 878
and its Cronbach’ so was 0. 844. Three common factors were extracted with factor analysis. The cumula—
tive variance contribution rate was 69. 123% and the correlation coefficient of the score of each pattern
element to the total score was 0.471 — 0. 794. Conclusions There are nine pattern elements in the
diagnostic scale of T2DM TCM factors which is of good reliability and validity and can be used for
clinical or research pattern diagnosis. It provides new ideas and methods for the study of TCM pattern
standardization.
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. ) Table 1 Screening results of T2DM pattern elements
’ Pattern element Symptoms & signs
(D ’ Qi deficiency N N
Person o
(r>0.3) Yin deficiency . ’ ’ ’ '
’ Internal dampness
( 2) R N N
Dryness heat ’ ’
(3) o Yang deficiency ' ’ '
> 1 ~ ~ ~
0.4 . Blood stasis
I.2.1.4 ' Liquid depletion ’
(1) o Logistic
Enter Phlegm turbidity N
Qi stagnation
2.2
° 2.2.1
(2) o
( receive operating characteristic curve ROC )
Y =4 +3 +8
° +3 +2 VY =2 +5 +3
1.2.2 +1 +3 +6 'Y =4
1.2.2.1 +2 +2 +3 +5
+2 +2 VY =2 +6
Person +3 +2 +1 +2
° a +3 +2 Y =4 +8
( Cronbach’ s ) o +1 +3 +4 Y
1.2.2.2 =2 +6 +38 +3
Y =3 +4 +6 +2
+4 Y =4 +5 +4
: +6 Y = +5 +7
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ROC ROC
ROC ( AUC) 2, 3.
2 ROC
Table 2 Area under the ROC curve of each pattern element
It Qi Yin Internal Dryness Yang Blood Liquid Phlegm Qi
oms deficiency  deficiency dampness heat deficiency stasis depletion turbidity stagnation
AUC 0.973 0.916 0.989 0.964 0.970 0.926 0.946 0. 898 0.968
P 0.000 0.000 0.000 0.000 0. 000 0.000 0.000 0. 000 0.000
3
Table 3 Diagnostic threshold and sensitivity of each pattern element
Qi Yin Internal Dryness Yang Blood Liquid Phlegm Qi
[tems . .. .. . . L .
deficiency deficiency dampness heat deficiency stasis depletion  turbidity stagnation
Threshold value 11 9 8 13 8 10 12 7 4
Sensitivity( % ) 89.2 86 100.0 87.1 95.2 79.5 91.1 93.2 86.7
Specificity( %) 89.5 80 90.1 95.5 86.7 90.6 84.0 76.5 89.4
2.3 2 5 «
2.3.1 Table 5 Cronbach’s coefficient o results for
2.3.1.1 each pattern element
0. 878 Pattern a Cronbach’s «
4. Qi deficiency 0.721
4 Yin deficiency 0.689
Table 4 Split-hacf reliability confidence of each pattern element Internal dampness 0.726
Dryness heat 0.69%4
Pattern Split-half reliability Yang deficiency 0.699
Qi deficiency 0.593 Blood stasis 0.711
Yin deficiency 0.513
Internal dampness 0.638 Liquid depletion 0.751
Dryness heat 0.547 Phlegm turbidity 0.79%4
Yang deficiency 0.642 Qi stagnation 0.732
Blood stasis 0.744
Liquid depletion 0.649
Phlegm turbidity 0.742 N N
Qi stagnation 0.870
2.3.1.2 °
a 0.844 2.3.2.2
« 5. (1) o 3
2.3.2 1 3
2.3.2.1 69. 123% 6.
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Al Al Al 7 3
. 7. Table 7 3 common factor loading results after rotation
6 Components
Pattern
Table 6 Characteristic root and cumulative contribution 1 2 3
results after rotation Internal dampness 0.872 0.213
Phlegm turbidity 0.861
Components Characteristic ~ Contribution Cumulative Yang deficiency 0.789 0.110 0.130
root degree( %)  contribution( %)
Blood stasis 0.659 0.188
1 2.989 33.215 33.215
3 1.263 14.036 69.123 Yin deficiency 0.201 0.842
Dryness heat 0.392 0.579  -0.332
(2) o Qi deficiency 0.157 0.869
8o Qi stagnation 0.458 0.263 0.509
8

Table 8 Correlation analysis results of the total scores of each pattern element and the total score of the scale

. Qi Yin Internal Dryness Yang Blood Liquid Phlegm Qi
Statistic S .. .. . . e .
deficiency deficiency ~dampness heat deficiency stasis depletion  turbidity  stagnation
r 0.471 0.615 0.79% 0.518 0.715 0.635 0.519 0.721 0.625
P 0. 000 0. 000 0. 000 0. 000 0. 000 0.000 0.000 0.000 0.000
3
5
10
ROC
N e 0.9
N R ROC
3 K o
ROC
0.9 0.5
2
’ 75% .
3
8
’ 3

Logistic 1 69.123%
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