Clinical effect of Xingpi Jieyu Formula on mild to moderate depression of
liver depression and spleen deficiency pattern’
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Abstract: To study the effects of Xingpi Jieyu Formula on mild to moderate depression of liver
depression and spleen deficiency pattern. Methods 61 patients with depression of liver depression and
spleen deficiency pattern who volunteered to participate in the study from July 2018 to January 2019
were randomly divided into control group ( 30 cases) and experimental group (31 cases) according to

the time sequence. The control group was treated with placebo ( Xingpi Jieyu granule simulant) and the
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experimental group was treated with Xingpi Jieyu formula granules. Both groups took 1 dose daily and
took separately in the morning and afternoon After 6 weeks of treatment HAMD-24 HAMA SDS
SAS TCM syndrome factor scale scores of depression were compared between the two groups and the
changes of ATP ADP amp contents in peripheral blood of the two groups before and after treatment
as well as the occurrence of adverse reactions were compared. Results In terms of clinical efficacy:
compared with before treatment the total scores of HAMD-24 five factor scores of “anxiety/
somatization cognitive impairment day and night change block and sense of despair” SDS score qi
deficiency and qi stagnation pattern scores were reduced in the control group ( P <0.05) ; the total
scores of HAMD24  six factor scores gastrointestinal and general symptoms HAMA total scores
somatic and psychological scores SDS score SAS score and pattern scores of qi deficiency qi
stagnation and phlegm dampness were significantly lower than those before treatment in the experimental
group ( P < 0. 05) . The total effective rate of HAMD score was 93. 55% ( 70. 97% markedly
effective) . In terms of mechanism of action: compared with before treatment peripheral serum AMP
increased in the control group ( P <0.05) ; ATP increased in the experimental group after treatment ( P
<0.05); in terms of safety profile 1 patient in control group had nausea and 2 patients in the
experimental group had nausea diarrhea. All symptoms disappeared on its own shortly (2 —3 days) .
No cases of liver and kidney injury. Conclusion Compared with placebo Xingpi Jieyu Formula could
significantly improve depression and somatic symptoms of depressive patients and can increase
peripheral blood ATP level.
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31 . 30 HAMD-=24 (P<0.01) 1o
o 2 N N N o 1 HAMD-4 Md( Py P)
3.2 Table 1 Comparison of HAMD-24 total scores
1 Md( Pys Py
0 1 1
G n  Before After U P
2 3 roups treatment treatment
1 3d
: ( ) Control 30 (22(5)?) 16.50 141.0 <0.01
' ° ontre 2.0 (13752125 <
33 2 group .
6 1 (3.33% 23.00
( ) Experimental 31 (21.00 ! 1‘1030(0%’)00 162.5 <0.01
4 (13.33%) 15 (50%) sou 28, 00) :
66.67 % (20/30) 16.67 %; ., 465.0 o
6 (19.35%) 16 P 0.896 < 0.0l
(51.61%) 7 (22.58%)
93.55 % 70.97 % - 3.4.2 HAMD-24
3.4 HAMD-=24 N 6 /
3.4.1 HAMD-=24 (P<0.05 P<0.01); 6
6 / N N N
HAMD-=24 (P<0.01); N N (P<0.01); 2
6 HAMD-24 (P>0.05);
(P<0.01); 2 HAMD-=24 / N N
(P>0.05); (P<0.01), 2,
2 HAMD Md( Py Pss)
Table 2 Comparison of scores of HAMD factors Md( P, P
Control group Experimental group
=30 =31
(n=30) (n=31) U »
Ttems
Before treatment After treatment Before treatment After treatment
./ - 6.00(4.75 7.00) 4.00(3.00 5.25) ™ 6.00(5.00 7.00) 2.00(1.00 3.00) ** 132.0 <0.01
Anxiety / Somatization score
3(2 4) 3(2 4) 3(2 4) 1(12)* 210.5 <0.01

Sleep disorder score

Cognitive impairment score

Score of day and night 1I(11)

change of symptoms
Block score

Despair score

1(01)°

5.00(3.75 7.00) 2.00(1.00 3.25) ** 5.00(4.00 7.00) 2.00(2.00 4.00) ** 452.5 0.905

101 1) 100 1) ** 464.5 0.993

4.00(3.00 4.25) 3.00(2.00 4.00)° 5.00(3.00 6.00) 2.00(1.00 3.00) ** 270.5 0.004
4.00(3.00 4.25) 2.00(1.00 3.00) ** 3.00(2.00 5.00) 2.00(1.00 3.00) ** 426.0 0.817

: * P<0.05% xP<0.01.
Note: * P< 0.05 * %P < 0.01 compared with before treatment.
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3. 4 HAMA Md( Py P,
3 HAMD Md( P,; P.y) Table 4 Comparison of HAMA total scores Md( P,; P,
Table 3 Comparison of scores of
HAMD single item Md( P,; P,s) Groups n Before After U P
treatment treatment
n . . Gastrointestinal Systemic 17.0 12.5
Groups Time point symptom score SY:;?:‘“ Control 30 (13.0 20.0) (8.5 19.5) 337.0 0.07
group
c Before treatment e A2 Experimental 31 17.0 9-0 145.5 <0.01
ontrol 30 m‘;p (14.0 21.0) (5.0 13.0)
sroup After treatment 1) 21 2) {Z 427.0 269.0
Before treatment 1 1512 £ 225 il
Experimental 31 3.5.2 HAMA
Eroup After treatment 0(0 1) " oo 1)
U 211.50 105. 50 . (P>0.05):
P <0.01 <0.01 .
Not.e: * %P <*07.<0}; i(?l;l(}))]a:ed within the group. (P<0.01);
2 N
3.5 HAMA (P>0.05)
3.5.1 2 HAMA (P<0.01) (P>
HAMA 6 0.05) . 5.
5 HAMA Md( Py P,y

Table 5 Comparison of scores of HAMA factors Md( P,; P,

Groups " Time point Somatic anxiety score Mental anxiety score
8.00(5.75 9.00) 9.00(7.00 10.25)
Before treatment
30
Control group
. 5.50(4.00 9.00) 7.00(3.75 11.25)
After treatment
8.00(6.00 9.00) 10.00( 8.00 11.00)
Before treatment
. 31
Experimental group . .
4.00(2.00 6.00) * 6.00(3.00 8.00)
After treatment
U 259.0 387.5
P 0.003 0.261
: * % P<0.01.
Note: * * P < 0.01 compared with in the group before treatment.
3.6 SDS 2.4.6 (P<0.01):
SDS 2 SDS (P
(P >0.05) 4 (P <0.01) 0. 05) 2 (P<0.05); 4.6

6 (P<0.01); SDS (P<0.01) . 6.
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6 SDS Md( Py P
Table 6 Comparison of SDS scores Md( P, P,
Groups n Before treatment 2 Week2 4  Week 4 6 Week 6

30 55.39 50.78 46. 60 ‘ 44.88 '
Control group (46.89 63.89) (42.28 59.28) (38.10 55.10) ** (36.38 53.38) **

. 53.68 43.36 39.86 36.59
Experimental group (45.18 62.18) (34.85 51.86) ™ (31.36 48.36) ™ (28.09 45.09) **
U 425.000 299. 000 272.000 261. 000
P 0.549 0.012 0.009 0.005

* %P <0.01,

Note: * * P < 0.01 compared with the group before treatment.

3.7 SAS SAS 0
SAS 2.4.6 (P >0.05) 2.4.6 (P<0.01)
(P>0.05); SAS 7o
2.4.6 (P<0.01);
7 SAS Md( Py P,)
Table 7 Comparison of SAS scores Md( P,; P,
Groups n Before treatment 2 Week?2 4  Week 4 6 Week 6
47.779 50.118 46.788 44.552
Control group 30 (39.779 55.779) (41.618 58.618) (38.288 56.788) (35.052 52.052)
46.472 39.161 36.101 36.253
Experimental groupyhy i (39.972 56.972) (32.661 49.661) **  (29.601 46.600) **  (29.253 46.253) **
U 429.000 265.000 260. 000 318.000
P 0.756 0.006 0.005 0.041
* % P <0.01,

Note: * *P < 0.01 compared with the group before treatment.

3.8 (P <0.01) .
. (P >0.05)
(P <0.01) (P> o (P<0.01) .
0.05) ; N 8.
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Table 8 Comparison of scores of TCM pattern elements Md( P,; P

Groups
roups " Timing Qi deficiency Qi stagnation Phlegm dampness

12.00(11.00 14.25) 12.00(10.75 14.25)  11.00( 10.00 11.00)

Before treatment

Control group )
8.00(7.00 9.00) ** 8.00(6.00 10.00) ** 11.00(8.75 11.50)

After treatment

14.00( 11.00 16.00) 13.00(12.00 16.00) 11.00( 10.00 11.00)

Before treatment

31
Experimental group » o *x
5.00(4.00 6.00) ™ 6.00(4.00 8.00) 6.00(5.00 7.50)
After treatment
U 158.500 241.500 156. 000
P <0.01 0.001 <0.01
* *%P<0.01.

Note: * % P <0.01 compared within the group.
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9 2 ATP.ADP.AMP (mg/L; x +5)
Table 9 Comparison of ATP ADP and AMP contents between the two groups ( mg/L; x +s)
Groups n Time node ATP ADP AMP
1.512 +1.258 2.991 £2.577 0.445 +0.272
30 Before treatment
Control group 1.248 +1.176 3.703 £3.023 1.883 +2.111°
After treatment
1.323 +£1.421 2.712 £2.257 0.372 £0. 105
31 Before treatment
Experimental group 2.303 0. 685" 1.912 +1.017 0.343 £0. 160
After treatment
! 2.053 2.491 2.824
P 0.039 0.025 0.011
* P<0.05.
Note: * P <0.05 compared within the group.
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