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[ Abstract] Background Psychotherapy is an important component of the treatment program for inflammatory

bowel disease (IBD ) , a common chronic incurable digestive system disease accompanied with psychosomatic disorder,
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which involves ulcerative colitis ( UC ) . Wuling capsule has proven to be effective in multiple gastrointestinal diseases with
psychosomatic disorders, but there are rare studies about its effect on improving the condition, anxiety and depression of UC
patients. Objective To investigate the efficacy and safety of Wuling capsule with Fupentixol and melitracen tablets in active UC
patients with anxiety and depression. Methods A total of 120 active UC patients with anxiety and depression were selected from
Gastroenterology Clinic or Inpatient Department of the Second Affiliated Hospital of Zhejiang Chinese Medical University and
Zhejiang Provincial Tongde Hospital from January 2019 to December 2020, and equally, double—blindly randomized into control
group, Deanxit group, Wuling capsule group and combination group, receiving Mesalazine sustained—release tablets ( hereinafter
referred to Mesalazine ) , Mesalazine with Fupentixol and melitracen tablets, Mesalazine with Wuling capsules, Mesalazine with
Fupentixol and melitracen tablets and Wuling capsules, respectively. All of the four groups were treated for 8 consecutive weeks
as a course. Pre— and post—treatment main clinical symptom score, modified Mayo score, inflammatory response indicators,
Zung Self-rating Anxiety Scale ( SAS) score, Zung Self-rating Depression Scale ( SDS ) score, and Inflammatory Bowel
Disease Questionnaire ( IBDQ ) score were compared across the four groups. Meanwhile, safety evaluation for the four treatments
was conducted. Results Finally, 113 cases ( except Wuling capsule group containing 29 cases, other three groups containing
28 cases ) who completed this study were included for analysis. Compared with other three groups, combination group showed
lower post—treatment diarrhea score, mucus with blood and pus in stools score, abdominal pain score and total score of clinical
symptoms, modified Mayo score, erythrocyte sedimentation rate, serum levels of C—reactive protein, tumor necrosis factor— o
and interleukin—-6, as well as SAS and SDS scores, and higher scores of bowel, systemic, emotional and social domains and
total IBDQ score ( P<0.05) . One control group case had abdominal distension and one Deanxit group case had hyposomnia during
treatment, but were spontaneously relieved. Conclusion In active UC patients accompanied with anxiety and depression,
Wauling capsule with Fupentixol and melitracen tablets could relieve the clinical symptoms, severity of condition, inflammatory
response, anxiety and depression disorders, improve the quality of life, with relatively high safety. Therefore, Wuling capsule
may be a choice for optimizing the comprehensive treatment plan of UC.
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Table 2 Comparison of pre— and post—treatment main clinical symptom score in the four groups

131 B M — _Hiik
BT BIT)E t T P1E BT BT t e (EL P1E
Xof I 28 2.0+04 12403 8.678 <0.001 1202 0.6+0.1 12.644 <0.001
BEIRA 28 2103 13204 8.581 <0.001 12+03 0.6+0.1 9.491 <0.001
5 R 29 19+03 12+0.1 13.845 <0.001 12+02 05+0.1" 14.213 <0.001
BAIRITA 28 20£03 0.9 +0.2" 15.358 <0.001 12+02 0.4 +0.1" 16.775 <0.001
FAH 1.77 11.30 0.12 25.69
P1E 0.157 <0.001 0.948 <0.001
il il I3
IRYTH BIT R LT PIA IRITH RIT A Lo TH PAE
Xof B 20204 1.4+04 6.764 <0.001 5105 31204 16.692 <0.001
B 22+03 1.0+04" 12.663 <0.001 52+0.4 30204 19.916 <0.001
L R 2103 1.0£0.3" 15.542 <0.001 5.0+0.5 24+03" 25.476 <0.001
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Table 4 Comparison of pre— and post—treatment inflammatory response indicators in the four groups

- ESR (mm/1 h) CRP (mg/L)
415 Tl A o - : YA e ~ i
TRYTH BRI A t e lEL P1H RIS IR t o TH P
X HEZ 28 246+1.1 184+1.6 16.973 <0.001 28.37 +2.81 23.49 £3.63 5.623 <0.001
BIEe 28 251+14 17714 19.738 <0.001 28.91+3.34 23.13£3.25 6.568 <0.001
G R 29 244+ 1.7 15.8+1.2" 22.027 <0.001 2028+289 2027 +2.37" 12.980 <0.001
AIRTT A 28 250+ 1.6 13.5+2.2" 22.649 <0.001 2078 +2.59  17.19  1.67™ 21.633 <0.001
FAG 1.48 50.06 1.16 30.05
PAE 0.223 <0.001 0.327 <0.001
13 TNF-o (pg/l) IL-6 (pwg/l)
TRYTHT BITE LT Pl TRYTHT BT A tfE PAE
Xof HEZH 65.22 +3.47 40.59 +3.32 27.129 <0.001 72.99 +5.71 50.23 = 4.14 17.088 <0.001
B 64.39 +4.19 38.58 + 4.66" 21.787 <0.001 74.05 + 5.44 49.02 +3.44 20.571 <0.001
19 R e 65.17 = 4.05 29.60 = 3.10™ 37.584 <0.001 73.76 + 5.50 4391 +4.49" 22.652 <0.001
FERYTAH 63.89 = 4.92 25.71 +3.40™ 33.751 <0.001 73.32+5.28 35.90 £ 2.97" 32.689 <0.001
FAl 0.66 105.88 0.21 81.72
P 1Y 0.576 <0.001 0.893 <0.001

. ESR=ZI40M07TF4%%, CRP=C W &M, TNF-a= MUREIRILHE T o, [L-6= HN K 6; “ TR 53 ML P<0.05, " Fm- 585

A P<0.05, © Fom 55 R ER41H 1L P<0.05
RS UALRHEIRITHIG SAS. SDS VA HAL (X5, 47)
Table 5 Comparison of pre— and post—treatment SAS and SDS scores in the four groups
am s ——— A — DS

=P Agi[] I tsoxfH P IRIT BT A t o fH P
YRR 28 56.1+2.1 554+1.9 1211 0.231 574£27 56.4+2.8 1.277 0.207
I 28 57.1£2.0 480+1.7" 18.412 <0.001 582£29 52.0 £2.0° 9.161 <0.001
5 R el 29 562+2.8 497 +1.4" 11.492 <0.001 58.6+2.6 527 +2.1° 9.498 <0.001
BAIRITA 28 56.0 +2.0 453+ 1.6™ 22.012 <0.001 58.4+2.6 46.5£2.2" 18.562 <0.001

F1a 1.41 185.80 1.07 88.79

P 0.243 <0.001 0.365 <0.001

1. SAS=fEIE i3, SDS= AR EIERES; * Fm SRIRAM L P<0.05, " Fm S8 IHHM L P<0.05, © Fm 55 R M L P<0.05
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Table 6 Comparison of pre— and post—treatment IBDQ score in the four groups
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