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A Review of Clinical Studies about Bojungikgi—tang Combined with

Surgical Therapy on Rectal Prolapse — Focusing on Randomized
Controlled Trial

Kyung—hwan Kong*, Do—hyeon Kim

Department of Korean Internal Medicine, College of Korean Medicine, Se—Myung University

Rectal prolapse is a condition where the rectal wall protrudes outside the anus. While it is a rare condition, it
can cause discomfort for patients due to the protrusion of the rectal structure, discharge of mucus and blood, fecal
incontinence, constipation, and other inconveniences. In this review, we analyzed a randomized controlled trial (RCT)
study that used the herbal medicine Bojungikgi-tang(Buzhongyigi-tang) as a complementary therapy to improve the
weaknesses and side effects of the standard treatment, surgical therapy, for rectal prolapse. The analysis included 12
RCT studies, and in all studies, the prescription involved the use of Astragali Radix at the highest dosage. Among the
11 studies that evaluated efficacy, 7 studies showed a significant effect compared to the control group. In all 3 studies
that evaluating recurrence rates and all 5 studies investigating complications after surgery, the experimental group
showed significant effects. Based on these findings, this study could be considered as a foundational evidence for the
application of bojungikgi-tang(Buzhongyigi-tang) in clinical practice in Korean medicine for patients with rectal
prolapse. It could also serve as foundational data for future research.
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Records identified through
database searching
(n=79)

Records screened
following title and abstract
(n=79)

Records excluded (n=18)

Animal study (n=1)

Protocol of systematic review (n=1)
Review (n=4)

Thesis (n=4)

Conference records (n=2)

Not able to get full-text (n=6)

v

.

Full-text articles assessed
for eligibility
(n=61)

Full-text articles excluded, with reasons (n=49)

Case study (n=22)

Case-control study (n=2)

Not apply surgery (n=20)

Apply Bojungikgi-tang in control group (n=4)
Apply different surgery between groups (n=1)

Studies included in review
(n=12)

Fig. 1 Flow chart of the literature selection process.
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Table 1. Analysis of Clinical Studies

Firﬁt Sample Age range(y) Gender  Course of Lnterv;ergjtion Period 0 |
author size . (number of doses per  Tx utcomes mesurements Results
) T/0) C (Mean) (M/F)  disease(Mean) day) (MP) F/U
60 39~65 2337 1y~30y . PPH " ; T: 100%, C: 100%
(53.53+6.02) (4.89£1.21y)  Bojungikgi-tang(BID) 1. Treatment effective rate '1) T 3.68+1455
2. Clinical symptom score C 39841467
1) Tmo F/U N aman
2) 3mo F/U 2) T. 0.87+0.873
Duc? 120 3) 6mo F/U C: 0.95+£1.096
(2021)  (60/60) 28 6mo 376t microbiota (CFU/G) ) & 03380542
41~65 1y~30y : ! . 9 C: 0.98+0.948§
60 19/41 PPH 1) Enteritc bacillus
(53.1246.10) (4.91+1.18y) 3.
5; Fnterococcus 1) T: 7.04£052 C: 8000475
4) Bifidobacterium 2) T. 6.02+0.51 C: 6.38+0.508
3) T: 851+£0.44 C: 7.36+041%
4) T: 10.06+0.56 C: 7.99+0.548
36~76 PPH + 1.
40 (s5914564) 1624 Bojungikgi-tang(TID) 1. Blood test 1) T 17672160
1) IL-6 (ng/L) C: 194941358
Lu'® 80 NR 7d NR 2) CRP (mg/L) 2) T. 39.78+6.79
(2021)  (40/40) 3777 3) TNF-a (ng/L) C: 4283680t
40 (56.0345.38) 15/25 PPH 2. Self defecation function 3) T: 21.49+7.89
scores C 2591+7.62t
2. T. 2124049 C: 3.79+0.558
29~76 3y~24 TST + 1. Treatment effective rate y o ot
2 615901521) 1230 (103322%2y)  Bojungikgi-tang(BID) 2. Clinical symptom score > 1 Jped & BOIHL
Qu? 84 3. Hospitalization period (d) 3 1. 7494126 C: 10.54+130t
2020)  (42/42) 20d NR 4. VAS(pain) 4. T 256:0.72 C: 5180641
( 2 gty 1082 e TST > Prolapsed length of rectum ¢ 1 51,034 C: 329032t
T 18+2.3Ty) (mm) 6. T: 4 cases C: 11 casest
6. Complication after surgery ~ '
24~64 TST +
» 30 14/16 -
Cheng 60 @dot21) NR Bojungikgi-tang(BID) NR  NR 1. Treatment effective rate 1. T: 96.67% C: 83.33%*
(2020)  (30730) 30 23~64 18/12 TST
(45.9+3.1)
RPH + 1. Treatment effective rate
50 Bojungikgi-tang(BID) 2. Safety 1. T: 98% C: 86%*
,,,,,,,,,, 1) Improved relaxation of 2.
Ma™ 100 mucosa ) . 1) T:. 98% C. 74%8
(2019)  (50/50) 50~70 NR NR NR NR 2) Wound healing time (d) 2) T: 17.1246.13
50 RPH 3) Bleeding after remove C: 21.66+4.378
bandage 3) T: 0% C: 6%
4) Conscious rectal 4) T: 98% C: 44%$
peristalsis
50 3173 Minimally invasive
Wana® 100 (38.95+9.77) 19/31  (4.15+3.5y) surgery + 1. Treatment effective rate 1. T: 92.0% C: 58.0%t
(20199) (50/50) Bojungikgi-tang 3w 1y 2. Defecation time (min) 2. T: 6.09+£0.29 C: 14.26+0.34t
50 32~71 1832 (435:25y) Minimally invasive 3. Recurrence rate 3. T: 20% C: 44.0%t
(39.79+9.65) 2Ry surgery
Rectal mucosal
(39.95+10.51 . o - o
15 21 4) /14 (4305:24453) shortenmg : 1. Treatment effective rate T 2048% C. 58.33%
Yu 45 Bojungikgi-tang 7 1y 2 Defecation ti (min) 2. T: 6.9429+1.599
(2018)  (21/24) Rectal mucosal  ~21d Y 5 e e C: 14587531751
24 (37.75+9.606) 10/14 (3.885+1.6565y) shortening ’ 3. T: 0% C 41.7%t
+ Placebo medication
RPH + Xiaozhiling
19) 80 injection +
%5‘85’8) (82)%)0) ,,,,,,,,,, 2(3585 82/78  6mo~30y Bojungikgi-tang NR  NR 1. Treatment effective rate 1. T- 93.75% C: 75.00%
80 RPH + Xiaozhiling
injection
2765 Rectal mucosa columnar
ang™ 60 20 @so0x1s0) /19 _ ligation + 1. Treatment effective rate 1. T: 100% C: 100%
(20198) (30/30) NR Bojungikgi-tang(TID)  30d  6mo 2. Tenesmus score 2. T: 1.09£0.21 C: 2.95+0.31f
30 28~64 1317 Rectal mucosa columnar 3. Recurrence rate 3. T: 3.33% C: 20.00%*
(47.50+1.55) ligation
1. Treatment effective rate
22~55 4~15mo PPH + 1. T. 974% C. 82.1%t
39 351464 /% (95+15mo)  Bojungikgi-tang(BID) 2 pnoscopy score 2. T: 05:0.15 C: 0.9+032¢
Chen'® 78 304 NR & Defecation time score i L 825%?1%2; ;1128;
(2017)  (39/39) 50m50 3411mo 5. Defecation count 5 T 06:014 C 10£0271%
39 352423 1920 (70405mo) PPH 6. Incomplete ~ defecation ¢ 1. 71051 C: 10+0.25¢
o o score . 7. T: 05£0.19 C 0.7+0.18¢
7. Difficulty defecating score """+~ s
40 . TST + 1. Treatment effective rate 1. A: 97.5% B: 92.5% C: 87.5%
L'+ 1200 2565 NR NR Bojungikgi-tang(BID) 304 NR 2 Complication after surgery 2.
(2017) (40/40/40) 40 TST (20d) 1) Aseptic inflammation 1) A 12.5% B: 35.0%t
40 Bojungikgi-tang(BID) 2) Urinary retention 2) At 7.5% B: 15.0%
2164 4mo~36 Biomaterials for pelvic 1. Treatment effective rate
35 (52.84+12.31) 12/23 (8224 9g) floor reconstruction + 2. Clinical symptom score 1. T: 100% C: 100%
Ge® 70 e £e28.90Y Bojungikgi-tang(TID) 454 3. Qi deficiency syndrome 2. T: 10.12+2.15 C: 18.23+3.22t
(2016)  (35/35) (30d) NR score ) 3. T: 554+£1.01 C: 895+1.27t
35 20~63 13/22 6mo~32y Biomaterials for pelvic 4. Defecation status score 4. T: 3.48+1.12 C: 5.43+1.18t
(51.47+11.76) (8.17+4.84y)  floor reconstruction after 7d 5. T: 12454316 C: 19.92+4.09t

5. Quality of life score

*: Divided 3 groups, T: Treatment group, C: Control group, NR: Not reported, M: Male, F: Female, Tx: Treatment, y: year, mo: month, w: week, d: day, min: minute, F/U:
Follow up, MP: Medication period, PPH: Procedure for prolapse and hemorrhoids, TST: Tissue selective therapy, RPH: Ruiyun procedure for hemorrhoids, BID: Twice a da%/,
TID Three times a day, CFU: Colony forming unit, IL: Interleukin, CRP: C-reactive protein, TNF: Tumor necrosis factor, VAS: Visual analogue scale, t: p<0.05 significantly
different among the groups after treatment,  p<0.01 significantly different among the groups after treatment, §: p<0.001 significantly different among the groups after
treatment
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Table 2.
Prescription

First
author Composition of bojungikgi-tang(Buzhongyiqi-tang) (g/day)
(year)

Composition of bojungikgi-tang  (Buzhongyiqgi-tang)

Astragali Radix 30g, Atractylodis Rhizoma Alba 20g, Saposhnikovia
Duo” Radix 6g, Cimicifugae Rhizoma 12g, Bupleuri Radix 6g, Citri
(2021)  Unshius Pericarpium 6g, Codonopsis Pilosulae Radix 6g, Cannabis
Fructus 10g, Magnoliae Cortex 69

Astragali Radix 30g, Atractylodis Rhizoma Alba Praeparata 20g,
Lu'® Citri Unshius Pericarpium 15g, Angelicae Gigantis Radix 15g,
(2021) Glycyrrhizae Radix Praeparata 10g, Cimicifugae Rhizoma 5g,
Bupleuri Radix 5g

Astragali Radix 15g, Codonopsis Pilosulae Radix 15g, Atractylodis
Qiu"™  Rhizoma Alba 10g, Angelicae Gigantis Radix 6g, Citri Unshius
(2020) Pericarpium 6g, Bupleuri Radix 5g, Cimicifugae Rhizoma 5g,
Glycyrrhizae Radix Praeparata 5g

Cimicifugae Rhizoma 5g, Bupleuri Radix 5g, Citri Unshius
Cheng' Pericarpium 6g, Angelicae Gigantis Radix 6g, Astragali Radix 15g,
(2020)  Codonopsis Pilosulae Radix 15g, Atractylodis Rhizoma Alba 10g,
Glycyrrhizae Radix Praeparata 5g

Astragali Radix 30g, Ginseng Radix 15g, Atractylodis Rhizoma Alba
10g, Glycyrrhizae Radix Praeparata 15g, Angelicae Gigantis Radix
Ma™ 10g, Citri Unshius Pericarpium 6g, Cimicifugae Rhizoma 15g,
(2019)  Bupleuri Radix 15g, Zingiberis Rhizoma Recens 9 pieces, Jujubae
Fructus 6 pieces, Aurantii Fructus Pericarpium 20g, Aucklandiae
Radix 12g

Wang'™ Astragali Radix 15g, Atractylodis Rhizoma Alba 10g, Glycyrrhizae
(20199) Radix 9g, Citri Unshius Pericarpium 6g, Cimicifugae Rhizoma 6g,
Bupleuri Radix 6g, Angelicae Gigantis Radix 3g

e Astragali Radix 15g, Ginseng Radix 6g, Angelicae Gigantis Radix
2018) 3g, Atractylodis Rhizoma Alba 10g, Citri Unshius Pericarpium 6g,
Cimicifugae Rhizoma 6g, Bupleuri Radix 6g, Glycyrrhizae Radix 9g

Astragali Radix 20g, Codonopsis Pilosulae Radix 10g, Atractylodis

Zhao'® Rhizoma Alba 10g, Bupleuri Radix 10g, Citri Unshius Pericarpium

(2018)  10g, Poria 20g, Angelicae Gigantis Radix 20g, Jujubae Fructus 10g,
Glycyrrhizae Radix 6g

Astragali Radix Praeparata 20g, Atractylodis Rhizoma Alba 20g,
Jiang™ Codonopsis Pilosulae Radix 15g, Angelicae Gigantis Radix 10g,
2078) Dioscoreae Rhizoma 12g, Cimicifugae Rhizoma 6g, Citri Unshius
Pericarpium 6g, Bupleuri Radix 12g, Schizandrae Fructus 9g,
Glycyrrhizae Radix Praeparata 69

Codonopsis Pilosulae Radix 15g, Angelicae Gigantis Radix 15g,
Citri Unshius Pericarpium 10g, Alpiniae Fructus 10g, Phellodendri
Chen'™®  Cortex 2g, Aucklandiae Radix 10g, Glycyrrhizae Radix Praeparata
(2017) 9g, Astragali Radix 30g, Cimicifugae Rhizoma 6g, Atractylodis
Rhizoma Alba praeparata 15g, Alpiniae Katsumadai Semen 10g,
Bupleuri Radix 6g, Alismatis Rhizoma 15g, Notoginseng Radix 6g

Astragali Radix 15g, Atractylodis Rhizoma Alba 10g, Codonopsis
L' Pilosulae Radix 15g, Angelicae Gigantis Radix 6g, Citri Unshius
(2017) Pericarpium 6g, Bupleuri Radix 5g, Cimicifugae Rhizoma 5g,
Glycyrrhizae Radix Praeparata 5g

Atractylodis Rhizoma Alba Praeparata 20g, Astragali Radix 30g,
Ge®  Cimicifugae Rhizoma 5g, Citri Unshius Pericarpium 15g, Ginseng
(2016) Radix 15g, Bupleuri Radix 5g, Angelicae Gigantis Radix 15g,
Glycyrrhizae Radix Praeparata 10g
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