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A Clinical Pilot Study of Carthami-Semen Herbal
Acupuncture Treatment for Chronic Constipation

Park Jae-woo, Yoon Seong-woo, Kim Jin-sung and Ryu Bong-ha

3rd Dept. of Internal Medicine, College of Oriental Medicine, Kyung Hee University

Objectives : These days, herbal acupuncture therapy is widely applied to many diseases and
symptoms by Korean medical doctors in Korea. The aim of this study was to demonstrate the effect of
Carthami—Semen herbal acupuncture(CSHA) on chronic constipation.

Methods : This single-blind placebo-controlled randomized parellel study enrolled 24 adults with
chronic constipation. After one week's run-in period, they were randomly assigned to receive CSHA
therapy, or placebo therapy for 4 weeks by 2 times per week. After completing 4 week's therapy, 2
week’s follow-up period was continued. During study, defecation frequency, consistency and ease of
evacuation were checked before study, every week and follow-up periods. Also, the VAS of constipation,
quality of life(QoL) and heart rate variability (HRV : low frequency, high frequency) were checked 3
times totally. Finally, 21 subjects completed the protocol and 20 subjects were analyzed.(1 subject is
excluded for analysis because of not following the protocol.)

Results : In CSHA group, defecation frequency (continued after 1 week), consistency and ease of
evacuation (at 1 week after and follow-up) were increased significantly. The VAS of constipation in
CSHA group was significantly decreased. There was no significant change at QoL and HRV.

Conclusions : CSHA therapy was effective in treating adults with chronic constipation. Study that
have larger case number and longer follow up will be needed in the future.

Key words : Chronic constipation, Functional constipation, Irritable bowel syndrome, Carthemi-Semen,
Herbal acupuncture, Heart rate variability
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Table 1. Scoring System for Stool Consistency and Ease of Evacuation™

Stool consistency

Ease of evacuation

0 = No bowel movement
1 = Hard, pellet-like

2 = Hard and solid

3 = Comfortable and solid
4

5

Soft and solid

= Loose

0 = No bowel movement
1 = Difficult or painful
2 = Some difficulty

3 = Easy or comfortable
4 = Difficult to control

5 = No control
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Entered screening (n=31)

Abnormal TFT

Screening

- Do ot meet inclusion creiteria  (n=2)

- C'an not contact at scresning period (n=5)

Randomization

Entered randomization (n=24)

Randomization to Placebo(NS) (n=12)
- Discontinued (h=2)
Oither reasons

- Completed (n=10)

Randomization to CSH acupuncture (n=12)
- Discontinued (n=1)

admission{other disease)
- Completed (n=11)

Follow up

Both groups all completed FIT {n=21)

- Do not meet protocol ( n=1 in CSHA )

Finally analyzed subjects { n=20)

Fig. 1. Flow of subjects through the clinical trial

Table 2. Background Data of the Study Population

Placebo group CSHA group p
No. of women(total) 8(10) 8(10) 1.00
Mean age(SD), years 55.10(16.53) 47.00(19.13) 0.325
Mean duration of constipation(SD), years 11.02(9.62) 13.45(10.74) 0613
Mean duration of using constipation 6.67(7.38) 2.80(4.07) 0.189
medication(SD), years
Constipation type : 5(10) 8(10)

No. of functional constipation(total)

CSHA: Carthami-Semen herbal acupuncture, SD: Standard deviation.
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Fig. 2A. Changes of defecation frequency in

CSHA group

* . Statistically significant(p<0.05), CSHA: Carthemi-
Semen herbal acupuncture, BF1: Before treatment, FUI:
Follow up period during 1st week, FU2: Follow up period
during 2nd week.
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Fig. 2B. Changes of defecation frequency in

placebo group

Placebo: Normal saline, BF1: Before treatment, FU1:
Follow up period during 1st week, FU2: Follow up period
during 2nd week.

Table 3. Changes of Consistency and Ease of Evacuation in CSHA and Placebo Groups

Week BF 1 1 2 3 4 FU1 FU2
. Mean(SD) 099(0.99) 1.65(0.89) 1.06(1.29) 1.59(1.29) 1.39(1.13) 1.87(1.21) 1.68(1.10)
Consistency " "

CSHA 0.01 0.83 0.24 0.33 0.02 0.11
Ease of Mean(SD) 1.05(1.16) 1.64(1.10) 1.09(1.07) 1.40(1.04) 1.17(0.86) 1.39(0.90) 1.35(0.85)
Evacuation P 0.01" 0.72 0.13 0.65 0.02" 0.07

. Mean(SD) 1.99(1.01) 1.85(0.62) 1.70(0.94) 154(0.96) 1.61(094) 1.64(1.14) 1.72(1.25)
Consistency
Placebo p 0.51 0.45 0.15 0.20 0.51 0.48
ace
Ease of Mean(SD) 1.26(0.72) 1.55(0.80) 1.40(0.76) 1.34(0.70) 1.32(0.70) 1.50(0.85) 1.51(0.91)
Evacuation P 0.20 0.61 0.80 0.77 0.14 0.26

* Statistically significant(p<0.005), CSHA: Carthami-Semen herbal acupuncture, BF1: Before treatment, FUI: Follow up
period during 1st week, FU2 : Follow up period durin 2nd week, SD: Standard deviation.
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Table 4. Changes of C-VAS and Qol in CSHA and Placebo Groups

Week BF1 4 FU2
Mean(SD) 7.20(2.33) 540(231) 5.48(2.25)
C-VAS .
p 0,022 0.047
CSHA
oL Mean(SD) 5.93(2.68) 4.49(1.87) 470(2.76)
© p 0.066 0933
Mean(SD) 737(1.58) 657(1.75) 6.33(2.99)
C-VAS
b 0123 0.362
Placebo
oL Mean(SD) 5.86(1.75) 5.09(1.81) 493(2.2)
0.
p 0357 0.139

*. Statistically significant(p<0.005), CSHA: Carthami-Semen herbal acupuncture, BF1: Before treatment, FU2: Follow
up period during 2nd week, C-VAS: Subjective intensity of constipation by VAS, QoL: Assessmt of quality of life by

VAS.
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Fig. 3A. Changes of frequency domains in

CHSA group

CSHA: Carthemi-Semen Herbal Acupuncture, LF_1:
Low frequency at 0 week, LF 2! Low frequency at 4th
week, LF_3: Low frequency at 6th week, HF_1: High
frequency at 0 week, HF_2: High frequency at 4th week,
HF_3: High frequency at 6th week.
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Fig. 3B. Changes of frequency domains in

placebo group

Placebo: Normal saline, LF_1: Low frequency at 0
week, LF_2: Low frequency at 4th week, LF 3. Low
frequency at 6th week, HF_1: High frequency at 0 week,
HF_2: High frequency at 4th week, HF_3: High frequency
at 6th week.
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