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OBJECTIVES: Management of constipation is still challenging in childhood. The pharmacological effect of

XiaojiDaozhi Decoction, a prescription of Chinese Herbal Medicine (CHM), has been well described for

the treatment of food and Qi stagnation which account for childhood constipation. However, the

efficacy and safety of XiaojiDaozhi Decoction in childhood constipation remains unclear.

METHODS: A randomized, double-blind, and placebo-controlled trial was conducted to evaluate the efficacy and

safety of XiaojiDaozhi Decoction in childhood constipation. Two hundred children were recruited and

randomly allocated to the CHM or placebo group to receive their respective interventions. The duration

of treatment was 8 weeks, with a 12-week follow-up. Main outcome measures were complete

spontaneous bowel movements and satisfaction with bowel function. Safety and adverse effects were

evaluated by blood laboratory measurements.

RESULTS: At the end of follow-up, the response rates of CHM and placebo were 62% and 31%, respectively (x25
19.315, P < 0.01). At the end of treatment, recurrence was found in 7 cases (10.14%) in CHM and 11

cases (26.19%) in placebo (x25 4.947, P < 0.05). In themain outcomemeasures, 56 patients (56%)

in the CHM group and 25 patients (25%) in the placebo group were satisfied with their bowel

movements (x25 19.940, P < 0.05). Increased complete spontaneous bowel movements ‡3 per week

from baseline were found in 40 patients (40%) who received CHM and 19 patients (19%) who received

placebo (x2 5 10.602, P < 0.05). No serious adverse effects were found in any of the recruited cases.

DISCUSSION: CHMXiaojiDaozhi Decoction is a safe and effectivemethod for the treatment of childhood constipation.

Clinical and Translational Gastroenterology 2021;12:e00345. https://doi.org/10.14309/ctg.0000000000000345

INTRODUCTION
Constipation is the most common complaint in childhood, af-
fecting an estimated 20% of children globally (1). The treatment
strategies of childhood constipation consist of diet control, be-
havioral intervention, and oral laxatives (2,3). Given its higher
success rate and fewer side effects, the laxative PEG3350 has been
considered the first choice (4). However, the effectiveness of
PEG3350 laxative does not last, or it does not work after long-term
use (5). Therefore, additional treatment interventions are neces-
sary. With an unsatisfactory response to current treatments, many
patients seek help from Chinese Herbal Medicine (CHM) (6).

For thousands of years, CHM has been the main medical
method in China (7,8). Traditional CHM theory holds that the
transit of the digestive system depends on Qi. Although the cause
of constipation originates from the colon and intestine, it is

closely related to the function of the spleen and stomach. Func-
tional weakness in the spleen and stomach leads to food and Qi
stagnation. Food stagnation slows gastrointestinal motility, and
Qi stagnation disturbs the tone of the stomach and descending
movement of the intestine. Food and Qi stagnation further cause
heat accumulation in the large intestine, and the pathological heat
causes constipation by drying the intestine (7–9). In children,
both spleen and stomach functions are very vulnerable because
they are still in growth and development. The substantial function
has not yet been fully established, and functional weakness of the
spleen and stomach is in fact a physiological characteristic. On the
other hand, childhood constipation is generally considered as a
continuation of infant constipation because most of the child-
hood constipation has been reported to appear at the onset of
babies and infants, although the pathophysiological basis is
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multifactorial (10). In babies and infants, solid feeding is in-
troduced and the eating behavior coverts from swallowing to
chewing. Because breastfeeding contributes to acceptance of a
novel dietary and solid feeding introduction, it has been recom-
mended in many guidelines and practices (11–13). However,
many mothers would rather formula milk than breast milk; an
improper formula-fed duration might increase the risk of eating
disorders (12,13). The quantity, quality, and time of food in-
troduction can all place a heavy burden on the baby’s digestive
system causing food and Qi stagnation (14). Therefore, a physi-
ological weakness of the spleen and stomach in children and a
long duration of improper feeding style from the onset of babies
and infants are the main sources of childhood constipation; the
principles of treatment must pay attention to these pathophysi-
ological bases accordingly.

In the documented traditional medicine dictionary (Pi Wei
Lun), the prescription XiaojiDaozhi Decoction has been well
described. The prescription consists of 12 kinds of CHMs.
Through the combined action of these CHMs, XiaojiDaozhi
Decoction can wake up gastric and Qi function, eliminate food
stagnation, and remove pathological heat accumulation. In the
modern medicine, XiaojiDaozhi Decoction has been proven to
contain components beneficial to gastrointestinal peristalsis.
Pharmacological studies have shown that Fructus Aurantii can
alleviate small intestinal spasms (15). Accumulated solid or ac-
cumulated shell can increase the rhythm of gastrointestinal
contraction (16). Rhubarb mainly contains onion-brewed de-
rivatives, such as emodin formic acid glucoside, rhein-8-
glucoside, and a variety of sennosides (17). Cannabis seeds were
found to interact with alkaline intestinal liquid to produce fatty
acids in the intestine, which stimulated the intestinal wall and
enhanced intestinal peristalsis (18). Consequently, the effects of
XiaojiDaozhiDecoctionmay be related to the promotion of bowel
motility and digestive secretion, and it can be used in the treat-
ment of constipation.

Concerning the pathophysiological basis of childhood con-
stipation and the pharmacological effects, XiaojiDaozhi De-
coction was considered for the treatment of childhood
constipation, holding the principle of promoting Qi movement,
relieving Qi stagnation, and removing pathological heat accu-
mulation (19). However, there is still a lack of evidence-based
support for the treatment of childhood constipation by Xiaoji-
Daozhi Decoction. Therefore, we designed a randomized, con-
trolled, double-blind clinical trial to confirm the efficacy and
safety of XiaojiDaozhi Decoction in the treatment of childhood
constipation.

METHODS

Patients and study design

This randomized, placebo-controlled, double-blind trial was
conducted in accordance with the amended Declaration of Hel-
sinki. The Ethics Committee of China Medical University (2018
PS427K) approved the protocol, and written informed consent
was obtained from all parents. The study protocol was registered
prospectively with https://clinicaltrials.gov/(NCT 03186079).
Patients were aged 4–14 years andmet the inclusion criteria from
June 2017 to August 2018 at the Constipation Clinic of Shengjing
Hospital. A total of 268 age-eligible participants were recruited, of
which 200 (74.63%) were randomly enrolled (CHM group, n 5
100; placebo group, n5 100).

Eligibility and exclusion criteria

The eligibility criteria were (1) 4–14 years old; (2) meeting the
Roman IV criteria for childhood constipation (20); (3) being able
to tolerate the odor of CHM; and (4) signing informed consent.
The exclusion criteria included (1) congenital and/or acquired
intestinal diseases, such as congenital or severe secondary meg-
acolon, intestinal stenosis, polyps, Crohn’s disease, tuberculosis,
inflammation, and tumors; (2) anorectal diseases, such as anal
atresia, fistula, abscess, and tumor; (3) neurological diseases—
such as brain and spinal cord diseases—genetic metabolic dis-
eases, psychosocial and behavioral diseases, and other systemic
diseases; and (4) refusal to participate in the study.

Protocol

All participants were randomly assigned to receive 8 weeks of
treatment, followedby a 12-week follow-upperiod. Four visitswere
arranged for each participant. Participants were required to
maintain daily fiber intake and defecation training. For each visit,
participants were required to record defecation details, improve-
ment of related symptoms, self-assessment of their symptoms, and
any adverse reactions daily. General health assessments for par-
ticipantswere arranged at the beginningandendof the trial, suchas
blood cell analysis, blood tests for liver and kidney function, and
blood lead measurements. The symptoms before treatment, 8
weeks after treatment, and 12weeks after follow-upwere recorded,
and the improvement of symptoms after 12weeks of follow-upwas
comprehensively evaluated for the efficacy and safety of Xiaoji-
Daozhi Decoction. All records were examined by the research as-
sistant, and the presence of any gastroenterological symptoms was
specifically queried by the investigator. At the last visit, researchers
and patients assessed whether they had taken XiaojiDaozhi De-
coction or placebo. In particular, patients were asked to rate the
appearance, color, taste, and efficacy of the drug to show whether
these factors were important to the conclusion that they were
taking XiaojiDaozhi Decoction or placebo.

Intervention

All participants were randomly divided into 2 groups, the CHM
group and the placebo group. Both groups were given basic treat-
ment (defecation training and adjusting diet), fiber intake (20 g/d),
and the medication of their respective groups. Defecation training
refers to going to the toilet under the supervision of a parent or
guardian at a regular time. In the CHM group, participants were
given a mixture of 12 herbs, including Raphanus sativus L., Areca
catechu L., Fructus aurantll immaturus, Citrus aurantium L.,
Crataegus pinnatifida, Magnolia officinalis Rehd, Cannabis sativa
L.,Atractylodes macrocephala Koidz., Semen armeniacae amarum,
Paeonia lactiflora Pall, Radix et rhizoma rhei, andHoney mel. The
dosage, proportion, and pharmacological effects of these compo-
nents are shown in Table 1 (21). The placebo group received a
placebo designed to match the CHM group based on appearance,
weight, color, taste, and odor, including 5% drug ingredients and
95% dextrin. Each group was given medication twice daily, with
fasting, before a meal for 8 weeks.

Random assignment and masking

According to the sequence generated by Random Allocation
Software (version 1.0.0), the grouping was randomized in a ratio
of 1:1, which was performed by a nonrecruited researcher. The
masking process was double-blind, and the appearance of the
placebowas the same as that of theCHMgroup. Blinding ofCHM
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Table 1. Composition and roles of CHM

Composition Percent (%) Dose (g/kg)

Maximum

dosage(g) Pharmacological effects

Raphanus sativus L. 12.5 0.75 20 CHM: eliminating food stagnation and flatulence.

Pharmacology: facilitating intestinal motility and restraining

gastric emptying, hypotensive and antimicrobial effect.

Areca catechu L. 8.33 0.5 15 CHM: relieving food stagnation and flatulence,

driving Qi and liquid downward.

Pharmacology: stimulating gastrointestinal cholinergic

receptor, vermifuge effect, hypotensive effect, and

antimicrobial effect.

Fructus aurantll immaturus 6.67 0.4 12 CHM: pushing Qi downward and relieving food

stagnation and flatulence.

Pharmacology: two-way effect on gastrointestinal

smooth muscle and stimulating effect on

cardiovascular and uterine smooth muscle.

Citrus aurantium L. 8.33 0.5 15 CHM: promoting circulation of Qi and relieving

food stagnation and flatulence.

Pharmacology: two-way effect on gastrointestinal smooth

muscle and stimulating effect on cardiovascular and uterine

smooth muscle.

Crataegus pinnatifida 6.67 0.4 12 CHM: eliminating food stagnation and

coordinating the function of Pi.

Pharmacology: stimulating gastrointestinal smooth muscle

and helping digestion, cardiotonic, hypotensive and

hypolipidemic effect, and immunopotentiator effect.

Magnolia officinalis Rehd 6.67 0.4 12 CHM: promoting Qi downward, relieving flatulence, and

eliminating dampness.

Pharmacology: two-way effect on gastrointestinal smooth

muscle, antiulcerative and antimicrobial effect.

Cannabis sativa L. 8.33 0.5 15 CHM: moistening the bowel and softening the stools.

Pharmacology: purgative and hypotensive effects.

Atractylodes macrocephala Koidz. 21.66 1.3 36 CHM: coordinating the function of Pi, enriching Qi, and

moistening the bowel

Pharmacology: two-way effect on gastrointestinal smooth

muscle, antiulcerative and antimicrobial, cardiotonic, and

hypotensive and hypolipidemic effect.

Semen armeniacae amarum 6.67 0.4 12 CHM: guiding Qi downward, moistening the bowel, and

purging the stools.

Pharmacology: purgative, antitussive and antiasthmatic effect,

and antineoplastic and antimutagenic effect.

Paeonia lactiflora Pall 6.67 0.4 12 CHM: nourishing Yin and harmonizing homeostasis.

Pharmacology: analgesic, anti-inflammatory, and

immunologic effect.

Radix et rhizoma rhei 5.0 0.3 9 CHM: draining heat and purging the stools.

Pharmacology: stimulating smooth muscle, purgative

and antimicrobial effect, antineoplastic effect, and

immunosuppressive effect, and choleretic effect.

Honey mel 2.5 0.15 4 CHM: harmonizing homeostasis, moistening

the bowel, and purging the stools.

Pharmacology: providing energy, purgative

and immunologic effect.

CHM, Chinese Herbal Medicine.
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and placebo subjects was maintained throughout the study. Pa-
tients, researchers, evaluators, and sponsors did not know which
patients received which treatments.

Outcomes

Themeasures includedmain outcomes and secondary outcomes.
In the main outcomes, improvement of complete spontaneous
bowel movements (sub/wk) from baseline and satisfied with
bowel function were used. Complete spontaneous bowel move-
ments (CSBMs) referred to the frequency of defecation without
drugs or other auxiliary methods. Satisfaction with bowel func-
tion was collected from the parents and defined as whether they
were satisfied with bowel function after the treatment (yes or no).
The secondary outcomes included bowel movements, large di-
ameter or scybalous stools, painful or hard bowel movements,
excessive volitional stool retention, and encopresis. A full re-
mission was defined as 2 main outcomes along with most or all
secondary outcomes recovered; improvement refers to 1 main
outcome with at least 1 secondary outcome recovered, and an
invalid responder was defined as both the main outcomes not
recovered. An effective rate and a recurrence rate were used to
describe the global symptom assessment.

The safety of CHM was assessed by reporting symptoms, in-
cluding abdominal pain, diarrhea, vomiting, and jaundice. Lab-
oratory assessments were also performed for objective evaluation.

Sample size

Based on the preliminary experiment, we assumed a response rate
of 65% in the CHM group and 37% in the placebo group; 62
children per treatment group were deemed sufficient to achieve
90% power in detecting a treatment difference based on a 2-sided
x2 test at a significance level of 0.05. Concerning a 25% dropout
rate, a total of 166 patients (83 per arm) were needed to be
recruited.

Statistical analysis

Intent-to-treat analysis was performed, and outcomes at the last
follow-up were considered the final outcomes in all the partici-
pants even if they were dropped. All data were expressed by

counting and percentage (classification measure). The x2 test was
used for counting data, and the rank-sum test was used for
ranking data. Statistical software SPSS (SPSS, Chicago, IL) was
used for statistical analysis. AP, 0.05was considered significant.
All tests are reported as double-sided tests.

RESULTS

Demographics

A total of 268 age-eligible participants were recruited, of which
200 were randomly enrolled (CHM group, n 5 100; placebo
group, n 5 100). Figure 1 shows the participant flow chart.
Overall, 153 subjects completed the trial, 82 in the CHM group
(82%) and 71 in the placebo group (71%). Sixty-eight patients
were excluded because they met the exclusion criteria (n 5 20),
including gastrointestinal diseases (n 5 8), neuropsychic be-
havioral disorders (n 5 2), inherited metabolic disease (n 5 1),
neurological diseases (n5 2), and other systemic diseases (n5 2)
or refused to participate (n 5 48). The demographic data and
baseline variables are shown in Table 2.

Global symptom assessment

At the end of treatment, the response rate was 69% in the CHM
group and 42% in the placebo group (x2 5 14.759, P, 0.01). At
the end of follow-up, the response rates of CHMandplacebowere
62% and 31%, respectively (x25 19.315,P, 0.01). Seven patients
in CHM and 11 patients in placebo received constipation
symptoms, and the recurrence rates were 10.14% and 26.19%,
respectively (x2 5 4.947, P , 0.05). (Table 3).

Main outcome assessment

At the end of the treatment, 67 patients in the CHMgroup and 38
in the placebo group were satisfied with bowel function (x2 5
16.862, P , 0.05); however, at the end of the follow-up, 56 pa-
tients in the CHM group and 25 patients in the placebo group
were satisfied (x25 19.940,P, 0.05). At the end of the treatment,
there were 46 cases with increased CSBMs $3 per week from
baseline in the CHM group and 26 cases in the placebo group (x2

5 8.681, P , 0.05). In addition, 40 patients in the CHM group
and 19 patients in the placebo group were found at the end of the
follow-up (x2 5 10.602, P , 0.05). (Table 4).

Secondary outcome assessment

The frequency of defecation was 5.19 6 1.57 times in the CHM
group and 4.026 1.92 times in the placebo group at the end of the
treatment and 5.006 1.54 times and 3.766 1.83 times in these 2
groups at the end of the follow-up (P , 0.05). Other secondary
outcomes including large diameter or scybalous stools, painful or
hard bowel movements, excess volatile stool retention, and
encopresis. These were evaluated at both the end of the treatment
and the follow-up, and all statistical differences were significant
(All P , 0.05, Table 5).

Success of blinding

Among the 153 participants who finished the protocol, 48
(31.37%) correctly guessed the group they were assigned to, 17
(11.11%) participants were in the CHM group, and 31 (20.26%)
were in the placebo group, while the investigators correctly
guessed 69 (45.10%) of them, 8 (5.23%) in the CHMgroup and 61
(39.87%) in the placebo group. Of the 31 participants who re-
ceived placebo and correctly guessed, 24 (77.41%) were based on

Table 2. The demographic and baseline data

Placebo (n 5 100) CHM (n 5 100)

Gender

Male 48 (48%) 51 (51%)

Female 52 (52%) 49 (49%)

Age (yr) 6.61 6 2.79 6.24 6 2.20

Duration (mo) 6.78 6 3.10 6.51 6 2.80

Weight (kg) 24.87 6 9.22 23.766 7.77

Bowel movements per wk 2.99 6 1.47 2.74 6 1.27

Large diameter or scybalous stools 67 (67%) 61 (61%)

Painful or hard bowel movements 56 (56%) 55 (55%)

Excessive volitional stool retention 26 (26%) 27 (27%)

Encopresis 21 (21%) 23 (23%)

CHM, Chinese Herbal Medicine.
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therapeutic effect, 4 (12.9%) were based on taste, and 3 (9.67%)
were based on outside view.

Safety and adverse reactions

During the treatment, vomiting was found in 8 patients, 5 in the
CHM group and 3 in the control group. Abdominal distention
was noted in 4 patients in theCHMgroup. All the symptomswere
relieved after temporary withdrawal of the drug. There were 2
cases of mild diarrhea observed in the CHM group, which re-
covered after reducing the oral dose. Abdominal pain occurred in
2 patients, which improved by itself without any treatment. Cold
and fever were found in 6 patients, and they were considered
irrelevant to the drug. Jaundice was not observed in any partici-
pants. Adverse reactions were not observed in any participants at
follow-up. Routine blood tests, liver function, renal function, and
blood lead tests were performed in all 153 participants, and they
were all within the normal range.

DISCUSSION
The management of childhood constipation remains challenging
for paediatricians. To the best of our knowledge, this is the first
time that the treatment principle of childhood constipation has

been proposed by relieving food stagnation, promoting Qi
movement, and removing pathological heat accumulation. The
CHMXiaojiDaozhi Decoction has just pharmacological effects of
this nature. Therefore, we designed a randomized, double-blind,
and placebo-controlled to evaluate its safety and efficacy (22). In
this trial, fiber intake and defecation training were used as the

Figure 1. The consort flow diagram. CHM, Chinese Herbal Medicine.

Table 3. Global symptom assessment

Placebo

(n5 100)

CHM

(n5 100) x2 and P value

At the end of treatment

Effective 42 (42%) 69 (69%)

Invalid 58 (58%) 31 (31%) x2 5 14.759, P , 0.05

At the end of

follow-up

Effective 31 (31%) 62 (62%)

Invalid 69 (69%) 38 (38%) x2 5 19.315, P , 0.05

CHM, Chinese Herbal Medicine.
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basic treatment. The results showed the basic treatment achieved
a certain effect, which was consistent with the results of previous
studies (23,24). However, after the combination of CHM and
placebo, the 2 groups demonstrated statistical difference, in-
dicating that CHM XiaojiDaozhi Decoction could effectively re-
lieve constipation symptoms in childhood. Furthermore,
recurrence rate was 26.19% in the patients receiving only basic
treatment, compared with 10.14% in the CHM group. The re-
currence rate of CHM is significantly lower than that of con-
ventional basic treatment. Although there was no comparison

with other drugs such as polyethylene glycol (PEG) designed in
this trial, the response and recurrence rate of CHM are still de-
sirable, according to data reported in documented literatures. The
response rate of PEG has been reported to be 73%–77%, which is
similar to that of CHM (25). However, the recurrence rate was as
high as 40%, significantly higher than in CHM leaving many
patients not satisfied (26). Therefore, XiaojiDaozhi Decoction is
an effective method with a lower recurrence rate for comparison
with PEG. It can be used as optional alternative for PEG in the
treatment of childhood constipation.

Table 4. Primary outcome assessment

Placebo (n 5 100) CHM (n5 100) x2 and P value

Satisfied with bowel function

Baseline, week 0

At the end of treatment 38(38%) 67(67%) x2 5 16.862, P , 0.05

At the end of follow-up 25(25%) 56(56%) x2 5 19.940, P , 0.05

Increased CSBMs $3 per wk from baseline

Baseline, week 0

At the end of treatment 26(26%) 46(46%) x2 5 8.681, P, 0.05

At the end of follow-up 19(19%) 40(40%) x2 5 10.602, P , 0.05

CHM, Chinese Herbal Medicine.

Table 5. Secondary outcome assessment

Placebo (n5 100) CHM (n 5 100) x2 and P value

Bowel movements per wk

Baseline, week 0 2.99 6 1.47 2.74 6 1.27

At the end of treatment 4.02 6 1.92 5.19 6 1.57 P, 0.05

At the end of follow-up 3.76 6 1.83 5.00 6 1.54 P, 0.05

Large diameter or scybalous stools

Baseline, week 0 67 (67%) 61 (61%)

At the end of treatment 54 (54%) 36 (36%) x2 5 7.124, P, 0.05

At the end of follow-up 58 (58%) 41 (41%) x2 5 6.825, P, 0.05

Painful or hard bowel movements

Baseline, week 0 56 (56%) 55 (55%)

At the end of treatment 47 (47%) 32 (32%) x2 5 8.965, P, 0.05

At the end of follow-up 50 (50%) 35 (35%) x2 5 10.177, P , 0.05

Excessive volitional stool retention

Baseline, week 0 26 (26%) 27 (27%)

At the end of treatment 20 (20%) 13 (7.32%) x2 5 4.668, P, 0.05

At the end of follow-up 21 (21%) 15 (8.54%) x2 5 3.865, P, 0.05

Encopresis

Baseline, week 0 21( 21%) 23 (23%)

At the end of treatment 15 (15%) 6 (6%) x2 5 9.046, P, 0.05

At the end of follow-up 16 (16%) 8 (8%) x2 5 7.591, P, 0.05

CHM, Chinese Herbal Medicine.
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Although the effect of XiaojiDaozhi Decoction has been veri-
fied, the potential mechanism remains uncertain because the drug
is composed of 12 herbal components. In animal experiments,
XiaojiDaozhi Decoction has been proven to contain components
beneficial to gastrointestinal peristalsis, and therefore, the effects of
XiaojiDaozhi Decoction may be related to the promotion of bowel
motility and digestive secretion. In addition to the roles in bowel
motility, traditional CHMs can also play roles by interacting with
intestinalflora and theirmetabolites. It has been demonstrated that
CHMs can promote the proliferation and colonization of intestinal
flora, while intestinal flora and their metabolites can promote the
decomposition of CHM, but the exact mechanism needs to be
confirmed by further basic experiments (27,28).

In the present trial, the design of the placebo group was suc-
cessful. The placebo used a mixture of 5% of the drug ingredients
and dextrin to ensure that the placebo was identical to the CHM
group in appearance, color, odor, and texture. Feedback from
follow-up showed that 11.11% of patients and 20.26% of respon-
dents in the CHM group and placebo group guessed correctly,
respectively.Of the patients and respondentswho guessed correctly,
75.0%were based on efficacy, not on placebo traits. Approximately
68.63%of the subjects didnot knowwhether theywere takingCHM
or placebo, which proved that the blinding process of the study was
successful. Because the placebo component contains 5% of the drug
ingredients, the effectiveness of the placebo has also been fully
evaluated. In the preliminary experiment, placebo effectiveness was
8%. It was confirmed that 5% of the drug ingredients did not affect
the results of the placebo group. The experimental data obtained in
the placebo group were reliable.

During the trial, 5 patients relieved by CHM received con-
stipation symptoms after an antibiotic use. As a result, we assumed
that antibiotic use may serve as a potential of constipation in
children.Antibioticsmight destroy the newly established beneficial
intestinal flora, leading to an alteration of gastrointestinal motility
in these patients (29). The efficacy of probiotics in the treatment of
constipation has been reported, despite the function of probiotics
alone is still controversial (30,31). In addition to antibiotic use,
another potential of constipation recurrence is food intolerance
(32,33). Food intolerance can cause bacterial overgrowth in the
small intestine, affecting the mucosal barrier, intestinal motility,
and absorption (34). In our cases, 4 patients regained constipation
after eating milk and eggs, and the symptoms were significantly
relieved after stopping these foods, indicating that constipationwas
tentatively related to food intolerance. Although great potentials of
antibiotic use and food intolerance have been observed in con-
stipation recurrence, there is still not sufficient evidence for a for-
mal consensus established because of the limit number in this
study; big data should be performed to confirm this conception.
Nevertheless, the use of antibiotics and food allergens contact are
still recommended to avoid during the treatment of constipation to
reduce the potential of symptom recurrence.

In terms of safety, the greatest concerns about the application of
CHM are liver and kidney damage and excessive heavy metals (35),
but in this study, none of these problemswere observed. In fact, such
side effects were equally common in laxatives (36).Moreover, all the
symptoms are negligible; they can be resolved after drug withdrawal
or adjustment and do not require additional medical intervention,
indicating XiaojiDaozhi Decoction had good tolerance and safety.

There are some limitations in the conception and design of the
present trial. Subjective evaluation was used to check symptoms,
but some younger children could not express themselves

accurately. This could result in errors in the questionnaires be-
cause of the subjective judgement of their guardians. In addition,
because of the bitterness of traditional CHM, childrenmay refuse
to take themedicine or some parentsmay stop using themedicine
if they perceive they may be in the placebo group, leading to a
higher rate of lost interviews. Despite these drawbacks, CHM is
still a promising and optional method for the treatment of
childhood constipation.

CHM XiaojiDaozhi Decoction is a safe and efficient method
for the treatment of childhood constipation.
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Efficacy of Chinese Herbal Medicine in the Treatment of Childhood
Constipation: A Randomized, Double Blind and Placebo-Controlled
Trial.

Study Highlights

WHAT IS KNOWN

3 Traditional Chinese Herbal Medicine (CHM) theory holds that
childhood constipation derives from food and Qi stagnation
and further pathological heat accumulation in the large
intestine.

3 A physiological weakness of the spleen and stomach and a
long duration of improper feeding style from the onset of
babies and infants in childrenmay account for the stagnation.

3 The pharmacological effect of XiaojiDaozhi Decoction, a
prescription of CHM, has been well described in the
traditional medicine dictionary (Pi Wei Lun) for the treatment
of food and Qi stagnation. However, there is still a lack of
evidence-based support for the treatment of childhood
constipation by XiaojiDaozhi Decoction.

WHAT IS NEW HERE

3 To the best of our knowledge, this is the first time that the
treatment principle of childhood constipation has been
proposed by relieving food stagnation, promoting Qi
movement, and removing pathological heat accumulation.

3 The CHM XiaojiDaozhi Decoction has pharmacological
effects of this nature. In the present randomized clinical trial,
CHM XiaojiDaozhi Decoction was verified as a safe and
effective method for the treatment of childhood constipation.
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