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Ø Postprandial distress syndrome (PDS), characterized by

postprandial fullness and early satiation, is the most common

subtype of functional dyspepsia (FD) and was reported to have the

greatest negative effect on health-related quality of life.

Ø PDS was perceived to benefit most from prokinetic therapy.

However, this treatment is limited by its unsatisfactory efficacy and

adverse event profile.

Ø Acupuncture has been recommended by several studies as an

effective treatment of FD, particularly for dyspeptic symptoms.

However, drawing sound conclusions from these trials has been

difficult because of their poor quality and small sample sizes.

Moreover, few studies have focused on acupuncture's efficacy in

different FD subtypes, which may contribute to the uncertainty

about its effect. Although a retrospective analysis by Ma and

colleagues showed that patients with PDS responded better to

acupuncture, high-quality randomized controlled trials are needed.

Ø This multicenter randomized controlled trial was done to assess

the efficacy of acupuncture for relief of PDS.

Design: Multicenter, 2-group, 

randomized clinical trial. (ISRCTN 

registry number: ISRCTN12511434)

Setting: 5 tertiary hospitals in China.

Intervention: 12 sessions of 

acupuncture or sham acupuncture 

over 4 weeks.

Among patients with PDS, acupuncture resulted in increased

response rate and elimination rate of all 3 cardinal symptoms

compared with sham acupuncture, with sustained efficacy over 12

weeks in patients who received thrice-weekly acupuncture for 4

weeks.

Measurements: The 2 primary

outcomes were the response rate

based on overall treatment effect

and the elimination rate of all 3

cardinal symptoms: postprandial

fullness, upper abdominal bloating,

and early satiation after 4 weeks of treatment. Participants were

followed until week 16. Secondary outcomes included the response

rate and the elimination rate at weeks 8, 12, and 16; the total and

individual dyspepsia symptom scores; NDI and HADS scores; and

adverse events.

Ø Patient Characteristics

Between April 2017 and June 2018, a total of 586 consecutive

patients with dyspepsia were screened. Of these, 278 patients were

recruited. A total of 50 (18%) patients dropped out of the study (21 in

the acupuncture group and 29 in the sham acupuncture group; 49

during the 4-week treatment and 1 during the 12-week follow-

up). Patient demographic characteristics were similar between the

groups at baseline

For the response rate, the between-group difference became

apparent starting in week 2. For the elimination rate, no significant

between-group difference was found until week 4. Of interest, we

found that after 4 weeks of treatment, the response rate and

elimination rate persisted or slightly increased in the acupuncture

group but decreased significantly in the sham acupuncture group

Ø Primary Outcomes in the Intention-to-Treat 

Population

Ø Secondary Outcomes

At week 4 and each assessment time point during follow-up, the

acupuncture group had significantly better results than the sham

acupuncture group in the total dyspepsia symptom score and NDI

score. No difference was found between the groups in the HADS

score except at week 16.

Although the acupuncture effect compared with the sham acupuncture

effect on the two primary outcomes were similar between the 2

subgroups over time (P = 0.99 for 3-way interaction term), there was

evidence of a differential effect between the subgroups at week 4 on

elimination rate (P = 0.030).

Ø Subgroup analyses by Helicobacter pylori status


