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Effect of tolterodine combined with Huai Qi Huang and mental behavioral therapy on children with
primary nocturnal enuresis but normal osmotic concentration: A randomized parallel controlled clinical
trial
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Abstract Objective Primary nocturnal enuresis( PNE) children with normal osmotic concentration who were ineffective to
desmopressin ( DDAVP) were treated with tolterodine combined with Huai Qi Huang and mental behavioral therapy to seek the
best treatment. Methods PNE children in the outpatient clinic who were ineffective to DDVAP for one month were randomized and
allocated into western medicine group ( tolterodine oral)  Chinese and western medicine group ( tolterodine and Huai Qi Huang
oral) and combined treatment group ( tolterodine Huai Qi Huang oral and mental behavioral therapy) . PNE children and their
parents recalled the number of enuresis in one month as the baseline number. Efficacy was evaluated at the end of the treatment and
3 months after the treatment and intention-to-treat analysis was performed. Results A total of 234 children with enuresis were
recruited for analysis with 78 cases in each group. There was no significant difference in age gender and baseline number of
enuresis (P =0.778;y" =0.933 P =0.627; F=0. 141 P =0.868). The total effective rate in Chinese and western medicine
group and combined treatment group was better than western medicine group at the end of the treatment and 3 months after treatment
(P=0.017 and <0.001). There was no significant difference in total effective rate between combined treatment group and
Chinese and western medicine group at the end of the treatment ( P >0.05) but differences were observed 3 months after the
treatment( P =0. 005) . NNT of combined treatment were 6.5(95% CI: 3.7 —25.3) at the end of the treatment and 2.4(95% CI:
1.8 —3.6) 3 months after the treatment; NNT of Chinese and western medicine group was 4. 6(95% CI: 2.7 —15.2) 3 months after
the treatment respectively. Conclusion If 2. 4 patients were treated by tolterodine Huai Qi Huang oral and mental behavioral
therapy one of them was effective for long-term efficacy the confidence intervals was very narrow. The results were reliable.
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Ineffective treatment with DDAVP for 3 months (n=234)

Without DDAVP for | month

Blocked randomization

Tolterodine group (n=78) Tolterodine+TC F'olterodine+ TCM+psychotherapy (n=78)

Tolterodine ) ) End of treatment
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End of treatment
after 3 months

Fig1 Flowchart of allocation intervention assessment quit and lost to follow-up
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Tab 1 Comparisons of efficacy at the end of treatment and 3 months after treatment among three groups n( %)

Tolterodine 34 25 59 19 21 14 35 43

(n=18) (43.6) (32.0) (75.6)" (24.4) (26.9) (17.9) (44.9)% (55.1)

Tolterodine + TCM 53 15 68 10 Not 40 12 52 26 4.6
(n=78) (67.9) (19.2) (87.2)? (12.8) analyzed (51.3) (15.4) (66.7)Y (33.3) (2.7 15.2)
Tolterodine + TCM 59 12 71 7 6.5 52 15 67 11 2.4

+ psychotherapy ( n =78) (75.6) (15.4) (91.0)% (9.0) (3.7 25.3) (66.7) (19.2) (85.9)9 (14.1) (1.8 3.6)
Notes  There were significant differences of total effective rate between end of treatment and 3 months after treatment in three groups x> =7.682 P =
0.021 y* =29.212 P <0.001. Comparisons of the total efficiency at the end of treatment: 2) vs 1) y* =3.431 P =0.099 ; 3) ws2) )* =
0.594 P=0.441; 3) vs1) x*=6.646 P =0.017. Comparisons of the total efficiency 3 months after treatment: 5) vs 4) * =7.510 P =
0.01; 6) vs5) x*=7.972 P=0.005; 6) ws4) x*=29.002 P<0.001; 4) ws1) > =15.418 P<0.001; 5) vs2) x*=9.244 P=
0.002; 6) vs3) x> =1.005 P =0.316. Comparisons of the efficiency at the end of treatment: 2) vs 1) P >0.05 so NNT was not analyzed
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