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Abstract

The objective of this study was to compare the effectiveness of premaxilla molding between acrylic obturator
and polyvinyl obturator in treating infants with complete unilateral cleft lip and palate. The subjects comprised 36 infants
with complete unilateral cleft lip and palate (age ranged from 1 to 26 days; mean age 6.5 days). The subjects were
divided into 2 groups as follows: 20 in the control group and 16 in the experimental group. Acrylic obturators were used
in the control group, while the polyvinyl obturators were used in the experimental group. The subjects were treated
by the similar standard protocol until the requirements for lip surgery were accomplished at the age of 3 - 4 months.
Arch width, arch height and cleft size were measured from the study casts and compared with Analysis of covariance.
The results showed that there was no statistically significant difference between two types of obturator. Arch ratios at
pre and post treatment were calculated and compared with t-test for equivalence study by equivalence margin 0.1.
There was significant equivalence at 95% confidence interval in arch ratio between the two groups (p < 0.001). It was
shown that the polyvinyl obturator could be equally effective for premaxillary molding in complete unilateral cleft lip
and palate infants as well as the acrylic obturator.
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Figure 1 Two types of the obturators in this study
A = Acrylic obturator
B = Polyvinyl obturator
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Figure 2 Reference points and linear measurements before using obturator (T1) and before lip surgery (T2)
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Table 1 Demographic and baseline characteristics before treatment

Demographic and baseline Acrylic obturator

Polyvinyl obturator

characteristics (n = 20) (n = 16) 2
Age (days)' 3 (1, 26) 5(1, 17) 0.347
Sex: n (%)" 0.20
Male 13 (65.0%) 7 (43.8%)
Female 7 (35.0%) 9 (56.2%)
Cleft side: n (%)’ 0.94
Right 9 (45.0%) 7 (43.8%)
Left 11 (55.0%) 9 (56.2%)
Arch width: W (mm.)* 31.70 = 1.90 34.30 + 2.70 0.002*
Arch height: H (mm.)* 23.70 = 2.90 21.70 = 2.00 0.031*
Arch ratio® H/W 0.75 +0.10 0.64 £ 0.08 0.001*
Cleft size (mm.)’ 9.50 + 2.60 10.80 + 2.80 0.168
Data expressed as mean + SD, median (range) and n (%)
*Unpaired t-test
* Chi-square test
" Mann-Whitney U test
" Statistically significant (p < 0.05)
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‘ ‘ No. 24_4-12-56.16.45.p.156-164.i1161 161

12/4/13 4:39:48 PM ‘ ‘



A19N9 2 ANRFY + ANTEUULNINTFINYOIN MUTIAIlaNA 1uTIEN WUSEULTEUTENINNGUATTINAUTsUASINAUNATY-

Wigunaaliila

Table 2 Mean + SD of variables after treatment compared between acrylic obturator and polyvinyl obturator

Acrylic obturator Polyvinyl obturator Difference Between
vzl (n = 20) (n = 16) group (95% Cl) 2
Arch width (mm.)" 33.61 + 2.38 35.30 + 2.45 0.12 (-1.32, 1.56) 0.871
Arch height (mm.)™ 2531 + 2.43 24.25 + 1.63 0.04 (-1.16, 1.24) 0.948
Cleft size (mm.)" 3.50 + 2.77 3.70 + 1.90 0.46 (-0.95, 1.88) 0.512

" Analysis of covariance (Compare post treatment between groups and pre treatment used as a covariate)

" Statistically significant (p < 0.05)
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Table 3 Mean + SD, and mean difference between group (95% Confidence Interval) of arch ratio of post

treatment
parameter Acrylic obturator Polyvinyl obturator Mean difference” p
(n = 20) (n = 16) (95% Cl)
Arch ratio (H/W) 0.76 + 0.09" 0.69 + 0.06™ 0.002 (-0.045, 0.049) < 0.001"

“ Estimated marginal means difference of post treatment adjusted by pre treatment

" ttest for equivalence study, Statistical Hypothesis A>01VS A <01

" Pairwise in acrylic obturator (pre treatment VS post treatment), p = 0.645

* Pairwise in polyvinyl obturator (pre treatment VS post treatment), p = 0.004*

" Statistically significant (p < 0.05)
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