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KEY WORD : PIT AND FISSURE SEALANT / RANDOMIZED CONTROLLED CLINICAL TRIAL /
EQUIVALENCE STUDY / RETENTION / FIELD CONDITION
SUTHISA TAEBUNPAKUL : CLINICAL EQUIVALENCE STUDY BETWEEN A LOCAL-MADE
AND AN IMPORTED PIT AND FISSURE SEALANT ON FIRST PERMANENT MOLARS
UNDER FIELD CONDITIONS. THESIS ADVISOR : ASST. PROF. SUPAPORN
CHONGVISAL , D.D.S., M.Sc., THESIS COADVISOR : TEWARIT SOMKOTRA , D.D.S,,
74 pp. ISBN 974-17-6981-4

Objectives : To assess the effectiveness of a clear local-made sealant (Prevocare: Faculty of
Dentistry, Chulalongkorn University) by comparing its retention, types and locations of sealant loss and
caries prevention on first permanent molars with a standard imported sealant (Delton ®: Dentsply
International, USA) under field conditions at the end of 12 months

Design : Randomized controiled clinical trial.

Setting : Prathomnonsee School and Piboonprachasarn School, Bangkok

Methodology : The sample included 138 pairs of contralateral lower first permanent molars of
children from grade 1-3 who met the eligible criteria. Prevocare (test) and Detton® (control) were
randomly placed on each molar by one dentist using a mobile dental unit and equipments at the schools.
The sealed teeth were examined for their retention and caries formation after 6 and 12 months by a
different examiner. Using a confidence interval approach, the two groups were considered equivalent if
the difference in retention rates was not more than 10%.

Results : There were 127 pairs of teeth (92%) remaining at the end of the study. The mean
retention rates at 6 months of Detton® and Prevocare were 96.9% (95% Cl: 93.9, 99.9%) and 98.5%
(95% Cl: 96.3,100%), respectively. The mean difference in retention rates between the two groups was
1.5 (95% Cl: -2.9, 6). At 12 months, the mean retention rates of Delton® and Prevocare were 93.7% (95%
Cl : 89.4, 98%) and 94.5% (95% CI : 90.5, 98.5 %), respectively. The mean difference in retention rate
between the both groups was 0.8% (95% C! : -5.9, 7.6). No carious lesions developed during this trial.

Conclusion : The local-made sealant, Prevocare (clear), is clinically equivalent io the standard
imported sealant , Delton ®, in terms of retention and caries prevention on first permanent molars under

field conditions at the period of 12 months.
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