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A comparison of the sedative effectiveness of oral combinations of
midazolam/ketamine and midazolam /hydroxyzine in uncooperative

pediatric dental patients

Protocol summary

Summary
PURPOSE: This study was undertaken to compare the
effectiveness of oral combinations of
midazolam/ketamine and midazolam /hydroxyzine for
sedation in pediatric dental patients. METHODS: this
study was a clinical trial of 25 uncooperative children,
aged 37 to 56 months in need of at least 2 restorative
visits. The subjects were assigned randomly to receive
either the combination of midazolam 0.5 mg/kg and
ketamine 5mg/kg or midazolam 0.5 mg/kg and
hydroxyzine 2 mg/kg prior to the beginning of dental
treatment at the first appointment. The alternative drug
regimen was administered at the second appointment
two weeks later. All subjects also received 50% nitrous
oxide/oxygen during the treatment. The child's behavior:
(1) sleeping; (2) crying; (3) body movement and (4)
overall behaviors, was evaluated during injection and
procedure by an independent clinician who was unaware
of the drug given to the child.
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Scientific title
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combinations of midazolam/ketamine and midazolam
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Inclusion/Exclusion criteria
Inclusion criteria: uncooperative children, ages 37 to 56
months, in need of at least 2 restorative visits, parents
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Age
From 3 years old to 5 years old
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Both

Phase
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Ethics committee reference number
86-3904-CT

Health conditions studied

1

Description of health condition studied
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Primary outcomes

1

Description
Conscious sedation
Timepoint

30 min in midazolam/ketamine group and 45 min in
midazolam /hydroxyzine group

Method of measurement
observation-Houpt index

Secondary outcomes
empty
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