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Abstract

Midazolam, a benzodiazepine derivative, is commonly used for conscious sedation
in anxiety patients undergoing oral surgery procedures. Although there are several
routes of drug administration for sedation. Sublingual route is advantages in noninvasive
technique and rapid absorption via ampule blood supply submucosally. This study
aimed to compare the efficacy of extemporaneous sublingual midazolam gel to oral
midazolam for conscious sedation in patients undergoing surgical removal impacted
teeth, Study design was double blinded randomized control trial. Injection form of
midazolam (Dormi0um® 156 mg/3 ml) was used in the study. Extemporanecus gel was
prepared by mixing midazolam 0.25mg/ml (maximum dose =12.5 mg} with 4%
hydroxyethylcellulose and oral form was prepared by mixing 0.5mg/kg (maximum dose
=225 mg) with flavored sterile water 20 ml. Thirty-two patients were consent and
randomly assigned to undergo sedation by either sublingual or oral technique in the
same procedure. Onset time, recovery time, sedative scores were recorded. Blood
samples were taken at the time of 0,5,10,15,30,45,60,90 and 150 minutes after drug
administration and  fluorescence polarization immunoassay (FPIA) was used for
detection plasma concentration of midazolam. The results showed that the onset time of
the two processes (sublingual gel=16.13 £ 3.51 min, oral=14.69 T 5.62 min} were not
different. The sedation level of the oral group was higher than the sublingual group
significantly (p<0.05) at 10,15,30, 90 and 150 min. It was consistent with the plasma

concentration of midazolam during the operation in the sublingual group (52-82 ng/ml)
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which was less than the oral group (88-105 ng/ml). The average recovery time in the oral
group (217.81154.65 min) was longer than the sublingual group (175.93130.2 min) |
significantly(p<0.05). It can be concluded that sublingual gel midazolam 0.25mg/kg
enhanced similar onset time to oral midazolam but more rapid recovery time. The
sedation level and the plasma concentration of midazolam in the sublingual group were
lower than the oral group but in the optimal level for operation. Thus, sublingual
midazolam gel at concentration of 0.25 mg/kg is efficacious for conscious sedation in

oral surgery patients.
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