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A comparison of dexmedetomidine and midazolam for sedation in

transesophageal echocardiography.

Protocol summary

Summary
The aim of this prospective, randomized study was to
compare the standard regimen of midazolam with
infusion of dexmedetomidine for sedation during
transesophageal echocardiography. Inclusion criteria was
patients scheduled for TEE and ages of 18-60 years.
Patients were excluded of study if they have previous
TEE and upper digestive system endoscopic
examinations; emergency examinations; pregnancy;
mechanical ventilation; patients with psychiatric and
emotional disorder; history of addiction; history of
allergic reaction. In this study, 60 patients scheduled for
TEE participated in the study. TEE examinations were
performed by two skilled operators who were blinded to
the study. All patients were anaesthetized topically in the
oropharynx with 10% aerosol solution of lidocaine until
the gag reflex was suppressed. After written informed
consent, blood pressure, heart rate and pulse oximetry
were monitored and recorded. Patients received either IV
midazolam (group M, 2 mg bolus) or an infusion of
dexmedetomidine (group D, 1 mcg/kg/min, reduced to
0.2 mcg/kg/min after probe insertion). Sedation was
assessed using Ramsey sedation score during
echocardiography. We recorded blood pressure, SpO(2)
and heart rate during echocardiography and recovery.
Time-to-discharge, duration of procedure, side effect of
drugs, complications and Patients' satisfaction was
assessed.
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Scientific title
A comparison of dexmedetomidine and midazolam for
sedation in transesophageal echocardiography.

Public title
A comparison of dexmedetomidine and midazolam for
sedation in transesophageal echocardiography.
Purpose
Treatment




Inclusion/Exclusion criteria
exclusion criteria: previous TEE and upper digestive
system endoscopic examinations; emergency
examinations; pregnancy; mechanical ventilation;
patients with psychiatric and emotional disorder;history
of addiction;history of allergic reaction. Inclusion
criteria:patients scheduled forTEE; patients with a history
of transient cerebral ischaemic attack:ages of 18-60years

Age
From 18 years old to 60 years old

Gender
Both

Phase
2-3
Groups that have been masked
No information
Sample size
Target sample size: 60
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Double blinded
Blinding description
Placebo
Not used
Assignment
Parallel
Other design features
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empty

Ethics committees
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Ethics committee
Name of ethics committee
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Street address
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Health conditions studied

1

Description of health condition studied
Transient cerebral ischaemic attack

ICD-10 code
G45.9

ICD-10 code description
Transient cerebral ischaemic attack, unspecified

Primary outcomes

1

Description
sedation level
Timepoint
Observation during echography
Method of measurement
Ramsy sedation score

2

Description

patient satisfaction
Timepoint

after echocardiography
Method of measurement

Visual analoge scale

Secondary outcomes

1

Description
Recovery time
Timepoint
end of TEE
Method of measurement
minute

2

Description
nausea and vomiting
Timepoint
End of TEE
Method of measurement
Direct inspection and history

3

Description
Hypoxia
Timepoint
during and after TEE
Method of measurement
pulse oximetry

4a

Description
blood pressure

Timepoint
during and after TEE

Method of measurement
Noninvasive cuff measurrment

5

Description
heart rate
Timepoint




during and after TEE
Method of measurement
pulse counting

Intervention groups

1

Description
The first group will received 2 mgmidazolam before the
procedure and if needed additional midazolam will be
added.

Category
Treatment - Drugs

2

Description
The second group will received an infusion of
dexmedetomidinel mcg/kg/minand reduced to 0.2
mcg/kg/min after probe insertion.

Category
Treatment - Drugs
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empty
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empty
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empty

Clinical Study Report
empty

Analytic Code
empty
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empty




