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A comparison of effects dexmedetomidine and propofol in Vitreoretinal
surgery under retrobulbar block and Monitored Anesthesia Care.

Protocol summary

Summary
This study is a double blind clinical trial on 50 patients
over 18 years in Hazrat Rasoul Akram hospital with retro
bulbar block are undergoing vitrectomy. Inclusion
criteria: ASA1-3; age 18 years old and over whom have
no contraindications to block retro bulbar. Exclusion
criteria: age below 18 years old; patients treated with
aspirin or anti-coagulant; uncontrolled hypertension;
hyperthyroidism; recurrent cough; drug addiction;
hearing impairment; neurological or psychiatric disorder;
incomplete block; severe heart disease; a history of
sleep apnea and drug allergies. After obtaining informed
consent from patients, patients undergoing retro bulbar
block placed by an eye surgeon and randomly divided
into two groups of 25. One group receives
dexmedetomidine(group-d) and other group gets
protocol(group-p). For sedation during vitrectomy
surgery under local anesthesia was performed. The
following assessments will be carried out: 1 - defining
sedation levels every 5 minutes during the procedure to
achieve an appropriate level of sedation (Ramsay score
3) and BIS 70-80 and then every 15 minutes. 2 - Heart
rate, mean arterial pressure, arterial oxygen saturation is
recorded every 5 minutes and every 15 minutes similar
before ward and 30-15 minutes after procedure. 3 - The
recovery of A Ldret score every 5 minutes to discharge
the Ldrt score is 10. 4 - Determining the degree of pain
using visual.analog.scale-10 cm in 6-1 hours after
surgery. 5 - Identify recipients’ surgeon satisfaction with
7point likert-like verbal rating scale. For analysis, the
data collected will be put in spss software. And the two
groups using t test, parameters are compared and is
considered to be significant at alpha equal to 5
hundredths. Chi-square test was used to compare groups
for variables categorical.
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empty

Scientific title
A comparison of effects dexmedetomidine and propofol
in Vitreoretinal surgery under retrobulbar block and




Monitored Anesthesia Care.

Public title
The effect of anesthetic in eye surgery

Purpose
Prevention

Inclusion/Exclusion criteria
Inclusion criteria :ASA1-3; age 18 years old and over who
have no contraindications to block retro bulbar. Exclusion
criteria : age below 18 years old; patients treated with
aspirin or anti-coagulant; uncontrolled hypertension;
hyperthyroidism; recurrent cough; drug addiction;
hearing impairment; neurological or psychiatric disorder;
incomplete block; severe heart disease; a history of
sleep apnea and drug allergies .

Age
From 18 years old to 80 years old

Gender
Both

Phase
0
Groups that have been masked
No information
Sample size
Target sample size: 50
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Double blinded
Blinding description
Placebo
Not used
Assignment
Parallel
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empty
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Health conditions studied

1

Description of health condition studied
local anesthesia

ICD-10 code
H43.0

ICD-10 code description
Vitreous prolapse

Primary outcomes

1

Description

spo2
Timepoint

before, during and postoperation
Method of measurement

pulse oxymetry

2

Description

sedation degree
Timepoint

before, during and postoperation
Method of measurement

RSS,BIS

3

Description

pain degree
Timepoint

before, during and postoperation
Method of measurement

VSA

a

Description

surgery satisfact,patient satisfaction
Timepoint

before, during and postoperation
Method of measurement

7pointlikert

5

Description
recovery profile
Timepoint
before, during and postoperation
Method of measurement
aldrete.s

6

Description

heart rate
Timepoint

before, during and postoperation
Method of measurement




ECG by little) is added. And is evaluated with the aim to
obtain RSC = 3 and BIS 60-80.
7 Category
o Treatment - Drugs
Description
MPA
Timepoint
before, during and postoperation
Method of measurement 1
manometer
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empty
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Full name of responsible person
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Tehran
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Tehran
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Phone
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Fax
Email
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Web page address
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empty
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empty
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empty

Data Dictionary
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