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Abstract

Background: For managing and completing the surgical process, there are different types of
drugs and approaches are used. The use of anaesthesia is one of the major things that considered
for managing the surgical process without pain. The spinal anaesthesia is commonly used by
the care professionals for maintaining the surgical process carefully and better recovery of the
patients. Nowadays local anaesthetics along with spinal anaesthesia are broadly applied
especially for ambulatory surgery. Sedation has been used for improving the acceptance of the
patient for regional anaesthesia and help to improve the wellbeing of the patient during the
surgery. There are different types of anaesthesia used but midazolam is one of the common
anaesthesia that used by the medical experts since 1978.

Aim: To assess the sedative effects with midazolam on arterial oxygen saturation during spinal
anaesthesia in infraumbilical surgery

Method: The study is being conducted using the randomized controlled clinical study between
January 2020 and January 2022 at Bhima Bhoi Medical college and Hospital Balangir Odisha
focusing on the patients at operation theatre and post operative room. To complete the study,
100 ASA grade 1 and 2 patients both male and female between the age of 20 to 50 years
involved. These patients had lower abdominal surgery that completed in ninety minutes.
Results: The outcome of the study shows that there were five types of operations performed.
Commonest operation was inguinal herniorrhaphy (29%), next being vaginal hysterectomy
(27%). Least number of patients came from orthopaedics department (10%). Two means of
midazolam of group A & B (2.71-2.75=0.04) is not greater than the SE of 2 means i.e.2X 0.093.
There is no statistically significant difference between the initial doses of Midazolam between
two groups. But the total doses of Midazolam are statistically different, i.e. the second group
needed more Midazolam than the first group. The actual difference between two means of
doses of Bupivacaine (2.94-2.96=0.0.02) is not greater than twice the value of SE between the
means is not statistically significant difference in doses of Bupivacaine between two groups.
Conclusion: Respiratory rate remained unchanged, the fall of SpO2 in group B patients could
be attributed to the diminution of tidal volume and so hypoventilation was found to be the
major cause of fall of SpO2 in this group of patients. The lower limit for alarm should be set at
85% because severe hypoxaemia defined as a saturation of oxygen at 85% or less.
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Introduction

For managing and completing the surgical
process, there are different types of drugs
and approaches are used. The use of
anaesthesia is one of the major things that
considered for managing the surgical
process without pain[1l]. The medical
experts are using different forms of
anaesthesia according to condition of the
patient and analysing the effects of post-
surgery[2]. The spinal anaesthesia is
commonly used by the care professionals
for maintaining the surgical process
carefully and better recovery of the
patients. Nowadays local anaesthetics
along with spinal anaesthesia are broadly
applied  especially for  ambulatory
surgery[3]. Many patients have poor
tolerance for long periods of immobility or
the noises associated with procedures. So
sedatives play a major role to have amnestic
effects[4].

Sedation has been used for improving the
acceptance of the patient for regional
anaesthesia and help to improve the
wellbeing of the patient during the surgery.
There are different types of anaesthesia
used but midazolam is one of the common
anaesthesia that used by the medical experts
since 1978[5]. This helping to block the
spinal nerves in the subarachnoid space and
extensively used by the surgeons in now a
days[6]. The major advantages of this type
of anaesthesia involve the good analgesia
with profound muscular relaxation, blunts
stress response to surgery, minimal
respiratory effects, minimal intra-operative
blood loss, cost-effective[7]. It lowers the
incidence of postoperative thromboembolic
events. Moreover, it provides superior
analgesia in early postoperative period with
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minimal risk of postoperative cognitive
dysfunction Midazolam is a relatively
water-soluble benzodiazepine[8]. It is a
short-acting drug used commonly as
sedative and anaesthetic induction agent. It
has anxiolytic, hypnotic, anticonvulsant
and anterograde amnestic property[9].

Midazolam is preferable to diazepam due to
some reasons that involve effective and
greater degree of anterograde amnesia than
diazepam, lasting for 20-30 min. Rapid
onset of action, more intense effect than
diazepam in equivalent doses and rapidly
cleared from plasma than diazepam[10].
Respiratory depression may be greater with
midazolam which may be 5-9 times more
than with diazepam. It is dose related, onset
in 3 min, duration on an average for 15
minutes[11]. Moreover, midazolam is a
useful intravenous adjuvant to local or
regional anaesthesia for a variety of
therapeutic and diagnostic procedures.
Titrated intravenously to produce sleep, or
more commonly, dysarthria, midazolam
produces mild sedation and amnesia in
patients for diagnostic and therapeutic
procedures[12].

Aim and objectives

Aim

To assess the sedative effects with
midazolam on arterial oxygen saturation

during spinal anaesthesia in infraumbilical
surgery

Objectives:

e To assess the effect of oxygen
supplementation in midazolam induced
sedation during spinal anaesthesia in
infraumbilical surgery.
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e To study the incidence of episodes of
oxygen desaturation during spinal
anaesthesia in infraumbilical surgery.

e To study the role of non-invasive pulse
oximeter for monitoring the vitals of
patient after giving spinal anaesthesia
and sedation with midazolam.

Method and material

The study is being conducted using the
randomized controlled clinical study
between January 2020 and January 2022 at
Bhima Bhoi Medical college and Hospital
Balangir Odisha focusing on the patients at
operation theatre and post operative room.
To complete the study, 100 ASA grade 1
and 2 patients both male and female
between the age of 20 to 50 years involved.
These patients had lower abdominal
surgery that completed in ninety minutes.

In this study randomization was achieved
by simple randomization method.Simple
randomization is defined as randomization
based on a single sequence of random
assignments.Here complete randomness of
the assisgnment of a subject to a particular
group is achieved.In this study a dice
containing numbers from one to six was
used to asssign the subjects to group. The
participants after obtaining consent were
asked to throw dice.If the dice showed an
odd number i.e. 1,3,5 then subject were
assigned to Group A and when dice showed
even numbers i.e. 2,4,6 then subjects were
assigned to Group B. Subjects in both group
received spinal anaesthesia and then they
were sedated with intravenous initial dose
0.05mg/kg of midazolam and then 1mg as
required. The subjects in group A received
oxygen throughout the surgery whereas
subjects in group B received oxygen only
when saturation fell below 85%.Subjects
received supplemental oxygen via Magill’s
circuit and face mask at the flow rate of 5
liter/min.

Inclusion criteria:
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e Adult patients aged twenty to fifty years
scheduled for elective lower
abdominal surgery requiring less than
ninety minutes duration.

e Consenting adult patients of ASA
physical status 1 and 2

e All consenting patients selected for
spinal anaesthesia

Exclusion criteria:

e Any contraindication for spinal
anaesthesia

e Patient who underwent procedures
which may require transfusion of blood
/ blood product

e Obese patients i.e. BMI > 30 kg / m2

e Patients with severe cardiovascular,
pulmonary, renal, metabolic

e Diseases and neurological diseases
(ASA Physical status 11l and 1V)

e Patients with hyperpyrexia and recent
infection

e Patients with allergy to any study drug

e Patients on antiplatelet treatment or
with bleeding diathesis or coagulopathy

e Patient with haemodynamic instability,
severe hypovolemic state

e Patients with local infection over back
or sepsis

e Patients with spinal deformity

e Patients showing undue anxiety and
restlessness

e Pregnant patients

Subjects were informed about the study and
information brochure was provided to
them. Study related all questions were
answered. Then consent form was signed
by subjects or their relatives if they were
not able to do so. For operation subjects
underwent all essential preliminary
anaesthetic check-up and then on the day of
operation. Subjects were given spinal
anaesthesia first and after achieving spinal
anaesthesia block, they were sedated with
intravenous midazoalm. There were not any
additional benefits provided to patients for
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enrolling in the study. Also, no additional
charges were levied to the subject for
enrolling in this study.

Results:

e-1SSN: 0975-1556, p-1SSN: 2820-2643

Table 1: Patient characteristics according to age, sex and body weight (n1=50, n2=50).

Group A Group B P Value | Significance
with O2 without O2
SEX Female 20(40) 19(38) 0.838 Not Significant
Male 30(60) 31(62)
AGE Mean = Std. Deviation | 54.96 £ 8.05 | 54.56 £ 7.7 | 0.839 Not Significant
(yrs)
Weight | Mean £ Std. Deviation | 43.54 + 4.24 | 44.06 £ 4.09 | 0.515 Not Significant
(Kg)
The table shows that patients recruited for the study were similar in age range, sex and body
weight.
Table 2: Distribution of surgical procedures performed in the two groups (n1=50,
n2=50)
Name of surgery Group A Group B Total [P Significance
with O2 without O2 Value
1.Inguinal herniorraphy 14(28) 15(30) 29(29) | 0.995 | Not
2.Vaginal hysterectomy 14(28) 13(26) 27(27) Significant
3.Patellectomy 6(12) 6(12) 12(12)
4.0pen reduction & internal | 5(10) 6(12) 11(11)
Fixation of # both bone leg
5.Perianal fistulectomy 11(22) 10(20) 21(21)
Total 50 50 100

It shows that in the study groups there were five types of operations performed. Commonest
operation was inguinal herniorrhaphy (29%), next being vaginal hysterectomy (27%). Least
number of patients came from orthopaedics department (10%).
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Figure 1: ASA distribution
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Table 3: Distribution duration of surgery in the two different groups (n1=50, n2=50)

Group A | GroupB | P Significance
with O2 | without | Value
02
Duration of surgery | Mean + Std. |82.7 +|83.64 +/|0.402 | Not
(Minutes) Deviation 5.83 5.02 Significant

The table shows that there is practically no difference in the duration of surgery in the two

groups.

Table 4: Distribution of doses of Midazolam (in mg) in two groups (n1=50, n2=50)

Group GroupB | P Significance

A without | Value

with 02 | O2
Initial Dose of |/ Mean + Std.|275 +|271+04|0.612 | Not
Midazolam (Mg.) Deviation 0.41 Significant
Total Dose of |/ Mean + Std. 435 +|437 +|0.964 | Not
Midazolam (Mg.) Deviation 0.69 0.61 Significant

From the above table it is evident that two means of midazolam of group A & B (2.71-
2.75=0.04) is not greater than the SE of 2 means i.e.2X 0.093. There is no statistically
significant difference between the initial doses of Midazolam between two groups. But the total
doses of Midazolam are statistically different, i.e. the second group needed more Midazolam

than the first group.

Table 5: Distribution of doses of Bupivacaine (in ml) in two groups of study population

(n1=50, n2=50)

Group A | Group B P Significance
with O2 | without O2 | Value

Doses of Bupivacaine | Mean = Std. | 294 +£]2.96+0.14 0.507 | Not

(in ml) Deviation 0.16 Significant

From the above table it is evident that the actual difference between two means of doses of
Bupivacaine (2.94-2.96=0.0.02) is not greater than twice the value of SE between the means is
not statistically significant difference in doses of Bupivacaine between two groups.

Table 6: Distribution of saturation of O2 in two groups recorded every 5" min of
induction (n1=50, n2=50)

SAO; Time in | GROUP
minutes Group A Group B P Value | Significance
with O2 without O2
Mean * Std. Deviation | Mean + Std. Deviation
0 99.94 +0.24 99.2 + 0.61 <0.001 Significant
5 99.9 +0.36 97.96 £ 0.75 <0.001 Significant
10 99.92 +0.27 96.84 + 1.08 <0.001 Significant
15 99.9+0.3 05.72 +1.58 <0.001 Significant
Sahu et al. International Journal of Pharmaceutical and Clinical Research
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20 99.88 £ 0.33 93.36 + 2.34 <0.001 Significant
25 99.86 + 0.35 91.4 +3.64 <0.001 Significant
30 99.86 + 0.35 90.72 + 3.91 <0.001 Significant
35 99.94 +0.24 90.44 + 4.23 <0.001 Significant
40 99.88 +£0.33 91.92 +4.38 <0.001 Significant
45 99.86 + 0.4 93.66 + 4.54 <0.001 Significant
50 99.9+0.3 95.98 + 2.87 <0.001 Significant
55 99.94 +0.24 97.06 + 2.55 <0.001 Significant
60 1000 97.82 £ 2.26 <0.001 Significant
65 1000 98.66 + 1.45 <0.001 Significant
70 100+ 0 99.08 +1.19 <0.001 Significant
75 1000 99.44+1.11 <0.001 Significant
80 99.96 £ 0.2 99.5+0.93 <0.001 Significant
85 99.94+0.24 99.58 £ 0.84 0.003 Significant
90 99.92 £ 0.27 99.66 + 0.56 0.005 Significant

The data and the graphs suggest that there
is difference in the saturation profile of two
groups of patient. Those with routine O>
supplementation  maintained  adequate
saturation throughout the period of
observation. But the other group
deteriorated after 30-35 min. reaching
saturation around 90%. The condition
improved after supplementation as and
when required. If we consider the SD s of
the values, it’s seen that the group without
routine Oz supplementation was having a
wider dispersion from the mean compared
to the other group. So, it can be concluded
that routine O2 supplementation is helpful
in maintaining adequate level of saturation;
otherwise, some of the patients will be at
risk of developing hypoxia after about half
an hour of induction of anaesthesia.

Discussion

For patients undergoing surgery under
central neuraxial anaesthesia, sedation is a
valuable tool to provide utmost comfort to
the patient. The aim of this study was to
observe the effect of sedation with
midazolam on arterial oxygen saturation
during spinal anaesthesia in infraumbilical
surgery. The objectives were to assess
effect of oxygen supplementation in

midazolam induced sedation, study the
incidence of episodes of oxygen
desaturation and role of non-invasive pulse
oximeter to monitor arterial oxygen
saturation after sedation with midazolam,
all during spinal anaesthesia.

In Group A (n=50) patients received
supplemental oxygen via Magill’s circuit
and face mask at the flow rate of 5 liter/min
routinely after achieving successful spinal
anaesthesia, then patients sedated with
midazolam 0.05mg/kg and supplemental
dose of 1mg as required. Whereas in Group
B (n=50) patients breathed room air after
achieving successful spinal anaesthesia,
then patients sedated with midazolam
0.05mg/kg and supplemental dose of 1mg
was administered as required. The group B
patients received supplemental oxygen via
Magill’s circuit and face mask at the flow
rate of 5 liter/min, when arterial oxygen
saturation came down below 85%.
Moreover, the findings of the study
suggested that in the groups there were five
types of operations performed. Commonest
operation was inguinal herniorrhaphy
(29%), next being vaginal hysterectomy
(27%). Least number of patients came from
orthopaedics department (10%). According
to the study of Tabuchi et al[13] compared
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Midazolam (Group ‘M’, n = 15, 4 mg
midazolam 1.M.) with Hydroxyzine (Group
‘H’, n = 13, 50 mg hydroxyzine 1.M.) in a
randomized, double-blind study, there were
greater following midazolam. The doses for
intra-operative sedation of midazolam and
pentazocine were the same in both groups.
Mean doses of midazolam 2 mg and
pentazocine 6 mg were required to produce
sleep. Maintenance doses of Midazolam
and pentazocine were 3.7 and 11.4 mg per
hour respectively. No patients had recall of
surgical procedure. Midazolam did not
delay the postoperative resedation, which
lasted about 2 hrs. The decrease in O
saturation by pulse oximetry was
significant in group M (4.5%) than group H
(2.7%).

Apart from thus from the study outcome, it
is evident that two means of midazolam of
group A & B (2.71-2.75=0.04) is not
greater than the SE of 2 means i.e.2X 0.093.
There is no statistically significant
difference between the initial doses of
Midazolam between two groups. But the
total doses of Midazolam are statistically
different, i.e. the second group needed more
Midazolam than the first group. But the
other group deteriorated after 30-35 min.
reaching saturation around 90%. The
condition improved after supplementation
as and when required. If we consider the SD
s of the values, it’s seen that the group
without routine O2 supplementation was
having a wider dispersion from the mean
compared to the other group. Munoz et
al[14] found that 74% of patients who
presented with drowsiness (due to
benzodiazepine premediation) and
anaesthetic  level above T7 had
desaturation compared to only 7% of those
who were awake and had lower level (P <
0.0005). In this study as all the cases in
both the groups, the extent of block was
between T10 to T8, the effect of high spinal
block on respiratory system and hence on
arterial oxygen saturation has been avoided.
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Conclusion

Respiratory rate remained unchanged, the
fall of SpO2 in group B patients could be
attributed to the diminution of tidal volume
and so hypoventilation was found to be the
major cause of fall of SpO2 in this group of
patients. Group A patients also suffered
from hypoventilation but administering
supplemental oxygen overcame that
hypoventilation and this supplemental
oxygen prevented the fall of SpO2 in
patients of Group A.

Finally, ventilation perfusion mismatch
might occur as a result of a combination of
relative hypovolaemia, depression of
cardiac output and reduction in functional
residual capacity consequent upon the
supine position. The lower limit for alarm
should be set at 85% because severe
hypoxaemia defined as a saturation of
oxygen at 85% or less.

Reference

1. Pavlin DJ, Rapp SE, Polissar NL,
Malmgren JA, Koerschgen M, Keyes H.
Factors affecting discharge time in adult
outpatients. Anesth Analg. 1998 Oct;
87(4):816-26.

2. Tripathi M, Nath SS, Chaudhary A,
Singh PK, Pandey CM. Patient
controlled sedation during central
neuraxial anesthesia. J Postgrad
Med.2009 Jun; 55:108-12.

3. Koyama S, Ohashi N, Kurita S,
Nakatani K, Nagata N, Toyoda Y.
Conscious sedation and amnesic effect
of intravenous low-dose midazolam
prior to spinal anaesthesia. Masui 2008
Jun; 57(6):713-8.

4. Gentili M, ChauHuu P, Enel D,
Hollande J, Bonnet F. Sedation depends
on the level of sensory block induced by
spinal anaesthesia .Br J Anaesth 1998;
81: 970-1.

5. Hohener D, Blumenthal S, Borgeat A.
Sedation and regional anaesthesia in the

International Journal of Pharmaceutical and Clinical Research

281



International Journal of Pharmaceutical and Clinical Research

10.

Sahu et al.

adult patient. Br J Anaesth.2008 Jan;
100(1):8-16.

Nadin G, Coulthard P. Memory and
midazolam conscious sedation. Br Dent
J. 1997 Dec 13-27; 183(11-12):399-
407.

Yaddanapudi S, Batra YK, Balagopal
A, Nagdeve NG. Sedation in patients
above 60 years of age undergoing
urological  surgery under spinal
anaesthesia: comparison of propofol
and midazolam infusions. J Postgrad
Med. 2007 Jul-Sep; 53(3):171-5.
Nishiyama T. Dose-finding study of
intravenous midazolam for sedation and
amnesia during spinal anaesthesia in
patients premedicated with
intramuscular midazolam. J Anesth.
2004; 18(4):257-61.

Pavlin DJ, Coda B, Shen DD, Tschanz
J, Nguyen Q, Schaffer R. Effects of
combining propofol and alfentanil on
ventilation, analgesia, sedation, and
emesis in human  volunteers.
Anesthesiology. 1996 Jan; 84(1):23-37.
Nishiyama T, Hanaoka K. The necessity
and the efficacy of the second

11.

12.

13.

14.

e-1SSN: 0975-1556, p-1SSN: 2820-2643

administration of midazolam for
sedation during spinal anaesthesia
Masui. 2000 Mar; 49(3):245-9.
Kinirons BP, Bouaziz H, Paqueron X,
Ababou A, Jandard C, Cao MM.
Sedation with sufentanil and midazolam
decreases pain in patients undergoing
upper limb surgery under multiple nerve
block. Anesth Analg.2000 May;
90(5):1118-21.

Nagahama H, Kikuchi S, Shimazaki K,
Tateda T, Aoki T, Takahashi K. The use
of low dose midazolam for the
management of spinal anaesthesia.
Masui. 1996 May; 45(5):593-8.
Tabuchi Y, Ishida H, Nagai K.
Comparison  of midazolam and
hydroxyzine as premedicants for
combination of spinal and epidural
anesthesia with midazolam sedation.
Masui. 1991 Feb; 40(2) 184-189.
Munoz H.R, Dagnino J.A, Rufs J.A.
Benzodiazepine premedication causes
hypoxaemia during spinal anaesthesia
in geriatric patients.Reg
Anaesth.1992,May June; 17(3):139-42.

International Journal of Pharmaceutical and Clinical Research

282



	Aim and objectives
	Method and material
	Discussion
	Conclusion

