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Clinical trial of midazolam combined with propofol in severely obese patients
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Abstract. Objective

midazolam injection combined with propofol medium/long — chain fat

To investigate the clinical efficacy and safety of
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emulsion target — controlled infusion (TCI) in severely obese patients undergoing laparoscopic sleeve gastrectomy with
double — tract anastomosis ( LSG — DJB) . Methods

assigned by a random number table method to the control group or the treatment group. The control group received

Severely obese patients treated in our hospital were randomly

propofol medium/long — chain fat emulsion TCI ( effect — site concentration 1.2 - 2.0 wg + mL™"), while the
- h™' for

Pain indicators, recovery quality, inflammatory markers, oxidative stress parameters and safety

treatment group additionally received midazolam injection (0.03 mg - kg~' for induction, 0.02 mg + kg™’
maintenance ) .
outcomes were compared between the two groups. Results A total of 179 patients were screened in this study, with
67 cases enrolled in the control group and 68 cases in the treatment group. Three cases dropped out in the control group
and four cases dropped out in the treatment group; ultimately, 64 cases in each group completed the study. The pain
scores (NRS) at discharge from the operating room were (0.76 £0.42) and (0.93 £0.28) points for the treatment
group and control group, respectively; at 6 hours postoperatively, they were (1.94 £0.46) and (2.37 £0.82)
points, respectively; at 12 hours postoperatively, they were (2.24 £0.51) and (2.92 £0.71) points, respectively.
Compared with the control group, the differences in the above indicators in the treatment group were statistically
significant (all P < 0.05) .
(0.92+0.15) pg -
(10.77 £1.48) and (8.39 £1.23) min, respectively; the extubation time was (18.68 £2.91) and (13.21 £2.48)

min, respectively; the respiratory recovery time was (16.87 +2.25) and (11.93 +2.03) min, respectively.

The total intraoperative dosage of sufentanil injection were (0.75 £ 0.12) and

kg™ for the treatment group and control group, respectively; the eye — opening time was

Compared with the control group, the differences in the above indicators in the treatment group were statistically
significant (all P < 0.05) .
(72.16 £10.28) and (88.32 +11.14) ng + L' for the treatment group and control group, respectively; tumor
necrosis factor — o (TNF — o) levels were (152.47 +21.95) and (176.84 +25.67) ng - L~'
C - reactive protein (CRP) levels were (5.63 +0.88) and (7.74 +0.86) mg - L', respectively; malondialdehyde
(MDA) levels were (4.82 £1.19) and (7.03 +1.22) mmol - mL™'
(31.42 £ 3.27) and (37.75 £4.16) pg - dL~'
(37.38 +5.82) and (23.67 £3.59) mmol + mL~'

the above indicators in the treatment group were statistically significant (all P <0.05). The main adverse drug

At 24 hours postoperatively, the serum interleukin — 6 (IL - 6) levels were

, respectively;

, tespectively; cortisol ( Cor) levels were
, respectively; superoxide dismutase ( SOD) levels were

, respectively. Compared with the control group, the differences in

reactions in the treatment group were hypoxemia, hypotension, delayed recovery, nausea and vomiting; the main
adverse reactions in the control group were nausea and vomiting, hypoxemia, and hypotension. The total incidence
rates of adverse drug reactions were 54. 69% and 42. 19% in the treatment group and control group, respectively, with
no statistically significant difference (P >0.05). Conclusion Midazolam injection combined with propofol medium/
long — chain fat emulsion TCI provides optimized sedation depth, reduces inflammatory and stress responses, and
demonstrates good safety in severely obese patients undergoing LSG — DJB.

Key words; midazolam injection; propofol medium/long — chain fat emulsion injection; severe obesity; laparoscopic

sleeve gastrectomy; double — tract anastomosis; target — controlled infusion
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Table 1 Comparison of general information in two groups

Ttem Control (n=64) Treatment (n =64)
Sex ( male/female) 38/26 35/29
Age (year,x £s) 34.47 £8.94 35.72 £8. 46
BMI (kg - m~2,x%5) 37.08 +1.21 36.59 1. 34
ASA classification (n, %)
Grade 11 45 (70.31) 47 (73.44)
Grade Il 19 (29.69) 17 (26.56)
Obstructive sleep apnea (n, %) 18 (28.13) 16 (25.00)
Operation time (min,x +s) 98.46 £15.24 95.63 +14. 83

SBP(mmHg,x +s) 117.23 £11.57  116.77 £12.42
DBP(mmHg,x +s)

HR(mmHg,x +5)

75.93 £7.77 76.28 £8.18

88.47 £9.36 87.52+9. 11

Control group: Received propofol target — controlled infusion (TCI) ; Treat-
ment group: Received midazolam combined with propofol TCI; BMI: Body
mass index; DBP: Diastolic blood pressure; SBP: Systolic blood pressure;

ASA : American Society of Anesthesiologists Classification.

F2 2HBEIRIETRAI R (x £5)
Table 2

Comparison of numeric rating sacle between the two

groups (x )

Time Control (n =64) Treatment (n =64)
At discharge 0.93 £0.28 0.76 £0.42"
6 h post — op 2.37 £0. 82 1.94£0.46 "
12 h post - op 2.92 20.71 2.24+£0.51*

Compared with control group, * P <0. 05.

R3 24URHE MR (x £5)

Table 3  Comparison of recovery quality between the two groups

(x£s)

Time Control (n=64) Treatment (n =64)
Eye — opening time (min) 8.39+£1.23 10.77 £1.48 %
Extubation time (min) 13.21 £2.48 18.68 £2.91*
Respiratory recovery time ( min) 11.93 £2.03 16.87 +2.25 "

Compared with control group, * P <0. 05.
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P<0.05),0134,
5 REMITEM

TGS IR, 1A A AR AR ARUAE 12 1] (18. 8% ) |

R4 2 HBH IO S AMRAEAR I L (2 £ 5)

(IR MLFE 10 41 (15. 6% ) FREEAER 8 4] (12.5% ) 1 %
LIKE S 61 (7. 8% ) T 6 JR 4L % A LMK 12 4
(18.8% ) A 4 MLAE 8 1 (12.5% ) A% 1L FE 7 1
(10.9% ) , i % 241 9 24 25 9 R KR R & 2 % Wy
54.69% (35 51/64 1)) 5% HRZH Iy 42. 19% (27 f6l/64 1)
HOBe, TE G2 195 B Gt 1 L (P > 0.05)
2 AU R T R I R

Table 4 Comparison of inflammatory and oxidative stress indicators between the two groups(x +s)

Control (n =64)

Treatment (n =64)

frem Pre - op 1 h Post - op 24 h Post — op Pre - op 1 h Post - op 24 h Post — op

IL-6(ng-L°") 20.41 +4.08 64.76 +10.95* 88.32+11.14** 21.35+4. 14 55.47 +8.63*4  72.16 £10.28 **
TNF —a(ng - L7") 38.33 +6.42 138.75 £15.96* 176.84 £25.67** 39.28 +6.37 115.63 £12.82 4 152.47 +21. 95 **
CRP(mg - L™") 1.83 £0.78 3.45+0.83* 7.74 £0.86 ** 1.81 +0. 82 2.37£0.55*%  5.63£0.88%
MDA (mmol - mL~!) 3.42 £0.51 5.56£1.17* 7.03£1.22*%  3.48 £0.47 4.27£0.94%4  4.82+1.19*%
SOD(mmol - mL~") 45.89 +7.83 28.16 +4.74*  23.67 £3.59*%  46.52 +8.47 41.73 £6.65*~ 37.38 +5.82*%
Cor(pg - dL.71) 12.41 £1.08 25.62+5.97 " 37.75+4.16*% 12.35x1.14 20.76 +4.83 %2 31.42 3,27 "%

IL -6 Interleukin — 6; TNF — o; Tumor necrosis factor — alpha; CRP; C — reactive protein; MDA : Malondialdehyde; SOD; Superoxide dismutase; Cor:

Cortisol ; Compared with Pre — op in the same group, * P <0.05; Compared with 1 h Post — op in the same group, *P <0. 05; Compared with control group at

the same time, 2P <0. 05.

oo
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(1] Bearaly, Bbfd, T, 55 . R ETaR S UIBR + SGE W) & R
FARMBG AL [J]. ARG 559088, 2023,28 (2)
157—161.

FATHE, TR T, Ik, B ﬂ%ﬂﬂﬁ%*ﬂl@%*?ﬁ“ﬁﬁﬂ %
SRR Y T BE IR R 107 i R OLEE [J]. 1l 7R R 2, 2022, 62
(36) :15—19.

SRR AR . AN [R5 50) de R ak m AE HUIR IR A AR P iy
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