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[ Abstract] Objective To explore the efficacy and safety of oxycodone and midazolam
for endoscopic retrograde cholangio-pancreatography (ERCP) under awake sedation. Methods
Patients scheduled for elective ERCP in the department of gastroenterology of Xuzhou Central
Hospital from January 2021 to December 2022 were prospectively recruited and randomly divided
into the control group (pethidine combined with diazepam) and the experimental group (oxycodone
combined with midazolam). Visual Analogue Scale (VAS) score, Ramsay Sedation Scale (RSS)

score, heart rate (HR), respiratory rate (RR), blood oxygen saturation (SpO,), mean arterial pressure
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(MAP) and postoperative C-reactive protein and blood amylase levels were observed and compared between
the two groups of patients before the procedure (T0), at the time of entry (T1), at the time of the opening of the
endoscope into the duodenal papilla (T2), at the time of exit (T3). Additionally, incidence of adverse events,
patient and endoscopist satisfaction were compared between the two groups. Results A total of 60 patients were
included, 30 in each group. The difference in the trends of VAS and RSS scores over time between the two groups

was statistically significant (P, <0.05). Compared to the control group, the experimental group had lower

imextreatment

VAS scores and higher RSS scores at T1, T2 and T3 (P<0.05). The differences in SpO, and MAP changes over

time between the two groups were statistically significant (Py

imextreatment

<0.05), with higher values observed in the
experimental group at T1-T3 (P<0.05). The incidence of pain, coughing and agitation in the experimental group
was lower during the procedure (P<0.05). Both endoscopist and patient satisfaction were significantly higher in
the experimental group (P<0.05). Conclusion Compared with pethidine combined with diazepam, oxcyodone
combined with midazolam as a preoperative medication for awake sedation in ERCP treatment is more effective

and safer.
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Table 1. Comparison of baseline characteristics between two groups [n (%), x + s, M (P,s, Pss), n=30]

Ei=tap PRI X HE 2 th/W P
Tk Ll 14 (46.7) 13 (43.3) 0.067 0.795
A (%) " 64.50 (59.00, 68.75) 67.50 (62.00, 71.00) 547.000 0.151
BT (kg - m™) 2376 +1.78 23.12+1.93 1.301 0.197
WA 0(0.0) 2(67) - 0.492
AR s 1(33) 2(6.7) 0.351 0.554
s’ 0(0.0) 1(33) - 1.000
L PSR s 1(33) 1(33) - 1.000
PEIR 0(0.0) 2(67) - 0.492
ASAST R 0.601 0.438

1% 16 (53.3) 13 (43.3)

11 %% 14 (46.7) 17 (56.7)
ARHTHR (W/43) 85.63+2.33 84.00 + 1.86 3.005 0.004
ARATRR (K43 16.20  1.75 1633 £2.11 -0.267 0.791
ARHETSpO, (%) 98.10 + 1.83 97.87 +1.38 0.558 0.579
AATMAP ( mmHg ) 102.93 + 1.82 10223 +1.94 1.441 0.155
ARHTRSSITS) 4.81+0.37 4.86 +0.29 -0.669 0.506
ARHTVASIT4> 1.54+0.18 1.54+0.19 <0.001 1.000
FAREFE] (min) 30.64 £5.17 31.78 £5.67 -0.814 0.419

E: R R EAMREE, A M (Py, Pu) &7, KIAMann—Whitney Ut b 4T3k "4 4T IR0 T1, ) A Fisher#4 bt ik ik 4T

18238
F2 2ABEEHE S EBEBFSREE ( x£s5, n=30)
Table 2. Comparison of sedation effects between two groups at different time points (x + s, #=30)
Hehr e Xt _ LR —
i [ 2540 ZH BN SEH RN
RSSEES>
TO 4.81£0.37 4.86 £0.29 F=252.05 F=57.17 F=15.363
T1 3.94 +0.36" 3.13£0.67 P<0.001 P<0.001 P<0.001
T2 3.64 +0.30" 3.14 %031 fin’=0.813 {fin’=0.496 flin’=0.202
T3 3.38 +0.26" 3.16 £0.27
VASHES»
TO 1.54+0.18 1.54£0.19 F=216.79 F=531.94 F=119.196
T1 0.37 £0.22" 1.30 £ 0.27 P<0.001 P<0.001 P<0.001
T2 0.37+0.20" 1.20+0.22 flin’=0.789 {iin’=0.902 fin’=0.593
T3 0.27 £0.20" 1.19 £0.23
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Figure 1. Changes in RSS and VAS scores at different time points between two groups
iE: ALRSSIES; B. VASIES; iZbtiE] E2485k4, TP<0.01, “TP<0.001,

R3 ABEZMEREGERIELE (X+s, n=30)

Table 3. Comparison of vital signs between the two groups at different time points (x + s, #=30)

Hih B xR : TR :
H T80 LR, RN
Sp0, (%)
TO 98.10 + 1.83 97.87 +1.38 F=38.592 F=90.609 F=19.584
T1 98.43 + 1.33" 96.90 + 1.83 P<0.001 P<0.001 P<0.001
T 98.00 + 1.44° 95.03 + 1.69 ffin’=0.400 fiin’=0.610 fim’=0.191
T3 9733+ 1.84° 93.80 + 1.63
MAP ( mmHg)
TO 102.93 = 1.82 102.23 = 1.94 F=174.491 F=183.789 F=50.923
T1 102.23 = 1.76" 101.27 + 1.60 P<0.001 P<0.001 P<0.001
T2 101.90 + 1.75° 96.43 +2.56 flin’=0.751 ffin’=0.760 in’=0.472
T3 99.70 +2.90° 91.40 £2.33
R (&/43)
TO 85.63 +2.33" 84.00 + 1.86 F=134.83 F=22.12 F=0.241
T1 87.27 +3.81 86.10 +2.04 P<0.001 P<0.001 P=0.841
T2 81.80 + 1.21° 80.67 +2.23 fin’=0.699 ffin’=0.276 flin’=0.008
T3 81.10+ 1.54 80.13 +2.60
RR (W/43)
TO 1620 £ 1.75 1633 +2.11 F=4.04 F=1.13 F=1458
T1 1623 +1.59 16.83 +2.00 P=0.010 P=0.293 P=0.232
T2 16.53 +1.20 17.17 +2.04 flin’=0.065 fin*=0.019 fiin’=0.016
T3 1633 +1.42 16.40 £2.24

i Ligati EatREsL s, P<0.05, "P<0.01, °P<0.001,
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Figure 2 .Changes in vital signs at different time points between the two groups
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Table 4. Comparison of intraoperative and postoperative adverse events between the two groups [1 (%), n=30]

ENES A R e | X RZH Ve P

v ok 1(33) 10 (333) 9.017 0.003

PR 1(33) 9 (30.0) 7.680 0.006

% 2(6.7) 9 (30.0) 5.455 0.020

PEP 1(33) 2(6.7) 0.351 0.554

DL AR B —FR B RO 2(6.7) 14 (46.7) 12.273 <0.001
R5 FHHEEEIA REBEHLEHFinthiEST 5% LogisticElIVE 547

Table 5. Firth penalized likelihood Logistic regression analysis of the impact of intervention measures on the

occurrence of adverse events

PN B FRifER OR 95%CI P
Jir % —2.42 0.91 0.09 (0.01, 047) 0.003
5] -2.00 0.86 0.14 (0.01, 0.67) 0.012
UbNA -1.58 0.76 0.21 (0.04, 0.87) 0.031
PEP 0.12 1.07 1.12 (0.08, 20.63) 0.928
DL AT B —FON B O 225 0.75 0.11 (0.02, 0.42) 0.001
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(x+s, n=30)

Table 6. Comparison of postoperative C—reactive

protein and serum amylase between two groups

(x+s,n=30)
Ei=22p IR Xif BR t P
CRINVEE M 8.96  0.83 9.16+121 -0.763 0449
(mg- L")
MLFE R 17829743 17531+755 1540  0.129
(u-r")

R7 2HEEMANREMNHEEELLE
(x+s, n=30)
Table 7. Comparison of satisfaction levels between the
two groups ( x +s, n=30)
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