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Clinical efficacy of morphine sustained-release tablets and ready-release tablets

for titration in patients with moderate or severe cancer pain
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[ Abstract] Objective To evaluate efficacy of morphine sulfate sustained-release tablets and morphine hydrochloride tablets titrated
in patients with moderate or severe cancer pain. Methods A total of 140 patients with moderate or severe cancer pain, who had never
taken opioid drugs before, were randomized into study group (n=70) and control group (n=70). In the study group, morphine
sulfate sustained-release tablets were titrated, and morphine hydrochloride tablets were used during pain evaluation. In the control
group, morphine hydrochloride tablets were initially titrated. Both groups were observed for the dose, pain relief rate, adverse effects
and changes in Karnofsky Performance Status (KPS). SPSS statistics 21. 0 was used for data analysis. According to different date
type, ¢ test, rank-sum test orX” test was used for data comparison between two groups. Results The time to effective pain relief in the
study group was significantly shorter than that in the control group (Z=1.985,P=0.047). In 1-3h of titration, pain relief rate of the
control group was higher than that of the study group (P<0.05). After 4 hours, pain relief rates were of no significant differences.
Severe cancer pains in the first to second day of titration were less frequent in the study group than in control group (P<0.05) and
were as frequent in both groups in the third day. Medication frequency was lower in the study group than in the control group
(P<0.05) in the first day and was the same in both groups after the first day (P>0.05). The common adverse reactions were nausea,
vomiting, constipation, dizziness, drowsiness, and dysuria in both groups without significant difference between two groups
(P>0.05). Karnofsky performance status( KPS) was not significantly different between two groups from the first to third day (P>0. 05)
but was improved on the previous day in each group (P<0.05). Conclusion Morphine sustained-release tablets used for initial
titration was no worse than morphine ready-release tablets and was worth being used for cancer pain.
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Table 1  Comparison of baseline data between two groups (n=70)
Ttem Experimental group Control group /X2 P value
Age(years, xxs) 61.0+£12.2 60.5+10. 8 0. 235 0. 815
Gender[ n(%) | 0. 505 0.613
Male 36(51.4) 33(47.1)
Female 34(48.6) 37(52.9)
Type of cancer[ n( %) ] 0.316 0.752
Lung cancer 29(41.4) 27(38.6)
Intestinal cancer 11(15.7) 9(12.9)
Breast cancer 9(12.9) 11(15.8)
Gastric cancer 7(10.0) 9(12.8)
Liver cancer 5(7.1) 8(11.4)
Pancreatic cancer 4(5.7) 3(4.3)
Cholangiocarcinoma 3(4.3) 2(2.8)
Osteosarcoma 2(2.9) 1(1.4)
Pain rating[ n( %) ] 0.927 0.354
Moderate 31(44.3) 36(51.4)
Severe 39(55.7) 34(48.6)
x2 2AARERESHENEILE
Table 2 Comparison of titration dose in different periods between two groups [n=70, mg, M(Q,,0Q;)]
Group First day Second day Third day

Experimental

30.0(20.0,42.5)

32.5(23.8,56.3) 37.5(23.8,60.0)

Control 30.0(20.0,50.0) 40.0(20.0,60.0) 45.0(25.0,60.0)

A 0.388 0. 645 0.912

P value 0.698 0.519 0.362

R3 2AFEMEREREREILE
Table 3 Comparison of pain relief rate in different periods between two groups [n(%)]

Group 1h 3h 12h 24h 48 h 72h
Experimental 7(10.0) 9(12.9) 17(24.3) 27(38.6) 34(48.6) 50(71.4) 61(87.1) 63(90.0)
Control 17(24.3)  18(25.7) 28(40.0) 31(44.3) 37(52.9) 48(68.7) 60(85.7)  64(91.4)
x> 2.234 2.045 1.983 0. 684 0.505 0. 185 0. 246 0.290
P value 0.025 0.041 0. 047 0. 494 0.613 0. 853 0. 806 0.772
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Table 4 Comparison of frequency of severe cancer pain and taking tablets from the first to third titration day between two groups

[n=70, M(Q,,Q) ]

Frequency of severe cancer pain Number of taking tablets

Group
First day Second day Third day First day Second day Third day
Experimental 1.0(0.0,3.0) 1.0(0.0,2.0) 0(0.0,1.0) 3.0(2.0,5.0) 3.0(2.0,4.0) 2.0(2.0,3.0)
Control 2.0(1.8,3.0) 1.0(1.0,2.0) 1.0(0.0,1.0) 4.0(3.0,5.0) 3.0(3.0,4.0) 3.0(2.0,3.0)
A 2.975 2.018 0.785 2.089 1.853 1. 003
P value 0.003 0. 044 0.432 0.037 0. 066 0.316
x5 2HAFRRRREILE
Table 5 Comparison of side effects between two groups [n(%)]
Group Nausea and vomiting Constipation Dizziness Somnolence Dysuria
Experimental 14(20.0) 23(32.8) 3(4.3) 5(7.1) 2(1.4)
Control 16(22.9) 24(34.2) 4(5.7) 4(5.7) 1(2.9)
x? 0.410 0.178 0. 386 0.342 0.582
P value 0. 681 0. 858 0. 699 0.731 0.561
R 6 2HANFERER KPS LR
Table 6 Comparison of KPS scores in different periods between two groups [n=0, M(Q,,0Q,)]
Group First day Second day Third day i P value
Experimental 60(50,70) 70(60,80) * 70(60,80) ** 73.598 <0.001
Control 60(50,60) 70(60,70) ° 70(70,80) ** 86.318 <0.001
A 1.415 1. 663 1.162
P value 0. 157 0.096 0.245

KPS Karnofsky performance status. Compared with the 1st day, * P<0.001;
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