®OOE B R E R

Acad ] Sec Mil Med Univ 2007 Sep;28(9) + 973 -

EFT MG FREIRA R MRRE BT E IR KRR

B E L emAge RaR  KERT DRE ARG FEN L H A

(1. B U B R 2 5 — W Jas 1 e 8 AL B L Pl AT 2100295 2, B i R 2 % 2 e B s 38 86 2 e 1 A B L B it 2100085 3. AR P R 2 [ g
R BE BRI AL BB 2100095 4. S5 JH R 24 B R 25 — B e W AL Bk, 98 M 2150065 5. 48 B BE Bk <% 58 — [ B2 Be T AR ), &0
230022;6. i B 2 B AL LD B B AL, 28 2410000

(HE] @G ThE T HUBRUAFRER LA RBAITEFT(HpWIERT A ER LA, FE XA LF0 M
ML LB B M2 A AT AT BB I R AR L6 AN EE R PG T 2R 120 2T (3E 240 T R F NA S WA K, 0 B A AR ER L4 R/
R/ THBERABR R B AME T BB AR ER R E S XD A, F44 120, XA SAS6. 12 %
HARI AN R BBRWREA Hp R E XA BB A mERE QB EF R 7 2 20 s 47 4 18 B b 8, & A
Fisher MR AR B B R R FEH AL F, £ R ENHERFH 236 AT A 117 4, KB4 119 #), 10 Fl & HREGEHE S
200, RI 4 8.6 Bl AEF WA TR (M BA 6 6. RI4A 0#), ¥ N FAS.PPS.SS 24t 2 5l 236 1] 220 1] .236 7, FAS fn
PPS oA R M E 7 A EA Ho REEHBRTRBA(P<0.05), HAEFEBFTESAIOLBTEERE0dHEELE
ERABEEUEETAAERFERAEZREELR, HRYENAKALEFELREF AEAMREALREFMAAE
EHTRE, REAAGFEHLEABA RARELES, ER: SUBBRUATF/ SHA /T FEZAH oL L£H %
T Hp 7EMW E T MUBUARERGL LU L HERE HpRBFET  EL5 LA AAE KRB EA,
[RER] A7 MEmaaRE LEha, wTEFH

[HEHES] R573.9 [x#f#RiRE] A [XEHS] 0258-879X(2007)09-0973-05

Efficacy of compound bismuth potassium citrate capsules combined with omeprazole in eradication of
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[ABSTRACT] Objective: To investigate the clinical efficacy and safety of compound bismuth potassium citrate capsules(CBPCC) combined
with omeprazole capsules in eradication of Helicobacter pylori (H. pylori) infection. Methods: A total of 240 patients with gastric H. pylori
infection were enrolled in this double-blinded, randomized controlled study. Patients in group A(control group) were given a combination of
bismuth potassium citrate/ tinidazole/ clarithromycin tablets and ormprazole capsule(z=120) ; those in group B(treatment group) were given
compound bismuth potassium citrate capsules and ormprazole capsules (n=120). H. pylori eradication rates and clinical safety of both
treatment regimens were analyzed using SAS 6. 12 software system. Results: A total of 236 patients from 6 resreach centers completed in this
study,with 117 in group A and 119 in group B. Two patients in the contol group and 8 in the treatment group did not complete the
experiment; six patients in the control group were excluded due to other reasons. There were 236 patients entered full analysis sets(FAS),
220 entered per-protocol set(PPS).and 236 entered safety analysis sets (SS). FAS showed that the eradication rates of H. pylori were
84.87% in group B and 74. 36% in group A(P<C0.05); PPS showed the eradication rates were 76.15% in group A and 90. 09% in group
B (P<<0. 05). Intragroup comparison showed that the symptoms of patients in both groups were effectively improved; intergroup comparison
showed that the symptom improvement rates were similar between the 2 groups. The rates of adverse events were 14, 53% in group A and
14.29% in group B(P>>0.05), with no severe adverse event found in both groups. The treatment regimen in group B was more cost-
effective than that in group A(P<C0. 05). Conclusion: This study demonstrates that compound bismuth potassium citrate capsules combined with
omeprazole capsules have a high efficacy in eradication of H. pylori infection,and it is safe,cost-effective and worth popularizing in clinic.
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Tab 1 Comparison of Helicobacter pylori eradication rates 30 days after therapy in 2 groups

Analysis sets Group Negative(n) Positive(n) ER (%) XZ * P XZQ P
FAS Control 87 30 74. 36 8.27 0.082 1 5.03 0.025 0
Experimental 101 18 84. 87
PPS Control 83 26 76. 15 3.49 0.478 6 8.90 0.002 8
Experimental 100 11 90. 09

* ; Chi-square homogeneity test; £ ;Chi-square CMH test; ER: Eradication rates
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Tab 2 Intra- and inter-group comparison of symptom improvement rates (analyzed by FAS)

(n=112)
- N Improvement rates I{)tra* g_rﬂoup . Difference of Inter*glr‘ourz
Time Group G+9[95% CI] comparison 1mpr[ogvge£29r(1‘tljrates comparison
t P ’ } P F
5 d after therapy  Control 39.36442.96[31.55-49. 77] 9.70 <Z0.000 1 7.38+3.16 1. 40 0.237 8
Experimental  31.99450. 70[ 24, 18-42. 38 6.68  <C0.000 1 [—4.89-19.65 ]
10 d after therapy Control 65.18+50. 17[54. 62-75. 61 13.75 <20.000 1 4.0843. 64 0.35 0.553 5
Experimental 60. 93+58. 27[50. 55-71. 52 11.07 <20.000 1 [—10.05-18. 21 ]
40 d after therapy Control 74.73442. 78[65. 55-82. 56 18.49  <C0.000 1 —0.9442.95 0.02 0.893 4
Experimental 75.51445.47[66.50-83. 49 17.57  <€0.000 1 [—12.39-10.51 ]
* :Factors of two-way analysis of variance were groups and participant centers
x3 FPMERKESUEZR(%)ENRAELLE(PPS)
Tab 3 Intra- and inter-group comparison of symptom improvement rates (analyzed by PPS)
(n=112)
Intra-group Difference of Inter-group
Time Group n lg’jﬁ:ﬁgg% réﬁs comparison imprfgvreg;ex{l rates comparison *
‘ P 5% Cl P F
5 d after therapy  Control 104 40, 47442, 48[ 32.73-51.91] 9.72 <C0.000 1 7.19+£3.19 1.26  0.2625
Experimental 105  33.17+51. 83[25. 56-44. 70] 6.56 <0.0001 [—5.61-19.99 ]
10 d after therapy Control 104 66. 51450, 39[56. 02-78. 10] 13.46 <C0.000 1 2.6643.67 0.11 0.741 0
Experimental 105 64. 04458, 59[53. 39-75. 42 11.20 <<0.0001 [—12.08-17.39 ]
40 d after therapy Control 104 75.67+42.16[67.15-84.51] 18.30 <C0.000 1 —3.69+2.88 0.45 0.5051
Experimental 105  79.59-+43.63[70.86-88.18]  18.69 <0.0001 [ —15.27-7.89 ]
* ;Factors of two-way analysis of variance were groups and participant centers
x4 PERREHRARERERERER
Tab 4 Comparison of incidences of adverse event and adverse reaction between 2 groups
Group Negative(n) Positive(n) Total(n) Incidence (%) pP
Adverse event Control 100 17 117 14.53 1.000 0
Experimental 102 17 119 14. 29
Adverse reaction Control 100 17 117 14.53 0.852 7
Experimental 103 16 119 13. 45
* .Fisher’s exact test
®5 AHMBTHEROMALRS
Tab 5§ Comparison of cost-effectiveness of 2 treatment regimens
Group C(RMB) ER (%) AR (Y% E (ER—AR, %) C/E
Control 418 76.15 14.53 61.62 6.78
Experimental 240 90. 09 14.29 75.8 3.17

C: Cost; ER: Eradication rates (result of PPS analysis); AR: Adverse reaction; E: Effectiveness
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