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Efficacy and Safety of Tiotropium Bromide in the Treatment of Chronic Obstructive Pulmonary Disease——a Multi-
center Randomized Clinical Trial LUO Zhu', LIU Chun-tao®” , WU Chang-gui® . XIA Qian-ming"*, YANG Lan” ,
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Military Medical University, Chongqing 400037, China; 9. Department of Respiratory Medicine, Daping
Hospital s Third Military Medical University, Chongqing 400042, China
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[Abstract]  Objective To investigate the efficacy and safety of domestic tiotropium inhalation capsule in
patients with chronic obstructive pulmonary disease (COPD) with multi-center randomized clinical trial. Methods
Patients with stable slight to moderate COPD were randomized into trial group (n=109) with tiotropium 18 pg Qd
or control group (n=111) with ipratropium 40 pg Qid for a treatment of four weeks. The spirometry and scoring
questionaire were recorded at different visits during the treatment. Rescue medication consumption and adverse
events were recorded. Results Forced expiratory volume in 1 s (FEV,) of both groups increased obviously 30 min
and 3 h after first dosing. After four weeks treatments, FEV, and forced vital capacity (FVC) in both groups were
improved obviously, and the improvement in tiotropium group was significantly higher than that ipratropium group.
COPD symptom scores were significantly reduced in both groups, and the improvement in tiotropium group was
significantly better than that in ipratropium group. There was no significant difference in rescue medication
consumption between the two groups. The ratios of adverse events were 22. 02% and 15. 32% in tiotropium and
ipratropium group, respectively (P=0. 23). Conclusion Domestic tiotropium inhalation capsule is efficient and safe
in the treatment of COPD.
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Table 1 Baseline data of two groups (FAS, x=*s)
COPD severity COPD
G Male/female Age Height Body mass  (percentage of FEV, FEV, % FVC . <
roup n (case) (yr.) (cm) (kg) grade || (L) L (L) symptom
ﬂﬂd ]-I-[) scores
Trial 109 87/22 59.3%+9.9 165.1+6.9 60.8+10. 2 88.1% 1.3140.61 52.9+18.0 2.34%+0.91 14.06+3.09
Control 111 86/25 60.8+7.8 164.046.2 59.44+10.8 89.2% 1.1940. 46 51.4+17.5 2.224+0.70 13.83%3.29
Statistic t=1.27 t=1.10 t=0.84 Z=0.65 Z=1.04 Z=0.54 Z=0.40 t=0.53
P 0.74 0.26 0.27 0. 40 0.51 0. 30 0.59 0.69 0. 60
I HEH 4255 30 min F1 3 h, FEV, 43 51 3 Jn 3] x2 BHFNAABFEV, AEBFBR(EDHE xT
(1.4740.65) L, (1. 54+0.82) L;x%f B4 #4255 Table 2 Changes of FEV, (AFEV,) after first-dosing (FAS, x=*s)
30 minfll 3 h, FEV, M4 fin %] (1. 31+0.49) L, (1. 31+ Group . AFEV,
30 min 3h
0.53) L, W% 245 FEV, WA 5B F ik PSS T e
53) Lo PIALIZYIR FEV, A7 3 B0l Loz Se A7 S it o Trial 109 0.17+0. 22 0.240. 55
B Y425 FEV, B (AFEV) AR . 22 R 643 Control 111 0.1340. 17 0.14740. 21
RN GR D, ARG ¥R AR 4 R0k F 1. 80 3.62
P 0.18 0. 06
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Table 3 Other endpoints results of two groups (FAS, x=+s)

Rescue medication

Group n Athough FEV, (L) Athough FVC (L) COPD symptom scores consumptions ( puffs)
Trial 109 0.15+0. 21 0.2440.43 4.1944.68 17.83+38. 89
Control 111 0.0840.19 0.1140. 36 2.0744.04 13.83+£27.89
Statistic F=6.99 F=5.74 t=3.60 Z=0.14

P 0.008 0

0.020 0

0.000 4 0.890 0
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