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Comparison for the Effects of Triple Therapy with Salmeterol/
Fluticasone Propionate and Tiotropium Bromide versus Individual
Components in Patients of Severe COPD Combined with Bronchial
Hyperresponsiveness

Ji Youn Sohn, MD.', So Ri Kim, MD,, Ph.D.'?, Seoung Ju Park, M.D,, Ph.D.'*, Heung Bum Lee, MD,, PhD.,
Yong Chul Lee, MD, PhD."? Yang Keun Rhee, MD, PhD.'

jDepzmmen[ of Internal Medicine, ‘Research Center for Pulmonary Disorders, Chonbuk National University Medical School,
Jeonju, Korea

Background: A combination of salmeterol and fluticasone propionate (SFC) and tiotropium bromide (TIO) is
commonly prescribed for COPD patients but there is little data on their effectiveness, particularly in COPD patients
with bronchial hyperresponsiveness. This study compared the spirometric improvement based on the change in
FEV;, FEVi/FVC, and IC as well as the clinical outcomes of the therapeutic strategies with SFC and TIO versus
the individual components in patients with severe COPD and bronchial hyperresponsiveness.

Methods: This study examined the spirometric data and clinical outcomes of 214 patients with COPD and hyper-
responsiveness, who were divided into three groups according to the therapeutic regimen (TIO only, SFC only,
and a triple therapy regimen).

Results: All regimen groups showed early improvement in the FEV; and IC (at 3- and 6 months after treatment).
However, long-term beneficial effects were observed only in the SFC group (at 24 months after treatment). How-
ever, these beneficial effects decreased after a 36-month follow up. In all spirometric results, the 12-, 24-, and
36-months data showed a similar degree of improvement in the three groups. The triple therapy group showed
higher St. George’s Respiratory Questionnaire scores and lower acute exacerbations and hospitalization,
Conclusion: SFC can be a more important component in the pharmacological treatment of severe COPD patients
with hyperresponsiveness than TIO, particularly in the spirometric and clinical outcomes.
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Table 1, Subject characteristics*

TIO (n=28) SFC (n=85) SFC+TIO (n=101) Total (n=214)
Age (yr) 680+179" 704+0.88 69.6+0.86 69.7+0.58
Sex (M : F) 27 : 1 72 90 : 11 189 : 25
Smoking history (Yes : No) 18 : 10 45 : 40 52 : 49 117 : 99
FEV: (L) 0,94+0.04 097+0.03 0.92+0,02 0.94+0,02
FVC (L) 2.06+0,08 1.98+0.05 1.96+0.05 1.984+0,03
FEV1/FVC (%) 466+174 492+0.88 475+0.72 481054
IC L) 1.30+0.25 1684011 1.71+0.10 1644007
SGRQ 491+012 456+1 11 462+1.00 47.0+1.08

IC: inspiratory capacity; SGRQ: St. George’s Respiratory Questionnaire,
*There was no statistical significant among three groups by one-way ANOVA, "Data were presented as mean=+SEM.
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Figure 1, Effects of triple therapy with SFC plus TIO or
individual components on AFEV; (L), All regimen groups
have shown the early improvement of FEVy (at 3- and 6
months after treatment). Long-term beneficial effects have
been observed in only SFC group (at 24 months after
treatment). AFEV; means the change of FEV; compared
with the value at pre-treatment, SFC: salmeterol/flutica-
sone propionate; TIO: tiotropium bromide, *p<0.05 vs,
pre-treatment value,
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Figure 2, Effects of triple therapy with SFC plus TIO or
individual components on AIC (L). All regimen groups
have shown the early improvement of IC (at 3- and 6
months after treatment), Long-term beneficial effects have
been observed in only SFC group (at 24 months after
treatment). 4IC means the change of IC compared with
the value at pre-treatment, SFC: salmeterol/fluticasone
propionate; TIO: tiotropium bromide; IC: inspiratory capa-
city, *p<<0.05 vs, pre-treatment value,
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Figure 3, Effects of triple therapy with SFC plus TIO or
individual components on AFEV/FVC (%). The early im-
provement of FEV:/FVC has been noted in only triple
therapy group (at 3-months after treatment), Long-term
beneficial effects have been observed in only TIO group
(at 24 months after treatment), AFEV:/FVC means the
change of FEVi/FVC compared with the value at pre-
treatment, SFC: salmeterol/fluticasone propionate; TIO:
tiotropium bromide, *p<0.05 vs, pre-treatment value,
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Figure 4, St, George’s Respiratory Questionnaire scores,
Lower scores indicate improvements in quality of life, *p <
0.05 vs_TIO group.
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Table 2, Clinical outcomes of subjects in each therapeutic group

Outcomes TIO SFC SFC+TIO
(n=28) (n=85) (n=101)
Number of all exacerbation 128 362 448
Number of exacerbations per patient-year 1.53 1.42* 145"
Number of urgent physician or emergency department visits for COPD exacerbation 62 266 318
Percent of hospitalizations due to acute exacerbation per patient-year 15.36% 11.76%"* 11.19%*

TIO: tiotropium bromide; SFC: salmeterol/fluticasone propionate,

*p<0.05 vs, TIO group by t-test,
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