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ABSTRACT

Background: Chronic obstructive pulmonary disease (COPD) is
a major global health burden. Frequent exacerbations worsen
lung function, quality of life, and healthcare costs. OM-85 BV
(Broncho-Vaxom) is an oral immunomodulator derived from
bacterial lysates, investigated for reducing respiratory
infections and COPD exacerbations. Objective: To evaluate the
clinical effectiveness of OM-85 BV in COPD patients at Bai Chay
Hospital. Methods: A descriptive case-series study combining
retrospective and prospective data was conducted in 119
outpatients with COPD (GOLD stage B or higher, 240 years old)
between 2024 and 2025. Patients received standard COPD
therapy plus OM-85 BV. Clinical data, exacerbations, antibiotic
and corticosteroid use, and lung function (FEV1) were analyzed
using SPSS 22.0. Results: OM-85 BV significantly reduced
exacerbations, antibiotic and corticosteroid use, and improved
lung function. Conclusion: OM-85 BV represents a promising
adjunctive therapy for COPD management in Vietnam.
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INTRODUCTION

METHODS

Chronic obstructive pulmonary disease

Study design

(COPD) is a progressive respiratory disease
characterized by persistent airflow limitation
and chronic symptoms. Globally, more than
328 million people are affected, and COPD
is projected to become a leading cause of
death within 15 years. In Vietham, COPD
imposes a substantial public health and
economic burden. OM-85 BV (Broncho-
Vaxom) is an oral bacterial lysate with
immunomodulatory properties. This study
aimed to evaluate the clinical outcomes of
OM-85 BV in COPD patients at Bai Chay
Hospital.

Descriptive case-series with retrospective
and prospective data collection.

Population

119 COPD outpatients (GOLD stage B or
higher) at Bai Chay Hospital (2024-2025).
Inclusion criteria: Age > 40 years, diagnosis
of COPD (GOLD 2024).

Exclusion criteria: Autoimmune diseases,
malignancies, HIV, tuberculosis, OM-85 BV
use within 12 months, or hypersensitivity to
OM-85BV.

Data analysis: SPSS 22.0. Continuous
variables presented as mean + SD;
categorical variables as percentages.

RESULTS
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Table 1. Age distribution of study subjects

Age group Frequency (N) Percentage (%0)
40 - 49 0 0.0
50 -59 8 6.7
60 — 69 39 32.8
>70 72 60.5
Total 119 100.0

Min—-Max: 50-92 | Mean = SD: 71.66 + 8.20

Remark: The majority of patients were aged >70 years (60.5%), with a mean age of 71.66 +
8.20 years, highlighting COPD as a disease predominantly affecting the elderly.

Table 2. Mean COPD exacerbations before and after OM-85 BV treatment

Mean COPD exacerbations before and 2+ SD p
after OM-85 BV treatment
3 months before (1) 0,86 +1,49

0,001
3 months after (2) 0,33 + 1,26
6 months before (3) 1,37 +£ 1,40

0,001
6 months after (4) 0,50 +0,71

Remark: Exacerbations significantly decreased after 3 months (from 0.86 + 1.49 to 0.33 +
1.26) and after 6 months (from 1.37 £ 1.40 to 0.50 + 0.71). Statistical analysis using the Paired
Samples T-test confirmed that these reductions were highly significant (p < 0.001), indicating
a therapeutic benefit of OM-85 BV in reducing COPD exacerbation rates.

Table 3. Mean number of antibiotic days before and after OM-85 BV treatment
Mean number of antibiotic days

before and after OM-85 BV 1:?;‘13 n 2 (df) p
treatment
12 months before 422
6 months before 3,48
3 months before 2,66 119  215.378(4) <0,001
3 months after 2,04
6 months after 2,60

Remark: The Friedman test revealed a statistically significant difference in the number of
antibiotic use days across the five time points (}*(4) = 215.378, p < 0.001). The mean ranks
indicated a clear decreasing trend in antibiotic use over time, from the highest before 12 months
(Mean Rank = 4.22) to the lowest after 3 months (Mean Rank = 2.04), suggesting that OM-85
BV therapy contributed to reducing the frequency of antibiotic use in patients with COPD.

Table 4. Mean number of systemic corticosteroid days before and after OM-85 BV treatment
Mean number of systemic
corticosteroid days before and  Mean rank n 2 (df) p
after OM-85 BV treatment
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119 120,030 (4) < 0,001

12 months before 3,69
6 months before 3,36
3 months before 2,95
3 months after 2,44
6 months after 2,66

Remark: The Friedman test revealed a statistically significant difference in systemic
corticosteroid use across the five time points (¥*(4) = 120.030, p < 0.001). Mean rank values
showed a clear downward trend in corticosteroid use after OM-85 BV treatment, with the lowest
rank observed at 3 months post-therapy, indicating a reduction and stabilization of systemic

corticosteroid requirement over time.

Change in FEV1 before and after OM-85 BV treatment
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Figure 1. Changes in mean FEV1 before and after OM-85 BV treatment
Remark: Mean FEV1 improved significantly after OM-85 BV therapy at 3 and 6 months

compared to baseline (p < 0.001).

DISCUSSION

In our study of 119 COPD patients, the
mean age was 71.66 + 8.20 years, with the
majority being >70 years (60.5%). This
finding is consistent with the study by
Nguyen Duy Tung (2025), in which 61.9% of
patients were older than 70 years, with a
mean age of 72.35 + 8.84 years [5]. Other
studies have also demonstrated that COPD
predominantly affects the elderly population.
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For example, Vu Thanh Lich (2025) reported
that 79.2% of COPD patients were aged >60
years, and the majority were male (98.0%)
[6].

Regarding sex distribution, our study
showed that males accounted for 66.4% and
females for 33.6%. This result is consistent
with previous research: Nguyen Quang Doi
(2019) reported a male proportion of 91%
[7]; Nguyen Duy Tung (2025) reported
85.1% male patients [5]; and Joon Young
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Choi (2023) found that 79.8% of COPD
patients were male [8]. These data reflect the
general epidemiological pattern in which
COPD is more common in men, largely due
to the higher prevalence and earlier initiation
of smoking among men. However, with
smoking prevalence among women reaching
approximately 28%, several studies have
indicated that the health burden of COPD in
women and even in never-smokers is
increasing [9].

In our study, the addition of OM-85 BV
to standard COPD therapy demonstrated
clear benefits across multiple clinical
outcomes. Prior to treatment, patients
experienced relatively frequent exacerbations
(0.86 £ 1.49 in the previous 3 months and
1.37 + 1.40 in the previous 6 months). After
3 and 6 months of OM-85 BV therapy, the
mean exacerbation frequency significantly
declined to 0.33 + 1.26 and 0.50 + 0.71,
respectively (p < 0.001). In parallel,
respiratory function improved substantially:
mean FEV1 increased from 1.33 £ 0.47 L at
baseline to 1.44 £ 0.51 L after 3 months and
1.46 + 0.48 L after 6 months (p < 0.001).
Distribution by severity showed an increase
in the proportion of patients in the mild-to-
moderate categories, while the proportion in
severe and very severe groups decreased.

Patients’ quality of life and respiratory
symptoms also improved. Based on CAT
(COPD Assessment Test) scores, the mean
decreased from 15.34 + 8.19 to 12.16 + 7.10
after 3 months and 11.42 + 7.06 after 6
months (p < 0.001). The proportion of
patients with lower CAT scores nearly
doubled, while the “very high” category
disappeared entirely after 3 months and
remained absent at 6 months. Furthermore,
the proportion of patients without dyspnea
increased from 15.1% before treatment to
39.5% after 3 months and 43.7% after 6
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months. The mean mMRC (Modified
Medical Research Council) dyspnea score
significantly decreased from 1.57 + 1.08 to
0.84 £ 0.93 after 6 months (p < 0.001),
indicating that OM-85 BV contributed to
improvements in  dyspnea and daily
functional capacity.

Importantly, the use of antibiotics and
systemic corticosteroids decreased markedly
following treatment. The mean number of
antibiotic days showed a consistent
downward trend across five time points, from
the highest at 12 months before treatment
(Mean Rank = 4.22) to the lowest at 3 months
after therapy (Mean Rank = 2.04) (¥*(4) =
215.378, p < 0.001). Similarly, corticosteroid
use decreased significantly, with mean rank
declining from 3.69 (12 months before) to
2.44 (3 months after) (x*(4) = 120.030, p <
0.001). This highlights that OM-85 BV not
only reduces exacerbation frequency but also
minimizes the need for systemic
corticosteroid, which are associated with
substantial adverse effects.

Our results are in line with findings
from other international studies. Joon Young
Choi (2023) demonstrated that OM-85 BV
reduced the number of moderate-to-severe
exacerbations and prolonged the time to next
exacerbation [8]. Similarly, in a randomized
controlled trial involving 273 patients with
newly diagnosed COPD or chronic
bronchitis, Solér et al. (2006) reported a 29%
reduction in exacerbation rate in the OM-85
BV group compared with placebo (0.61 vs.
0.86; p = 0.03) [10]. These findings
strengthen the evidence for OM-85 BV as an
effective strategy in preventing COPD
exacerbations.

Collectively, current evidence suggests
that OM-85 BV is a valuable
immunomodulatory agent in COPD
management. The GOLD 2023 executive
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summary also cites studies supporting the
role of OM-85 BV in reducing the frequency
and severity of COPD exacerbations [11].

CONCLUSION

Adjunctive therapy with OM-85 BV in
COPD patients at Bai Chay Hospital resulted
in significant reductions in exacerbations,
decreased  antibiotic  and  systemic
corticosteroid use, and improvements in lung
function. OM-85 BV is a valuable adjunctive
option in the long-term management of
COPD in Vietnam.
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