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One of the main objectives in COPD is to achieve good disease control, but the

proportion of controlled patients and the determinants of control remain unclear.

The objective of the CLAVE study was to evaluate the degree of disease control

and related factors in a cohort of Spanish patients with severe COPD on any

maintenance treatment before the commercialization of triple therapy in a single

device*, using the tool for validated control Modified Control Criteria (MCC)1, and to

identify factors potentially associated with COPD control.

Observational, multicenter, cross-sectional study involving patients with severe

COPD. MCC was defined according to clinical impact and stability. For considering

low or high impact, patients had to meet 3 out of the 4 variables, i.e. dyspnea

grade (≤ 2, for low impact, versus > 2, for high), use of rescue treatment in last

week (≤ 3 times versus > 3), sputum color (clear versus dark), and daily physical

activity (≥ 30 min each day versus < 30 min). For considering stability, patients had

to meet 2 variables: absence of exacerbations in the last 3 months and patient’s

subjective perception about the treatment. Besides, clinical control of COPD was

alternatively evaluated with the Spanish version of the COPD assessment test

(CAT) ≤16 and the presence of exacerbations in the last 3 months (i.e. simplified

criteria).

By using the novel MCC, one third of patients with severe COPD are controlled.

Physical activity, age, adherence to inhalers, post-bronchodilator FEV1, Charlson

comorbidity index, and healthcare level were independent factors associated with

clinical control. Further prospective and specifically designed studies should be

performed to corroborate the present observations.
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Figure 1: Strength of the association between independent factors and COPD control

Table 1: Summary of the principal demographic and clinical characteristics of

COPD patients. SD, standard deviation; IPAQ, International Physical Activity

Questionnaire; TAI, Test Of Adherence to Inhalers

Background and objectives Results

Methods

4,801 patients were included, with a mean (±SD) age of 69.6 years (±9) and post-

bronchodilator (BD) FEV1 of 39% (±8) of predicted (Table 1). The proportion of

controlled patients using MCC was 29.9%.

Regarding the simplified criteria, COPD was controlled in 27,5% of patients using

CAT score ≤16 and no exacerbation in the last 3 months, with a kappa index=0.7

vs MCC.

In the multivariate analysis, factors independently associated with the control of

the disease were (Figure 1): Post-BD FEV1 ≥30% vs <30% (OR 2.0), age (<70 versus

≥70 years; OR 1.2), smoking habits (active smoker versus ex-smoker; OR 1.2),

physical activity (high versus low, OR 5.6; moderate versus low, OR 4.1),

healthcare level (specialist versus primary care, OR 1.5), adherence to inhalers

(good versus poor, OR 1.8; intermediate versus poor, OR 1.7), and Charlson

comorbidity index 1 vs ≥2 (OR 1.3).
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 Total patients 
(N=4,801) 

Gender male, n (%) 3,947 (82.2) 

Age, mean years (SD) 69.6 (9.3) 

     Groups, n (%)  
          <70 years 2,318 (48.3) 
          ≥70 years 2,483 (51.7) 

Smoking status, n (%)  

     Active smoker 1,168 (24.3) 
     Ex-smoker 3,633 (75.7) 

Healthcare level, n (%)   

     Primary 337 (7.1)  
     Specialized 4,426 (92.9) 

Physical activity (IPAQ), n (%)  

     High 738 (16.5)  
     Moderate 1,937 (43.2) 
     Low 1,811 (40.4) 

Post-bronchodilator FEV1 (% of pred.), mean (SD) 39.0 (8.3) 

Charlson comorbidity index, mean (SD) 2.2 (1.5) 

Adherence to inhalers (TAI test), n (%)  

     Good 2,767 (61.0)  
     Intermediate 887 (19.6) 
     Poor 883 (19.5) 

 

* Triple fixed therapy wasn’t available in Spain at the time of the study


