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Abbreviations and Definitions
AE
ARs
COPD
HGUGM
HCSC
CRF
CAT
ELISA
GCP
IgAs
IMP
ITT
LNs
MALT
NKs
PHA
PIDs
PP
RRTIs
SAE
SAP
SUSARs

Adverse Event
Adverse Reactions
Chronic Obstructive Pulmonary Disease
Hospital General Universitario Gregorio Marañón
Hospital Clínico San Carlos
Case Report Form
COPD ASSESSMENT TEST
Enzyme Linked ImmunoSorbent Assay
Good Clinical Practice
Secretory Immunoglobulin A
Investigational Medical Product
Intention To Treat Set or Population
Local/regional mucosa-draining lymph Nodes
Mucosa-Associated Lymphoid Tissue
Natural Killer cells
Phytohemagglutinin
Primary ImmunoDeficiencies
Per Protocol Set or Population
Recurrent Respiratory Tract Infections
Serious Adverse Event
Statistical Analysis Plan
Suspected Unexpected Serious Adverse Reactions
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Quality of life questionnaire

Provision of the patient diary

Collection of the patient diary

Delivery of the sublingual vaccine

Collection of the sublingual vaccine

Recording of the no. of days of hospitalization

Recording of adverse events

Recording of unscheduled visits

Recording of trial dropout/termination cause

Comments
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clinical trial will have to discontinue their participation in it. 
★ Subjects who have participated in a study or clinical trial with an investigational product within the  months preceding their 

inclusion in this study. 
★ Subjects diagnosed with asthma based on the guidelines of the American (oracic Society and the European Respiratory 

Society. If the investigators are unable to differentiate between COPD and asthma after applying the criteria listed in the 
following table, a bronchodilator test with inhaled salbutamol must be performed, excluding those subjects with FEV changes 
> mL. 

★ Subjects with a diagnosis other than COPD that causes them to have an unstable condition or a life expectancy < years. 
★ Subjects who experienced a COPD exacerbation within  weeks prior to the start of the trial.
★ Subjects with moderate COPD who required treatment with inhaled corticosteroids in the last  weeks. 
★ Subjects with moderate COPD who received systemic corticosteroids (orally, intramuscularly, or intravenously) in the last  

weeks. 
★ Subjects diagnosed with a Primary (European Society for Immunodeficiencies [ESID] guidelines) or Secondary Immunodefi-

ciency within the  months preceding their inclusion in the clinical trial or the trial’s baseline visit. 
★ Subjects diagnosed with a chronic lymphoproliferative disease. 
★ Subjects diagnosed with a chronic infectious disease (tuberculosis [TB], HCV, HIV, or HBV). 
★ Subjects with chronic heart disease, arrhythmias, or episodes of arrhythmia secondary to the use of bronchodilators. 
★ Subjects diagnosed with COPD and chronic colonization by Pseudomonas aeruginosa. 
★ Subjects with COPD and bronchiectasis diagnosed by CT imaging before the age of . 
★ Subjects diagnosed with very severe COPD according to the GOLD classification. 
★ Subjects requiring home oxygen therapy or non-invasive mechanical ventilation. 
★ Subjects with a history of hypersensitivity to any of the vaccine’s components. 
★ Subjects receiving immunosuppressive treatment with: azathioprine, methotrexate, ciclosporin, cyclophosphamide, tacrolimus, 

antimalarial drugs, or gold salts.
★ Subjects who have been treated with monoclonal antibodies such as rituximab or TNF-alpha inhibitors in the last  months. 
★ Subjects receiving chronic treatment with azithromycin or inhaled antibiotics (tobramycin or colistin).

Medical History

Smoker or ex-smoker

Onset of symptoms <35 years

Chronic productive cough

Dyspnea

Waking up in the middle of the night with dyspnea 
and wheezing noises

Signi$cant daytime or daily symptomatology changes

COPD

Almost all

Rare

Common

Persistent and progressive

Uncommon

Uncommon

ASTHMA

Possible

Common

Uncommon

Variable

Common

Common
















