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QuickProfile™ LEGIONELLA 
URINARY ANTIGEN TEST 

 
Cat.# 71034 

 
 Immunochromatographic rapid assay for the 

Detection of Legionella Antigens in 
 Human Urine Specimens  

 
INTENDED USE 
QuickProfile™ Legionella Urinary Antigen Test is an in 
vitro qualitative immunochromatographic assay for the 
rapid detection of legionella pneumophilia antigens in 
human urine specimen. The test results are intended to aid 
in the diagnosis of legionella pneumophila infection and to 
monitor the effectiveness of therapeutic treatment.  
  
INTRODUCTION 
Legionella pneumophila serogroup I is gram-negative 
bacillus. It is now recognized to be the common cause of 
community-acquired and nosocomial pneumonia. 
Infections caused by this bacterium include the pulmonary 
disease of pneumonia. The infections may spread through 
the blood circulation or the lymph system to heart, brain, 
kidney, liver and spleen. In addition, gastrointestinal 
symptoms are prominent in Legionella pneumonia. 
Legionellaire’s disease can be acquired by the inhalation of 
aerosols associated with air handing systems, respiratory 
therapy equipment and whirlpool baths. The elderly are 
seen as most susceptible to the infection, although children 
and neonates are also affected. About 5% to 39% of people 
with legionnaires’ disease die. Legionella pneumophila 
serogroup I antigen has been detected in urine during 
acuate phase of the disease. It presents an opportunity for 
rapid detection of the bacterium with non-invasive method. 
Rapid diagnosis and early initiation of appropriate 
antimicrobial therapy can significantly reduce the mortality 
associated with Legionella pneumonia. 
 
PRINCIPLE OF THE TEST 
QuickProfile™ Legionella Urinary Antigen Test is a 
sandwich solid phase immunochromatographic assay.  To 
perform the test, an aliquot of urine sample is added to the 
sample well of the test cassette. The sample flows through 
a label pad containing legionella pneumophila serogroup I 
antibody coupled to red-colored colloidal gold. If the 
sample contains legionella pneumophila serogroup I 
antigens, the antigen will bind to the antibody coated on the 
colloidal gold particles to form antigen-antibody-gold 
complexes.  These complexes move on the nitrocellulose 
membrane by capillary action toward the test line region on 
which Legionella pneumophila specific antibodies are 
immobilized. As the complexes reach the test line, they will 
bind to the antibody on the membrane in the form of a line. 
A second red control line will always appear in the result 
window to indicate that the test has been correctly 
performed and the test device functions properly. If 

rotavirus antigen is not present or lower than the detection 
limit of the test, only the control line will be visible. If the 
control line dose not developed, the test is invalid.  
 
MATERIALS PROVIDED 
1. QuickProfile™ Legionella Urinary Antigen Test Card  

Each cassette contains a test strip with Legionella  
pneumophila specific antibody on the test region of the 
membrane and colored Legionella pneumophila 
antibody-gold conjugate pad. 
 

                                                                         
                         Legionella Urinary Antigen          
                                   Test Card 
 
2. Disposable specimen dropper 
 

MATERIALS NOT PROVIDED 
1. Specimen collection container 
2. Timer. 
 
WARNINGS AND PRECAUTIONS 
1. For in vitro diagnostic use. 
2. Wear protective glove while handling kit components 

and test specimens. 
3. Patient specimens and inactivated Positive Control may 

contain infectious agents and should be handled and 
disposed of as potential biohazards. 

4. Do not use kit components beyond expiration date. 
5. Dispose all used materials in appropriate container. Treat 

as potential biohazard. 
 

STORAGE INSTRUCTION 
1. The expiration date is indicated on the package label.  
2. Store Sample Collection Tubes at 4-30oC. 
3. Store test device at 4-30 oC. 
 
SPECIMEN COLLECTION AND STORAGE 
The urine specimen must be collected in a clean, sterile 
container. Urine specimens may be refrigerated (2-8oC) and 
stored up to 72 hours prior to assay.  
For long-term storage of specimens, -20oC or colder is 
recommended. Repeated freezing and thawing of 
specimens is not recommended and may cause erroneous 
results. Do not store specimens in self-defrosting freezers. 
 
REAGENT PREPARATION 
Bring all reagents, including test device, to room 
temperature before use. 
  
PROCEDURE 
1.  Bring all materials and specimens to room temperature.    
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Tel : (408) 855.0061  
Fax: (408) 855.0063  
Email: info@lumiquick
www.lumiquick.com 
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