
Self-test for the detec�on of the Helicobacter pylori an�gen in the faeces
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HELICOBACTER PYLORI

Helicobacter pylori is a bacterium that chronically infects more than 
half of the world’s popula�on and plays a causa�ve role in the 
pathogenesis of chronic gastri�s, pep�c ulcer diseases, gastric 
cancer and mucosaassociated lymphoid �ssue lymphoma. The 
considerable burden of these H. pylori-related outcomes means 
that there is an acute demand for accurate diagnosis of this 
infec�on. Several detec�on methods have already been developed, 
such as culture, histological staining, the urea breath test (UBT) but 
a simple, non-invasive, inexpensive and accurate diagnos�c test 
remains the goal. One of the simplest way to detect infec�on is by 
checking the presence of specific an�gens for the bacterium that 
are excreted through the faeces. HELICOBACTER PYLORI ANTIGEN 
TEST can detect the presence of these an�gens in few minutes.
WHO ARE THE INTENDED USERS
Everyone who has gastric symptoms, ulcers can some�mes bleed, 
causing anemia over long periods of �me.
WHY - BENEFITS
In 1994, the Na�onal Ins�tutes of Health recognized that most 
recurrent duodenal and gastric ulcers were caused by H. pylori and 
an�bio�c treatment was recommended. In the same year, the 
Interna�onal Agency for Research on Cancer (IARC) declared H. 
pylori to be a group I human carcinogen for gastric adeno-
carcinoma.
TEST PRINCIPLE
HELICOBACTER PYLORI ANTIGEN TEST is an immunochromato-
graphic test that detects the presence of specific Helicobacter 
pylori an�gens in stools by using special monoclonal an�bodies 
conjugated with gold and integrated into the reac�ve strip.

HOW TO USE IT

1) A�ach the two
adhesive surfaces of the
stool-collec�ng sheet on
the toilet seat surface.

2) Dip the s�ck into the
faeces in three different
points of the sample.

3) Screw on the cap,
immersing the s�ck in
the stool extrac�on
liquid, and shake the
vial.

TECH SPECS

CUT-OFF  SENSITIVITY SPECIFICITY OVERALL
ACCURACY

10 ng/mL 96%96.6%95.2%

10
min.

1
TEST

POSITIVE NEGATIVE

CONTENT:
1 sealed aluminium pouch containing: 1 test device and 1 desiccant 
bag; 1 vial with collec�on s�ck and dripper, containing the diluent; 1 
small sheet for the collec�on of the sample; 1 instruc�ons for use 
leaflet.

Performance data obtained by clinical study with 100 par�cipants 
enrolled. ImmunoCard STAT!® HpSA® has been u�lized as reference 
method.
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4) Break the end of the
cap, freeing the dropper
por�on. Dispense 3
drops of the diluted stool
sample in the well
shown on the casse�e.
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