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Faecal Helicobacter pylori (H. pylori)
antigen testing is a non-invasive diagnostic 
method used to diagnose primary H. 
pylori infection, to monitor treatment 
effectiveness or failure and to perform 
epidemiological population studies. They 
are also very useful for testing H. pylori
infection in children and patients who 
have undergone distal gastrectomy; in 
which cases, invasive test methods such as 
endoscopy are not feasible. 

Brighton and Sussex University Hospitals 
NHS Trust tests between 20-60 faecal 
samples for H. pylori antigen daily. With 
this work load the existing kit was proving 
to be costly and so there was a drive to 
investigate an alternative testing method. 
As part of her placement role Trainee 
Biomedical Scientist, Dawa Zangmo 
undertakes an evaluation of the Sentinel 
Diagnostics Easy-Card H. pylori antigen 
rapid lateral flow assay. Here she describes 
her study. 

“The Sentinel assay from Alpha Laboratories 
seemed like an attractive option, with greater 
specificity and sensitivity claimed by the 
manufacturer and a lower price than our 
existing test method.

Easy-Card H. pylori Ag is a coloured 
chromatographic immunoassay to test for 
H.pylori antigen in the stool samples. Hence,
we decided to perform a comparative
experiment.

For the verification process, 20 frozen samples 
stored at -20°C and 20 samples received 2 
days prior to the experiment (n=40) were 
used.

Both kits were quality controlled and were 
only used once they passed the quality control 
assessments. This assured that no false positive 
or false negative results were reported due to 
malfunction of the kits (Figure 1.0). 

Approximately, 250mg of faecal sample was 
loaded into the collection tubes containing 
diluent of the Easy Card H. pylori Ag and the 
existing kit (Figure 2). 

The samples in the diluent were vortexed 
to create a homogenous mixture; 4 drops 
of diluted sample were dispensed into 
the window of each kit. The results were 
interpreted immediately after 5 minutes for 
the existing kit and after 10 minutes for the 
new kit. Repeatability tests were conducted 
on both kits using a randomly selected true 
positive and true negative samples. 

True positive or true negative results were 
confirmed only if both kits produced the same 
test results. Any discrepancies in the results 
from two kits were sent to another UKAS 
accredited laboratory and their results were 
used as gold standard. 

Evaluating a Rapid Lateral Flow Assay for 
Helicobacter pylori Antigen
Miss Dawa Zangmo, Trainee Biomedical Scientist, 
University of Brighton, Microbiology and Infection Service, 
BSUH, Frontier Pathology NHS Partnership

Dawa Zangmo in the laboratory at Frontier Pathology

Figure 1. 
Quality control for existing kit 
(left) and on Easy Card H. pylori 
Ag kit (right).

Figure 2. 
The diluted samples loaded into 
the existing kit (left) & Easy Card 
H. pylori Ag (right).
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Sample Type Type of Kit
Number of Repeats

1 2 3 4 5

Positive 
Sample

Existing Kit Detected Detected Detected Detected Detected

Easy Card 
H. pylori Ag Detected Detected Detected Detected Detected

Negative 
Sample

Existing Kit Not Detected Not Detected Not Detected Not Detected Not Detected

Easy Card 
H. pylori Ag Not Detected Not Detected Not Detected Not Detected Not Detected

Table 1. Repeatability test results on a random positive sample and a negative sample using Easy Card H. pylori Ag 
and the existing kit. 

To find out more about the Easy-Card 
Helicobacter pylori Antigen Test Kit and 
order online please visit: 
www.alphalabs.co.uk/hpylori 

From our comparative study we observed 
that the sensitivity and specificity of both 
kits were significantly lower than that of the 
manufacturers’ claims. However, both Easy 
Card H. pylori Ag kit and the existing kit 
showed an overall sensitivity of 83.3% and 
specificity of 97.06% (Figure 3).

The repeatability test results (Table 1) for both 
kits showed no discrepancies when repeated
five times, which further confirmed the 
precision of both kits.

Both kits have shown the same quantitative 
results in terms of specificity, sensitivity and 
repeatability. 

Lower sensitivity of the tests could be due 
to the frozen sample not being thawed and 
brought to the room temperature before 
testing. 
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It could be also due to less quantity of faecal 
sample being loaded into the collection tube, 
resulting in over dilution and reduced bacterial 
load.  Reduced specificity could be contributed 
by the cross contamination of the samples.

Cost Savings

Easy Card H. pylori however offered greater 
cost benefits.

Fast and Clear Results

Qualitatively, Easy Card H. pylori Ag was able 
to produce quick and bold colouration to aid 
easy interpretation of the results. 
This is important as the test interpretation 
depends on visual validation; Colleagues are 
confident reporting a positive or negative 
result.

Both the kits follow similar test methods, 
therefore a drastic change in the standard 
operating procedure (SOP) was not required. 
This meant, staff members who could use 
old test kit could easily adapt to using the 
current test kit. Although the current kit takes 
5 minutes longer than the old kit to produce a 
result, turnaround time has not been affected.

In conclusion the switch to the current kit has 
proven to be cost effective for the department 
without compromising the quality of the 
patient results. 

Figure 3. True positive, true negative, false positive, false negative Helicobacter pylori tests using both Easy Card 
H. pylori Ag kit and the existing kit.


