CalFastXT

Extended range rapid test
for calprotectin detection in stool.
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CalFast XT

Extended range rapid test for the quantitative
determination of Calprotectin in stool.

WHAT IS CALPROTECTIN?

Calprotectin is a protein present in the neutrophils and can be found in stool with elevated concentration in case of Inflammatory Bowel
Disease (IBD), specifically Crohn’s desease and Ulcerative Colitis. Calprotectin is stable in stool samples for several days at room temperature
and much longer periods at -20°C. The faecal concentration of Calprotectin correlates with the histologic and endoscopic patterns of the
intestinal inflammation in IBD patients.

THE IMPORTANCE OF USING CalFast XT

Only a small portion of patients with intestinal disorders referring to the gastroenterology clinic have an organic disease. The majority of population
(35-50%) is affected by a functional disease called Irritable Bowel Syndrome (IBS), which is probably the most common cause of intestinal
disorders. The symptoms of intestinal disorders are relatively unspecific, i.e. diarrhea, abdominal pains and, therefore, it is important and cost
effective to differentiate those patients with functional disease, not needing invasive methods, from those suffering from organic diseases such
as IBD. This also applies to the pediatric population, where anesthesia is normally required before submitting the child o colonoscopy.

The measurement of Calprotectin is a support in the “in vitro diagnosis” of IBD (Crohn’s disease and Ulcerative Colitis) and allows accurate
laboratory diagnosis and appropriate follow-up of IBD patients, by screening out IBS patients. The negative predictive value of the test is around
99% in the diagnosis of IBD. The presence of an organic disease diagnosis is extremely unlikely under a “normal” concentration of Calprotectin.

CalFast XT is a Rapid, Reliable and Quantitative assay to differentiate patients
with organic disease (IBD) from those with functional disease (IBS).

CalFast XT is a non-invasive screening test for reliable detection of the presence of
an inflammation of the intestinal mucosa and can be used in the following conditions:
e Differential diagnosis (IBD/IBS)

o Follow up the disease (IBD) and treatment monitoring

e Prediction of clinical relapses

CalFast XTTEST

The great experience gained in the development of Calprest and Calprest NG (Calprotectin in ELISA) allowed Eurospital to contrive
a new generation of rapid test comparable to the traditional ELISA assay, designing an innovative system able to detect Calprotectin
in stool in a wider range (0-1005 mg/kg). Calprotectin concentration is sometimes very high and cannot be quantitative detected by
other Kits. The CalFast XT wide range of quantification leads to the possibility to use it for patient treatment follow up and to have
quantitative results without additional and further dilutions.
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CalFast XT is a rapid assay and provides with quantitative results of Calprotectin concentration in stool by means of the dedicated
CalFast Reader. Controls are included in order to supply to laboratories an effective tool for internal contrel.
In a few minutes CalFast XT provides with faecal concentration of Calprotectin using lateral flow technology applied to a support

(Card) on which the sample is dispensed; the coloured band resulting in the Card will be detected and quantified by a dedicated reader
(CalFast Reader). The CalFast Reader uses a lot specific calibration curve to calculate the Calprotectin concentration.

The quantification of Calprotectin is referred to a lot specific standard curve. The lot specific data can be uploaded by reading the bar
code printed inside the package. Once the reaction occurs, each Card can be read within a short time with no risk of wrong results and
allowing to run a significant number of tests. CalFast XT fits the needs of medium/small laboratories.

Taking advantage of the experience with VALUE INTERPRETATION

Calprest (ELISA method), the following

~ references values have been defined: ] ‘ Nogative
70-100 mg/kg ‘ Grey area, it is advisable to repeat
> 100 mg/kg Positive

CalFast XT RELIABILITY

The performance of GalFastXT was compared to CalFast. Twenty five samples of patients with values falling in the detectable range were
analyzed by GalFastXT and the values compared to those obtained with CalFast. The comparison showed a very good correlation and an
overlapping performance. Reporting the data in a diagram, the regression line showed excellent values: correlation coefficient R>=0,975,
slope=1,200, intercept=4,972 mg/kg.
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COLLECTION AND EXTRACTION OF SAMPLE

To simplify the collection and extraction steps, Eurospital provides
with EasyGal, a dedicated device, which significantly reduces the
pre-analytical phase, allowing the operator to have an easy sample
extraction avoiding any stool handling.

EasyGal is aready-fo-use device (see picture) and consists in a test
tube containing the extraction solution and a specifically designed
dipstick with seven horizontal grooves for sample collection.

It is easy-to-use: it is in fact sufficient to take the sample through
- the shaped dipstick and reintroduce it into the device in order to
start the extraction. Once the extraction is completed, the sample
can be transferred into a clean test tube for immediate or later use.

TIPS AND PRECAUTIONS FOR A BETTER USE OF GalFast XT

Elevated values of GalFastXT, if other infections can be excluded, is a strong indication for Inflammatory Bowel Disease (IBD). Conversely,
negative test results suggest almost certain exclusion of IBD.

In patients with infections in the airways respiratory CalFast XT may test positive due to swallowing of mucus, which contains neutrophils,
and the consequent presence of Calprotectin. If this occurs, the test should be repeated when the infection of the upper airways is gone.

Antinflammatory drugs may induce a reduction in the activation of granulocytes and therefore CalFastXT could be negative.

Patients with IBD in clinical remission but tested positive with GalFastXT, may experience a relapse within a short period of time (6 months).

CalFast XT - Kit content CalFast XT - Codes

* 20 Cards e CalFastXT - code 9191XT
20 Devices to collect and extract the sample (ready-to-use) e CalFast Reader - code 9190
e 20 Caps

e Dilution buffer (ready-to-use)

* Controls
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OPERATION PHASES

1. Set-up: connect the CalFast Reader to the PC
through the provided USB cable. Switch on the PC.
Once the set-up is completed, reboot the PC, double-
click on the application icon and start using the
dedicated CalFast Client software (1.4 SW version).

2. Galibration and set up of batch specific
parameters: place the strip with the batch
specific barcode inside the dedicated slot of the
reader. The batch specific calibration parameters
will be loaded.

3. Sample collection and extraction: using
the device contained in the kit, proceed with the
preparation of the sample as shown in the package
insert. Then, dilute the faecal extract 1:150 (i.e. 10
pl extracted sample + 490 pl dilution buffer).

4, Sample dispensation: take 100p! of diluted
sample and place it in the circular window on
the cassette. Incubate for 20 minutes at room
temperature.

5. Cassette Loading: at the end of the incubation
time, check that the green LED lights up on the
software. Place the cassette in the slot, check it is
properly positioned.

6. Reading the results: press @ to read it. Once
the reading is completed, the results, expressed as
mg/kg, will appear on the display of the PC.

Maintenance free




Literature available on:

www.calprotectintest.com
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