CELIAC

SELF TEST

(HOME TEST for Celiac disease Diagnosis)

Rapid Visual and sensitive one step test for the Qualitative Detection of
Celiac disease associated IgM, IgG & IgA antibodies in Human Serum/Plasma

INTRODUCTION

Celiac disease (CD) is an enteropathy caused by intake of gluten proteins
present in cereals such as wheat, barley and rye in genetically predisposed
individuals.

Circulating IgA class anti tTG (tissue transglutaminase) and EMA
(endomysium) are highly prevalent and characteristic in active celiac disease.
Approximately 1% of the population develop celiac disease associated damage
of gut epithelium referring to

celiac disease at varying ages, but even the majority of the cases may remain
undiagnosed despite the development of chronic disease (CD) associated
consequences CD can be silent, and such a condition may already lead to
unfavorable sequelae.

INTENDED USE

Celiac Self Test is a visual, rapid, sensitive and accurate one step
immunoassay for the qualitative detection of anti tTG IgA, 1gG & IgM antibodies
in Human Serum or Plasma. The assay is intended to be used as an aid in the
recognition and diagnosis of Celiac disease. This test is intended to be for
home use with self-collected whole blood specimens from individuals aged 18
years or above (or collected by adults for individuals below 18 years of age) as
well as for professional use with collected venous Whole Blood/ Serum/
Plasma samples. This test is for in vitro diagnostic use only and is designed as
an aid in the early diagnosis of celiac disease in patients with clinical
symptoms.

PRINCIPLE (ANTIGEN-ANTIBODY REACTION)

Celiac Self Test is a one step immunoassay based on the antigen capture, or
“sandwich” principle. The method uses tissue transglutaminase (TG) antigen
conjugated to colloidal gold and the same antigen is immobilized on a
nitrocellulose strip. The diluted test sample is introduced to and flows laterally
through an absorbent pad where it mixes with the signal reagent. If the sample
contains celiac disease specific antibody, the colloidal gold-antigen conjugate
binds to the antibody, forming an antibody-antigen-colloidal gold complex. The
complex then migrates through the nitrocellulose strip by capillary action.
When the complex meets the line of immobilized tTG antigen (Test line) "T", the
complex is trapped forming an antigen-antibody-antigen colloidal gold
complex. This forms a pink band indicating the sample is reactive for celiac
disease specific antibody. Absence of a colored band in the test region
indicates a non-reactive test result. A red procedural control line should always
develop at'C' region to indicate that the test has been performed properly.

KIT STORAGE AND STABILITY
1. Store the kit at 2-30°C in cool and dry place.

2. The kitis suitable il the expiry date mentioned on the kit.
3. Do notfreeze the kit.
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STEP-1 PREPARATION FOR THE TEST

a) Wear disposable gloves before running the test.
Ensure there is no cut or wound in hand.

/I DO NOT PERFORM THE TEST, in case
there is a cut or wound in hand.

/N Check the expiry date at
of test device foil pouch . Use f
if expiry date has passed.

c) Tap the assay buffer tube gently to turn to

ensure buffer comes down to bottom of :’l:’e“ = -
the tube. Unscrew the cap and remove © Ca _ \
e s

from the tube. Place the nozzle on the
assay buffer tube and press it gently
to ensure it is tightly placed on the tube.

A Care should be taken while removing the
cap so that no spillage should occur. Do not press
the tube while placing the nozzle, otherwise
assay buffer may come out.

the back
resh kit

d) Take out the Celiac Self Test
card from the foil pouch prior
to use and place it on a flat

and dry surface.

& Test should be run immediately once pouch is open.
STEP-2 SPECIMEN COLLECTION

A) Whole blood sample collection from finger prick

a) Clean the fingertip with alcohol swab
and dry completely.

b) Prick the fingertip with single use
lancet provided in the kit.

& Discard the lancet in the Assay Buffer Tube once
the test is completed.

c) Collect the whole blood using sample dropper provided.

-OR-

B) Collected venous blood (Serum/ Plasma/ Whole Blood)
sample from collection tubes

a)Take sample from collection tube. Fresh samples

are preferred for testing as they perform best when tested
immediately after collection. If samples are not immediately
tested, they should be stored at 2-8°C for not more than

3 days, otherwise false / erroneous results may be obtained

& Do not use hemolyzed/ turbid or lipaemic samples
as it may lead to erroneous results.
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STEP-3 RUNNING THE TEST ON DEVICE

a) Add 4 ul of whole blood using the sample dropper
into the sample well of the test card.

& Sample taken above the mark as v
shown in fig. (a) and sample taken below i
the mark as shown in fig. (c) are wrong

and will lead to erratic results.

Fig. (a) Fig. (b) Fig. (c)

Note: Sample dropper should be discarded
immediately into the disposable bag provided
after adding sample to sample well.

b) Add 2 drops assay buffer into the

sample well. |
A Addition of incorrect no. of drops of Assay -
Buffer may give invalid or false result. .

¢) Allow reaction to occur [ cELiAC

for 20 minutes.

c T

d) Read results at 20 minutes. CELIAG
Positive results may appear as early as [ 11 m ]
2-10 minutes. However negative results ° T

must be confirmed at 20 minutes. Do not read results

after 30 minutes. Discard the Celiac Self test card

immediately after results at 20 minutes in disposable bag

considering it to be potentially infectious. Follow the local regulations

for disposal of potential biohazardous material.

STEP-4 RESULT INTERPRETATION

POSITVE RESULT: If two distinct pinkline () — [ — )
appear in the control region 'C' and test E E E E
region 'T', then the specimen is reactive
for Geliac antibody. Any pink line
observed in test are (T) - whether faint

or dark, along with Control line shall be Boo||B=o]||B=0]||E=0
considered as Celiac reactive.

NEGATIVE RESULT: If only one pink ( CELIAC

coloured line appear in the control ‘l: . m ]
region 'C', then the specimen is negative ~ *

for Celiac antibody.

INVALID RESULT: If neither control ling “C” —

nor test line “T” appears or only test line m ]
appears, the test should be treated as L cT

Invalid. Repeat the test again with new ( CELIAC

card. Invalid test may be because of 1 m ]
following reasons: . c T

(a) Kit is stored in high humidity and temperature.

(b) Wrong test procedure.

(c) Long atmospheric exposure of the test device after

opening the pouch.

STEP-5 DISPOSAL OF USED KIT COMPONENTS

Discard the used lancet in Assay Buffer Tube; remove the @
nozzle from the tube and add the used lancet in tube and

screw cap the tube. Discard the Assay Buffer Tube b
containing lancet, run device and sample dropper in ’,‘
disposal bag provided with the kit. Close the bag & :

properly and throw the bag in the house-hold dustbin. “"

no
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WARNING FOR USERS

The use of disposable gloves is RECOMMENDED while running the
test.

Do not perform the test in area with strong air flow i.e. under fan or
strong air conditioning.

In case there is a cut or wound in hand, DO NOT PERFORM THE TEST.
Do not smoke, drink or eat in areas where test is performed.

Mark the test card with patient's name or identification number.
Improper identification may lead to wrong result reporting.

This test detects the presence of Celiac (tTG) antibodies in the human
Whole blood/ serum/ plasma. Do not use urine and saliva as specimen
for this test.

Dispose off all specimens and materials used to perform the test in the
disposal bag provided with the kit in accordance with local regulations.

Wash hands thoroughly with soap or any suitable detergent after the
use of the kit.

PRECAUTIONS

Bring kit to room temperature (20-30°C) before use.

Do not use kit components beyond the expiration date, which is
printed on the kit.

Use a separate Sample Dropper for each specimen.

Do not re-use the test kit.

Do not use the test kit if the pouch is damaged or the seal is broken.
Do not mix or use the assay buffer of different kits/lot.

Ensure that the nozzle cap is properly placed on the assay buffer tube.

LIMITATIONS AND INTERFERENCES

Any deviation from test procedure may lead to invalid/ erratic results.

This is only an in-vitro diagnostic screening test and should not be
used as the sole criteria for the diagnosis of Celiac disease.

This is a Qualitative test and therefore neither determine Celiac (tTG)
antibodies quantitative value nor the rate of Celiac (tTG) antibodies
concentration.

A negative result may occur if the concentration of Celiac ({TG)
antibodies in a specimen is below the detection limit of the test or if the
specimen was collected or transported improperly. Therefore a
negative test result does not eliminate the possibility of Dengue
infection, and should be confirmed by ELISA and/or Biopsy.

Positive test results do not rule out co-infections with other pathogens.
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DESCRIPTION OF SYMBOLS USED

The following are graphical symbols used in or found on J. Mitra diagnostic
products and packing. These symbols are the most common ones appearing on
medical devices and their packing. They are explained in more detail in the
European Standard EN 1S015223-1:2021.
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