
 

 

 
 
 

 
 

Rapid, point-of-care test for the detection of human anti-tissue transglutaminase (tTG) antibodies in whole blood 

 

 
INTENDED USE 
Coeliac disease is an autoimmune disease caused by a permanent 
intolerance to gluten and, more specifically, to its protein fraction, 
called gliadin. In genetically-predisposed people, ingesting this 
protein induces a severe lesion of the intestinal mucosa, 
characterised histologically by atrophy of the intestinal villi.  Coeliac 
disease can be serious, and if left untreated, can result in conditions 
such as vitamin and mineral deficiencies, malnutrition, small intestine 
cancer and anemia.  
 
Definitive diagnosis of coeliac disease is based on the typical 
histological changes observed in intestinal biopsies. However, 
serologic tests such as detection of circulating anti-tissue 
transglutaminase antibodies represent cheaper, less invasive 
analysis methods to detect the disease. 
 
Coeliac Screen™ is an immunochromatographic test designed to 
detect IgA/IgG/IgM antibodies in human blood against tissue 
transglutaminase, the main autoantigen associated with coeliac 
disease.  Detection of IgG antibodies is an important component to 
prevent false negative results being obtained with IgA-deficient 
patients (approximately 2-3% of the coeliac population).  Coeliac 
Screen™ can be used as a screening test to aid the diagnosis of 
Coeliac disease. 
 

TEST PRINCIPLE 
Anti-tTG antibodies present in the blood of patients having coeliac 
disease react with latex particles conjugated with human 
recombinant tTG. These complexes, formed of colloidal 
particles/tTG/anti-tTG Igs, migrate through a chromatographic 
process towards the reaction window. This area contains human 
recombinant tTG, which reacts with the colloidal particles/tTG/anti-
tTG Igs complex, generating a pink test line. 
 

CONTENTS 
5  x  Test devices (foil wrapped) 
5  x  Safety lancets (colour may vary) – single use only 
5  x  Micropipettes (20µl) 
1  x  Sample Diluent (1.5ml bottle) 
 

PRECAUTIONS 
• Use all the reagents only in vitro.  

• Patient samples (blood) may contain infectious agents and 

should be treated and discarded as potentially dangerous 
biological materials.  

• Do not exchange components from kits with different lot 
numbers.  

• Before using, allow the kit components to reach room 
temperature (20-30 minutes is usually sufficient).  Cold reagents 
and/or samples can reduce test functionality. 

• Do not use kit components after the expiration dates.  

• If the package is broken, the product can still be used as long 
as none of the components have been damaged. 

• It is important to add the correct amount of blood in each test. 
If less than indicated is used, the sample may not reach the 
reaction area; if there is too much, the reagent may be diluted 
and produce a weak line. 

• The used product should be discarded as indicated by current 
legislation. 

• Do not use the test if a coloured line appears in the result area 
before you start to use it. 

 

SAMPLES 
Coeliac Screen™ has been designed for use with fresh, non-
haemolysed blood samples. The kit contains micropipettes to 
collect a sample from finger-prick whole blood.   Plasma and serum 
samples can also be used. 

TEST PROCEDURE 
1. Allow the test device and Sample Diluent to reach room 

temperature before proceeding. 
2. Remove the test device from the foil pouch and place it on a 

table or horizontal surface. 
3. Wash hands in warm water as this will help to soften the skin 

and to encourage blood flow. 
4. Remove the protective cap from the safety lancet. 
 
 
 
 
 
 
 
 
 
 

5. Place the red raised end of the safety lancet against the finger 
or thumb from which you will draw blood. 

 
 
 
 
 
 
 
 
 
 
6. Gently push the lancet against the finger or thumb. A slight 

prick may be felt as the skin is punctured. 
7. Gently massage the finger in the direction of the puncture to 

encourage blood flow. 
8. Do not use the first droplet of blood (wipe it away with a dry 

sterile gauze or cotton).   
9. Collect the next droplet of blood.  Touch the tip of the 

micropipette to the blood sample, keeping it HORIZONTAL and 
the ventilation hole free. Do NOT press the bulb of the 
micropipette. 

 
 
 
 
 
 
 
 
10. Capillary action will automatically draw the blood sample to 

the black line and fill the micropipette with the required 
volume of blood (20μl).   

11. Immediately squeeze the bulb of the micropipette to dispense 
the blood sample into the round window. 

 
 
 
 
 
 
 
 
 
 
 
 
12. Wait for 30-60 seconds, until all the blood has been absorbed. 
13. Holding the bottle of Sample Diluent in a vertical position, add 

2 drops (or 100μl) to the round window. 
14. Wait for 10 minutes and then read the test results. 
 

Ventilation hole 



 

 

 

 

 

SERUM SAMPLES 
1. Prepare 1/10 dilution of the serum in the Sample Diluent:  20μl 

serum + 180μl diluent.  Mix well by gentle pipetting. 
2. Add 125μl of the serum dilution into the round window. 
3. Read the result at 10 minutes. 
 

RESULT INTERPRETATION 
 

 
NEGATIVE test result if a blue CONTROL (C) line only appears 
in the result window: 

 

 

 

 

 
 

 

 
 

 

POSITIVE test result if a blue CONTROL (C) line and pink TEST 

(T) line appear in result window (colour intensity may vary):  
 
 
 
 
 
 
 
 
This indicates that IgA, IgG or IgM antibodies against tissue 
transglutaminase have been detected in the blood sample 
and there is a high probability of an existing coeliac disease. 
 
The patient should be referred to their doctor for a final 
diagnosis and to discuss treatment options. 

 
 
 

INVALID test result if the blue CONTROL (C) line is missing, 
broken or irregular: 
 

 

 

 
 

 

 

 
This could occur if the test procedure was not followed 
correctly, the incorrect amount of sample was added or the 
reagents had deteriorated.  REPEAT THE TEST. 

 
 
Note: Lines that appear after 10 minutes have no diagnostic 

value and should be disregarded. 
 

PROCEDURE LIMITATIONS 
• This is a qualitative test; when the result is reported, no 

quantitative interpretation should be made with respect to the 
intensity of the TEST line.  

• Test results should be used together with other information 
available from the patient's clinical evaluation and other 
diagnostic procedures. 

• It is important to add the correct amount of blood.  

• It is important to control the reaction time. If the reaction time 
is less than 10 minutes, samples containing antibody levels at 
the limit of sensitivity will not be positive.  If the reaction time is 
longer than 10 minutes, the test sensitivity will be altered and 
erroneous interpretations may result. 

 

STORAGE 
The Coeliac Screen™ kit must be stored at 2 - 8ºC.  The expiry date is 
printed on the box. 

 

SENSITIVITY AND SPECIFICITY 

Evaluation Sensitivity Specificity 

1 89% 92.5% 

2 99%   99% 

3 94% 100% 

Overall 94% 97% 

Evaluation data held on file at Cambridge Nutritional Sciences 

 

HOOK EFFECT 
Positive samples (sera and whole blood) were tested without 
observing any decrease in intensity of the positive signal in the case 
of higher content in anti-tTG immunoglobulins. Therefore, no hook 
effect was observed. 

 

INTERFERENCE SUBSTANCES 
Interference substances that are likely to be present in blood were 
added to a diluent and sensitivity curves performed. None of the 
following substances were found to affect the test performance: 
 

Substance Initial Concentration Diluent Final Concentration 

Aspirin 50 mg/ml Ethanol 2.5 mg/ml 

Caffeine 10 mg/ml Water 0.5 mg/ml 

Ibuprofen 8 mg/ml Water 0.4 mg/ml 

Ethanol 500 mg/ml Water 50 mg/ml 

Folic acid 0,4 mg/ml Water 0.02 mg/ml 

Nicotinic acid 20 mg/ml Water 1 mg/ml 

Haemoglobin 15 mg/ml Water 0.75 mg/ml 

hCG 250,000 mIU/ml Water 500 mIU/ml 

EDTA 20 mg/ml Water 1 mg/ml 

Sodium citrate 0,2 M Water 0.01 M 

Heparin 500 mg/ml Water 50 mg/ml 
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