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• 3 in 4 cases are undiagnosed.

• Poor QoL in those undiagnosed.

West et al. Am J Gastroenterol 2014; 109:757–768



We will cover:

• The commercially available POCTs 

• The evidence for POCTs

• The role of POCTs in different settings and 
clinical presentations



• Surgeons

– Median biopsies = 2

– Diagnostic yield 3%

Are we taking biopsies in the right 
patients?

• Physicians

– Median biopsies = 3

– Diagnostic yield 7.1%

• Nurse endoscopists

– Median biopsies = 4

– Diagnostic yield 6.7%

• N=1423 multicentre study in the UK

• 12.4% new cases had a previous OGD without biopsies in the past 5 
years- missed window of opportunity!

• Only 40% adherence to guidelines of taking a minimum of 4 
biopsies

Mooney PD et al Gut suppl 2014



They’re not always this obvious!



Who needs a duodenal biopsy?

Hopper AD, et al. BMJ. 2007 7;334(7596):729-33.

100% sensitivity and NPV in detecting CD!



But it did not change clinical practice!





Biocard: IgA-TTG 
(ANI Biotech)

Celiac Quick Test: 
IgA/G/M-TTG (Biohit)

Simtomax: IgA/G-DGP 
(Augurix/Tillotts)

XeliacTest Pro: IgA/G-TTG 
(Eurospital)

Commercially available POCTs



Simtomax- IgA/IgG DGP POCT



Biocard studies

Test Ref Country Year n Population Sensitivity Specificity Study Limitations

Biocard

Korponay

-Szabo

Hungary

and 

Finland 2005 165* Paediatric 97.4% 97.6%

Antibody neg. without GI symptoms not biopsied

Biocard

Nemec

Italy 2006 151

Adult / 

Paediatric 90.2% 100.0%

Only positive POCT biopsied

Biocard

Raivio Hungary

and 

Finland 2006 150 Paediatric 95.5% 97.1%

Compared to serology only

Biocard

Korponay

-Szabo Hungary 2007 2676 Paediatric 78.1% 100.0%

Only positive POCT biopsied

Biocard
Raivio

Finland 2007 43 Adult 91.7% 78.9%
High pre-test probability (CD 56%)

Biocard

Kotze

Brazil 2009 254

Adult / 

Paediatric No data given

Only positive POCT biopsied

Biocard

Pichler

UK 2011 196

Adult / 

Paediatric No data given

Only positive POCT biopsied

Biocard

Alarida

Libya 2011 2920 Paediatric

19/ 50 +POCT patients 

had biopsy confirmed CD. 

4 –POCT patients had CD

Not all patients tested with standard serology.

Only positive POCT/serology biopsied

Biocard

Popp

Romania 2013 148

Adult/ 

Paediatric 92.3% 100.0%

Compared to EMA only

Biocard

Singh

India 2015 Paediatric 83.6% 90%

Large number of negative serology patients were 

not biopsied



Biocard sensitivity: 70%!

Measure Sensitivity%,

(CI)

Specificity %, (CI) PPV % (CI) NPV % (CI)

Biocard 70.1 96.6 85.4 91.8

EMA 83.3 97.5 90.7 95.4

TTG 91.0 83.5 61.3 96.8



Head to head trial of POCTs



POCT in the community

Location No. of POCT 
undertaken

No. of + POCT

London 67 16 (24%)

Leeds 66 10 (15%)

Cardiff 101 19 (19%)

Location No. of POCT 
undertaken

No. of + 
POCT

BSG 2014 245 9 (3.7%)



Case finding in primary care

Target population with 
symptoms and risk factors:

Irritable bowel syndrome

Anaemia

Family history of coeliac 
disease

Malabsorption or diarrhoea

Fatigue

Thyroid or diabetes

Weight loss, short stature, 
failure to thrive

Other (epilepsy, infertility, 
abnormal blood test, 
arthralgia)

Study Year n= Studied population CD 
prevalence 

Hin 1999 1000 Central England 3%

Sanders 2003 1200 S. Yorkshire, UK 3%

Berti 2006 1041 Italy 2.08%

Catassi 2007 976 North America 2.3%

Increased case detection



Using POCT in pharmacies



Simtomax sensitivity comparable to 
serology in low prevalence population

Measure Sensitivity%, (CI) Specificity %, (CI) PPV % (CI) NPV % (CI)

Simtomax 78.8 (78.3-79.2) 85.0 (84.9-85.1) 21.5 (21.3-21.7) 98.7 (98.69-98.75)

EMA 72.7 (72.2-73.2) 99.5 (99.51-99.54) 88.9 (88.5-89.3) 98.6 (98.57-98.62)

TTG 75.8 (75.3-76.2) 93.1 (93.0-93.1) 36.2 (35.9-36.6) 98.7 (98.6-98.7)

• GI symptoms = 667

• Exclusion criteria: referred with +EMA, previous VA, known CD, on a GFD, self-
reported gluten sensitivity

• CD prevalence 4.95%



Simtomax for differentiating between 
NCGS and CD

Measure Sensitivity%, (CI) Specificity %, (CI) PPV % (CI) NPV % (CI)

Simtomax 100 80.6 (80.2-81.1) 40.0 (39.0-41.0) 100 

EMA 75.0 (73.6-76.4) 96.8 (96.6-97.0) 75.0 (73.6-76.4) 96.8 (96.6-97.0)

TTG 75.0 (73.6-76.4) 87.1 (86.7-87.5) 42.9 (41.7-44.0) 96.4 (96.2-96.6)

11.4%
11.4%

77.1%

Self-reported gluten 
sensitivity n=35

CD n=4

Potential
CD n=4
NCGS n=27

CD prevalence 11.4%



Assessing for remission

Symptom assessment

GFD adherence score

Serological response

Dietetic evaluation

Duodenal 
biopsy



Simtomax for predicting 
histological remission

Surrogate marker Sensitivity%, (CI) Specificity %, (CI) PPV % (CI) NPV % (CI)

Simtomax 78.8 (78.5-79.2) 55.9 (55.6-56.2) 50 (49.7-50.3) 82.5 (82.2-82.8)

TTG 51.9 (51.5-52.4) 80.6 (80.4-80.9) 60 (59.5-60.5) 75 (74.7-75.2)

EMA 36.5 (36.1-37.0) 83.9 (83.6-84.1) 55.9 (55.3-56.4) 70.3 (70.0-70.5)

GFD adherence

score

23.1 (22.7-23.4) 82.8 (82.6-83.0) 42.9 (42.3-43.4) 65.8 (65.5-66.1)

• Known CD on a GFD= 145

• Persistent VA =52 (36%)



POCT cost saving in IDA

Sensitivity%, (CI) Specificity %, (CI) PPV % (CI) NPV % (CI)

Simtomax 100 82.2 (82.0-82.5) 57.8 (57.3-58.2) 100

TTG 96.2 (95.9-96.4) 91.5 (91.3-91.7) 73.5 (73.1-74.0) 99.0 (98.9-99.0)

EMA 84.6 (84.2-85.1) 99.1 (99.0-99.1) 95.7 (95.4-95.9) 96.4 (96.3-96.5)

N=133 patients with iron deficiency attending endoscopy

Departmental cost saving of £3690 /100 gastroscopies 

Multicentre 934 IDA patients: serology 
available in 33.8% only



Conclusion

• POCTs: promising role to increase CD 
detection

• The most sensitive POCT: Simtomax

• Case finding tool in primary and secondary 
care

• Cost saving in endoscopy
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