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Combined study ferrgastric and CRC

» To prove the benefit of H.pylori eradication in
. reducing gastric cancer-caused mortality, also
_,,P tential of I usein gutmi following the development of atrophy

Lesting » To prove the rationale for pepsinogen/GastroPanel
; testing to select target population for endoscopy in
reducing gastric cancer-caused mortality

Multicentric randomized study of H. pylori eradication and

pepsinogen testing for prevention of gastric cancer mortality » To search new biomarkers for gastric cancer
screening (cancer autoantibodies, volatiles)
NIVERSITATE Marcis Leja » Address the rationale of risk stratification and
‘ October 23, 2015 follow-u P

8th Meeting of the Exper Group ‘FIT for Screening’

Invitation to participate in the study (age 40-64 years at inclusion)

Participant information sheet/ Signed informed consent form
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Follow-up with upper endoscopy of atrophy positive cases
according to the MAPS guidelines
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End-point: gastric cancer-caused mortality at 15 years (or until difference is revealed)
Intermediary control - phone call every § years (or alternative communication)

The current status

Study overview (October 22, 2015)

First screenee in — October 9, 2013
Recruitment at the 1st site completed — April 28, 2014
Recruitment at the 2nd site completed — August 31, 2014
: Al o Enrolled 3213
Recruitment at the 3rd site completed — May 31, 2015 5
Current statistics as per — October 22, 2015 Upper endoscoples 863
FIT positivity 5.7%
Group 404 459 S" 55-59 ee‘ ln\ Colonoscopies 119
Eradication therapy 617
delivered
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FIT buffer for microbiota

Study overview (October 22, 2015), cont.

H.pylori positive (serology) 68.5% y
OLGIM IlI-IV* 3.92% [ K
LGD* 5.86% =i «

Indefinite for dysplasia* 3.14% \/

Adeno Ca* 0.39%

* - of the performed endoscopies

Sample collection

Sterile specimen collection system

fresh stool sample)

Sample
homogenization

Weighted Unifrar Distance fram origin

Mechanical homogenization
with sterile spatula
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*Transfer of baseline sample aliquot (at 30 minutes following defecation)

**Exposure of a sample aliquots (OC-Sensor tube and Standard stool collection tube) to a certain
temperature for 1,2, 7 and 14 days; following frosting of sample aliquots after according incubation time

***Exposure of a sample aliquots ((OC-Sensor tube and Standard stool collection tube) to a +4°C and +20°C

for 2 days; following frosting of sample aliquots

Faecal reference

2 days +20° C

14 days +20° C




