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ImmunochemicaFaecaloccult blood tests

Sangue Occulto

4.2 Immunochemical tests have improved test characteristic§ ==

compared to conventionajuaiacbased tests

Theyare analytically and clinically more sensitive and
specific, their measurememan beautomated and the use
can adjust the concentration at which a positive result is < ==

reported.

Immunochemical tests are currently the test of choice foi
population screeninghowever,individual device
characteristics including, ease of use by the participant ¢
laboratory,suitability fortransport, sampling reproducibilit:
and sample stability are all important when selectihg
IFOBTmMost appropriate for an individual screening
programme (Il - A).Sect 4.2.5; 4.2.7;
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WEO World Endoscopy Organization
Colorectal Cancer Screening Committee

Warld Endoscopy
Organization

Expert Working Group — ‘FIT for Screening’

Short Discussion Document No. 1 — FIT Standardisation

Prepared by: Prof Stephen Halloran and Dr Michelle Young, Bowel Cancer Screening Programme
Southern Hub, Guildford, UK (e-mail: s.halloran@nhs.net)

1. Case for change

Nomenclature — We need to agree and adopt common ‘nomenclature’ for FIT technology because
the many names and abbreviations used are confusing and, in some cases, inaccurate.

« iFOBT, FIT, FIT'™ QFIT, QIFIT, QtFIT™

* Immunochemical faecal occult blood test, immunological faecal occult blood test, faecal
immunochemical test, iImmunohistochemical test

o Qualitative, semi-quantitative, quantitative FOBT/FIT

Standardised analytical information — The EWG identified 47 distinct FIT products currently on the
international market. It is not possible to determine with confidence:
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(( WEO World Endoscopy Organization
Colorectal Cancer Screening Committee

Warld Endoscopy
Organization

Expert Working Group - ‘FIT for Screening’

Short Discussion Document No. 2 — FIT Reporting Units

Prepared by:

Callum G Fraser, Centre for Research into Cancer Prevention and Screening, University of Dundee,
Ninewells hospital and Medical School, Dundee DD1 95Y, Scotland (e-mail: callum.fraseri@nhs.net)

1. Case for change

Faecal immunochemical tests (FIT) for haemaoglobin are replacing traditional guaiac faecal occult
blood tests (gFOBT) in population screening programmes. However, the many available FIT differ with
regard to a number of key factors. In particular, the methods for sampling, the mass of faeces
collected, and the volume and characteristics of the buffer used in the sampling device differ among
FIT. This makes comparisons of analytical and clinical test performance characteristics difficult. FIT
results may be expressed as the haemoglobin concentration in the sampling device buffer and,
sometimes, albeit rarely, as the mass of haemoglobin per mass of faeces. The current lack of
consistency in units for reporting haemoglobin concentration is particularly problematic because
apparently similar haemoglobin concentrations obtained with different FIT devices can lead to very
different clinical interpretations. This also makes selection of the best test for a programme difficult.
These considerations apply to both qualitative and quantitative FIT.
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Worll Endosconu Colorectal Cancer Screening Committee
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Expert Working Group — ‘FIT for Screening’

Short Discussion Document No. 3 — Stability of haemoglobin

Prepared by: Prof Stephen Halloran, Dr Helen Seaman and Dr Michelle Young,
Bowel Cancer Screening Programme Southern Hub, Guildford, UK (e-mail: s.halloran@nhs.net)

1. Case for change

The application of faecal samples to absorbent paper and drying before analysis confers relative
stability upon haemoglobin (Hb) in faeces (Young, 1996) and therefore upon guaiac occult blood tests

(gFOBT).

gFOBT detect the presence of the chemically robust iron-containing pyrrole ring, the haem component
of Hb. Faecal immunochemical tests for Hb (FIT), clinically superior tests, detect the protein globin in
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(r WED World Endoscopy Organization

Colorectal Cancer Screening Committee
Waorld Endoscopy

Organization

Expert Working Group (EWG) — “FIT for Screening’

Short Discussion Document No. 4 — Internal Quality Control
& External Quality Assessment

Prepared by: Callum G Frazer, University of Dundee, Ninewells Hospital and Medical School,
Dundee DD1 95Y, Scotland (e-mail: callum fraser@nhs net)

1. Reasons for change

+  To ensure acceptable international analytical performance in CRC screening.

#  To enable zcreening programmes to provide evidence that analysis i= of adequate quality.

+  To enable and encourage publications that describe the use of FIT to include standardized
information about analytical performance and quality.

2. Proposed solution

{a) Standardised units of reporting. Subject to a separate discuzsion document.
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Expert Working Group — ‘FIT for Screening’
Short Discussion Document No. 5

A Standard for Faecal Inmunochemical TesTs for Haemoglobin Evaluation Reporting
(FITTER)

A standard and check-list endorsed by the Colorectal Cancer Screening Committee, World
Endoscopy Organization, for those preparing, reviewing and editing manuscripts on studies using
Faecal Immunochemical Tests for haemoglobin (FIT).

Callum G Fraser,’ Stephen P Halloran,” James E Allison® and Graeme P Young.*
'Centre for Research into Cancer Prevention and Screening, University of Dundee, Scotland, UK.

“NHS Bowel Cancer Screening Programme, Southem Hub, Royal Surrey County Hospital NHS Foundation Trust and
University of Surrey, Guildford, Surrey, UK.

*Division of Gastroenterology, University of California San Francisco, San Francisco, California, USA.

* Flinders Centre for Innovation in Cancer, Flinders University of South Australia, Bedford Park, Australia.

Introduction
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Short Discussion Document No. 6 — Quantitative FIT Procurement

Prepared by: Prof Stephen Halloran, NHS Bowel Cancer Screening Programme Southern Hub,
Guildford, UK (e-mail: s.halloran@nhs._net).

Quantitative FIT Device Procurement

The first section is a checklist to be used to help in the preparation of FIT procurement.

The second section is a series of recommendations that describe the information that should be
requested from any company submitting a proposal to supply FIT.

Whilst the document has been developed primarily to aid the effective procurement of sample
collection and measurement devices, it describes other facilities and services that might form part
of a ‘system’ procurement.

Definitions

1. Sample collection device — test kit as used by the invitee/participant.
2. Measuring device — analytical instrument and ancillary reagents and consumables as used by
the laboratory.
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FIT REALIZED BY GENERAL PRACTITIONER IN CZECH - 2014

QUESTIONNAIRE

FOR PRACTITIONERS _ 0
n =522 SRASACL Laboratory FIT 7.5%

' POCT FIT 23.5%

Qualitative FIT 66% - 13 different methods - rapid tests

Kral N., Seifert B., Korcova M.: Variability tests for occult blood used by general

practitioners in screening for colorectal cancer in the Czech Republic.
Gastroent Hepatol 2015 69(3): 255-258




Azienda

(P StatoR S f {;: GEQNEIr&pa

—

 » ST ~
FIRST FACULTY OF MEDICINE .,/ W8 Bl &
CHARLES UNIVERSITY IN PRAGUE e & < gy

=

April 2016 ug/g Data from cycle FOB 2016-01 Eiken OC-Sensor
Sentinel FOBGold

FOB Gold analysis
sample A- 50 pg/g |
sample B - 140 ng/g

: OC-Sensor analysis
ﬁ& sample A - 30 pg/g

+ + sample B - 80 ug/g
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"Kocna P, Zima T,, Budina M., Ichiyanagi T.: External Quality Assessment (EQA) |
for Quantitative Fecal Blood in Stool (FIT). Biochimica Clinica, 2013, 37, 423
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These are OC-SESNOR dedicated automatic analysers, more than 1,200 facilities over the world.
Six years after releasing the first generation of automatic analyser, we started External Quality

Assessment service, which is named EQCS.

EIKEN started quality control service for (:C-SENSCOR users of Japanese domestic customer from 1995
and now it is expanding for international customers. Its aim is to offer an external quality assessment service
to report customers relative positions of their measurements.

At each facilities working OC-SESNOR series analysers, 2 samples are measured 3 times on a day,

for 2days. 6 imes in total. And the results written on report forms are sent back to Eiken.

SEKK is EQA/PT provider accredited according to IS0 17043, SEKK started in 1996 and currently operates in
Czech and Slovak Republics and offers EQA progmmmes in the fields of dinical chemistry, haematology, immunology,
nudear medicine, transfusion medicine, and pathology. The 5 year history of statistical evaluations of all EQA rounds 1
5 freely available at A

SEKK is full member of EQALM organisation and dosely cooperates with other EQA providers (e.g. RfB -
Gemany, ECAT - The Netherlands, UK NEQAS - Great Britain).

In 2008, we started to use liquid samples for this Extemnal Quality Assessment progrmam and 5D values are
lower in 2008 than 2007 when lyohilised samples were used. This means liquid control can reduce
variation due to human manipulations.



