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1. The Faecal Immunochemical Test

Lower Gl tract symptoms are relatively non-specific for colorectal cancer (CRC); approximately 97% of
patients referred urgently for colonoscopy due to concerning symptoms will not have CRCY2
Endoscopy workload, in particular colonoscopy, is rising by approximately 5-10% per year and this, in
conjunction with fixed endoscopy capacity, has led to significant colonoscopy waiting lists.

Faecal immunochemical tests (FITs) for haemoglobin (Hb), the main component of blood, are specific
for intact human Hb and its early degradation products.® FIT does not require dietary restriction, is
specific to lower gastrointestinal (Gl) cancers as upper Gl enzymes degrade human globin, and is less
affected by concomitant medication use than the guaiac method to detect faecal occult blood
(gFOB).*® Quantitative FIT detects the globin component of haemoglobin (Hb) by immunoassay and
can reliably measure the faecal Hb concentration (fHb). Elevated f-Hb levels suggest significant
colorectal pathology, especially colorectal cancer. Patients can complete a FIT test in their home and
send the test to a lab for analysis. This not only meets the need to move care out of the acute hospital
but also increases access to care closer to home, in alignment with Slaintecare.

BowelScreen, the national colon cancer screening service, provides a FIT-based population screening
programme for asymptomatic individuals between the ages of 59 and 69. The current BowelScreen
FIT threshold is 45 ug/g (225 ng/mL) .

Key messages

FIT can be used to prioritise patients for investigation, as colorectal cancer and other serious bowel
disease is more likely at higher f-Hb concentrations.

FIT should be incorporated into the care pathway for patients being referred for colonoscopy,
including patients with high-risk symptoms.

Access to FIT in primary care aligns with the aims of Slaintecare.

Robust systems and clinical governance are required to ensure FIT testing and follow up are performed
in a timely fashion.

Appropriate and effective follow up is required for patients who do not return a FIT or who have a
negative FIT with persistent or worrying symptoms.

FIT should not be used for screening asymptomatic patients in the primary care setting.




2. New referrals for colonoscopy

FIT testing can support clinical decisions making within primary care, to allow cases with a higher pre-
test probability of significant Gl diagnosis, such as colorectal cancer, high-risk adenomatous polyps or
inflammatory bowel disease, to be prioritised for an endoscopy procedure.

There is a significant body of clinical research supporting the diagnostic accuracy of FIT in symptomatic
patients utilising a range of thresholds.®° The most used fHb threshold is 10 pg Hb/g (50 ng/mL).

FIT is suitable for patients with low-risk symptoms as a first diagnostic step (rather than automatically
scheduling a patient for a colonoscopy) and should also be considered for patients with high-risk
symptoms depending on local resources.

In 2017 the National Institute for Health and Care Excellence (NICE) in the UK recommended (DG30)
FIT use in primary care to guide referral for suspected colorectal cancer in people without rectal
bleeding who have unexplained symptoms but do not meet the criteria for a suspected cancer referral
as outlined in NG12.'' This would equate to our routine patient cohort. The positive FIT result
threshold is 10 pg Hb/g of faeces. Subsequently the NICE Suspected cancer: recognition and referral
guidance (NG 12), which was updated in 2021, recommended using FIT for patients without rectal
bleeding who do not meet the urgent referral criteria.?

In the UK NICE FIT Steering Group study of approximately 9800 symptomatic individuals referred for
colonoscopy, comprising a mix of predominantly high risk patients (75% medium/high risk, 25% low
risk by NG12 criteria), colorectal cancer was detected in 3.3%.'® The FIT positivity rate was 19% and
the positive predicate value (PPV) of a FIT >10 pg Hb/g for colorectal cancer was 16% but more
importantly the negative predictive value (NPV) was 99.6% - risk of colorectal cancer was 0.4% in those
patients with a fHb <10 pug Hb/g faeces. The NPV for other significant colorectal pathology was also
>95%; 97% for IBD and 97% for high-risk adenomatous polyps. The authors proposed that FIT should
be used in primary care as a triaging tool for low-risk symptoms before referral to secondary care and
that this strategy should be expanded to include all symptomatic patients.

The Fast Track FIT study which evaluated 5,040 patients undergoing colonoscopy, CTC or colorectal
telephone assessment pathway showed a colorectal cancer risk of 0.5% in those with fHb <10 ug Hb/g
faeces. * In a study of 4000 patients by Johnstone et al., a FIT <10 ug Hb/g, together with a normal
Hb level, had a NPV for colorectal cancer of 99.96%. 4

Patients with symptoms meeting NICE criteria and a negative FIT result (<10 pug Hb/g) had less than
0.5% chance of colorectal cancer; a very low risk, but it is important to stress that the risk is not zero.
Colonoscopy is the gold standard test; however it is associated with an interval cancer rate of 0.6% in
patients under surveillance and a miss rate of 11.0% for advanced adenomas and up to 26% for all

adenomas.>V’

A recently published study of real world follow up of FIT negative patients referred to a rapid access
clinic in the UK demonstrated a similar NPV for FIT —8 CRCs were detected amongst 1299 patients FIT




negative (<10 pg Hb/g) patients seen over a three year period.!® Similarly in a retrospective review of
622 patients referred on a 2 week-wait pathway and seen in a FIT negative clinic in the UK, Nigam et
al reported a single CRC diagnosis which was made 27 months after the negative FIT result.’®

The Association of Coloproctology of Great Britain & Ireland (ACPGBI) in conjunction with the British
Society of Gastroenterology (BSG) published guidelines in 2022 for the use of FIT in patients with lower
Gl tract symptoms concerning for colorectal cancer.?’ The guidelines support the use of FIT for
symptomatic patients being considered for referral for an urgent colonoscopy. The guidelines also
recommend the use of FIT in primary care for patient with iron deficiency anaemia to determine
referral urgency.

In 2023 NICE updated its FIT recommendations to include patients with high-risk symptoms.?* The
updated guidance recommended the use of FIT to guide referral for suspected colorectal cancer in
adults with the following symptoms or signs:

with an abdominal mass, or

e with a change in bowel habit, or

e with iron-deficiency anaemia, or

e aged 40 and over with unexplained weight loss and abdominal pain, or

e aged under 50 with rectal bleeding and either of the following unexplained symptoms:
o abdominal pain
o weight loss, or

e aged 50 and over with any of the following unexplained symptoms:
o rectal bleeding
o abdominal pain
o weight loss, or

e aged 60 and over with anaemia even in the absence of iron deficiency

e Patients with a rectal mass, an unexplained anal mass or unexplained anal ulceration do not
need to a FIT initially

In line with the updated ACPGBI & BSG guidelines and the updated NICE recommendations, the HSE
Endoscopy Programme endorses the use of FIT in primary care prior to considering referral for
colonoscopy in people presenting with signs or symptoms suspicious of colorectal cancer. While
access to FIT in the primary care setting has been established in England, Scotland, Wales and
Northern Ireland, it is not widely available in primary care in Ireland.?#?*2425 The Northern Irish and
Welsh models are a suitable template as they utilises a central testing lab, similar to BowelScreen and
the current FIT testing being performed by endoscopy services in secondary care in Ireland.??®

The HSE Endoscopy Programme does not endorse the use of FIT for screening asymptomatic patients
in the primary care setting.




3. Safety netting

Patients with a negative FIT test and low-risk symptoms and a normal Hb could be followed up in
primary care or if ongoing concerns be referred to local endoscopy services. Patients should not be
excluded from secondary care assessment and/or endoscopy based on FIT testing alone.

At any threshold, FIT alone is not a 'rule out' test for colorectal cancer. Appropriate and effective follow
up (safety netting) is required for patients who do not return a sample or who have a negative FIT with
persistent or worrying symptoms.

Safety netting can include specific follow up advice for the patient and GP, outpatient clinic review,
repeat FIT or alternative investigations such as capsule endoscopy or CT scan. Endoscopy units should
consider if patients need additional help, information or support to return their sample.

4. Summary

e FIT should be available to all General Practices to support the assessment of people presenting
with signs or symptoms raising the suspicion of colorectal cancer, as an adjunct to clinical
assessment and appropriate blood tests (e.g. FBC, ferritin).

e FIT is not recommended for screening asymptomatic patients in the primary care setting.

e Primary care clinicians are encouraged to request a serum Hb and investigations for iron
deficiency anaemia where anaemia is reported by their local laboratory.

e The healthlink endoscopy referral form is being updated to include details of FIT and relevant
lab results.

e FIT should be offered to symptomatic patients even if they have previously had a negative FIT
result through the BowelScreen programme.

e In line with BSG guidance, the Endoscopy Programme recommends that patients with a fHb
>10 pg Hb/g (=50 ng/mL) should be prioritised for colonoscopy.

e Robust systems and clinical governance must be in place to ensure FIT testing is performed
and followed up in a timely fashion.

e If the primary care service does not have access to FIT or the patient has not returned a FIT,
endoscopy services will triage the referral, and may arrange for the patient to undergo a FIT,
as per their local pathway.

e Patients should not be excluded from secondary care assessment and/or endoscopy based on
the FIT result alone.

e Access to FIT in primary care aligns with the aims of Slaintecare.




Figure 1: FIT kit
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