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Faecal Immunochemical Testing (FIT) in the Lower GI Pathway

Introduction

What is the Faecal Immunochemical Test and how does it work?
The FIT test should not be regarded as a diagnostic tool but an effective and reliable means of stratification. 
The FIT (Faecal Immunochemical Test) is a stool test which can help to inform the clinical management of patients presenting with ‘suspicious of cancer’ lower GI symptoms, by enabling risk stratification of the likelihood of serious underlying colonic pathology.
It uses specific antibodies to detect minute amounts of human blood in the faeces and is a more definitive indicator of colorectal cancer than any other type of stool test. Since significant colorectal pathology is often associated with bleeding, blood in the stool can be an indication of colorectal abnormalities – warranting referral and further investigation. 

FIT analyses the presence of human blood in faeces from higher up in the large intestine than might be attributable to anorectal disease and is hence, an appropriate indicator for patients presenting with fresh rectal bleeding that is frequently caused by benign, anorectal findings. It is always vital to undertake digital rectal examination in patients presenting with rectal bleeding.

What is the benefit of using FIT in the lower GI ‘suspicious of cancer’ pathway?
“Comprehensive use of FIT in NG12 patients is critical to improving bowel cancer survival in England, ensuring patients on the lower GI pathway can be diagnosed promptly and using our available colonoscopy capacity in the most effective way. Waits on the lower GI pathway have lengthened more than for any other tumour group since the COVID pandemic. In parallel, we know that around two thirds of lower GI referrals have not had a recent FIT test, despite 80% of symptomatic patients who undergo a FIT having a ‘negative’ result below threshold (fHb <10μg Hb/g). The risk of colorectal cancer in those with a result below threshold, a normal examination and full blood count is <0.1%. This is lower than the general population risk.
This presents a significant opportunity for change. By fully implementing the use of FIT in the symptomatic lower GI pathway we will be able to spare patients unnecessary colonoscopies, releasing the capacity to decompress the symptomatic lower GI pathway and ensure the most urgent symptomatic patients are seen more quickly”. Additionally, we will spare patients the emotional anxiety associated with hospital referrals, especially when on a ‘suspicious of cancer’ pathway.
(NHSE Publication Ref: PR2005_i October 2022. Letter to Primary Care ‘Using FIT in the Lower GI pathway’)


What is the latest guidance and how is this being adopted into the lower GI ‘suspicious of cancer’ pathway in SYB?
The initial inclusion of FIT in to the SYB lower GI ‘suspicious of cancer’ pathway was introduced in 2020 in line with national guidance related to the COVID response. At that time, patients presenting with rectal bleeding were excluded from the FIT eligibility criteria and the ‘negative’ FIT threshold was <4.

In July 2022, the British Society of Gastroenterology updated its guidance on the use of FIT in the LGI ‘suspicious of cancer’ pathway, introducing revised management thresholds and advocating FIT utilisation for ALL patients except those presenting with rectal mass/anal mass +/- ulceration.
This approach is advocated by the National Cancer Programme and represents NICE accredited, evidence-based guidance.
The network wide SYB Lower GI Cancer Clinical Delivery Group approved the adoption of the revised BSG Guidance into the pathway on the 2nd September 2022.

Work has been undertaken to revise the SYB lower GI 2-week wait referral form in accordance with the guidance update, with associated revisions also made in the Primary Care decision support tool – CtheSigns.


How should FIT be used in the Lower GI ‘suspicious of cancer’ pathway pre-referral?
1. A FIT should be undertaken for all* patients presenting to primary care with ‘suspicious symptoms’ (NG12) prior to instigation of referral (*excluding rectal/anal mass +/- anal ulceration - these patients do not require FIT and should be referred without delay on the LGI ‘suspicious of cancer pathway’.)
2. The FIT result should be reviewed by the Primary Care clinician to inform onward management and potential need for referral or investigation:
 
a) FIT result above threshold ≥ 10 μg Hb/g 
· Refer via lower GI ‘suspicious of cancer pathway’. 
The FIT result should be included on the referral form to enable timely triage and instigation of appropriate diagnostic investigations in secondary care.

b) FIT result below threshold < 10 μg Hb/g, plus normal full blood count but with ongoing clinical concerns
· Pursue Advice and Guidance routes to inform next steps – RECOMMENDED

Alternatively, the patient can be referred on either a routine or urgent, non-colorectal cancer pathway.

c) FIT result below threshold < 10 μg Hb/g, plus normal full blood count and no ongoing clinical concerns
· Manage in Primary Care or refer on alternative pathway.
Those patients not referred should be appropriately safety netted, ideally with the following components considered:
· Patient is given clear information about who to contact should they develop worsening or new symptoms
· Use of Advice and Guidance to inform the care of patients with persistent or troublesome symptoms
· Utilisation of repeat FIT after 4 weeks if on-going clinical concerns. A recent study shows patients with 2 x FIT below threshold (< 10) have a <0.04% risk of colorectal cancer
· If appropriate, and for subsequent concerns of underlying cancer – refer to a non-specific symptom pathway (available in all localities in SYB)


What if the patient does not return their FIT sample?
Patients should be provided with advice on the importance of completing a FIT test. 
Cancer Research UK has developed resources: https://www.cancerresearchuk.org/sites/default/files/fit_symptomatic_patient_leaflet_final.pdf
to support clinicians deliver this message. It is also recommended that text message reminders are built into the pathway to encourage patients to complete and return their FIT kit. To note: when requesting FIT, sending the FIT AccuRx template to the patient will automatically result in a text reminder being sent 3 days later. Some GP practices are utilising administrative or Cancer Champion/Co-ordinator roles to liaise with patients and ensure FIT tests are completed and returned in a timely way.

What if the patient is unwilling or unable to provide a FIT sample?
Providing a FIT sample is considerably easier and less risky for the patient than the prospect of an invasive colonic investigation. Remember, 80% of symptomatic patients will have a FIT result below threshold and may not need any colonic investigation at all.
Patients should be given clear explanations and information about the FIT test including the benefits and risks, to make an informed decision. This may need to include information about potential endoscopic tests.
If the patient remains unwilling or unable to provide a FIT sample and has NG12-compatible symptoms, the patient should be referred to secondary care via the Lower GI ‘suspicious of cancer’ pathway.

How soon should I receive the FIT result and who should I contact if it is not back within 10 working days? 
On average, FIT results are usually available within 7 – 10 days of receipt.
The GP decision support tool – CtheSigns – will enable you to readily identify patients with a pending FIT test (if included on to the dashboard) in order that appropriate action can be taken if the result has not come back in a timely way. If the result is not back within 10 workings days, it is advisable to contact the patient to determine that the sample was sent and/or the Sheffield laboratory to determine whether the sample was viable. 

CASE EXAMPLES

What about patients meeting NICE NG12 high risk criteria but with FIT<10?
A patient with abdominal symptoms and FIT<10 has a 99.6% chance of NOT having CRC (negative predictive value - this is approximately the risk in the general population). Therefore, a benign condition is far more likely an explanation for the patient’s gastrointestinal symptoms. Symptoms such as abdominal pain or weight loss may be caused by conditions arising outside the bowel and the patient may be more suitable for an alternative investigation. 

However, if a patient’s FIT result is below threshold (< 10) but there remains a significant clinical concern of underlying malignancy, Primary Care Clinicians should consider the following options:
· Pursue Advice and Guidance routes to inform next steps - RECOMMENDED
· Refer anyway, by an alternative (i.e. non-Lower GI) ‘suspicious of cancer pathway’ including non-site-specific cancer pathways
· Refer anyway, via a non-urgent Lower GI pathway route

How should I manage a patient under 40yrs of age with Rectal Bleeding and FIT below threshold 
< 10?
Patients < 40 yrs. with a FIT result below threshold, but with on-going rectal bleeding should be offered a repeat FIT after 4 weeks. If this second result is also below threshold < 10, the patient should be reassured.
Young patients presenting with a change in bowel habit and rectal bleeding should also undergo Faecal Calprotectin (FCP) in addition to FIT as part of their initial assessment and in accordance with the SYB Lower GI Integrated Pathway (2018).


How should I manage a patient ≥ 40yrs of age with Rectal Bleeding and FIT below threshold < 10?
Patients ≥ 40 yrs. of age with a FIT result below threshold should be reviewed after 4 weeks. If symptoms persist, but patient has normal full blood count and DRE, the patient should be referred on a non-suspicious of cancer pathway to Lower GI. 
To note: the SYB Cancer Alliance is working with ICB Elective colleagues to establish GP direct access to urgent (non 2week wait) Flexible Sigmoidoscopy, to support future management of these patients. 

How should I manage patients who present with an abdominal mass (not pelvic) in relation to FIT?
All patients presenting with an abdominal mass should undergo FIT and, if locally available, an urgent direct access CT abdo/pelvis or USS arranged (if no access to CT). However, a lower GI ‘suspicious of cancer’ referral should be generated simultaneously. 

How should I manage patients who present with Iron Deficiency Anaemia but FIT below threshold < 10?
Patients should be referred to a dedicated Iron Deficiency Anaemia or Gastroenterology/Colorectal non ‘suspicious of cancer’ pathway (subject to local availability). In the absence of any other symptoms and according to the evidence,  the risk of Lower GI or Upper GI cancer is low. Patients referred routinely should be safety netted to enable review of symptoms and early notification of any change/worsening.

	Trust
	Referral Route

	BHNFT
	Via dedicated Iron Deficiency Anaemia Pathway

	DBTHFT
	Via Gastroenterology or Colorectal

	STHFT
	Via Gastroenterology or Colorectal

	TRFT
	Via dedicated Iron Deficiency Anaemia Pathway
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