Somerset, Wiltshire, Avon and Gloucestershire Cancer Alliance
Peninsula Cancer Alliance
Transformation Funding Application

Achieving early diagnosis through the introduction of
Quantitative Faecal Immunohistochemical (qFIT) Test for
symptomatic patients - NICE criteria (NG12)
Please Note
The original bid contained two projects. The Lung Cancer Project has been removed from this version but some
elements will still contain references to this element or the bid.

South West Cancer Alliance – Transformation Funding Application: a real world example. This
funding application is an example used in the NICE diagnostic guidance for Faecal
immunochemical test to guide referral for colorectal cancer in primary care, and was not
produced, commissioned or sanctioned by NICE

Achieving early diagnosis
There is a significant drive in the SWAG Cancer Alliance to improve the number of cancers diagnosed at an early
stage – decreasing variation in access to screening and thus improving the prognosis and quality of life of those
who are diagnosed with cancer. The Cancer Alliance has identified lung, colorectal and prostate cancer as the
cancer with the largest number of patients diagnoses late (at stage 3 or 4.)
Demographics of the Alliance
The Alliance consists of 7 CCGs and 8 Acute Trusts and covers a population of 2.7 million The SWAG Alliance is
challenged with a population older than the national average from both urban and large rural communities. We
also recognise that we also have areas of high deprivation, in both urban and rural settings. These combined
present peculiar challenges.
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The South of England has already initiated a programme to review the prostate cancer pathway funded from the
National Diagnostic Capacity Fund. This will support the introduction of an MRI first pathway, in line with recently
published evidence.
Therefore the early diagnosis element of the Alliance Cancer Transformation funding focuses on targeted
improvements for early diagnosis in lung and colorectal cancers

The Colorectal Challenge
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In the Cancer Alliance
1. Colorectal cancer has the second largest proportion of cancer cases diagnosed late (stage 3 or 4) –
approximately half of all South West patients diagnosed with Colorectal Cancer were diagnosed late.
2. Nationally, 25% of colorectal cancers are diagnosed following an emergency presentation where
outcomes are poorer. Local rates vary from 21% to 28%.
3. A large proportion of patients referred via the 2 week wait pathway are receiving a diagnostic test. Finding
a better alternative test (better for patient and cheaper) would be make a significant improvement for a
large number of patients who are referred via this route currently, and for those who are diagnosed earlier
(due to improved access to the test).
Colorectal cancer is also a major contributor to cancer mortality so the potential for improving outcomes, including
one-year and longer–term survival, is great and will make a significant contribution to meeting targets for
improving overall cancer survival rates. Colorectal cancers diagnosed early are also cheaper to treat.
Current referral patterns
The Alliance has a rate of 2WW referrals for colorectal cancer that are significantly above the national average..
This may contribute to the relatively good stage at diagnosis statistic 1, but still offers the potential for significant
improvements in efficiency if a better clinical alternative to referral is implemented.
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Colorectal cancers diagnosed early; South West 48%, England 45%. PHE data for 2013
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Variation in care and outcomes
Inequalities
Significant work has been carried out with Public Health, CRUK and Healthwatch in Bristol, North Somerset and
South Gloucestershire (BNSSG).to understand local demographics in relation to deprived areas and also age and
ethnic profiles. Bowel cancer is a priority area for BNSSG based on the current poor uptake of screening and
survival rates2. Evidence shows that those areas of deprivation and with an Afro/Caribbean and Asian male
demographic are more prone to the disease along with the associated stigmas3. . In using quantitative Faecal
Immunohistochemical Test the clinician could avoid a colonoscopy which is particularly difficult for some people to
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Bowel screening uptake; Bristol 51%, England 57%. National Cancer Dashboard
BNSSSG FIT Programme Equality Impact Assessment

experience, e.g. people with learning difficulties as evidenced in the ‘Confidential Inquiry into premature deaths of
people with learning disabilities 4’ (CIPOLD). This intelligence is applicable also in the Peninsula, with its largely
rural population with centres of deprivation in Plymouth, Torbay and Exeter 5.
For these reasons improving early diagnosis in colorectal cancer is an Alliance priority. Reducing time to
diagnosis of colorectal cancers will lead to earlier interventions that extend survival and improve quality of life.
Streamlined diagnostic pathways are cost-effective and provide better patient experience. In piloting this work,
and testing it to scale across the Alliance, we hope to reduce variation in care and outcomes – raising rates of
early diagnosis of colorectal cancer across the board.
Overview / Evidence Base
In 2015 NICE6 published guidance for the management of suspected cancer. This included a recommendation to
offer a faecal occult blood test for those with low (but not ‘no’) risk of colorectal cancer. This test is not available
routinely to primary care currently in the Alliance.
The early signs and symptoms of colorectal cancer are broad and common to a number of other conditions. As a
consequence, many patients that meet the criteria for a faecal occult blood test are already being referred to
secondary care. A local audit in Devon has identified that about a quarter of patients that meet these criteria are
referred on a colorectal 2 week wait, with up to a half of all patients in the audit receiving some secondary care
referral. A simple faecal occult blood test will avoid a referral in those with a negative result. Those with a positive
result can be referred urgently, with the knowledge that the subsequent testing is appropriate.
Evidence from NICE7 indicates that
Triage using qFIT at thresholds around 10 μg Hb/g faeces has the potential to correctly rule out colorectal cancer
and avoid colonoscopy in approximately 75% of symptomatic patients and that this estimate does not appear to
vary greatly between qFIT assays. Further, the relatively high proportion of qFIT false positives observed when
the target condition is colorectal cancer may be mitigated by the detection of other bowel pathologies in these
patients; we estimate that between 22.5 and 93% of patients with a positive qFIT test and no colorectal cancer
will have other significant bowel pathologies, depending largely upon how many and which diagnoses are
included in the target condition.
NICE recommended faecal occult blood testing even if using the old Guaiac test. There is a strong evidence base
for the clinical effectiveness of quantitative Faecal Immunohistochemically Test (qFIT) 8 which demonstrates the
superiority of qFIT over Guaiac (see evaluation by NEW Devon CCG Clinical Effectiveness Team at Appendix 7).
There is also an NIHR systematic review indicating the cost effectiveness of this pathway. Evidence on the use of
qFIT in higher risk groups (generally approximating to the 2 week wait referral criteria) has demonstrated a
negative predictive value of 97% or greater. Therefore, qFIT is an acceptable, sensitive and specific method of
identifying the amount of blood in stools. The amount of blood in stool helps to work out whether someone needs
a colonoscopy.
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www.bristol.ac.uk/cipold/

Bowel screening uptake; Plymouth 61%, Exeter 56%, Torbay 62%, England 57%. National Cancer Dashboard
https://www.nice.org.uk/guidance/ng12
7 https://www.nice.org.uk/guidance/GID-DG10005/documents/diagnostics-assessment-report
8 http://www.nejm.org/doi/pdf/10.1056/NEJMoa1108895 ;
http://www.nejm.org/doi/full/10.1056/nejm199601183340304#t=article ;
http://onlinelibrary.wiley.com/doi/10.1002/1097-0142(19800315)45:5+%3C1099::AIDCNCR2820451312%3E3.0.CO;2-T/full as example
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NICE does not recommend a referral for the lower risk group, so the alternative to a qFIT test with a high negative
predictive risk value is no test. This means that patients with a false negative test are no worse off than if they had
no test at all.
Patient Compliance
We will be expecting the patients in this population to demonstrate a high rate of compliance with this test. These
assumptions are based on higher than the national average rates of bowel screening uptake across the South
West which shows that we have already have a good level of patient engagement with the concept of a faecal
occult blood test and so we anticipate that our patients will be willing to accept a GP request for them to complete
it.
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Proposal Objectives
1. The Alliance will introduce qFIT as a diagnostic test initiated in primary care as part of the clinical
pathway for suspected colorectal cancer pathway for adult symptomatic patients that meet the NICE
criteria. GPs will refer, as a 2 week wait, patients with a positive qFIT. A draft protocol of this service is at
Appendix 6.
NICE Criteria
 Aged 50 years and over with unexplained abdominal pain or weight loss
 Aged under 60 years with changes in their bowel habit or iron deficiency anaemia
 Aged 60 years and over and have anaemia – even in the absence of iron
deficiency
2. The Alliance will deliver straight to test pathways across the Alliance for all lower GI endoscopy
Delivery of Proposal
This work will be coordinated and delivered by a Transformation Taskforce, which will continue on the success of
the piloted work in engaging clinical input and leadership in the initial implementation and evaluation of the use of
qFIT. As part of this stakeholder engagement work, public and patient’s views will also be incorporated into the
design and delivery of the programme.
The initial phase of the programme will be a robust evaluation of the emerging evidence to inform exactly how FIT
is implemented in the Alliance. We acknowledge that if the evidence suggests that this intervention is not cost
neutral or better or if there remain clinical uncertainties over its use then we will need to discuss with local STPs
and the National Cancer Team how to proceed.

Deliverables
Agreed clinical protocol for the group of patients in 1.3.4 of NG12
The protocol will be explicit about which patients will and will not receive a colonoscopy on the
basis of qFIT alone. Thresholds of levels of blood in stool will be agreed, using a robust review
of NICE guidance and other evidence.
Procure qFIT test and required capital testing equipment.
Agree location of qFIT laboratory for the Alliance and commission analysis and reporting and
communication with practices..
qFIT kit available in all practices
We will introduce qFIT across the Alliance over 6 months. The feedback from the early adopter
sites and from the patient questionnaire will be used to further refine the roll-out to meet local
needs.
Written information and training events for GPs in use of qFIT
Patient information leaflet
Straight to test pathways across the Alliance for all lower GI endoscopy
Evaluation of programme
Cancer Research UK, as a member of the Alliance, will support the delivery of this bid with facilitation and
engagement activities through their team of local Facilitators. This will include support with pathway development,
help facilitating local action planning and support to practices.
Outcomes







More patients diagnosed at an early stage, across demographic, deprivation and geography
Fewer patients undergoing invasive tests unnecessarily
Improved patient satisfaction as demonstrated by both the National Cancer Patient Questionnaire and a
local patient experience survey.
Reduced cost in the suspected colorectal diagnostic pathway.
Improved diagnostic and cancer waiting times
Straight to test pathways all lower GI endoscopy

Scope
All practices and providers in the Alliance, as seen in Appendix 1.
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SWAG
The Alliance has an ambition of moving to match best CCG in England (CRUK: Saving
Lives Averting Costs) of 63% of colorectal cancers diagnosed early (at stage 1 or 2).
This programme will support achievement of 25% of the improvement required
(savings calculated accordingly).
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Peninsula
The Alliance has an ambition of moving to match best CCG in England (CRUK: Saving
Lives Averting Costs) of 63% of colorectal cancers diagnosed early (at stage 1 or 2).
This programme will support achievement of 25% of the improvement required
(savings calculated accordingly).
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SWAG
Patients who are diagnosed with cancer as an emergency have a worse prognosis
than patients diagnosed on managed cancer pathways. In England 25% of patients
are diagnosed following an emergency, with the best in England achieving 21%.
The Alliance aims to reduce emergency presentation of colorectal cancer to 20%
by March 2019 and 16% by March 2020.
Improvement from South West emergency diagnosis rate of 24% to 20% (National
Cancer Intelligence Network - Routes to Diagnosis – National Best Performance is
21% for Colorectal Cancers),
Percentage Colorectal Cancer diagnosed though Emergency Route in SWAG
CCGs 2006-2013
BANES
23%
Bristol
28%
Gloucestershire
25%
N Somerset
21%
Somerset
25%
S Gloucestershire
23%
Wiltshire
23%
England

25%

Peninsula
Patients who are diagnosed with cancer as an emergency have a worse prognosis
than patients diagnosed on managed cancer pathways. In England 25% of patients
are diagnosed following an emergency, with the best in England achieving 21%.
The Alliance aims to reduce emergency presentation of colorectal cancer to 20%
by March 2019 and 16% by March 2020.
Improvement from South West emergency diagnosis rate of 24% to 20% (National
Cancer Intelligence Network Routes to Diagnosis – National Best Performance is 21%
for Colorectal Cancers),
Percentage Colorectal Cancer diagnosed though Emergency Route in PCA
CCGs 2006-2013
Kernow
23%
NEW Devon
23%
South Devon & Torbay 23%
England
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WAG
The introduction of qFIT will reduce demand on endoscopy. The extension of nurse
support for straight to test pathways will ensure unnecessary outpatient appointments
are avoided whilst ensuring patients receive the most appropriate test or review. These
developments will also reduce cost, allowing them to be sustainably delivered.
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With this the Alliance commits to achieving the 62 day standard of 85% for
colorectal cancer at all providers.
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Peninsula
The introduction of qFIT will reduce demand on endoscopy. The extension of nurse
support for straight to test pathways will ensure unnecessary outpatient appointments
are avoided whilst ensuring patients receive the most appropriate test or review. These
developments will also reduce cost, allowing them to be sustainably delivered.
With this the Alliance commits to achieving the 62 day standard of 85% for
colorectal cancer at all providers.

Patient experience
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The Cancer Alliance has established a baseline for patient satisfaction in time to
diagnosis as evidenced by question 6 of the National Cancer Patient Experience
Survey (NCPES) 2015:

Q6 Length of time waiting for tests to be done was about right.
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The Alliance mean score on NCPES for Q6 is 85%, Against a national score of 85.5%.
The group of patients diagnosed via this route will be relatively small (qFIT is for
patients with low but not no risk symptoms). For these patients the satisfaction will be
good.
The Alliance will look to achieve 86%+ satisfaction for the question in all
providers. This would bring satisfaction in colorectal patients in Q6 up to 87%.
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SWAG
This will be monitored through the NCPES, using 2015 as the baseline.
All healthcare communities will achieve over 90% on
Q7
Were the results of the test explained in a way you could understand?
Q9
How do you feel about the way you were told you had cancer?
National Cancer Patient Experience Score 2015
Trust
Q7
Q9
Gloucestershire Hospitals
87%
85%
North Bristol
81%
90%
Royal United Hospitals Bath
88%
87%
Salisbury
83%
100%
Taunton and Somerset
95%
90%
University Hospitals Bristol
82%
76%
Weston Area Health
n/a
95%
As evidenced above, variation is apparent in patient satisfaction around
communication. This work will aim to raise all providers up to 90%.
Improved communication of diagnosis will help the patient understand their condition
and will start them on a path to understanding their treatment and manage what is to
come. Improved understanding will reduce DNAs and cancellations rates and will be
the start of the self-management pathway by improving their understanding of their
disease.
A cancer diagnosis can be a scary experience for the patient, and the way in which it is
communicated can affect how they view their condition throughout their treatment.
Peninsula
This will be monitored through the NCPES, using 2015 as the baseline.
All healthcare communities will achieve over 90% on

Q7
Q9

Were the results of the test explained in a way you could understand?
How do you feel about the way you were told you had cancer?

National Cancer Patient Experience Score 2015
Trust
Q7
Q9
Northern Devon Healthcare
92%
96%
Plymouth Hospitals
86%
88%
Royal Cornwall Hospitals
87%
82%
Royal Devon and Exeter
86%
79%
Torbay and South Devon
89%
82%
As evidenced above, variation is apparent in patient satisfaction around
communication. This work will aim to raise all providers up to 90%.

Quality/Safety

Improved communication of diagnosis will help the patient understand their condition
and will start them on a path to understanding their treatment and manage what is to
come. Improved understanding will reduce DNAs and cancellations rates and will be
the start of the self-management pathway by improving their understanding of their
disease.
A cancer diagnosis can be a scary experience for the patient, and the way in which it is
communicated can affect how they view their condition throughout their treatment.
Quantify the
improvement
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The protocol includes steps to ensure robust monitoring of patients offered a qFIT test.
It will be explicit about thresholds for action or safety netting and appropriate timing of
repeat tests. Communication of pathology results will be safety netted as for current
pathology results. Cancer MDTs will be supported to also chase GPs for results that
should result in a referral. These resources are currently in place and will continue
after project funding ends. Safety netting in primary and secondary care will be
robustly established.
Please see appendix 6 for more detail on the protocol.

Resources
Please use the scoring guidance to assess the level of detail required to enable us to score both the value
and confidence of each outcome.

Please populate the financial template for revenue costs
Please note all pay costings use NHS England recommended costing for business cases. Consultant
sessional rates are in line with those used by the Alliance for other roles.
SWAG
Costs
qFIT Costs
Nurse support to straight
to colonoscopy
Recurrent
Costs

Peninsula

2017/18

2018/19

Total

2017/18

2018/19

Total

GP Lead
Colorectal lead
Pathology Lead
Practice Support
Programme Costs
Evaluation
Communications and
Non-recurrent
costs
Events

95,505
54,427
149,933
13,000
13,000
13,000
32,039
33,000
32,112
16,900
153,050

191,010
108,855
299,865
3,000
3,000
3,000
64,077
23,000
64,223
5,000
165,301

286,516
163,282
449,798
16,000
16,000
16,000
96,116
56,000
96,335
21,900
318,351

59,834
33,894
93,728
13,000
13,000
13,000
19,952
33,000
23,485
13,500
128,937

119,668
67,788
187,455
3,000
3,000
3,000
39,903
23,000
46,971
5,000
123,874

179,502
101,681
281,183
16,000
16,000
16,000
59,855
56,000
70,456
18,500
252,811

Total Revenue Costs

302,983

465,166

768,149

222,665

311,329

533,994

19,061
19,061

19,061
19,061

787,210

241,726

qFIT analysis machines
Total Capital Costs
Total Costs

19,061
19,061

322,044

465,166

Please populate the financial template for any
capital costs which will impact on your ability to
deliver the outcomes and please outline opposite
where you will source this capital from.

19,061
19,061

311,329

553,055

Capital costs are in included in this bid.
Indicative price from OC Sensor
Analyser
OC Sensor iO

SWAG
£19,061

Peninsula
£19,061

Please populate the financial template for savings
Business Case
In order for the Alliance to have accepted the business case and recommend it for inclusion in the Cancer
Transformation Fund bid, it has to demonstrate that the use of the test will breakeven using the following
calculation (parameters defined below).
Current
Future Cost
Cost
AxB
=
CxD
+ CxExB
Cost of qFIT test
Cost of initial investigation of
those with +ve qFIT
Business Case Parameters
Code Parameter
A
Current number of patients
meeting NICE criteria
being referred as 2ww

B

Current cost of patients
referred as 2ww

Information
SW Cancer Network Audit estimate that approx. 26% of these
patients are already receiving a colorectal 2ww referral and
overall up to half are referred for some test or investigation.
Further information is being sought on this from a review of
2ww in secondary care. Yeovil have audited 78 pts in Dec 16,
9 met qFIT criteria and a further 7 were qFIT/IDA.
Estimates of current cost based on information from secondary
care are £317 per 2ww referral, from referral to first diagnostic

C
D

Demand for the qFIT in
primary care from those
meeting NICE criteria
Cost of qFIT test

E

Proportion of qFIT tests
positive from those
meeting NICE criteria

F

Value of qFIT test that is
deemed positive

G

Cost and location of qFIT
Pathology service

test. This assumes that 90% of patients first seen in outpatients
go on to have a diagnostic test.
12 per 1000 population per year
From SW Cancer Network Audit
This is about 32k per year
Information from OC Sensor (one of the manufacturer) is that
this would be about £5 per test plus about £1 in lab costs
(equivalent to 0.5wte Band 5 and 0.5 Band 2 per alliance).
Evidence from NICE9 indicates that “triage using qFIT at
thresholds around 10 μg Hb/g faeces has the potential to
correctly rule - out colorectal cancer and avoid colonoscopy in
approximately 75% of symptomatic patients .
The programme will further investigate this outcome in the local
population.
Studies in 2ww population have commonly used 10µg/g. Some
suggest moving to 7µg/g would increase negative predictive
value to an optimal level. Others have concluded that
undetectable qFIT is a good rule out for 2ww patients.
However, given this is a lower risk group a larger value could
be considered. 20µg/g is the value OC Sensor has suggested.
The Project will use a cut-off which is evidence-based and use
the NICE recommendations where appropriate.
Indicative price from OC Sensor
Analyser
Cost
Tests per year
OC Sensor iO
£19,061
171,600
OC Sensor PLEDIA
£51,000 624,000
One small analyser will be sufficient for the SWAG Alliance for
this indication alone (noting that qFIT is likely to be
recommended for use in 2ww population in next few years).

Savings
Savings assume
 50% of annual qFIT volume happens in year 1
 25% of cash saving from reduction in treatment by earlier stage per year
 5% reduction in colonoscopy per year
 25% of savings released in year 1

SWAG
2017/18

2018/19

Non-recurrent costs

158,050

137,301

recurrent costs

222,340

299,865

Ongoing
299,865

2017/18

2018/19

Ongoing

133,937

95,874

138,818

187,455

187,455

Capital

19,061

Savings

-245,898

-491,795

-491,795

-175,017

-350,033

-350,033

153,554

-54,629

-191,930

116,799

-66,704

-162,578

Net costs/-savings

19,061

Please describe any non-financial resources
required to ensure the effective management of
your programme and / or which will impact on
your ability to deliver the outcomes.
9

Peninsula

Cancer Research UK, as a member of the Alliance, will
support the delivery of this bid with facilitation and
engagement activities through their team of local
Facilitators. This will include support with pathway

https://www.nice.org.uk/guidance/GID-DG10005/documents/diagnostics-assessment-report

development, help facilitating local action planning and
support to practices.
Risks
Please describe any
implementation risk
in your proposal and
local mitigations to
reduce them.

Competing priorities
 Competing priorities within the wider health system, as well as competing
priorities with cancer – progressing objectives relating to early diagnosis
may not be seen as important compared to the need to deliver against the
key national standards. Pressing operational needs may interfere, derailing
implementation.
 This bid may not be able to demonstrate explicit alignment with STP plans
and budgets due to the high level nature of the information contained within
the STP published plans
Lack of capacity
 Lack of capacity within commissioning to focus on this agenda.
 An increase in endoscopy referrals instead of the anticipated reduction
System constraints
 This proposal requires the Alliance to work closely together. There is a risk
that partners will not work together in order to ensure coordination of the
programme is achieved. However, the Alliance has a long history of sharing
best practice across the geography and all partners are intending to build
on existing relationships to ensure this is a success
 Lack of clarity around funding streams.
 Not able to recruit all practices
 Uptake by patients is low
 Missed diagnosis of cancer -> this is unlikely as this is a group of patients
that NICE have identified as being low risk. Robust safety-netting
procedures in practices will ensure that the risk of this is low.
Mitigations
 The Cancer Alliance Board includes representation from each STP. There
is very good engagement between STP stakeholders and the Cancer
Alliance/Clinical Network and we have received confirmation from all STPs
that the bid is in alignment with their aspirations and, for some, provides the
detail they are looking for to expand their own plans. Executive leads of
STPs will be involved in the Cancer Alliance Board and its decisions on
work and budget prioritisation.
 Strategic support from NHS England and the Cancer Alliance.
 Building excellent relationships with provider colleagues.
 Promoting strong clinical leadership and change management in both
primary and secondary care. We will establish a clinical steering group to
agree protocols and monitor impacts of the implementation. Protocols can
be adjusted to manage any unexpected increase in endoscopy demand.
 The Cancer Alliance Board will be responsible for prioritising the work and
the allocation of capital and revenue funding to each STP. The Board will
make its judgement based on the most impact that can be made in each
STP with the money available.
 Prioritisation through the National Cancer Strategy.

Please describe any
relationship risk in
your proposal and
local mitigations to
reduce them.

Risk of clinical disagreements, especially between GPs and Colorectal cancer team
about appropriate thresholds for referral following a qFIT and the impact on
endoscopy demand. The use of a robust evidence review, using the published
NICE Guidance will underpin these discussions. But importantly the project will
recruit clinical leadership from primary care, Colorectal teams and Pathology to
ensure a consistent protocol is created and communicated to all involved in this

Risks
pathway, involving partners along the way, using the existing Colorectal Cancer
groups and other events.
Please describe any
risk posed by the
targeting of support
in your proposal and
local mitigations to
reduce them.

Robust protocol and pathway model will be agreed through STPs, risk if one or
more STPs do not provide the adequate approvals for the key gateways of the
programme.
Mitigation
 The Cancer Alliance Board includes representation from each STP. There
is very good engagement between STP stakeholders and the Cancer
Alliance/Clinical Network and we have received confirmation from all STPs
that the bid is in alignment with their aspirations and, for some, provides the
detail they are looking for to expand their own plans. Executive leads of
STPs will be involved in the Cancer Alliance Board and its decisions on
work and budget prioritisation.
 Both BNSSG and Devon STPs have indicated a desire to implement qFIT
even if no national funding is available – as they are convinced by the
quality and cost improvements it offers.

Please describe any
risk posed by lack of
links with other
strategic plans and
local mitigations to
reduce them.

Programme is aimed at the whole Alliance

Strategic consideration
This bid supports the requirements of NHS Operational Planning and Contracting Guidance 2017-2019,
specifically
 Make progress in improving one-year survival rates by delivering a year-on-year improvement in the
proportion of cancers diagnosed at stage one and stage two; and reducing the proportion of cancers
diagnosed following an emergency admission. (p8 & Annex 7)
 Deliver the NHS Constitution 62 day cancer standard, including by securing adequate diagnostic
capacity and the other NHS Constitution cancer standards.
 Deliver The Government’s Mandate to NHS England, 2020 goals (p31)
o
significantly improving one-year survival to achieve 75% by 2020 for all cancers combined (up from
69% currently); and
o
patients given definitive cancer diagnosis, or all clear, within 28 days of being referred by a GP.
 Increasing provision of GP direct access to key investigative tests for suspected cancer
 Commission sufficient capacity to ensure 85% of patients continue to meet the 62 day standard by:
o
A. Identifying any 2017/18 diagnostic capacity gaps
o
B. Improving productivity or implementing plans to close these immediate gaps (Annex 7)
Local STP Consideration
 Somerset STP has identified progress against Cancer Task Force recommendations as a key
system metric. IT is also testing whether for cancer patients, targeting intervention early in the
pathway improves outcomes and reduces overall cost of care to the system as a key priority in their
acute service provision work-stream.
 Gloucestershire STP has prioritised reducing clinical variation through a diagnostic services review
and has cited increasing lung cancer detection as a specific improvement opportunity.
 BNSSG STP prioritises ensuring consistent quality and access across the STP footprint and
addressing inequality and Lists improving flow through hospitals as an example of their approach to
improving urgent care and lists reduced attendances at A&E as a short term outcome.
The National Cancer Strategy and STP Cancer Implementation Programme sit across the three STP
core transformation portfolios: Prevention, Early Intervention and Self Care; Integrated Primary and



Community Care and the Acute Care Collaboration. BNSSG STP prioritises ensuring consistent
quality and access across the STP footprint and addressing variation in service provision and
inequality. The vision is to improve people’s care, experience and improve early diagnosis and the
proportion of cancers diagnosed at stage 1 and stage 2 along with reducing the proportion of
cancers diagnosed following an emergency admission. This includes:
o Increasing uptake of breast, bowel and cervical cancer screening programmes with a
targeted approach to areas of deprivation and unmet need
o A targeted approach to prevention, earlier diagnosis and improved health outcomes for high
prevalence and poorest outcomes sites (a BNSSG priority is lung cancer)
o Implementing NICE referral guidelines, which reduce the threshold of risk which should
trigger an urgent cancer referral
o Increasing provision of GP direct access to key investigative tests for suspected cancer
BANES STP lists Standardisation of elective (planned) care pathways for patients to reduce variation
in quality for patients as an initiative

Evaluation and Monitoring
The following evaluation template is an outline, Further detail of the range of evaluation can be found in the
proposal at Appendix 8.
Title
Evaluation of using quantitative Faecal Immunohistochemical Test (qFIT) for
symptomatic adult patients as part of the colorectal cancer pathway in the
Cancer Alliance
Aim

Objectives

To evaluate the impact of commissioning qFIT as a diagnostic test as part of
the colorectal cancer pathway across the Cancer Alliance



Evaluation
parameters















Track changes in demand for colonoscopies across the Cancer
Alliance
Identify cost savings to commissioners achieved through the
implementation of qFIT in primary care
Evaluate Patient satisfaction with the service
Evaluate Staff satisfaction with pathway change
Assess impact on reducing health inequalities
Number of tests requested by practice
Completion rate (% of tests given out that are completed by patient)
Test results (in µg/g of haemoglobin) (allowing analysis of positive
rate according to the agreed cut off)
Patient experience
In particular identification of any blocks or challenges that prevent a
patient from completing the test. GPs will be asked to give out these
questionnaires to all patients (or carers) to whom they have offered
a qFIT (including those who refused). Patients will be given the
option of returning by freepost or completing on-line
Staff satisfaction
GPs, pathology staff and members of the colorectal diagnostic team
will be asked about their experience with qFIT, covering the
following issues. Clarity of pathway, communications, ease of use,
appropriateness, sustainability
Number of lower GI tests (colonoscopy, flexi-sigmoidoscopy, CT
colon)
Number of Colorectal 2 week wait referrals

This data will be collected from secondary care and the pathology lab
chosen for qFIT. Practices will record the test requests as normal with
pathology requests. This information will be extracted from the GP IT
systems.

Laboratory data
Labs will be also asked to report



Any further information relating to capacity and demand
Any issues arising relating to quality

Activity review
During implementation requests rate by practice will be reviewed to identify
those with low or high qFIT rates, which will also support a review of
inequalities in uptake.
Cost effectiveness
Analysis of those data, compared to baseline will allow savings to STPs to
be identified.
PPI

Patient’s views and involvement will be sought through the programme, in
particular in designing the protocol, information for patients and the
assessment of patient satisfaction

Research

Additional research questions may be included if agreed with as part of a
funded research project.

Appendix 1
Somerset Radiology Decision Tool
Removed as relates to Lung Project only

Appendix 2
Stage at Diagnosis
Number of cases diagnose late 2013
Row Labels
PCA

Early

Late

Unstaged

Total

Lung
Prostate
Colorectal
Breast
Melanoma
Bladder
SWAG

224
786
553
1320
544
191

834
662
608
208
60
54

224
137
204
192
105
129

1282
1585
1365
1720
709
374

Lung
Colorectal
Prostate
Breast
Bladder
Melanoma

302
769
972
1748
270
619

1011
849
831
256
89
55

367
333
226
516
152
96

1680
1951
2029
2520
511
770

Proportion of cases diagnose late 2013
Alliance
PCA

Early

Late

Total

Lung
Prostate
Colorectal
Breast
Melanoma
Bladder
SWAG

21%
54%
48%
86%
90%
78%

79%
46%
52%
14%
10%
22%

100%
100%
100%
100%
100%
100%

Lung
Colorectal
Prostate
Breast
Bladder
Melanoma
Grand Total

23%
48%
54%
87%
75%
92%
60%

77%
52%
46%
13%
25%
8%
40%

100%
100%
100%
100%
100%
100%
100%

Date from Public Health England
Proportion of lung cancers diagnose via Emergency Admission
(2013 Routes to Diagnosis: 35% diagnosed following emergency presentation, 28% via Two week wait and
21% via GP referral)
Stage at Diagnosis
Removed as relates to Lung Project only

Appendix 3
National Optimal Lung Cancer Pathway (NOLCP) for suspected and confirmed lung cancer:
Removed as relates to Lung Project only

Appendix 4
Removed as relates to Lung Project only

Appendix 5 – PARNTERS
Somerset, Wiltshire, Avon and Gloucestershire Cancer Alliance
CCGs

Providers

 Bath and North
East Somerset
 Bristol
 Gloucestershire
 North Somerset
 Somerset
 South
Gloucester
 Wiltshire

 Gloucester Hospitals
 North Bristol
 Royal United Hospital
Bath
 Taunton & Somerset
 University Hospital
Bristol
 Salisbury Hospitals
 Weston Area Health
 Yeovil District
Hospital


Tertiary
providers
 Gloucester
Hospitals
 North
Bristol
 University
Hospital
Bristol


Population

STPs

2.7 million

 Bath, Swindon,
Wiltshire*
 Bristol, North
Somerset, South
Gloucestershire
 Somerset

Tertiary
providers
 Plymouth
Hospital
 Royal
Devon &
Exeter

Population

STPs

1.7 million

 Cornwall and the
Isles of Scilly
 Devon

Peninsula Cancer Alliance
CCGs

Providers

 Kernow
 NEW Devon
 South Devon &
Torbay

 Northern Devon
Healthcare
 Plymouth Hospitals
 Royal Cornwall
Hospitals
 Royal Devon &
Exeter
 Torbay & South
Devon

Macmillan, Cancer Research UK, Penny Brohn UK, We Hear you, Local Healthwatch

Appendix 6
Protocol for qFIT implementation in Primary Care
Draft v2 13 May 2017

Removed as newer version created since bid submitted - Draft v3 23 May 2017
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Appendix 7
Background notes on faecal occult blood testing

1.

NICE Clinical Guideline for referral for suspected cancer (NG12)

NICE issued an updated clinical guideline for referral for suspected cancer (NG12) in June 2015. This guideline
included a new recommendation under referral for suspected colorectal cancer for faecal occult blood testing
by primary care for selected groups of patients. Referral for an appointment within two weeks is recommended
for patients with a positive faecal occult blood test. This recommendation represents a change in practice
because faecal occult blood tests are not currently available to primary care. The recommendation also
includes new patient groups who were not considered under previous NICE guidance for referral for suspected
cancer (CG27).
Table One: Patient groups recommended for faecal occult blood testing (NG12) and relevant previous
NICE guideline recommendations (CG27)
Patient group
Aged 50 years and over with
unexplained abdominal pain
Aged 50 years and over with
unexplained weight loss
Aged under 60 years with
changes in bowel habit
Aged under 60 years with iron
deficiency anaemia

NG12
2WW if +ve FOB

CG27
No recommendation

2WW if +ve FOB

No recommendation

2WW if +ve FOB

No recommendation

2WW if +ve FOB

2WW for unexplained iron deficiency
anaemia in males with Hb ≤11g/100ml
and non-menstruating females with
Hb ≤10g/100ml
2WW for cases of iron deficiency
anaemia only (as above)

Aged 60 years and over with 2WW if +ve FOB
anaemia even in absence of iron
deficiency
2WW: two week wait referral; FOB: faecal occult blood

The introduction of new patient groups reflects the aspiration of the NICE Guideline Development Group to
improve the timeliness of cancer diagnosis by lowering the risk threshold whereby if a patient’s symptoms are
above a certain level then action is warranted.
The NICE Guideline Development Group agreed that the potential benefit of faecal occult blood testing will be
to filter out those patients with symptoms who are less likely to have colorectal cancer and do not warrant a
suspected cancer pathway referral. Testing will also expedite the diagnosis of people who do have colorectal
cancer.
There are two types of faecal occult blood test, the guaiac-based test (referred to as guaiac FOB) and the
faecal immunochemical test (qFIT). Evidence for both tests was considered by NICE. The full NICE clinical
guideline presents the clinical and cost effectiveness evidence in support of the recommendation for faecal
occult blood testing and the NICE Guideline Development Group rationale for the patient groups selected for
testing.

2. Faecal occult blood testing
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The unexplained presence of blood in the stools is a well-recognised symptom of colorectal pathology. Whilst
loss of a small volume of blood (perhaps up to 1.5ml/day) into the faeces is normal, increasing amounts are
indicative of inflammatory disease and particularly of advanced adenomas (pre-cancer) and cancer. There is
a relationship between the stage of cancer, adenoma lesion size and degree of blood loss but although most
cancers will bleed, the degree and frequency of bleeding is unpredictable.
There are two types of faecal occult blood tests, the guaiac-based test and qFIT. While guaiac FOB and qFIT
share the same clinical detection principle (bleeding) and biomarker (haemoglobin), the analytical methods
are different.
Guaiac-based tests
Guaiac FOB tests detect the presence of the haem component in blood when hydrogen peroxide is added
during analysis and oxidizes guaiac to form a blue coloured dye. Dietary haemoglobin, as in red meat, has the
potential to give a false positive result, as can drugs or foods that have perioxidase properties (i.e. some
uncooked fruits and vegetables). Guaiac FOB tests use cards to collect samples of faeces. The patient is
asked to collect samples from three separate bowel movements to increase the possibility of detecting occult
blood.
Guaiac FOB tests are qualitative tests which produce positive or negative results according to a cut-off
threshold set by the manufacturer. Many qualitative tests are designed for use at the point of care but the tests
are also read in laboratories as is the case with the UK screening programmes. Positive results are determined
by visual assessment which introduces a subjective element. Laboratory reading of guaiac FOB test cards
leads to more consistent and reliable results but it requires skill and practice to obtain consistency in visual
interpretation.
Guaiac FOB tests are available as standard tests (e.g. Haemoccult) and sensitive tests (e.g. Haemoccult
Sensa). The sensitive guaiac FOB tests have an enhancer in the developer that allows for the detection of
lower levels of peroxidase activity than those detected by standard tests.
qFIT
qFIT uses labelled-antibodies which detect the globin protein of human haemoglobin. These tests are specific
to human haemoglobin and are unlikely to be subject to significant interference from other constituents of
faeces. The selective detection of the globin protein in a stool sample makes qFIT test results specific to colonic
blood loss as globin lost in the upper gastrointestinal tract is degraded before it reaches the colon. In
comparison, a positive reading using guaiac FOB tests may detect blood loss in the upper or lower
gastrointestinal tract. qFIT may also detect small quantities of anorectal blood which may not be detected by
a guaiac test.
The qFIT specimen collection system is simpler to use than guaiac FOB cards. All collection devices consist
of a vessel that contains a buffer (a solution designed to limit the degradation of Hb), and a probe to collect
the faecal sample. All the probes are connected to the lid of the device. Once the sample probe has been
returned to the collection device the faeces is out of sight. Most studies ask the patient to collect a single qFIT
sample. Diagnostic accuracy is similar for a single sample compared with multiple samples (Lee et al, 2014).
qFIT measures the quantity of antibody bound to haemoglobin using a variety of methods. qFIT can produce
positive or negative results in qualitative tests or an estimate of faecal haemoglobin in quantitative qFIT
systems. Quantitative qFIT provide automated measurements using high performance analytical systems that
will enable selection of a preferred faecal haemoglobin cut-off. Some analysers also have a default cut-off level
set by the manufacturer. Quantitative and qualitative qFIT may not give the same results even with the same
faecal haemoglobin cut-off.
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The test kits for quantitative qFIT are specific to individual analysers. As part of the consultation into qFIT as
a replacement for guaiac FOB for bowel screening in England, four qFIT products which met essential criteria
for population screening were further evaluated by the Guildford Medical Devices Evaluation Centre for
technical and operational performance including user acceptability (GMEC 2014). These products included a
kit from the OC-Sensor range which has been widely studied in published literature in addition to other qFIT
products, some of which were used in studies discussed in this paper. Each of the qFIT products was
considered suitable for use by the Bowel Cancer Screening Programme.
Quantitative qFIT allow an acceptable sensitivity/specificity balance to be selected to ensure that referral rates
for colonoscopy can be met by the local resources. A quantitative measure also allows for the possibility of
introducing a risk stratification system by combining patient characteristics and medical history with faecal
haemoglobin level. This means that a suitable cut-off threshold has to be determined for the population of
interest.
3. NICE Clinical Evidence Review of Faecal Occult Blood Testing
The NICE Evidence Review Group undertook a literature search to determine which investigations for
symptoms of suspected colorectal cancer should be done with clinical responsibility retained by primary care.
The literature search was conducted from 1980 to August 2014. Diagnostic accuracy studies or diagnostic
case control studies were considered. The evidence review was restricted to studies of primary care patients.
This search included the time period of the previous NICE guideline (CG27) for referral for suspected cancer.
The evidence statement from CG27 concluded that in symptomatic patients, the sensitivities, specificities and
positive predictive value of faecal occult blood tests was too low to make these tests helpful. The reviewers
concluded that no study was entirely satisfactory. No primary care study included adequate numbers of
patients with and without colorectal cancer, a full range of presenting symptoms (i.e. inclusion of patients with
symptoms other than rectal bleeding) or an adequate ‘gold standard’ (colonoscopy). Since CG27 was issued
further studies have been published investigating faecal occult blood testing in primary care patients.
The NICE Guideline Development Group identified sensitivity, specificity, positive predictive values and false
negative rates as relevant outcomes. Although sensitivity and specificity were reported, the NICE Guideline
Development Group agreed that the most informative outcomes were the positive predictive values (because
these gave the risk of a patient harbouring cancer) and the false negative rates (to inform whether a negative
test obviated the need for further safety-netting). The evidence statement for faecal occult blood testing
presented in the full clinical guideline for NG12 is as follows:
Faecal occult blood (6 studies, N = 9871 of which at least three studies considered a positive faecal occult
blood test result to be if any of three tested faecal samples were positive) conducted in symptomatic patients
presenting in a primary care setting is associated with sensitivities that ranged from 0-84%, specificities that
ranged from 76-87%, positive predictive values that ranged from 0-16% and false negativity rates that ranged
from 16-100% for colorectal cancer. All of the studies were associated with 1 to 5 bias or applicability concerns.
The publications for these studies were reviewed by the author of this paper. Study characteristics are
summarised in Table Two below. Table Three presenting the evaluation of bias and applicability and Table
Four presenting diagnostic accuracy have been taken from the NICE full clinical guideline. One study
investigated qFIT (Kok et al, 2012) and five studies investigated guaiac FOB.
Table Two: Characteristics of studies included in the NICE clinical evidence review for faecal occult
blood testing
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Author
Country
Time
period
Fijten
Netherlands
1988-1990

Setting

Patient Group

FOB testing

No. of pts
with FOB
results

Reference
standard

Prospective
patient series
recruited by
83 GPs

Following
consultation
in primary
care

225 of
269 pts
included
in study

Gillberg
Sweden
2000-2005

Record
linkage study

Available as
a routine test
for primary
care

9048 pts
identified
by central
laboratory

Follow-up for
minimum of 1
year through
medical records.
24% of pts were
referred for
investigation by
end of 1 year
Pts diagnosed
with CRC within 2
yrs of FOB test
identified through
national cancer
registry.

Jensen
Sweden
Published
1993

Consecutive
patient series

Before
barium
enema

149 pts

Barium enema
and
3-5 years followup in local cancer
registry for all pts

Kok
Netherlands
2009-2011

Prospective
recruitment at
170 GP
practices
(20%) or after
scheduling at
endoscopy
dept (80%)

qFIT after
inclusion in
study and
before
investigation

384 of
423 pts
enrolled in
study

Colonoscopy
(92% of pts),
flexible
sigmoidoscopy
(5%), other
investigation
(3%), Follow-up
for three months if
inconclusive
result

Leicester
UK
Published
1984

Single UK
general
practice
prospective
study

Pts aged 18-75 yrs
with overt rectal
bleeding or history
of visible rectal
bleeding in
previous three
months (49% had
other symptoms)
Pts who received
FOB testing in 20
primary care
centres and
several private
centres. No age
limit.
All pts referred by
primary care with
symptoms of
colorectal disease
for barium enema
(age range 52-74
yrs)
Pts ≥ 18 yrs with
persistent lower
abdominal
symptoms
(including 40%
with rectal
bleeding) and GP
has decided to
refer for
colonoscopy
(known organic
bowel disease
excluded)
Pts >40 years with
abdominal or
bowel symptoms

Pts randomly
assigned to
FOB or
acted as
control

161 pts

Stellon
UK
1989-1994

Single general
practice
prospective
study

All pts over 50
years with iron
deficiency anaemia

FOB as part
of work-up

22 of 26
pts

If positive FOB
test, flexible
sigmoidoscopy
and barium
enema, followed
by colonoscopy if
required
Upper GI
endoscopy and
flexible
sigmoidoscopy.
Barium enema in
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Author
Country
Time
period

Setting

Patient Group

FOB testing

No. of pts
with FOB
results

Reference
standard

85% of pts.
Follow-up for five
years.
CRC: colorectal cancer; qFIT; Faecal immunochemical test; FOB: faecal occult blood; GI: gastrointestinal
Two of the five studies which investigated guaiac FOB were conducted on UK populations. The first UK study
was published as an abstract (Leicester et al, 1984). There was insufficient information to calculate specificity
and the study was assessed as having a high risk of bias due to lack of information. The second study included
22 patients only. One case of colorectal cancer was identified on investigation but was not detected through
guaiac FOB testing (Stellon et al, 1997).
In the remaining studies of guaiac FOB testing, stool samples from three different bowel motions were collected
and a positive result was considered to be one of three test readings. Standard guaiac FOB tests were used.
Jensen et al (1993) rehydrated the tests before reading the results which may increase sensitivity. Dietary
restrictions were advised for one study (Fijten et al, 1995). It was not reported whether diet restrictions were
advised in the remaining studies.
The study by Gillberg et al (2012), which was the largest of the five studies, was assessed as having a low risk
of bias and there was only one applicability concern regarding patient selection. This study identified primary
care patients who had undergone faecal occult blood testing through a central laboratory. Cases of colorectal
cancer were identified from a local cancer registry. As a result of the method of patient identification, there is
no information on the indication for testing for all patients with a test result. For patients subsequently
diagnosed with colorectal cancer, symptoms documented at the consultation when the guaiac test was
administered were retrieved from primary care records. In total, 98% of these patients had symptoms relating
to colorectal cancer at the time the test was undertaken. The most common symptoms were change of bowel
habit (n=54), macroscopic bleeding (n=49), anaemia (n=41), weight loss (n=29) and abdominal pain (n=24).
In all, 18% of patients diagnosed with colorectal cancer from 2000 to 2005 had a guaiac FOB test completed.
One fifth of all patients were below the age of 40 years when a FOB test was conducted.
The study by Jensen et al (1993) identified patients from primary care who were referred for barium enema.
This study was assessed as having an unclear risk for the reference standard but there was also a follow-up
period of approximately 3.5 years with the local cancer registry for all patients. There was also one applicability
concern which may have related to the fact that these patients were identified after referral to secondary care.
No information has been provided on the indication for testing. The remaining study by Fitjen et al (1995)
included patients with overt rectal bleeding or a history of visible rectal bleeding only. This study was
considered to be at high risk of bias because the analysis did not account for half of the cases of cancer.
Kok et al (2012) investigated the use of a qualitative qFIT test and faecal calprotectin tests for organic bowel
disease in primary care patients with persistent lower abdominal symptoms. Patients who required urgent
investigations within one week of a referral were not included. Patient referral was reported to have outpaced
resources leading to the investigators screening every ‘nth’ case. This study is considered at high risk of bias
because of unclear concerns in 3 out of 4 areas assessed for bias. These concerns included a small number
of patients who were not included in the analysis (2.5% of study population) and the patient population not
being random or consecutive. There were also applicability concerns.
Table Three: Risk of bias and applicability concerns for studies of faecal occult blood testing
reported in the full clinical guideline for NG12
28

Study

Risk of bias
Pt
Index
selection test

Reference
standard

Flow
and
timing
-

Applicability concerns
Pt
Index Reference standard
selection
test

Fijten
+
+
+
?
+
1995
Gillberg
+
+
+
+
?
+
2012
Jensen
+
+
?
+
?
+
1993
Kok
?
+
?
?
?
+
2012
Leicester
?
+
+
+
1984
Stellon
+
+
+
+
+
1997
Key: high risk or concern - , unclear risk of concern ? , low risk or concern +

+
+
+
?
+

The NICE Evidence Review Group did not meta-analyse the study data due to concerns about excessive
heterogeneity, differences in the tests employed and missing data.
The prevalence of colorectal cancer in the six study populations ranged from 1.8% to 4.9%. The study by
Gillberg et al was the only study considered to be at low risk of bias. The authors reported a sensitivity of 75%
for guaiac FOB testing, 87% for specificity and a positive predictive value (PPV) of 9.2% for the overall study
population. Gillberg et al also reported PPV for colorectal cancer by age group. Between 41 and 50 years of
age the PPV was 1.4%. Over 50 years of age the PPV rose from 7.4% for age 51-60 to a maximum of 14.6%
for those aged 71-80 years. The PPV was reported to be higher for men than women (11.5% vs 7.4%). The
sensitivity for FOB varied widely in the remaining studies but was not more than 60%. Specificity was more
consistent and ranged from 76% to 82%.
Data for qFIT was reported by Kok et al in a study which was considered to be at risk of bias. The sensitivity
for qFIT was 84% and specificity was 76% with a positive predictive value of 15.5%.
Table Four: Diagnostic accuracy of faecal occult blood tests reported in the full clinical guideline for
NG12
Study

Test

Sensitivity for
CRC
%

Specificity
for CRC
%

PPV
(95% CI)

NPV

Guaiac
Haemoccult

Prevalence of
cancers detected
by reference
source
5/225
(2.2%)

Fijten
(1995)

50%
(FNR 50%)

82%
(FPR 16%)

5%

99%

Gillberg
(2012)
Jensen
1993
Kok
(2012)*
Leicester

Guaiac
Haemoccult II
Guaiac
Haemoccult II
qFIT (Clearview
One Step)
Guaiac

161/8928
(1.8%)
5/149
(3.4%)
19/386
(4.9%)
4/161

75%
(FNR 25%)
60%
(FNR: 40%)
84%
(FNR 16%)
56%

87%
(FPR 13%
79%
(FPR 21%)
76%
(FPR 24%)
NR

9.2%
(7.7-11)
9.1%
(2.4-25.5)
15.5%
(9.4-24.3)
16%

99.5%
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98.3%
98.9%
-

Study

Test

1984
Stellon
(1997)

Haemoccult
Guaiac
Haemoccult

Prevalence of
cancers detected
by reference
source
(2.5%)
1/22
(4.5%)

Sensitivity for
CRC
%

Specificity
for CRC
%

PPV
(95% CI)

NPV

(FNR 44%)
0%
(FNR 100%)

76%
(FPR 24%)

0%
(0-54)

94.1%

CRC: colorectal cancer; NR: Not reported; FNR: False negative rate; FPR: False positive rate; NPV: Negative
predictive value; PPV: positive predictive value
*Lower detection limit of 6µg Hb/g faeces

4. Studies of faecal occult blood testing published after the NICE Clinical Evidence Review
A literature search of Pubmed was conducted to determine whether any further studies of faecal occult blood
testing in primary care patients were published after the datalock point of the literature search performed by
the NICE Evidence Review Group. A search of Pubmed was conducted from 01 August 2014 to 10 December
2015 using the following free text terms: faecal occult blood, fecal occult blood, faecal immunochemical, fecal
immunochemical, faecal haemoglobin, fecal haemoglobin, FOB and FOBT.
Eight clinical studies of potential relevance were identified. However, review of the full publications revealed
that there were only two studies with study populations restricted to primary care patients which is in line with
the approach taken by the NICE Evidence Review Group (Godber et al, 2015; Mowat et al, 2015). Four metaanalyses and two systematic reviews were identified (Elmunzer et al, 2015; Khakimov et al, 2015; Launois et
al, 2014; Saquib et al, 2015; Shah et al, 2014; Syful et al, 2015). Review of these papers confirmed that the
analyses focused on asymptomatic populations and did not identify any further studies of relevance to this
review.
The two studies published after August 2014 investigated the use of quantitative qFIT for primary care patients
referred to secondary care for investigation. These studies were undertaken in different centres in Scotland
but are similar in methodology (Table Five). The first study examined the relationship between faecal
haemoglobin cut-off and diagnostic accuracy for significant colorectal disease including high risk adenoma,
colorectal cancer and inflammatory bowel disease (Godber et al 2015). The second study investigated the
diagnostic accuracy of qFIT and faecal calprotectin for bowel symptoms (Mowat et al, 2015). Although the
investigators invited all patients referred by primary care over the study period to participate in the study, faecal
samples were returned by only approximately 50% of patients in each study. The final analysis by Mowat et al
was conducted on 35% of patients invited to participate as approximately a quarter of patients with faecal
samples were initially referred to an out-patient clinic rather than direct to endoscopy. There were no other
risks of bias or applicability concerns. The most common reasons for referral in both studies were altered
bowel habit, constipation or diarrhoea, rectal bleeding and abdominal pain. Rectal bleeding was reported for
33.9% of patients in the study by Mowat et al (2015) and 15.9% of patients in the study by Godber et al (2015).
Table Five: Additional studies of faecal occult blood testing in primary care patients published after
the datalock point of clinical evidence review for NG12
Author
Country
Time
period

Study type /
setting

Patient Group

FOB testing

30

No. of pts
with FOB
tests

Reference
standard

Godber
Scotland
2013

Mowat
Scotland
20132014

Prospective
case series
identified from
colonoscopy
referrals
Prospective
case series
identified from
colonoscopy
referrals

Patients ≥ 18 yrs with
lower abdominal
symptoms referred by
primary care for
colonoscopy
Patients ≥16 yrs with
abdominal symptoms,
weight loss and
anaemia referred by
primary care for
colonoscopy

qFIT after
referral and
before
investigation

507 of 909
invited had
FOB

Colonoscopy

qFIT after
referral and
before
investigation

1043 of
2189
invited had
FOB

Colonoscopy in
72% of patients who
underwent qFIT.
Remaining patients
had out-patient visit
with no further
follow-up reported

qFIT: faecal immunochemical test; FOB: faecal occult blood
Mowat et al (2015) used a faecal haemoglobin cut-off of 10µg Hb/g faeces. At this cut-off the test was positive
in 25.2% of samples. There were 28 cases of colorectal cancer. In these patients the median faecal
haemoglobin was 130µg Hb/g faeces (95% CI: 52 to 200; range 0.8 to >200µg Hb/g faeces). Three patients
with colorectal cancer had faecal haemoglobin below 10µg Hb/g faeces. Selecting a cut-off of detectable faecal
haemoglobin which would identify all cases of colorectal cancer would have resulted in a positive test result in
58.3% of samples. Mowat et al reported the PPV of referral symptoms for diagnosis of colorectal cancer as
follows: weight loss (14.3%), anaemia (9.0%), rectal bleeding (4.3%), abdominal pain (3.6%), diarrhoea (2.4%),
altered bowel habit (2.2%). Mowat et al stated that with symptomatic patients in primary care for whom the
underlying diagnosis remains to be determined, they could not anticipate what the appropriate cut-off
concentration might be.
Godber et al (2013) reported diagnostic accuracy for significant colorectal disease from 10µg Hb/g faeces to
40µg Hb/g faeces. It is possible from this data to determine diagnostic accuracy for colorectal cancer. The
authors reported that all cases of colorectal cancer had faecal haemoglobin levels between 192µg Hb/g and
888µg Hb/g faeces. Therefore, the sensitivity was 100% for colorectal cancer at the lowest and highest faecal
haemoglobin cut-off reported in the paper. Specificity for colorectal cancer increased to 86.9% at 40µg Hb/g
and the positive predictive value increased to 15.0%.
Table Six: Diagnostic accuracy for qFIT reported in studies of faecal occult blood testing in primary
care patients published after datalock point for NG12
Study

Godber
2013

Test

Prevalence
of cancers
detected by
reference
source
11/484
(2.3%)

Sensitivity
for CRC
%

Specificity
for CRC
%

Positive
predictive
value (95%
CI)

Negative
predictive
value
(95% CI)

Quantitative qFIT
100%
76.5%
9.0%
100.0%
(HM-JACKarc)
(FPR:23.5%)
Cut-off ≥10µg
Hb/g
Mowat
Quantitative qFIT 28/755
89.3%
79.1%
14.2%
99.5%
2015
(OC-Sensor)
(3.7%)
(FNR:
(FPR:20.9%)
Cut-off ≥10µg
10.7%
Hb/g
CRC: colorectal cancer; qFIT: Faecal immunochemical test; FNR: false negative rate; FPR: false positive
rate
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5. Comparative clinical data for faecal occult blood testing
The NICE clinical effectiveness review did not identify any studies comparing guaiac FOB and qFIT in a
population of symptomatic primary care patients. No studies of this nature have been published since the NICE
evidence review was undertaken. The only comparative studies which include symptomatic patients are those
of mixed populations of patients referred for colonoscopy who were identified in secondary care. These
populations include symptomatic patients who may have been referred by primary care or specialists via
outpatient clinics and may include asymptomatic patients at increased risk of colorectal cancer who are
undergoing colonoscopy for surveillance purposes. Thus these patient populations are likely to have a higher
risk of colorectal cancer than the primary care patient groups recommended for faecal occult blood testing by
NICE. However, these studies provide the only comparative data for guaiac FOB and qFIT in a population of
patients of above average risk of colorectal cancer.
A search of Pubmed was conducted to identify studies comparing guaiac FOB and qFIT in patients referred
for investigation in secondary care. The following free text terms were used: faecal occult blood, fecal occult
blood, faecal immunochemical, fecal immunochemical, FOB, FOBT, referred, referral, scheduled, primary care
and general practice. Studies published prior to 1990 were not considered.
Clinical studies
Eleven studies were identified. Six studies were not considered further for the following reasons: single stool
sample for guaiac FOB (Hoepffner et al, 2006), guaiac test completed several months before qFIT test in same
patient (Rozen et al, 2009), no follow-up for some negative test results (Rozen et al, 2000), almost half of
positive tests were not investigated (Ko et al, 2012), population not reflective of UK (Vasilyev et al, 2015),
positive rate for sensitive guaiac test almost three times higher than European studies (Wong et al, (2003).
The full publications for two studies were not available at the time of writing this paper (Jeanson et al, 1994;
Smith et al, 2006). Smith et al compared a sensitive guaiac FOB with a qualitative qFIT product in 161 patients.
Seven cases of colorectal cancer were identified. Sensitivity was 100% for qFIT and 71% for sensitive guaiac
FOB. Specificity was higher for the sensitive guaiac FOB test (88% vs 81%). The study by Jeanson et al (1994)
and a further study published in the early 1990s (Thomas et al, 1992) have not been considered on the basis
that the NICE Guideline Development Group expressed concern that the performance of older products may
be different from the newer products. These studies were included in the meta-analysis by Jellema et al (2010)
discussed below. The findings of Jeanson et al are similar to the later study by Smith et al discussed above.
However, Thomas et al reported a sensitivity of 58% for a guaiac FOB test compared to 94% for a qFIT product.
The findings from this study do not reflect those of later studies discussed below.
In the two studies summarised below patients were asked to use a guaiac FOB test and qFIT test on the same
stool samples (Table Seven). The study by Oort et al (2009) compares the same guaiac FOB test used in the
studies reported in the NICE clinical evidence review with a widely used quantitative qFIT, OC-Sensor.
Greenberg et al (2000) compared a standard and a sensitive guaiac test with two qualitative qFIT tests. The
guaiac tests were conducted on samples from three individual bowel motions in each of the studies. A single
sample of qFIT was taken from the last stool sample in the study by Oort et al and qFIT samples appear to
have been taken from each bowel motion in the study by Greenberg et al. For each study, a positive result for
the guaiac FOB tests was considered to be a minimum of one positive result of the three test cards. There was
no diet restriction in the study by Oort et al. The guaiac test cards were not rehydrated before analysis in either
study.
Table Seven: Characteristics of studies with intra-individual comparisons of guaiac FOB test and qFIT
in patients referred for colonoscopy
Author
Country
Study Year

Setting

Patient Group

FOB testing
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No. of pts
receiving
FOB

Reference
standard

Oort
Netherlands
2009

Secondary
care

Greenberg
Multicentre
USA and
Europe

Secondary
care

Patients ≥18 yrs referred
for colonoscopy. 56%
were symptomatic, 44%
were undergoing
surveillance or screening
Patients referred for
colonoscopy. Approx.
33% were symptomatic,
67% underwent
surveillance

Prior to
colonoscopy

1821 of
2217
eligible pts

Colonoscopy in
all patients

Prior to
colonoscopy

554 pts

Colonoscopy for
all patients

FOB: Faecal occult blood
Oort et al excluded patients with inflammatory bowel disease from the final analysis whereas Greenberg
excluded this patient group and patients with active gastrointestinal bleeding at the start of the study. Oort et
al included only patients who completed both the guaiac FOB and qFIT tests in the final analysis. Greenberg
does not state that they restricted their analysis in this manner. They reported that 92% of guaiac test cards
were completed and 92% and 100% of qFIT test cards.
Table Eight: Diagnostic accuracy reported in studies of intra-individual comparisons between guaiac
FOB and qFIT in patients referred for colonoscopy
Study
Test
Greenberg et al, 2000
Guaiac FOB
Haemoccult
Sensitive guaiac
Haemoccult Sensa
Qualitative qFIT
Hemeselect

Prevalence of cancers
detected by reference
source

16/554
(2.9%)

Qualitative qFIT
Flexsure
Oort et al, 2009
Guaiac FOB
Haemoccult
Quantitative qFIT (OC-Sensor)*

Sensitivity for
CRC
%

Specificity for
CRC
%

85.7%
FNR: 14.3%
78.6%
FNR:21.4%
87.5%
FNR: 12.5%

92.8%
FPR:7.2%
90.5%
FPR:9.5%
86.2%
FPR:13.8%

83.3%
FNR: 16.7%

88.2%
FPR:11.8%

74.2%
95.7%
62/1821
FNR: 25.8%
FPR: 4.3%
(3.4%)
87.1%
91.0%
FNR: 12.9%
FPR: 9.0%
CRC: colorectal cancer; qFIT: Faecal immunochemical test; FOB: faecal occult blood; FNR: False negative
rate; FPR; False positive rate; NPV: negative predictive value; positive predictive value. *Faecal haemoglobin
cut-off 20µg Hb/g faeces
In the study by Oort et al (2009), the percentage of patients with a positive test result was 6.7% with guaiac
FOB compared with 11.8% for qFIT. The sensitivity for qFIT was higher compared with guaiac FOB but
specificity for qFIT was lower. Oort et al (2009) reported on diagnostic sensitivity for early and late stage
tumours. Of the 62 cases of colorectal cancer, 28 (45.2%) were classified as early-stage colorectal cancer
(AJCC stages I and II) and 31 (50.0%) as late stage (AJCC stage III and IV). Three rectal tumours could not
be accurately staged. qFIT also showed higher sensitivity than FOB for early stage (75.0% vs 57.1%) and late
stage cancers (96.8% vs 87.1%).
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In the study by Greenberg et al, the sensitivity of the two qFIT products was comparable to the standard guaiac
test (Haemoccult). The standard guaiac test was more sensitive than the sensitive guaiac test. This result
seems unexpected, however, the sensitive test identified more adenoma than the standard test (result not
shown). Specificity was slightly lower for the qFIT products than the guaiac tests. Individual tests were positive
in 9.4% (standard guaiac), 11.4% (sensitive guaiac), 15.9% and 13.5% (qualitative qFIT) of all patients tested.
Meta-analyses
Seven meta-analyses identified in a Pubmed search, which were published since the previous NICE clinical
guideline was issued, were reviewed for comparative studies of guaiac FOB and qFIT in patients referred to
secondary care for colonoscopy (Elmunzer et al, 2015; Jellema et al, 2010; Launois et al, 2014; Lee et al 2014;
Khakimov et al, 2015; Massat et al, 2013; Zhu et al, 2010). Review of five meta-analyses did not identify any
studies of relevance for the following reasons: qFIT not considered (Elmunzer at al, 2015), average-risk
screening population only (Launois et al, 2014; Massat et al, 2013), no comparative studies (Lee et al, 2014)
and no information provided on included studies (Khakimov et al, 2015).
Jellema et al (2010) investigated the value of symptoms and diagnostic tests for colorectal cancer in primary
care. The authors highlighted the difficulty in identifying studies conducted on a primary care population
because in some countries primary care is not well defined. They decided to additionally include studies
performed at the interface between primary and secondary care, such as two week wait referral clinics and
open access clinics. However, they decided to select only those secondary care studies with a prevalence of
colorectal cancer of less than 15% which was the highest prevalence reported in primary care studies. The
literature search was conducted up to September 2008 and identified three studies comparing guaiac FOB
and qFIT. These studies were discussed above (Jeanson et al, 1994; Smith et al, 2006; Thomas et al, 1992).
Jellema et al concluded on the basis of these studies that the sensitivity of qFIT was better than that of guaiacbased tests and considered that these findings were confirmed by between study findings (from studies which
looked at one type of test only). No statistical comparisons were conducted to support this conclusion.
Zhu et al (2010) compared the performance of qFIT and guaiac FOB for asymptomatic patients and patients
scheduled for colonoscopy. Their analysis had a number of limitations. The authors of the meta-analysis stated
that only studies where faecal occult blood testing was conducted simultaneously on the same stool samples
and the tests were conducted according to manufacturer’s recommendations were included. However, in one
of the studies a single stool sample was used for the guaiac test which results in reduced sensitivity compared
to the recommended samples from three individual bowel motions. In a further study, the guaiac test was
conducted a median of 3.5 months before the qFIT test. The author of this paper also identified a further study
which had not been considered illustrating the difficulty in identifying studies of this nature from the large
volume of literature available on this subject. A further limitation from the perspective of this review was that
colorectal cancer was not reported as a separate outcome. Therefore, any possible advantage of qFIT over
guaiac FOB for the diagnosis of colorectal cancer could not be determined.
6. Adverse events
Faecal occult blood testing is associated with false positive and false negative results. The NICE Guideline
Development Group recognised that the potential harms of the recommendations are that some patients
testing positive for occult blood in the faeces will not have colorectal cancer and therefore be exposed to
unnecessary investigations and experience psychological distress.
Colonoscopy is the gold standard investigation. There is a small risk of bleeding and perforation following
colonoscopy. The UK National Colonoscopy Audit reported data for colonoscopies conducted in the UK in a
two week period in 2011 (Gavin et al, 2012). Admissions or episodes of unplanned care were reported following
0.14% of colonoscopies. Perforations were reported in 0.04% of procedures (8 cases). Seven of the cases of
perforation were reviewed, five occurred during diagnostic colonoscopy. All seven patients underwent surgery.
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Fifty two haemorrhages (0.26% of procedures) were reported, 75% of haemorrhages were self-limiting or
controlled endoscopically and the patient was discharged without the need for admission. The remaining
patients were admitted. Transfusions were required for 0.01% of the reported procedures. No deaths
considered to be related to the procedure were reported.
The false negative rate is dependent on the faecal haemoglobin cut-off for a positive test. The NICE clinical
guidance includes a recommendation for safety netting or watchful waiting and advises of the possibility of
false-negative test results for faecal occult blood testing.
7. Financial considerations
The NICE Evidence Review Group conducted an analysis to assess the cost effectiveness of diagnostic tests
to diagnose colorectal cancer for patients aged 40 years and over with a change in bowel habit which could
be ordered by primary care.
Five diagnostic tests were considered with colonoscopy considered to be the gold standard. The base case
included guaiac FOB because the majority of studies identified in the clinical evidence review were for this
test. A sensitivity analysis was conducted for qFIT. Guaiac FOB was found to be cost effective compared with
colonoscopy. All five diagnostic tests were subsequently ranked, following which guaiac FOB was again found
to be the most cost effective strategy. Guaiac FOB was the most cost effective investigation because of its low
cost and moderately high sensitivity and specificity. A probabilistic sensitivity analysis showed that at a
threshold of £20,000 per QALY, the probability of FOB being the most cost-effective investigation was 76%.
In a sensitivity analysis, qFIT was found to be cost effective compared with colonoscopy. qFIT was also found
to be more cost effective than guaiac FOB since its sensitivity and specificity are reported to be higher but it is
only marginally more expensive.
8. Budget impact
NICE has not estimated the cost of implementing the new recommendation for faecal occult blood testing nor
have they estimated the impact of this recommendation on two week wait pathways and capacity for
investigative procedures.
9. Summary
The new recommendation for faecal occult blood testing has been introduced to increase the timeliness of
cancer diagnosis by lowering the risk threshold for acting on clinical features which may be associated with
colorectal cancer. One large study at low risk of bias was identified for guaiac FOB testing in primary care
patients. Only one study was identified for qFIT at the time of the NICE evidence review which was not
considered to be high quality. However, further studies have been published for qFIT in symptomatic primary
care patients since the NICE evidence review was published. Guaiac FOB was found to be cost effective
compared to colonoscopy. qFIT was found to be the most cost effective option compared with guaiac FOB and
colonoscopy. Most of the published literature refers to use of faecal occult blood testing in screening for bowel
cancer in asymptomatic people or has investigated its use in patients referred for colonoscopy where the
decision to refer has already been taken. It is not known to what extent the availability of faecal occult blood
testing would influence a GP’s decision to refer a patient for investigation. Budget impact figures are difficult
to estimate and NICE has not provided any guidance on this or the impact of implementing faecal occult blood
testing on the capacity of local endoscopy services.
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Appendix 8
Northern, Eastern and Western Devon Clinical Commissioning Group
Faecal occult blood testing for NICE recommended patient groups with clinical
features associated with colorectal cancer: proposed service evaluation
April 2016
Context to the proposed evaluation
The updated NICE Clinical Guideline for referral for suspected cancer (NG12) recommends faecal occult blood
testing by primary care for selected groups of patients with clinical features associated with colorectal cancer.
NICE recommend that patients with a positive test result are referred via the two week wait pathway.
Colonoscopy and flexible sigmoidoscopy services are under increasing pressure from referrals to the two week
wait pathway, routine referrals and the introduction of bowel scoping by the screening programme. As far as
we have been able to determine no health community has adopted this NICE recommendation and faecal
occult blood testing of symptomatic patients by any method is not generally available to primary care in
England.
The NICE recommendation for faecal occult blood testing was discussed by the Devon Clinical Policy
Committee on 24th February 2016. The decision taken by the committee was that faecal occult blood testing
in the groups defined by NICE for suspected colorectal cancer should be recommended in the local health
community. Implementation needs further work and will be guided by the evidence and the laboratories work
up in consultation with the consultants who carry out colonoscopies. The general consensus seemed to favour
faecal immunochemical testing (qFIT) with patient advantages and imminent adoption by the screening
programme. Implementation of this will require proceeding with caution.
Local pilot work is required to inform a final decision on implementation with data on costs and service impacts.
This would take the form of a service evaluation. This would provide in-service evidence as to whether qFIT
testing demonstrates benefits for patients in terms of earlier diagnosis of colorectal cancer or a reduction in
routine referrals thus freeing up capacity in local colonoscopy clinics. The benefits of testing would need to be
achieved without destabilising existing services and within costs which are affordable in the health community.
This paper outlines initial points to be considered.
Background
NICE has not estimated the impact of their recommendation for faecal occult blood testing on the number of
patients who would meet the criteria for testing, the impact of testing on colonoscopy services or the total costs
associated with testing. The optimum faecal haemoglobin cut-off for a positive qFIT test in symptomatic
patients is the subject of ongoing research. We do not know how many patients who are currently referred for
colonoscopy would fall under NICE criteria for faecal occult blood testing and therefore may avoid an
unnecessary investigation.
Studies conducted in Scotland on primary care patients referred for colonoscopy have investigated whether
qFIT testing could be used in primary care to identify patients who do not have significant colorectal disease,
including colorectal cancer, and thus avoid the need to refer for investigation. NICE recommend faecal occult
blood testing for patients whose clinical features place them at a low risk of colorectal cancer. A positive qFIT
test would increase the probability that colorectal cancer is present to the level which warrants further
investigation leading to more targeted referrals. Conducting a service evaluation in an area where close
monitoring of referral rates is possible would allow the impact of qFIT testing on colonoscopy capacity to be
closely monitored and would minimise the total cost and effect on service capacity should the number of
referrals begin to increase.
Objective of proposed service evaluation
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The primary objective is to determine whether the benefits of early targeted referral can be achieved without
destabilising existing services and within costs that are affordable in the local health community.
Outcomes to be addressed


Number of patients referred for investigation as a result of a positive qFIT test result and impact on
the capacity of the two week wait pathway.
 Does the introduction of qFIT testing result in a corresponding decrease in routine referrals for
colonoscopy or flexible sigmoidoscopy?
 Does the availability of qFIT testing lead to a change in medical practice resulting in earlier referral for
patients who fall into the patient groups recommended for testing by NICE?
 Does the availability of qFIT testing lead to a reduction in the rate of emergency admissions for
colorectal cancer?
 Diagnostic accuracy of qFIT testing for suspected colorectal cancer in primary care patients.
 Cost of testing in the local health community including referrals for investigation. Is this offset by a
reduction in routine referrals for investigation or earlier diagnosis of cases of colorectal cancer?
Setting
There must be a close working relationship between the acute trust laboratory and colonoscopy service so
that the cut-off for a positive qFIT test can be adjusted quickly to ensure that the number of positive test results
does not have an adverse impact on colonoscopy capacity. There must also be good communication with
general practices.
Estimated duration of service evaluation
This is dependent on the number of patients referred and impact on local services. Ideally the final outcomes
would be reviewed at 12 months from the availability of qFIT tests to primary care.
Constraints
The absence of estimated patient numbers and costs of faecal occult blood testing to support the
recommendation from NICE has led to uncertainty over the impact of implementing testing on local services.
NEW Devon CCG is in turnaround due to difficulties meeting financial objectives in previous years. Senior
CCG executive concern about the potential financial effect of a pilot evaluation could prevent it. Acute trusts
may fear the potential for increased referrals to adversely affect RTT performance more than the potential for
testing to improve capacity management.
A pilot evaluation of this specific NICE recommendation working with NHS England and others, via the cancer
networks, is seen as the most viable option of producing evidence from a service evaluation which would
enable fully informed decisions to be taken by CCGs and providers across the country.

Appendix A: How would the service evaluation be conducted – factors to consider
Appendix B: Resources which may require funding during the NEW Devon CCG qFIT service evaluation

Authors: Clinical Effectiveness Team, NEW Devon CCG.
April 2016
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Appendix A
How would the service evaluation be conducted – factors to consider
Planning the evaluation


Discussion and agreement with secondary care, acute trust laboratory and local pathology
optimisation group, which includes GP representatives, on how the service evaluation will be
conducted.



Communication with GPs: background to the evaluation, how the evaluation will be undertaken and
the GP’s role in the evaluation.



Communication with secondary care staff who are part of the wider colorectal service: how the
evaluation will be undertaken and secondary care’s role in the evaluation.



Patient education material will be considered to aid discussion between GP and patient.



Access to qFIT test kit and transport to laboratory: specific test kits are required to collect the sample
for qFIT testing. The distribution of test kits to general practices or directly to patients and the method
for returning test kits to the acute trust laboratory needs to be determined.



Laboratory procedures to be developed for undertaking testing and reporting test results.



Identification and follow-up of patients referred through the two week wait pathway as a result of a
positive qFIT test.



GP education and clinical guidance: Advice to be given to patients with negative test results – NICE
advises safety netting for this group of patients.

Monitoring and collecting data


Monitoring of effect on colonoscopy and flexible sigmoidoscopy services and communication with local
laboratory who are undertaking qFIT testing. Very close monitoring of the number of referrals is
required so that any increase in referrals leads to a decision as to whether a reconsideration of the
optimum cut-off for a positive qFIT test is required.



Collection of data on outcome of investigations for patients with positive test results.



Follow-up of negative test results. False negative rates and negative predictive values can only be
determined reliably by follow-up of patients with negative test results. As patients with negative test
results will not undergo investigation, to accurately determine false negative rates follow-up should be
through cancer registry for up to 3 years after qFIT testing. However, follow-up through GP records
and the local oncology centre may be the most pragmatic approach in the short term. NICE
recommends safety netting for patients with negative test results - how many of these cases are
referred to secondary care at a later date?



Determine whether there has been a reduction in emergency admissions for colorectal cancer or
change in the route of presentation for cases of colorectal cancer compared with a comparable time
period before the evaluation. As colorectal cancer is not a common condition, data collected from a
relatively small population would be exploratory.
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Has qFIT testing led to earlier referral of patients? GP questionnaire to be completed for individual
patient consultations to determine whether the availability of qFIT testing led to a change in practice
in the management of the patient (e.g. would this patient have been referred to secondary care if qFIT
testing was not available?). This method will provide more robust data on the potential benefits of qFIT
testing at the individual patient level and will not be subject to confounding by other changes in the
health care system which may influence data on diagnostic stage or admission rates.



Compare the number of routine referrals for colonoscopy and flexible sigmoidoscopy for comparable
time periods before and during the service evaluation.



Determine the costs of qFIT testing and referrals for positive tests.

Communication of findings of the service evaluation


A report will be prepared to inform the commissioning decision by the two Devon CCGs as to whether
qFIT testing in primary care will be implemented for NICE recommended groups of patients.



Identification of audience for wider communication of the findings. Consideration of the most
appropriate format and route of communication.
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Appendix B
Resources which may require funding during the NEW Devon CCG qFIT service
evaluation
1) Project manager
2) Education session for GPs
To introduce service evaluation and provide clinical guidance on the management of patients who fall under
NICE recommended groups for faecal occult blood testing
-Funding for room hire, materials etc.
- Attendance fee for GPs
3) Funding for laboratory service
- Staff time to set up processes required to run new test
- Cost of running qFIT tests
- Cost of reporting test results to GP practices
- Weekly report of qFIT test results to project manager and secondary care
4) Cost of qFIT test and distribution of tests to GP practices or directly to patients
5) Administrative fee for GP practices
- Reporting of data on outcomes (eg. where patients with negative test results referred at a later date)
6) Administrative fee for secondary care
- Reporting of clinic capacity to project manager for communication with referral service and acute trust
laboratory
- Reporting of data on outcomes of referrals
7) Specialist funding
- Assistance in developing clinical guidance supporting service evaluation
- Clinical support during service evaluation
8) Administrative fee for referral service (if referrals following positive qFIT test go via this route)
- Weekly reporting of referral rates to project manager and secondary care
- Potentially more input required in terms of handling referrals
9) Outpatient consultations and investigations
- It is intended that the cut-off for a positive test is selected to ensure that current colorectal service capacity
is not overwhelmed and there is no adverse impact on target waiting times and times to treat.

Clinical Effectiveness Team, NEW Devon CCG
April 2016
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