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ABSTRACT

The National Institute for Health and Clinical
Excellence (NICE) has been responsible for manag-
ing the process of developing new clinical and health
improvement indicators for the United Kingdom
(UK) Quality and Outcomes Framework (QOF)
and reviewing the current QOF clinical indicator set
since April 2009. This paper sets out in detail the
NICE-led process for QOF indicator development
and describes experience to date (2009-2011) in

How this fits in with quality in primary care

What do we know?

four key areas: prioritisation of clinical guideline
recommendations by the QOF advisory committee,
development and piloting of quality indicators, cost-
effectiveness analysis and retirement of QOF indi-
cators. It concludes by reflecting on potential future
developments of the QOF.

Keywords: clinical indicators, general practice,
guidelines, pay-for-performance, primary care

The Quality and Outcomes Framework (QOF) was introduced in April 2004 and in April 2009 the National
Institute for Health and Clinical Excellence (NICE) took on the role of managing the development and review

of QOF clinical indicators.

What does this paper add?

This paper sets out in detail the NICE-led process for QOF indicator development and describes experience
to date (2009-2011) of the new process in terms of developing and reviewing potential QOF indicators.

Introduction

The Quality and Outcomes Framework (QOF) is a
pay-for-performance (incentive) scheme that covers a
wide range of clinical and organisational areas in
primary care.' It was introduced as part of the new
General Medical Services (GMS) contract for family
doctors in the United Kingdom (UK) in 2004.>

The QOF contains groups of indicators against
which general practices score points (maximum 1000)
— and receive financial rewards — according to how
well they perform. The final payment is adjusted to
take account of surgery workload and the relative
health of patients in their area. The clinical areas of
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the QOF (clinical domains) account for the majority
of points (70%) and cover many of the main disease
areas diagnosed and managed in primary care. When
the QOF was introduced in 2004 there were 10 clinical
domains (coronary heart disease, stroke, cancer, hypo-
thyroidism, diabetes, hypertension, mental health,
asthma, chronic obstructive pulmonary disease, epi-
lepsy).” In 2006, a major revision to QOF saw the
introduction of seven new clinical domains (depres-
sion, atrial fibrillation, chronic kidney disease, dementia,
obesity, palliative care and learning disability).* A
further revision in 2009 saw the addition of primary
prevention of cardiovascular disease (CVD).” Follow-
ing introduction of the QOF as part of the new GMS
contract in 2004, clinical indicator development was
managed using an Expert Panel process (2005-2009).
This process has been described in detail elsewhere®
and involved combining available research evidence
with expert opinion using formal consensus methods
to develop indicators in areas where evidence was
limited or inconsistent. The indicators were not, how-
ever, piloted or routinely consulted on with stake-
holders prior to their consideration by the QOF
negotiators.

In April 2009, the Department of Health appointed
the National Institute for Health and Clinical Excel-
lence (NICE) to manage a new process for developing
QOF indicators. It stated that ‘we consider that NICE
has been a highly effective organisation in delivering
a range of clinical and public health guidance and
standards, including for primary care, and is by far the
best placed organisation to manage the independent
process of prioritisation, consultation and appraisal of
clinical effectiveness and cost effectiveness [of the new
QOEFY]’, (p. 6).” The NICE process has a number of
significant changes that should lead to the QOF acting
as a vehicle for quality improvement and deliver more
rigorously developed QOF indicators. First, NICE is
an independent body which works in a transparent
manner so it should be clear to all stakeholders why
certain clinical areas have been prioritised for devel-
opment as QOF indicators. Crucial to this has been the
setting up of an independent NICE QOF Advisory
Committee. Second, cost-effectiveness as well as clini-
cal effectiveness is taken into consideration when
developing QOF indicators. Third, QOF indicators
developed through the existing consensus process are
now piloted in a representative sample of UK general
practices. Fourth, there is an expectation that the QOF
will continue to develop and existing indicators will be
retired and new indicators introduced when certain
criteria are met.

The NICE-managed QOF process

Overview

NICE’s role is to manage the process of developing
clinical and health improvement indicators for the
QOF and review the current QOF indicator set.® Key
aspects of this process are to ensure consultation with
individuals and stakeholder groups; to publish an
annual ‘menu’ of new, evidence-based indicators and
make recommendations about existing indicators,
including those which should be retired. It is important
to emphasise that NICE does not decide which indi-
cators are to be included in the QOF. This will con-
tinue to be negotiated by NHS Employers on behalf of
the UK Health Departments and the British Medical
Association (BMA) General Practitioners’ Committee
(GPQ).

NICE has established its national and international
reputation through the quality of its guidance products
(Technology Appraisals, Clinical Guidelines, Public
Health and Interventional Procedures Guidance).
These are all developed by independent advisory bodies.
The NICE-managed QOF also adopts this approach.
The independent Primary Care QOF Indicator Advisory
Committee (AC) is chaired by an experienced general
practitioner (GP), has 30 members drawn from the
four UK nations, and includes GPs and other primary
care health professionals, patients and carers, com-
missioners, pharmacists and public health specialists.
The committee usually meets at least twice a year (June
and December) and committee meeting agendas and
minutes are published on the NICE website. The core
tasks of the committee are to prioritise suggestions for
new clinical or public health topics; make recommen-
dations for indicator development; consider the out-
come of piloting and consultation and make final
indicator recommendations. The committee also re-
views existing indicators in the QOF — this includes
recommending whether any should be retired, con-
sidered for changes to points and/or thresholds, or be
subject to further assessment.

There are a number of key organisations who closely
work with NICE to develop and pilot new QOF indi-
cators and also to review the existing QOF indicator
set. NICE has commissioned the NICE External Con-
tractor (NEC: the Primary Care Group in the School
of Health and Population Sciences at the University of
Birmingham in collaboration with the York Health
Economics Consortium — YHEC) to develop and pilot
indicators on clinical or public health topics recom-
mended by the AC. Another important partner is the
NHS Information Centre.
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Process of developing new QOF
indicators

The NICE managed QOF process (Figure 1) has the
advantages of being both rigorous and transparent. It
has utilised (between 2009 and 2011) a twice yearly
online topic suggestion facility on the NICE website to
allow stakeholder organisations and individuals to
suggest clinical and public health topics for consider-
ation for potential QOF indicator development. These
suggestions are then mapped by NICE against avail-
able NHS Evidence accredited sources — chiefly clinical
guideline recommendations for primary care devel-
oped by NICE for England and Wales and Northern
Ireland and by the Scottish Intercollegiate Guidelines
Network (SIGN) for Scotland. NICE and SIGN guide-
lines are recognised internationally as being of high
quality — they have rigorous development methods
and consider clinical and cost-effectiveness. The rel-
evant clinical guideline recommendations and their
accompanying evidence are then assessed against the
Department of Health’s prioritisation framework for
new QOF indicator topics. The QOF AC then assesses
these topics and recommends which should progress
for indicator development against specific prioritisa-
tion criteria (Box 1).

Those recommendations which are prioritised for
QOF indicator development by the committee are

Topic Suggestion Facility
Collation of information

Prioritisation of evidence-based
NICE recommendations by QOF Advisory

Managed Committee

Indicator development, piloting and
consultation

Review by QOF Advisory Committee
and publication

DH, GPC and
NHS Changes to QOF indicators negotiated
employers using the NICE menu

Figure 1 Summary of NICE QOF indicator development
process

Box 1 Prioritisation criteria for new QOF topics

By topic/disease condition

1 Relevance to primary care: prevalence and
management

2 Disease severity

3 Potential to reduce health inequalities

4 NHS priority area and timeliness

then put through a formal indicator development
process by the NEC; this has two elements.” First,
formal consensus methods are used to reword the
recommendations into indicators that are likely to be
valid and can be extracted from GP clinical systems.
Second, these indicators are then piloted in 30 rep-
resentative practices across England and in a smaller
number of practices in Wales, Scotland and Northern
Ireland. During piloting, the indicators are tested for
feasibility and reliability of data extraction across all
major GP clinical systems. Data on workload, baseline
and six-month achievement are used to inform the
cost-effectiveness analysis of each indicator. Qualitat-
ive interviews are also undertaken with general prac-
tice staff to determine if the indicators are acceptable
to end users, to seek out unintended consequences and
problems with implementation.'®'! In addition,
NICE consults with stakeholders on the piloted indi-
cators to allow them to comment on whether there are
any barriers to implementation, potential unintended
consequences and whether implementation of the
indicators may impact adversely or positively on dif-
ferent groups in the community. Both the results of
piloting, including the cost-effectiveness analysis of pilot
indicators and consultation comments are reviewed
by the QOF AC which then recommends which indi-
cators should be approved for publication by NICE in
its annual menu of indicators. These indicators are
then considered by the negotiators for consideration
for inclusion in the following year’s QOF.

Review and retirement of existing
QOF indicators

The QOF AC also has the important role of reviewing
the existing QOF indicator set both in terms of any
new research evidence that may mean they have to be
altered or withdrawn and also in terms of whether they
meet criteria for retirement (for example, indicators
can be considered for retirement if they have stable
and high levels of achievement).'” Retirement of
existing indicators frees up QOF points so that new
indicators can be introduced.

By each clinical guideline recommendation for topic

1 Technical feasibility

2 Clinical effectiveness

3 Cost-effectiveness

4 Likely change in current practice if implemented
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Experience to date (2009-2011)

Opverall, the NICE QOF process has been successful in
developing new clinical indicators. The QOF AC has
now met eight times and a total of 42 potential QOF
indicators have been developed using the new process
for consideration by the QOF AC. Of these 42 indi-
cators, 29 (69%) were recommended by the AC to go
on the NICE menu for consideration by the QOF
negotiators. Of these 29 indicators, 22 (76%) have
been negotiated into QOF in 2011-2012 (9) and 2012—
2013(13). The new process, however, does take a con-
siderable time to develop new QOF indicators. For
example, recommendations for indicator development
made by the AC in June 2010 will not provide new
QOF indicators until April 2013. Four stages of the
NICE process merit further exploration in this review:
prioritisation of clinical guideline recommendations
by the AC, development and piloting of quality
indicators, cost-effectiveness analysis and retirement
of indicators. Tables 1 and 2 present the development
of two sets of potential QOF indicators developed using
the new process: statin use in people with hyperten-
sion at high risk of CVD and obesity (www.nice.org.
uk/media/718/34/QOF_Independent_Primary_Care_
QOF_Indicator_Advisory_Committee_090611_
unconfirmed_minutes).

Prioritisation of clinical guideline
recommendations by the QOF AC

The decision to base QOF indicators explicitly on
clinical guideline recommendations means that QOF
indicators can be considered guideline-driven indi-
cators. NICE clinical guideline recommendations
constitute the large majority of recommendations
considered (92%, 141/154) with SIGN clinical guide-
lines providing the remainder (8%, 13/154). A key
advantage of this approach is that the evidence of
clinical and cost-effectiveness underpinning the rec-
ommendation presented in the clinical guideline can
be assessed against the Department of Health prior-
itisation framework and presented to the QOF AC.
Clinical guideline recommendations, however, are
conceptually different from quality indicators,'” being
‘systematically developed statements to assist practi-
tioners and patient decisions about appropriate health
care for specific clinical circumstances’'* and are often
not easily measurable as worded. Only a minority of
clinical guideline recommendations in topic areas rele-
vant to primary care have been progressed for QOF
indicator development (32%, 49/154), with the majority
either not progressed (63%, 97/154) or flagged up for
further review (5%, 8/154). The three most common
reasons for non-progression of clinical guideline rec-

ommendations against the Department of Health
criteria were lack of technical feasibility (38%, 49/129),
insufficient evidence of clinical effectiveness for con-
sideration as a QOF indicator (25%, 33/129) and
consideration that the recommendations were already
established in clinical practice and therefore not suit-
able for inclusion in a quality improvement pro-
gramme (9%, 12/129). Technical feasibility covers a
number of different aspects, but one of its most
important components is that it should be possible
to construct a disease or condition register that is both
valid and reliable so as to allow accurate measurement
of an indicator’s numerator and denominator. Clini-
cal guideline recommendations that relate to a con-
dition that may be diagnosed differently according to
individual clinician’s clinical judgement (e.g. irritable
bowel syndrome, sore throat, acute cough) will have
difficulty in meeting this criterion and will therefore
fall at this first hurdle. It is notable that the majority of
progressed clinical guideline recommendations relate
to disease areas that are already in QOF and therefore
have an existing disease register (80%, 37/46). Of the
four main new disease groups for which clinical
guideline recommendations have been considered
(musculoskeletal, lower urinary tract symptoms, skin
and gastrointestinal conditions), recommendations
have been progressed in only one area (musculo-
skeletal: fragility fractures/osteoporosis and rheuma-
toid arthritis/osteoarthritis).

Development and piloting of quality
indicators

The prioritised clinical guideline recommendations
are further developed by clinical experts and service
GPs, using formal consensus methods (modified RAND
appropriateness method), into draft indicators.” The
indicator wording is formally assessed in terms of
clarity (unambiguous), necessity (must record aspect
of care in the medical record) and feasibility. The
progressed indicators have high face and content
validity. These indicators are then subjected to pilot-
ing in a representative cross-section of practices to
further assess feasibility and validity, but also to assess
reliability of data extraction, their acceptability to
practices and whether there are any unintended conse-
quences. Piloting was first proposed for QOF in 2007
and is an important addition to QOF indicator devel-
opment under the NICE process. The results of
piloting, together with the results of public consul-
tation with stakeholders, are presented to the QOF
AC. To date, both piloting and consultation have
yielded important information which has had a sig-
nificant bearing on whether the AC considers the
indicators should be recommended for consideration
by the negotiators for inclusion in QOF. In the case of
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indicators on the use of statins for people with hyper-
tension at high risk of CVD, piloting found that the
indicator was acceptable to GPs, was implementable
and thus was recommended by the AC to go onto the
NICE menu of indicators (Table 1). In contrast,
indicators on weight management in people who are
obese were unacceptable to a proportion of practices
and major implementability issues were identified
(Table 2). These indicators were not recommended
by the AC to go on the NICE menu.

Cost-effectiveness analysis

A key requirement of the new process is that new
indicators should be based, as far as possible, on
evidence of cost-effectiveness. A net benefit approach
is used and an indicator can be considered cost
effective when net benefit is greater than zero.

net benefit = monetised benefit — delivery cost — QOF payment

The delivery cost of undertaking the indicator is the
cost to deliver the treatment and/or intervention,
offset by any savings where new treatments replace
older treatments. The monetised benefit from imple-
menting the indicator is derived from expected in-
crease in quality-adjusted life year (QALY) at a cost of
£25 000 per QALY. This is based on the midpoint of
the range £20 000—£30 000, below which NICE con-
siders an intervention to be cost-effective.>'® An
alternative approach called threshold analysis is used
when the evidence base does not lend itself to net
benefit analysis. For example, where the costs of
delivering an indicator are known or can be easily
estimated, but the effectiveness is unknown, it is
possible to identify what level of effectiveness would
be necessary for an indicator to be considered cost-
effective, in terms of QALYs. The QOF payment is
considered to be additional to the cost of delivering
the indicator; it is regarded for the purposes of cost-
effectiveness as an incentive to embed within general
practice best evidence-based care that will continue to
improve patients’ care and health. The use of net
benefit analysis or threshold analysis allows the nego-
tiators to be given an indication of how many QOF
points it is likely to be cost-effective to allocate to an
indicator on the NICE menu. For example, the use of
statins for people with hypertension at high risk of
CVD would be likely to warrant QOF payments up to
the upper bound of 12 points (Table 1). It needs to be
emphasised that the monetised benefit is highly sen-
sitive to the baseline uptake of an intervention and the
expected increase that would ensue following incen-
tivisation as a QOF indicator (both of these are calcu-
lated as part of piloting). Indicators that are currently
established clinical practice are likely to have a high
baseline with limited potential for further increase in

uptake following incentivisation as a QOF indicator.
In such cases it is likely that the indicator will not be
cost-effective as the net benefit is likely to be less than
zero.

Retirement of indicators

A core aim of the NICE-led QOF process is to ensure
that it leads to continuous quality improvement, and a
key aspect of this is ensuring that indicators are
considered for indicator retirement. The retirement
of those indicators that are considered to be estab-
lished clinical practice will allow the QOF to evolve
and to incorporate new indicators and new disease
areas, although care needs to be taken to ensure
removal does not inadvertently lead to an overall
decrease in performance.'” At present, there is no
routine monitoring of what happens to a QOF indi-
cator when it is retired in terms of its subsequent
achievement. The AC therefore recommends indi-
cators to be considered for retirement from the QOF
based on the following criteria: an analysis of the indi-
cator based on achievement levels, exception reporting
and trend over time (candidates for retirement should
have stable high achievement rates and low exception
reporting); the cost-effectiveness of an indicator (where
data are available); a change in the evidence base; an
assessment of the extent to which a process indicator is
linked to an outcome and an assessment of the extent
to which an indicator represents a marker of quality or
is a standard requirement.'® Twenty-two QOF indi-
cators have been recommended for retirement by the
AC, of which just under half (45%, 10/22) have been
retired from QOF by the negotiators. Just under half
(45%, 10/22) of the indicators recommended for
retirement not only have stable high achievement rates
and low exception reporting, but they are also ‘paired’
indicators, where they relate to a healthcare process
that will still be required to occur for another QOF
indicator following any retirement of the indicator.
The risk of unintended consequences following their
retirement, such as not carrying out the activity in
future, is thus low. For example, the retirement of
QOF indicator CHD 5 (the percentage of patients with
coronary heart disease whose notes have a record of
blood pressure in the previous 15 months) still means
that blood pressure has to be recorded as the inter-
mediate outcome indicator CHD 6 (the percentage of
patients with coronary heart disease in whom the last
blood pressure reading, measured in the previous 15
months, is 150/90 mmHg or less) remains.
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NICE and the QOF: recent
developments

The UK coalition government has signalled its intent
to make the NHS more outcomes focused with the
setting up of the NHS Outcomes Framework. This will
set national health outcome goals and will span the
three domains of healthcare quality: effectiveness of
treatment and care, patient experience and patient
safety. These national outcome goals will, in turn,
inform a Commissioning Outcomes Framework (COF)
for clinical commissioning groups to create powerful
incentives for effective commissioning,' It is intended
that NICE will have a key role in supporting this
change through the publication of Quality Standards*’
which will set out high-quality care for given clinical
conditions. It is likely that these changes will lead to
interest as to whether it is possible to develop more
health outcome indicators for QOF. At present, the
QOF has one true outcome-based indicator (Epilepsy 8,
which refers to seizure frequency). There is, however,
an emphasis on improving quality of care through the
use of intermediate outcome measures (e.g. hyperten-
sion, cholesterol and HbAlc targets), and through
process measures directly linked to outcomes (e.g.
indicators that incentivise drug therapy). These three
groups together account for just under a third of QOF
clinical indicators (27 of 86 indicators, 31%) and a
larger proportion of QOF clinical domain points (289
of 697 available points, 41%).2! Given the difficulties
in attributing health outcomes such as mortality and
morbidity as a measure of the quality of health care,*
it will be necessary to continue to use process measures
that meet agreed criteria in terms of their ability to
lead to improved health outcomes.”> At the time of
writing, the NHS Bill, which sets out the NHS Out-
comes Framework, has yet to be passed into law. If this
does happen then one can anticipate the development
and piloting of more QOF indicators using the NICE
process that measure health outcomes or process
measures that are directly linked to health outcomes.
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