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From guidance to practice: Why NICE is not enough
Thomas H S Dent, Mike Sadler

The National Institute for Clinical Excellence (NICE)
has an important role in providing the NHS with con-
sistent and timely guidance on what is best for patients.
However, it can fulfil its promise only if its products are
implemented within a system which supports the
changes that NICE promotes. At present, this is not the
case. We consider what NICE needs to succeed and
how its chances could be improved.

How does NICE work?
NICE was generally welcomed on its inauguration.1 2

Previously, a lack of capacity at national level to
appraise healthcare interventions before, or indeed
after, their widespread diffusion had several adverse
consequences: no guidance was available when impor-
tant new drugs were first marketed, local policies
varied, and unproved interventions entered routine
use.3 NICE filled this gap, giving guidance on interven-
tions of uncertain value and providing clinical
guidelines and clinical audit packages. NICE should be
congratulated for the transparency it has shown in its
processes, in the face of some opposition from the
pharmaceutical industry.

NICE’s decisions are based on an assessment of the
technology, usually prepared by independent research-
ers commissioned by the Health Technology Assess-
ment programme, and submissions from the manufac-
turer(s) and from patient and professional groups.
These are considered by the appraisals committee,
which then advises the institute on what the guidance
to the NHS should be. This follows two periods of con-
sultation, and consultees may appeal as a last step
before the guidance is issued to the NHS.4 The table
summarises NICE’s guidance to date.

How successful has NICE been?
NICE has succeeded in executing a complex and high
profile process that has changed the terms of debate
about the interventions it has reviewed. There is now a
broad acceptance in principle of the legitimacy of cen-
tral guidance on controversial issues of service
availability, even if specific pieces of guidance are not
unanimously supported. Yet the real measure of
NICE’s success should be an improvement in the over-
all cost effectiveness and appropriateness of the
interventions available to the NHS’s users. There is as
yet no published information on the implementation
by the NHS of NICE’s guidance, so we cannot assess
success against this yardstick. Sharp criticism5 6

indicates that NICE’s honeymoon period is long since
over and that there is, or will be, resistance to
implementation of pieces of guidance that are particu-
larly expensive or clinically unpersuasive. Before
condemning NICE, we should examine how much of
the difficulty arises from NICE itself and how much
from the context in which it must work.

For NICE to achieve its goal of improving the
appropriateness of healthcare interventions available
in the NHS, there should be clear answers to three
questions.
x How does NICE reach its conclusions? The NHS
will be more likely to implement NICE’s guidance with
confidence if it understands the guidance’s origins
x How is the NHS to respond to NICE guidance?
Uncertainty about the impact of guidance will make
planning and delivering clinical services more difficult
x Who monitors compliance with NICE’s guidance?
Without checks on compliance, there can be little
certainty of NICE’s impact nor feedback on the
effectiveness and acceptability of its products.

How does NICE reach its conclusions?
NICE was preceded by various regional bodies, such as
those in the South and West7 and Trent.8 These showed
that it was feasible to evaluate healthcare interventions
quickly enough to satisfy the NHS but rigorously
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enough to be defensible. They also showed that the NHS
would, at least to some extent, act on the results. In the
South and West, the Development and Evaluation Com-
mittee was governed by decision rules which tended to
mandate verdicts based on the strength of available evi-
dence of effectiveness and on the cost utility of the inter-
vention under consideration. It might have been
assumed that NICE’s appraisal committee would
operate similarly, and would therefore not support
interventions in the absence of randomised controlled
trials showing worthwhile benefit at reasonable cost.

However, this is not the case, as shown by the han-
dling of donepezil and other anticholinergic drugs for
Alzheimer’s disease. NICE recommended their use,9

whereas the South and West Committee, using similar
evidence, did not.10 The Trent Working Group on
Acute Purchasing was also cautious about the drugs.11

NICE recognised the weakness of the evidence on cost
effectiveness, and the appraisal committee noted: “The
main benefit of these drugs is the improvement in
patients’ cognitive and other functioning, and the main
potential cost-saving results from possible delayed
progression to the requirement for nursing home care.
Neither can be reliably or easily estimated from the
existing trial evidence.” Indeed, the committee reports
that the systematic review of the evidence of clinical
and cost effectiveness commissioned to inform their
decision “did not provide a helpful basis from which to
draw a conclusion.” This was not because of the weak-
ness of the review, but because of the severe limitations
of the underlying evidence.

However, NICE has criteria for approval other than
cost effectiveness12:
x The broad clinical priorities of the NHS
x The degree of clinical need of the patients with the
condition under consideration
x The broad balance of benefits and costs
x Any guidance from the secretary of state and
National Assembly for Wales on the resources likely to
be available and on such other matters as they may
think fit
x The effective use of available resources
x The encouragement of innovation.

These are broader criteria than those used by the
regional development and evaluation committees and
do not permit explicit rules on how decisions are
made. NICE’s recommendation of the anticholinergic
drugs for Alzheimer’s disease shows that evidence of
some clinical benefit can be enough to secure approval
despite a lack of adequate means of measuring that
benefit, no evidence on quality of life, and uninterpret-
able health economics.

The wider criteria used by NICE mean that its
threshold for approval will be lower than those of its
regional predecessors and those used by commissioners
at local level. For example, the NHS has not explicitly
used its commissioning processes to encourage innova-
tion, and indeed has tended to resist the general
introduction of new interventions until they had been
adequately evaluated. Conversely, the Department of
Health is the sponsoring department for the British
pharmaceutical industry and has a responsibility to pro-
mote its success. This may explain the difference in crite-
ria, but it is unclear to what extent NICE’s criteria should
also be used by the NHS in handling interventions that
NICE will not appraise. A seminal Department of

Health report recommended that unevaluated new
forms of health care should be provided by the NHS
only “within the context of properly designed research
to assess their effects.”13 Since the NICE guidance
acknowledges the absence of satisfactory research on
drugs for Alzheimer’s disease, perhaps this would have
provided a better way of controlled and evaluated inno-
vation. Paradoxically, the guidance may jeopardise exist-
ing NHS funded, placebo controlled evaluations of the
drugs such as the AD 2000 trial.14

NICE has recently been asked to produce guidance
on subfertility treatments such as in vitro fertilisation. A
leading objection to their inclusion in the NHS has
been that the treatment of severe subfertility is not an
appropriate use of NHS resources, regardless of effec-
tiveness and cost. Cosmetic surgery and gender
reassignment are often unavailable in the NHS for
similar reasons. Cases such as these will test the appli-
cability of NICE’s criteria and the tolerance of the NHS
to central direction on the values that determine its
scope. They may also expose a tension between an
approach to setting limits to NHS care based on cost
effectiveness and one that is based on a wider set of
values, including appropriateness.

How is the NHS to respond to NICE
guidance?
The size and scope of NICE’s programme mean that
many clinicians will soon be making decisions affected
by its guidance. What is expected of them? Until
recently, NICE’s recommendations had the legal status
of guidance—something that the NHS was expected to

NICE’s guidance to the NHS

Interventions supported Interventions not supported
NICE’s estimate of financial

impact on NHS

Removal of wisdom teeth Savings of £5m

Coronary artery stents Not stated

Gemcitabine for pancreatic cancer Extra costs of £816 000-£3m

Temozolomide for brain cancer Extra costs of £1m

Autologous cartilage
transplantation (knees)

Savings of £3.6m to extra costs
of £6.9m

Drugs for Alzheimer’s disease Extra costs of £42m

Glycoprotein IIb/IIIa inhibitors Extra costs of £29.5m-£31m

Hearing aids Not stated

Ribavirin and interferon alfa for
hepatitis C

Extra costs of £18m

Implantable cardiac defibrillators Extra costs of £25m-£30m

Asthma inhalers for children aged
<5 years

Not stated

Laparoscopic surgery for
colorectal cancer

Not stated

Laparoscopic surgery for
inguinal hernia

Not stated

Liquid based cytology Extra costs of £18.2m

Methylphenidate for attention deficit
hyperactivity disorder

Extra costs of £30m

Orlistat for obesity Extra costs of £9m-£10m

Pioglitazone and rosiglitazone for
type 2 diabetes

Savings of £12m

Newer hip prostheses Savings of £8m

Proton pump inhibitors Savings of £40m-£50m

Riluzole for motor neurone disease Extra costs of £5m

Taxanes for ovarian cancer Extra costs of £7m

Taxanes for breast cancer Extra costs of £16m

Zanamivir for flu Extra costs of £2.3m-£11.7m

Total Extra costs of £135.2m-£154.8m
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consider carefully but was not obliged to follow.15 The
rubric at the start of each of NICE’s guidance
documents tells health professionals that they are
expected to “take it fully into account when exercising
their clinical judgement.” This permits local discretion
about implementation.

Experience, however, suggested expectations are
different. When a primary care group in Devon
decided against following NICE’s guidance on zanami-
vir (Relenza) NICE’s chairman, Sir Michael Rawlins,
reportedly expressed his disapproval by asking, “How
will they feel when one or two patients . . . dies of
flu?”16—yet the NICE guidance states: “No reliable data
are available as to the impact of the use of zanamivir on
. . . mortality.”17 Similarly, the Department of Health
stated its expectation that NICE recommendations will
be followed and has specifically emphasised the
importance of prompt implementation of guidance on
new drugs for cancer. When Wiltshire Health Author-
ity was reported as saying that it would be phasing in
the implementation of NICE guidance,18 it quickly
issued a correction.

In December 2001 the government announced
that it would place statutory obligations on health
authorities and primary care trusts to provide
appropriate funding for treatments recommended by
NICE. From January 2002, primary care trusts in Eng-
land will have three months to provide funding,
though this will be extended in cases where more time
is required to set up the service in question. The posi-
tion in Wales was not affected by the announcement
and remains ambiguous.

One of the most unattractive aspects of the NHS in
the 1990s was the geographical inequity of access that
arose from devolved decision making on new
interventions. It was disliked by clinicians, resented by
patients, painful to politicians, and served nobody’s
interests. NICE was conceived partly to remedy this, a
reason why many in the NHS welcomed it. Although
the government’s recent announcement removes
ambiguity about its expectations, some problems
remain.

It will be difficult for local health services to imple-
ment the 50 pieces of guidance expected from NICE
each year, both in terms of promoting change in clini-
cal practice and in terms of affordability. Significantly,
the direction is to commissioners, not to clinicians: if
the reason for a delay in implementing guidance is not
financial (clinical resistance, for example), then
variations in access will persist. What is the position
when guidance can be implemented without new costs
arising or when it would save money? Furthermore,
making the rapid and universal implementation of all
NICE guidance non-negotiable may distract the NHS
and divert resources from other more important initia-
tives. Given that the health benefits of some
interventions that NICE recommends are less than
compelling, the release of its guidance may not end
debate about their place or inspire cautious doctors to
comply. In any case, as Sculpher et al point out,19 the
NHS at local level must deny other services funding in
order to fund what NICE recommends. This will apply
both to specific interventions for which there is no
NICE guidance and to whole services for which
guidance is never likely (such as those for people with
learning disability). The services that are not funded

will vary, so inequity of access will persist and high
opportunity costs may be paid.

Since this is one of few spending programmes
mandated by ministerial direction, commissioners will
put aside money at the start of the financial year to
ensure compliance. From this year’s experience, the
amount put aside may be up to £1m per primary care
trust. Since the content and costs of the forthcoming
year’s guidance are not known in advance, the amount
will be speculative and is likely to be either too much,
unnecessarily reducing investment in other services, or
too little, requiring potentially destabilising financial
shifts during the year. This problem could be solved by
designated additional funding to meet costs being
released with each piece of guidance, but ministers say
they will not support that.

Who monitors compliance with NICE’s
guidance?
Several organisations claim a role in monitoring com-
pliance with NICE’s guidance, but none is ideally
placed to achieve this. Speaking at NICE’s conference
in 2000, the health secretary, Alan Milburn, announced
that the Department of Health would monitor health
authorities and trusts to check on implementation of
each piece of NICE guidance. His statement that
monitoring would be shortly after publication of the
guidance and again six months later implies that
implementation is expected to be prompt. The Depart-
ment of Health has already piloted monitoring by
using the common information core returns that
health authorities make regularly. To be sure that every
piece of guidance is being followed will require clinical
audit on a more widespread scale than has been usual
hitherto and will yield answers more complex and
equivocal than the “yes” or “no” responses sought in
the pilot. The increasing distance of health authorities
from responsibility for clinical governance and the
organisational changes about to engulf them reduce
their capacity to influence the process and supply valid
information to the Department of Health.

The Commission for Health Improvement will also
examine systems for ensuring compliance in its
four-yearly inspections, but these are not frequent or
detailed enough to give an adequate picture of
progress. The Audit Commission says it, too, will have
a role. At best, this will cover only a small part of the
ground. Finally, it is not yet clear what sanctions will
follow for NHS organisations deemed too slow to
implement, particularly if they contend that the health
problem is of relatively low importance locally.

Conclusion
NICE guidance in its present form may not be able to
alter substantially clinical practice:
x NICE reaches its conclusions on the basis of criteria
for which the NHS may not feel ownership
x The status of NICE guidance may be unclear to its
recipients, with the legal obligation on primary care
trusts to fund implementation being balanced by clini-
cal freedom
x Responsibility for monitoring compliance is vague,
with several agencies potentially involved, but no clear
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lead role, and often no objective measure of
implementation.

Implementation of NICE guidance is more likely in
a health service that broadly accepts the process, can
appropriately place the guidance in the context of
other priorities, and understands the mechanisms
through which such implementation will be measured.
Wider debate about the criteria, clarity on status, and
more concise recommendations about clinical audit
methods will all be necessary to achieve this end.
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The treatment of an abscess is . . .

My last month of internship was spent in Chronic
Surgery, well removed from the acute units but
deliberately located several feet above the tuberculosis
wards in a beautiful hill station. Acute Medicine
housed patients with pneumonia, infectious hepatitis,
severe anaemia, dysentery, amoebic liver abscess, and
typhoid. Patients with acute abdominal pain, trauma,
subacute intestinal obstruction (often caused by
hyperinfestation with Ascaris lumbricoides), and head
injuries patronised Acute Surgery. A fractured skull
caused by a falling coconut was one of the commonest
reasons for admission. Patients with uncontrolled
hypertension and diabetes as well as those
convalescing from acute illnesses were placed in
Chronic Medicine, while Chronic Surgery
accommodated patients with slowly healing wounds
and a variety of other illnesses that needed continuing
care. Here I learnt a valuable lesson.

The patient was a sturdy young man with an abscess
on the outer side of his left thigh. It was “ripe” and ready
for incision and drainage, a procedure that I felt I could
undertake in the ward without the consultant’s
supervision. When I incised the abscess the patient gave
a howl, but it pleased me no end to see the outpouring
of what 19th century physicians called laudable pus. The
patient felt so much relief that he readily forgave me the
pain I had inflicted. The next day, the ward staff moved
him from a cot to a “floor bed.” In most hospitals the
number of patients needing treatment far exceeded the
number of cots available. The solution was to place
mattresses on the floor in between beds and in the
corridors. Transfer from a cot to a floor bed—a move
that was vociferously resisted by patients—indicated
favourable progress. A return to a cot from the floor
suggested that all was not going well. Day after day, I
nursed the wound, looking forward to healing, but pus
continued to drain from the incision site, helped by the
wick that I had thoughtfully inserted. To my

disappointment, the patient developed fever a week later
and had been moved from the floor to a cot. With a
sense of defeat, I included him on the list of patients to
be seen by the consultant on his next ward round.

Wednesday came, and we were at the bedside. The
surgeon examined the wound carefully, palpating the
thigh well beyond the extent of the lesion, paying what
I thought was unnecessary attention to the rest of the
limb. “Let’s put him on the list for tomorrow,” he said,
making no further comment. The following day, under
general anaesthesia, the wound was widely opened
with a 10 inch incision, and loculated pockets of pus
were released. As we were changing after the
procedure, the surgeon turned to me and asked, “What
is the treatment of an abscess?”

“Incision and drainage,” I replied.
“No, the treatment of an abscess is adequate incision

and adequate drainage. Adequate incision and adequate
drainage.”

In three days wound healing was evident, and the
patient was moved to a floor bed. A week later, bowing
and salaaming to me as grateful patients often do, he
was discharged with a smile almost as long as the well
healed incision on his thigh.

Sundaram V Ramanan senior attending physician, St
Francis Hospital and Medical Center, Hartford, CT, USA

We welcome articles up to 600 words on topics such as
A memorable patient, A paper that changed my practice, My
most unfortunate mistake, or any other piece conveying
instruction, pathos, or humour. If possible the article
should be supplied on a disk. Permission is needed
from the patient or a relative if an identifiable patient is
referred to. We also welcome contributions for
“Endpieces,” consisting of quotations of up to 80 words
(but most are considerably shorter) from any source,
ancient or modern, which have appealed to the reader.
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