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The first two articles discussed how to formulate and pursue
clinical questions and how to build a clinical reference
library. Looking up clinical questions during or immediately
after patient care can be an effective method of learning:
however, you must first realize your ignorance, then
formulate a searchable question, find the answer and change
your practice as a result. Even when there is widespread
knowledge about an important innovation in clinical
practice, such as aspirin for patients with myocardial
infarction (MI), many patients are still incorrectly managed.
Practice  guidelines—"systematically developed advisory
statements created according to validated methodolo-
gies’l—act as a compact summary of the evidence and
other factors guiding patient management so could be

helpful in this context, but they are many and various?3.

HOW TO SELECT A GUIDELINE

Your consultant asks you to identify a guideline to
increase the local use of aspirin after Ml

As a perfectionist, you want to select the very best from the
multitude of guidelines on management of MI. But what
makes a good-quality guideline? Italian workers have
proposed three criteria: whether the guideline (a) reports
the range of professionals involved in development, (b)
reports the strategy used to identify primary evidence and
(c) explicitly grades the recommendations®. Inspection of
431 specialty society guidelines published from 1988 to
1998 showed that 54% met none of the criteria, 34% met
one, 7% met two and only 5% met all three. Seemingly,
specialty guidelines have been dominated by ‘experts’, with
little involvement of GPs and other users. Equally, most
guidelines result from an informal melange of opinion in the
charged social atmosphere of a committee. One encoura-
ging result in the Italian review was that the more recent
guidelines were more likely to include details of literature
search and graded recommendations.
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A UK group has developed a checklist of thirty-seven
questions exploring three dimensions (rigour of develop-
ment, clarity of content and context, documentation of
methods for application and monitoring) [www.sghms.
ac.uk/phs/hceu/]. In a study in which six clinicians used
this ‘St George’s checklist’ to assess 60 guidelines the inter-
rater agreement was excellent*, However, even if a
guideline is of high scientific quality, doctors may still not
follow it. An observational study of Dutch clinicians
suggested that key determinants of whether recommenda-
tions would be followed were that they were uncontro-
versial, specific, evidence-based and required no change to
existing routine®.

Even when we locate a satisfactory published guideline,
it often proves too bulky or inconvenient for use in
routine patient care. Some guideline authors now offer
support tools such as glossy laminated flowcharts, pocket
prompt cards or wall posters. Such tools are discussed
later.

HOW TO MAKE A GUIDELINE

LOCALLY RELEVANT

Guidelines nearly always contain recommendations that
cannot be universally adopted. For instance, certain tests or
treatments may not be locally available, or a recommenda-
tion for specialist care may run counter, without supporting
evidence, to a local tradition of community care. Thus, a
national guideline commonly needs to be adapted if local
clinicians are to get a feeling of ‘ownership’. Strategies can
include:

® Summarizing the guideline in a standard short format
for a house officers’ handbook

® Deleting the sections that do not apply locally (if there
is no strong evidence that they should be retained)

® Adding information about local facilities and services,
such as to whom to refer patients, which days the clinic
takes place and what phone number to ring.

However, sometimes when scrutinizing and tailoring a
guideline one realizes that the raw material is unsatisfactory
and a new one is needed.
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HOW TO WRITE A NEW GUIDELINE

After applying the St George’s checklist to five
guidelines on aspirin in Ml, you find that none is
satisfactory. You resign yourself to writing a
definitive guideline

Writing a high-quality guideline is hard, especially if you
mean it to score well on the St George’s checklist*. Before
writing a single recommendation you will have to set up a
multidisciplinary group, conduct detailed searches, appraise
and grade the evidence, and combine this with other
information such as patient preferences and health economic
data. Various bodies, including the Scottish Inter-collegiate
Guideline Network [www.sign.ac.uk]® and the North of
England Group’, have developed and published rigorous
methods. Lessons from such activities are that adherence to
the methodology depends not only on clinical commitment
but also on library and epidemiological support, that the
evidence tends to be more abundant than expected but
much of it is of low quality, and that the effort of reaching
agreement is about twice that envisaged. You decide to go
ahead; but you are stopped in your tracks by your clinical
director who asks about the legal implications for guideline
users, authors and publishers.

What is the legal position of guideline users
and authors?

Despite worries that the introduction of guidelines would
lead to a flood of negligence cases, guidelines play a part in
only 7% of US malpractice claims. However, there is a
sufficient body of cases to allow some general conclu-

sions!0:11,

Differences between clinical and legal views

Guidelines are created for a medical purpose, so have no
special legal status. To a doctor, practice guidelines are
clinical guidance resting firmly on the authority of science.
To a lawyer, a guideline advises health professionals to
practise in one way rather than another. Courts are always
wary of guidance that cannot be subjected to cross-
examination; so, although guidelines may be used in court
to support a negligence case, they cannot substitute for
expert testimony. An expert witness is necessary to help the
court interpret the relevance of a guideline, even when its
recommendations are found to be representative of
responsible practice. Thus, the legal status of each guideline

must be decided afresh in each case!©.

Liability of authors and publishers

As a matter of public policy and to encourage the
dissemination of knowledge, book authors and publishers
are ‘never’ found liable for negligence due to errors!2,
However, guidelines may be treated differently!®. There

have been no UK negligence cases yet, but in American
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courts the developers have been held liable for faulty
guidelines. Commenting on the relevance of this to the UK,
Hurwitz wrote: “There appears to be no logical reason why
similar liability could not attach to the originators and
issuers of UK guidelines shown to cause patient harm as a
result of faulty guideline development methods19, Failure
of the guideline user to protest about the guideline does not
protect the developer from a claim of negligence. Even if
patients generally fail in suing guideline authors, other
parties (such as a company whose product is disadvantaged)
may bring a case!l,

Guidelines are merely advice, so the language used
should encourage and remind clinicians to exercise
appropriate discretion, for example avoiding words such
as ‘never’ and ‘always’!?. However, use of permissive
language (‘probably’, ‘sometimes’) when directive termi-
nology is more appropriate may not protect the developers
from liability. Such permissive language would be
troublesome if it encouraged users to assume that other
actions were appropriate in circumstances when the

evidence supported only one course of action.

Liability of doctors for adherence

Adherence to a guideline is not automatically evidence of
reasonable clinical practice, so doctors cannot escape legal
liability by claiming that adherence to a guideline has
overridden their clinical judgmentlo. In the UK, even if a
guideline has been agreed as a legal standard, appropriate
application still requires discretion. For example, a Scottish
man with congenital homonymous quadrantanopia success-
fully appealed for restoration of his driving licence even
though it had been withdrawn on the basis of legally
adopted guidelines. A clinician who complies without
protest with an inappropriate guideline cannot then deny
responsibility for patient harm. The test of reasonableness
of medical treatment remains ‘the standard of the ordinary
skilled man exercising and professing to have that special
skill . . . who acted in accordance with a practice accepted as
proper by a reasonable body of medical men skilled in that

particular art’ 13,

Liability of doctors for non-adherence

In determining the status of a particular guideline, courts are
likely to consider its authority, flexibility and scope, whether
its development and application had statutory backing, and
whether it embodies practices accepted as proper by a
responsible body of doctors. Clinical practice may be
perfectly lawful when it does not comply with a guideline,
even one issued with executive authority. As Lord President
Clyde stated in 1957, ‘There is ample scope for genuine
difference of opinion and one man is not negligent merely
because his conclusion differs from that of other professional
men’ 1%, One reason for writing guidelines is to encapsulate
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Box 1 Definitions of clinical innovation techniques

Audit and feedback
Business process re-engineering

Care pathways

Case conferences

Case finding

Checklists for patients/clinicians
Computer-based records

Continuing education

Continuing professional development

Decision support systems

Distance learning material

Incentives

Modified request forms

Opinion leaders

Outreach visits (synonym: counter-
detailing)

Patient information

Patient-focused care

Practice-based network

Prospective self-audit

Quality improvement

Record redesign

Remedy perverse incentives

Reminders to clinicians

Reminders to patients

Shared decision-making

Social marketing

Staff substitution

Telemedicine

Collection and feedback of pooled activity or outcome data (Ref 23)
Analysing the fundamental aims of an organization and how best to meet them

Preprinted multiprofessional record forms for common conditions or procedures,
incorporating reminders (Refs 6,7)

Multidisciplinary discussion of specific cases and how to manage them

Identification by staff or computer of patients who fulfil criteria for specific actions
Proformas for patients or clinicians to prompt for data to be collected (Ref 24)

Use of computers to enable flexible data collection and to search coded data (Ref 25)

Shared seminars, workshops, conferences, etc. The most effective allow participants to
determine the agenda

Encouraging clinicians to recognize and address their training needs through whatever
means are feasible and appropriate

Computer systems which use patient data and clinical knowledge to generate patient-
specific information or advice (Ref 26)

Printed, video or computer-based material used to support learning which is posted or
made available over the Web (Ref 14)

Financial or other (e.g. peer group recognition)

Redesign of paper or computer request forms to capture the information needed to support
the innovation and eliminate inappropriate options (Ref 27)

Those professionals to whom others turn for advice; giving relevant information and
distance learning materials to these individuals (Refs 23,25)

A knowledgeable person visits clinicians, discusses the innovation, answers questions and
leaves behind distance learning material (Refs 19,23)

Providing preformed, tailored paper or computer-based information about a condition or
procedure

Redesign of a clinical function to provide a one-stop shop for patients, incorporating all the
resources required for routine patient management

A primary care network to discuss and disseminate research methods and results (Ref 29)

A variant of audit using self-collected data to ensure confidentiality and ownership of results
Use of continuing quality improvement techniques, including audit, incident monitoring and
definition of targets (Ref 30)

Redesign of paper or computer records to present critical patient data and other
information in a suitable format to support the innovation (Ref 31)

For example, reducing fees for unnecessary services (Ref 28)

Collection and feedback of patient data, clinical knowledge or advice relevant to individual
patients by record inserts, stickers, stamps, etc (Refs 16,32)

Reminder letters or phone calls to patients about their treatment, appointments, diet etc;
may be combined with case finding, checklists, decision support systems (Ref 33)

Active involvement of patients and carers in choosing management options. Synonym:
patient participation (Ref 34)

Survey, involve, provide information to and educate people in the community by health
promotion techniques, advertising, telephone help lines, walk-in health shops, etc.
(Ref 35)

Substituting new staff, often more junior or more specialized, for some patient care
activities

Use of electronic media to communicate between patients and clinicians or between
clinicians on more than one site (Ref 36)
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recent innovations in clinical science. However, the
existence of such a guideline does not make every clinician
liable. Lord Denning stated in 1955 that ‘It would be quite
wrong to suggest a medical man is negligent because he
does not at once put into operation the suggestion that
some contributor or other might make in a medical
journal’!%. Guidelines designed to hasten the adoption of
recent evidence would not reflect customary professional
care.

Once your guideline group has taken these lessons to
heart, it moves fast to produce a high-quality guideline
which you succeed in publishing in a journal. The major

uestion, now, is how to ensure that your guideline exerts
q ) ) y
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HOW TO PROMOTE A CLINICAL INNOVATION

You spend a year developing a definitive guideline on
aspirin and Ml which you publish in a journal and also
circulate locally. However, six months later local
clinicians are still not advising patients to take
aspirin after Ml

Publication in a journal or circulation by mail is seldom
sufficient!®15. Part of the challenge is to get clinicians to
read the guideline, and strategies include filing a summary
of the recommendations in patient notes, producing a
summary card for clinic room desks or a wall poster,
composing a page for the junior doctors’ handbook, and
making slides for continuing education. Techniques less

the desired effects on clinical practice.

specific to guidelinesl6 include patient information leaflets,

Table 1 Barriers to clinical innovation and possible techniques to overcome them

Stage in the
PRECEDE model

Documented barrier to innovation

Possible innovation techniques

1. Predispose to
innovation
(staff unwilling
to change)

2. Enable innovation
(staff willing to
change, ‘system’ is
against them)

3. Reinforce innovation
(staff need continued
encouragement)

Clinicians do not know about it

Apathy or lack of interest

Concern about peer resistance

Concern about patient resistance
Conflicting financial interest
‘We do it already’

‘We’re too busy’

Too many innovations already in
progress

Poor access to high quality patient
data

No access to detailed knowledge
about innovation

Difficult to synthesize patient data
with clinical knowledge

Staff do not have the physical skills

Staff do not have necessary space,
staff, drugs, equipment

‘No money’

Medicolegal or risk management
concerns

Other organizational problems

Forgetting

Simple mistakes caused by action
slips or capture errors

Outreach visits; opinion leaders; wall charts; distance learning material;
informal continuing education

Outreach visits; opinion leaders; incentives; audit of existing practice;
provide information to patients; informal continuing education

Target opinion leaders; informal continuing education; arrange focus group
or survey of peers; provide distance learning materials

Survey, involve and educate patients; social marketing techniques
Remedy the perverse incentive: eliminate fees for obsolete services
Prospective self-audit (e.g. log book)

Analyse, revise and agree job content; substitute staff; obtain more
resources

Identify other staff to take the necessary action; prioritize and schedule
innovations

Case finding, care pathways, checklists for patients or clinicians; redesigned
or computer-based records

Printed or computer-based guidelines or reference material; informal
continuing education, opinion leaders, outreach visits

Informal role-playing seminars; case conferences; decision support systems

Organize training courses; substitute staff who do have skills

Identify and obtain the necessary resources

Reallocate funds from ineffective activities; seek increased budget (via
managers, opinion leaders, patients, media)

Seek clarification; involve patients, support groups, self-help groups

Analyse and streamline care process (e.g. patient-focused care, re-
engineering, quality improvement approaches)

Reminders; audit and feedback; staff rotation; refresher courses; incentives.
Redesign tasks to eliminate memorization

Establish blame-free culture; log errors and near misses in an incident
reporting system (Ref 22). Re-engineer care processes to make errors less
likely, e.g. staff substitution, redesigned records and request forms
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financial incentives and use of opinion leaders (see Box 1 for
definitions).

Before the select the
technique or combination of techniques, he or she must

innovator can appropriate
understand the barriers to change. Some clinicians may
need to be persuaded or actually helped to do what is
recommended; moreover, waverers will require continuing
encouragement if they are to persevere with the innovation
in the face of counter-pressure from patients17 or peers.
These stages are summarized in the PRECEDE model!8—
predisposing people to innovation, enabling the innovation
and reinforcing the innovation (Table 1).

Identification of barriers to innovation requires an
understanding of where each individual or group lies in the
innovation process and is fundamental to selection of
appropriate techniques. Methods such as outreach visits!?

Table 2 Effectiveness of innovation techniques according to four
dimensions (data from Ref 16)

Effectiveness
as per cent
(no.) of
techniques
studied

Dimension Aspect

Type of clinical Procedural skills
behaviour targeted Enhanced diagnosis

25% (1/4)
50% (2/4)
General management of a 55% (32/58)

problem (e.g. asthma)

Resource utilization,
including test ordering

71% (17/24)

Preventive care activities 74% (40/54)
Prescribing 79% (11/14)

Type of innovation
technique studied

Formal continuing education 14% (1/7)
course

Educational materials
Audit and feedback

Patient mediated (e.g.
leaflets)

36% (4/11)
42% (10/24)
78% (7/9)

Reminders to clinicians 85% (22/26)
100% (7/7)

100% (3/3)

Outreach visits

Opinion leaders

Number of innova-  One innovation technique
tion techniques Two techniques
used Three or more techniques

60% (49/81)
64% (25/39)
79% (31/39)

Method used to
identify barriers to
innovation

No identification of barriers

Literature showed need

National guideline showed
need

42% (5/12)
53% (18/34)
61% (25/41)
Local consensus process 58% (26/45)
A study to identify local 89% (25/28)
barriers
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contain multiple elements effective against many barriers.
As with broad-spectrum antibiotics we can say that they
often work though we seldom know exactly why.
Innovation techniques can be expensive and have serious
unwanted effects. Again as with antibiotics, precise
diagnosis beforehand will help in choice of a suitable agent.
Table 1 links the three innovation stages, some specific
barriers at each stage and appropriate techniques.

Effectiveness

A difficulty in determining the effectiveness of an
innovation technique is the large number of variables.
For example, the intended result may be to introduce a
new procedure or to lessen use of an outmoded one.
The clinical behaviour targeted may be ordering of

laboratory tests (to aid diagnosis?

, screening or disease
monitoring), prescribing, referral, hospital discharge or
counsellingﬂ. A technique which works well in one of
these areas may not be effective in another. Techniques
may be used singly or in combination, and with or
without an attempt to identify the barriers to innovation.
A systematic review of 99 randomized trials, examining
160 innovation techniques'®, indicated that 70% of
techniques improved clinical practice and 48% improved
patient outcomes. A rough idea of the effectiveness of
these innovation methods along four dimensions can be
had from Table 2, though the comparisons are almost
never within a single study and the number of studies is
often too small to provide a reliable estimate.

The next article will examine continuing education
activity in more detail; patient information will be discussed
in article 6 and decision support systems in article 9.

REFERENCES

1 Field M, Lohr K, eds. Guidelines for Clinical Practice: from Development to
Use. Washington DC: National Academy Press, 1990

2 Grilli R, Mgrini N, Penna A, Mura G, Liberati A. Practice guidelines
developed by specialty societies: the need for critical appraisal. Lancet

2000;355:103-6

3 Hibble A, Kanka D, Pencheon D, Pooles F. Guidelines in general
practice: the new tower of Babel? BMJ 1998;317:862—3

4 Cluzeau FA, Littlejohns P, Grimshaw JM, Feder G, Moran SH.
Development and application of a generic methodology to assess the
quality of clinical guidelines. Int ] Qual Health Care 1999;11:21-6

5 Grol R, Dalhuisjsen ], Thomas S, in ‘t Veld C, Rutten G, Mokkink H.
Attributes of clinical guidelines that influence use in general practice:
observational study. BMJ 1998;317:858-61

6 Robins A, Gallagher A, Rossiter MA, Lloyd BW. Evaluation of joint
medical and nursing notes with pre-printed prompts. Qual Health Care
1997;6:192-3

7 Riley K. Care pathways: paving the way. Health Services | March 26
1998:30-1

8 Miller J, Petric ]. Development of practice guidelines. Lancet
2000;355:82-3

303



304

JOURNAL OF THE ROYAL SOCIETY OF MEDICINE

10

12
13

14

15

16

17

18

19

20

21

22

Eccles M, Freemantle N, Mason ]. North of England evidence based
guidelines development project: methods of developing guidelines for
efficient drug use in primary care. BMJ 1998;316:1232-5

Hurwitz B. Clinical guidelines and the law: advice, guidance or
regulation? Eval Clin Pract 1995;1:49-60

Hurwitz B. Legal and political considerations of clinical guidelines. BMJ

1999;318:661-4
Brahams D, Wyatt ]. Decision-aids and the law. Lancer 1989;ii:632—4

Bolam vs. Friern Hospital Management Committee. All Engl Law Rep
1957;2:118-22

Freemantle N, Harvey EL, Wolf F, Grimshaw JM, Grilli R, Bero LA.
Printed educational materials: effects on professional practice and
health care outcomes. In: The Cochrane Library, issue 3. Oxford: Update
Software, 1999

Evans CE, Haynes RB, Birkett NJ, et al. Does a mailed continuing
education package improve physician performance? Results of a
randomized trial. JAMA 1986;255:501—4

Davis DA, Thomson MA, Oxman AD, Haynes RB. A systematic
review of the effect of continuing medical education strategies. JAMA
1995;274:700-5

Macfarlane JT, Holmes W, Macfarlane R, Britten N. Influence of
patients’ expectations on antibiotic management of acute lower
respiratory tract illness in general practice: questionnaire study. BMJ

1997;315:1211-14

Green LW, Eriksen MP, Schor EL. Preventive practices by physicians:
behavioural determinants and potential interventions. Am ] Prev Med
1988;4:101-7

Wyatt ], Paterson-Brown S, Johanson R, Altman DG, Bradburn M,
Fisk N. Trial of outreach visits to enhance use of systematic reviews in
25 obstetric units. BMJ 1998;317:1041-6

Solomon DH, Hashimoto H, Daltroy L, Liang MH. Techniques to
improve physicians’ use of diagnostic tests. JAMA 1998;280:2020-7

Silagy C, Lancaster T, Gray S, Fowler G. The effectiveness of training
health professionals to provide smoking cessation interventions:
systematic ~ review  of trials.  Qual Health Care

1995;3:193-8

Brennan TA, Leape LL, Laird NM, et al. Incidence of adverse events
and negligence in hospitalized patients. Results of the Harvard Medical
Practice Study I. N Engl | Med 1991;324:370-6

randomised

Volume 93

23

24

25

26

27

28

29

30

31

32

33

34

35

36

June 2000

Thompson O’Brien MA, Oxman AD, Davis DA, Haynes RB,
Freemantle N, Harvey EL. Audit and feedback: effects on
professional practice and health care outcome. In: The
Library, issue 3. Oxford: Update Software, 1999

Adams ID, Chan M, Clifford PC, et al. Computer aided diagnosis
of acute abdominal pain: a multicentre study. BMJ 1986;293:
800—4

Cochrane

Wyatt JC. Clinical data systems, part II: Components and techniques.
Lancet 1994;344:1609—14

Taylor P, Wyatt J. Decision support. In: Haines A, Donald A, eds.
Getting Research Findings into Practice. London: BM] Publishing
1998:86-98

Durand-Zaleski I, Rymer JC, Roudot-Thoraval F, Revuz ], Rosa ].
Reducing unnecessary laboratory use with new test request form:
example of tumour markers. Lancer 1993;342:150-3

Lomas ], Enkin M, Anderson GM, Hannah W], Vayda E, Singer J.
Opinion leaders vs audit and feedback to implement practice

guidelines. JAMA 1991;265:2202-7

Nutting PA, Beasley JW, Werner JJ. Practice-based research networks
answer primary care questions. JAMA 1999;281:686-8

Chassin MR. Quality of health care part 3: Improving the quality of
care. N Engl | Med 1996;335:1060-3

Wyatt JC, Wright P. Medical records 1: Design should help use of
patient data. Lancet 1998;352:1375-8

Rowe RE, Wyatt JC, Grimshaw JM, Gordon RB. Reminders 1:
manual paper reminders: effects on professional practice and patient
outcomes (protocol for Cochrane Review). In: The Cochrane Library,
issue 3. Oxford: Update Software, 1999

O’Connor AM, Rostom A, Fiset V, Tetroe ], Entwistle V, Llewellyn-
Thomas H, Holmes-Rovner M, Barry M, Jones ]J. Decision aids for
patients facing health treatment or screening decisions: systematic
review. BMJ 1999;319:731—4

Towle A, Godolphin W. Framework for teaching and learning
informed shared decision making. BMJ 1999;319:766-71

Grilli R, Freemantle N, Minozzi S, Domenighetti G, Finer D. Mass
media interventions: effects on health services utilisation. In: The
Cochrane Library, issue 3. Oxford: Update Software, 1999

Wallace S, Wyatt ], Taylor P. Telemedicine in the NHS for the
millennium and beyond. Postgrad Med ] 1998;74:721-8



