HEALTH CARE

Practice guidelines are systematically developed statements to
' assist practitioner and patient decisions about appropriate health
care for specific clinical circumstances.

The introduction of guidelines can change clinical practice and
affect patient outcome. The ways in which guidelines are

’ developed, implemented and monitored influence the likelihood
of adherence.

Guidelines are more likely to be effective if they take into account
local circumstances, are disseminated by an active educational

’ intervention, and implemented by patient specific reminders
relating directly to professional activity.

Guidelines should be firmly based on reliable evidence of clinical

' and cost effectiveness. Recommendations should be explicitly
linked to the evidence. Few national or local guidelines are
sufficiently based upon the evidence.

’ National initiatives are needed to help provide the evidence base
which can be incorporated into national and local guidelines.

Priority should be given to the development and introduction of
local guidelines where nationally produced rigorous guidelines

’ exist or where the evidence base is readily available. Priority
should be given to areas where current practice diverges from
best practice providing the potential for significant gains in
health.

. A coherent programme of research is needed to ensure that
guidelines are used to their full potential.




A. Guidelines and
Effective Health Care

Al. There is increasing interest in the potential of clinical
practice guidelines to promote the effectiveness and efficiency of
health care. The NHS Executive has recommended that guidelines
should be used to ‘inform contracts’."? Previous Effective Health
Care bulletins recommended the development of guidelines to
rationalise the use of investigations and treatments.* It has been
argued that health care commissioners should purchase
guidelines/protocols rather than simple procedures.’

Practice guidelines are ‘systematically develo@
statements fo assist practitioner and patient decisions
about appropriate health care for specific clinical
circamstances’.® Guidelines should identify
recommendations for appropriate and cost effective
management of clinical conditions or the appropriate use
of clinical procedures with the principal aim of promoting
good performance,

A2. This bulletin examines the evidence on whether practice
guidelines can change the behaviour of health professionals and, if
50, how best to introduce them into clinical practice. The bulletin
also considers the characteristics of high quality guidelines and
how purchasers might use guidelines in commissioning.

B. Evaluating Guideline
Implementation:

Bi. The literature evalvating clinical guidelines is scattered
across many generalist and specialist journals. Grimshaw and
Russell undertook a systematic review of rigorous evaluations of
clinical guidelines published between 1976 and 1992.7 For this
bulletin the review has been updated to include previously
unidentified studies and studies published up until June 1994.

B2. To identify papers on clinical guidelines defined according
to the box, the following databases were searched: DHSS-DATA ?
Embase,” Medline” and SIGLE" all since 1975; along with
published bibliographies of related topics;”* and citations in
articles reviewed. Further references were provided by colleagues.
Investigations of clinical guidelines were reviewed in depth if they
were intended primarily for medical staff, used rigorous study
designs to evaluate the effectiveness of guidelines in terms of the
process of care or outcome for patients, and reported sufficient
data for statistical analysis.

B3. Study design: In behavioural research, simple randomised
controlled trials (RCTs) may be more susceptible to a range of
biases than in other types of research,” although some form of

The Effective Health Care bulletins are based on a systematic
review and synthesis of literature on the clinical effectiveness,
cost-effectiveness and acceptability of heath service
interventions. Relevant and timely topics for review are
selected by a Steering Group comprising managers, directors of
public health and academics. Selection of topics takes into
account the following criteria: resource implications,
uncertainty about effectiveness, and the potential impact on
health. The review and synthesis of the literature is carried out
by a research (eam using established methodological
checklists, with advice from expert consultants for each topic.
The bulletins represent the views of the Effective Health Care
research team.

RCT is still likely to provide the best evidence of the effectiveness
of guidelines implementation.

B4. When evaluating guidelines in simple (patient) randomised
trials there is a danger that the treatment offered to patients in the
control group will be contaminated by doctors’ knowledge of the
guidelines, with the result that the evaluation may underestimate
the true effect (eg®).

B5. In studies where doctors (or hospitals) are randomised to
intervention or control groups, doctors randomised to the
guidelines group may be subject to greater Hawthorne effects (the
beneficial effects on performance of taking part in research)” than
doctors in the control group, with the result that the evaluation may
overestimate the true effects of guidelines.

B6. Cross-over trials (eg®), in which clinicians act as their own
controls receiving different interventions in random order, can be a
powerful design. However, because there may be contamination
across periods due to (for example) learning effects, the evaluation
may underestimate the effect of implementation. However
randomised cross over trials may reduce Hawthorne effects.

B7. One of the most reliable trial designs for these types of
interventions is one in which each participating doctor experiences
both guidelines and the status quo simultaneously in a balanced
incomplete block design based on two or more clinical conditions

(eg).

B8. Balanced incomplete block designs, randomised controlled
trials randomising doctors either individually or in groups and
randomised controlled cross over trials are considered to provide
the most reliable (grade 1) evidence (see Appendix).

B9. Before - after studies with non-randomised controls which
compare changes in the targeted behaviour with control activities
performed by study doctors but not targeted by guidelines (eg®)
may provide useful though less reliable results. Before - after
studies with non-randomised controls and simple RCTs in which
patients are randomised are considered together as providing grade
IT evidence (see Appendix).

B10. Time series techniques have been used to analyze before -
after studies in an attempt to detect whether an intervention has had
an effect significantly greater than the underlying trend.® Non
randomised studies in which the controls are selected in the belief
that they may experience changes similar to those of the study
populations (eg*) can also be useful. We reviewed before-and-after
studies controlled by data from other sites, if: control and study
sites were apparently similar; baseline characteristics and
performance in control and study sites were similar; and data
collection was contemporaneous in study and control sites during
both phases of the study. These two designs are more reliable than
the simple uncontrolled before and after study design where
secular trends or sudden changes make it impossible to attribute
observed changes to the intervention. The results from before -
after studies controlled by site, and interrupted time series studies
are considered to provide grade III evidence (See Appendix).

C. Do Guidelines
Influence Clinical
Practice?

Guidelines can change clinical practice and affect patient
outcome. The methods of development, implementation and
monitoring of guidelines influence the likelihood of adherence
to clinical guidelines.

C1. 91 studies were identified covering a wide range of clinical
settings and tasks. #*'2 They comprised 35 studies of clinical



care, 34 of preventive care, and 22 of prescribing, or the use of
radiological or laboratory investigations. Only 14 studies were UK
based including 4 of clinical care (hypertension,” common
paediatric conditions,” infertility management and referral®
dyspepsia®), 1 of preventive care (antenatal),”® and 9 of
investigations (of which 6 were radiological),?!0%10.111t13.14.117 118121

C2. 8l of'the 87 studies which examined effects on the process of
care, as measured by adherence with recommendations of practice
guidelines, reported significant improvements. 12 out of the 17
studies which assessed patient outcome reported significant
improvements. All 14 UK based studies noted significant
improvements in compliance with guidelines; the only UK study
measuring  patient outcome also reported significant
improvement.*

C3. The evidence from those studies considered to provide more
reliable (grade I) evidence confirm these findings. 43 out of 44
such studies report significant changes in process and 8 out of 11
show significant changes in outcome.

C4. The evidence from these rigorous evaluations suggests that
properly developed guidelines can change clinical practice and
may lead to changes in patient outcome.

D. Introducing
Guidelines into
Practice

Guidelines are more likely to be effective if they take into
account local circumstances, are disseminated by an active
educational intervention, and implemented by patient specific
reminders relating directly to professional activity.

D1. The successful introduction of a clinical guideline is a
complex process with three important stages - developing the
guideline, educating clinicians about the guideline and ensuring
clinicians act upon the guideline. In this bulletin, the term
“educational strategy” is used to describe interventions that aim to
influence targeted professionals’ attitudes to, and awareness and
understanding of, a guideline; and “implementation strategy” to
describe interventions that aim to translate knowledge into changes
in practice. Whilst this distinction is helpful in exploring the
process of guideline introduction, some interventions are designed
to achieve both education and implementation.

D2. Developing guidelines: Guidelines can be developed by
clinicians who will be using the guidelines in practice (end users),
or by groups without end user representation.”” Studies have
shown that significant improvements in the process of care can be
obtained through implementing guidelines which have been
developed across the spectrum of end user involvement.

D3. It is often assumed that end user involvement, in part by
increasing ownership, improves the implementation of guidelines.
However only two™* of the four*** studies identified showed
this to be the case. The behavioural factors involved in the
development of guidelines which influence adherence are very
complex, and guidelines produced locally by professional end
users may at times be seen as less credible than those produced by
locally respected clinicians (opinion leaders) or national experts.*

D4. Although some interventions based on the more passive
reception of information (eg publication in professional journals
and mailing to relevant groups) have been shown to influence
professionals’ awareness™ and knowledge of guidelines,* they are
usually insufficient to change professional behaviour by
themselves. However, three UK studies of local general
practitioner guidelines for radiological investigations found
improved compliance following targeted mailing without any

supporting implementation strategy.’>'%1%

D5. Educational interventions requiring more  active
participation by professionals (including targeted seminars,
educational outreach visits and the use of opinion leaders) are
more likely to lead to changes in behaviour. There is some
evidence of the effectiveness of educational outreach visits by
trained personnel who meet professionals in their practice settings
to influence prescribing behaviour **'*''¢ and of the role of opinion
leaders - professionals identified by their colleagues as
influential.”” Because these interventions require the investment of
valuable resources it is important that their cost effectiveness is
rigorously evaluated before their widespread use.

D6. Implementation strategies: These are more likely to be
effective when they operate directly upon the consultation between
the professional and the patient. Such strategies include:
restructuring medical records,”™® patient specific reminders
during the consultation®™ and patient mediated interventions™ (in
which the aim is to affect professional practice through informing
patients). Strategies operating outwith the consultation that have
been rigorously evaluated include patient specific feedback™ and
aggregated feedback on compliance with guidelines,* financial
incentives,'® ' explicit marketing® and professional peer review."

D7. Several studies have compared different educational and
lmplementatlon Strategies.45,46,43.49‘55.S3,73,75-7,79,32,84,85,89,9I,9]-6.|00.|14 ThlS
research suggests that educational interventions requiring active
professional participation, and implementation strategies that are
closely related to clinical decision making are more likely to lead
to successful guideline implementation.'® In other words,
implementation strategies which are nearer the end user and
integrated into the process of health care delivery are more likely
to be effective. However, there is insufficient evidence to reach
conclusions about the relative effectiveness of different
educational and implementation strategies in different contexts.

D8. Other reviews of the research on professional behavioural
change, some not including explicit guidelines, also provide
insights into methods of implementing guidelines. Lomas'*
reviewed different behavioural change theories and concluded that
five types of intervention were worth further evaluation - opinion
leaders, educational outreach visits, patient specific reminders,
continuous quality improvement and mass marketing. Wensing
and Gro” compared single and multiple interventions and
concluded that multiple interventions were more likely to lead to
changes in practice especially if they included individual
instruction, feedback and reminders. Johnston et al* reviewed
trials of the effects of computer-based clinical decision support
systems and found evidence that such systems could improve
clinician adherence to guidelines. All this evidence reinforces the
findings of the specific evaluations of guideline implementation
that implementation strategies which are nearer the end user and
more integrated into the process of health care delivery are most
likely to be successful.

E. Desirable Attributes
of Clinical Practice
Guidelines

Guidelines should be based on the systematic identification
and synthesis of evidence of clinical and cost effectiveness.
Recommendations should be explicitly linked to the available
evidence.

El. Eleven characteristics of high quality clinical guidelines are
summarised in Table [. If guidelines are to be effective they should
fulfil most if not all of these criteria. Few current UK based
guidelines satisfy them.



Table 1 Desirable attributes of clinical guidelines

Attribute Meaning

Validity
health.
Cost effectiveness
Reproducibility
Reliability

Correctly interpreting available evidence so that when followed valid guidelines lead to improvements in

Guidelines lead to improvements in health at acceptable costs.
Given the same evidence another guideline group produces similar recommendations.
Given the same clinical circumstances another health professional applies them similarly.

Representative development All key disciplines and interests (including patients) contribute to guideline development.

Clinical applicability

Clinical flexibility
making.

Clarity

Meticulous documentation
evidence.

Scheduled review

Utilisation review

Target population is defined in accordance with scientific evidence.
Guidelines identify exceptions and indicate how patient preferences are to be incorporated in decision-

Guidelines use precise definitions, unambiguous language, and user-friendly formats.
Guidelines record participants, assumptions and methods; and link recommendations to the available

Guidelines state when and how they are to be reviewed.
Guidelines indicate ways in which adherence to recommendations can be sensibly monitored.

Source: Adapted from Grimshaw & Russell'® and Field and Lohr®.

E2. Validity of guidelines: Guidelines are valid if, when
followed, they lead to improvement in patient outcome at
acceptable costs. Validity depends on how well evidence is
identified, synthesised and incorporated into the guideline and
therefore, on how and by whom the guideline is developed.'

E3. In the United Kingdom, few national guidelines fulfil the
criterion of validity. Guidelines are still being developed by
‘expert’ panels without formal systematic literature reviews. This
approach relies too heavily on panel members’ knowledge of
published work. Unfortunately published expert recommendations
often lag behind evidence'” and may reflect individual enthusiasm.
Furthermore, guidelines relying on literature reviews that are not
systematic are potentially biased because they may fail to take
account of important evidence on effectiveness.''”

E4. These biases may be overcome if guideline developers adopt
a systematic approach to identifying and synthesising evidence.
Systematic reviews use explicit standards to judge the scientific
validity and clinical applicability of evidence, ensuring that
conclusions are drawn only from methodologically sound
studies.' Reviews are more likely to be rigorous and systematic if
carried out using established and evaluated techniques by
personnel skilled and experienced in their use. Guidelines based on
reviews that identify, synthesise and interpret evidence
systematically are more likely to be valid.

E5. Since local groups may lack the resources and skills needed
to develop evidence based guidelines,'” care must be taken to
ensure that any increased acceptability due to local guideline
development is not achieved at the expense of their potential to
improve patient outcomes.

E6. There are many methods of guideline development,
including peer groups, nominal groups, Delphi techniques and
consensus conferences.”* All these methods have potential biases
and there is little evidence on their relative merits. It is important
to pilot guidelines in several sites to ensure their applicability and
relevance. The experience of patients as well as professional users
should be taken into account.

E7. Practice guidelines should not be solely concerned with
clinical effectiveness, but should also pay regard to the costs of
treatments if they are to maximise improvements in health
status.>1**"*” Guidelines should explicitly take into account the costs
of interventions so that the limited resources available are used
most efficiently. If guidelines ignore the issue of cost effectiveness
they might recommend practices which result in large increases in
cost but with little corresponding improvement in health.
Unfortunately guideline development has largely ignored the issue
of costs. Since costs of treatments may vary across sites, local
guideline development will need to consider local factors which
may influence cost effectiveness.
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E8. Guidelines should clearly indicate the basis of each
recommendation and the degree to which it is supported by good
research evidence. The target patient population and circumstances
under which the recommendations apply should also be clearly
stated. Clarity of definitions, language and format is essential to
ensure that different users interpret and apply them in essentially
the same way. In particular, guidelines should use clinical terms
precisely and avoid ambiguous or vague statements.

E9. There is little information in the literature on the effect that
style and format have on the adoption of guidelines. Guidelines
with a wide range of styles and formats have been shown to be
effective in changing practice.

E10. Scheduled review: Guideline developers should specify
how their guidelines should be monitored to identify major
changes in knowledge and how the guidelines should be routinely
reviewed to incorporate such knowledge to maintain validity.
Guidelines should also indicate ways in which adherence to
recommendations can be monitored (utilization review).

Ell. Critical appraisal of clinical guidelines: Unfortunately
few published guidelines give enough details about development
for their wvalidity to be confidently assessed.” Guideline
developers should provide enough information to allow potential
users to make an informed judgement about validity and relevance
to specific circumstances.' A guide for structured abstracts for
guidelines encouraging the publication of details of development
has now been published.'*

F. Medico Legal Issues

Compliance with clinical guidelines is unlikely to prove
decisive in a medical negligence action, unless the intervention
concerned is so well established that no responsible doctor
acting with reasonable skill would fail to comply with it.

Fl. Clinicians’ concerns about the legal status of guidelines and
potential litigation resulting from non compliance may be a barrier
to guideline implementation. Guidelines are subject to the Bolam
test which will remain the legal standard for the foreseeable
future."!

F2. The Bolam test uses the criterion of common professional
adoption, rather than that of evidence-based health care, as the
basis for negligence." This would require a guideline to have
achieved professional acceptance and use by a responsible body of
doctors before it could be accepted as evidence of the required
standard of care in a court of law. Thus guidelines which fail to



reflect customary practice, however scientific, are likely to fail the
Bolam test. Compliance with, or deviation from, a clinical
guideline is unlikely to prove conclusive in a medical negligence
action, unless it can be shown that the guideline is so well
established that no responsible doctor acting with reasonable skill
would fail to comply with it.'"® Therefore, medico legal issues do
not, in principal, represent a barrier to guideline implementation.

F3. There have been suggestions that the Bolam test might be
challenged in the future by evidence based practice which does not
reflect customary professional practice.'*'*

G. Guidelines and
Commissioning

National initiatives are required to help provide the evidence
base which can be incorporated into national and local
guidelines. The development and introduction of national and
local guidelines should be adequately resourced. Priority
should be given to the introduction of guidelines which address
local needs and where nationally produced rigorous guidelines
exist or where the evidence base is readily available.

Gl. Guidelines can be used in a wide range of settings to
promote effective and efficient health care; for example: at the
primary/secondary care interface to improve the appropriateness of
referral;* to guide the introduction of new procedures or services;
to promote effective health care in primary or secondary care
settings (eg®); to encourage the adoption of cost effective
interventions (eg®); to improve the timing and processes of the
discharge of patients (eg®); to structure and encourage patient
participation in clinical management decisions (eg”); to inform the
development of criteria and standards for monitoring the quality of
care, in particular through clinical audit."*

G2. Developing guidelines: Resources should be made
available to help provide the evidence base which can be
incorporated into guidelines. Resources should be available for the
national development of valid evidence based guidelines, their
local adaption, or the production of local evidence based
guidelines.

G3. If guidelines are to achieve their potential they should be
adequately resourced and should be introduced through
partnerships which may include clinicians, providers, purchasers
and the public.'"” The purchasers’ role in this process may involve
identifying the best evidence of effectiveness and cost
effectiveness or valid national guidelines, and prioritising areas for
the introduction of local guidelines. They also have a role in
sponsoring the development of local guidelines; incorporating
guidelines into service specification (referenced in contracts);
supporting providers in implementing guidelines; monitoring and
evaluating development and implementation, in particular the
achievement of standards specified.

G4. Prioritising areas for local guideline introduction: The
number of guidelines that can be assimilated by health care
professionals or provider organisations at any time is limited.
Local activities should be coordinated to prioritise the guidelines
that professional groups are asked to implement. Greater priority
should be given to the introduction of guidelines which address
important local need, in fields where rigorous national guidelines
or research evidence are available, and where current practice
diverges from best practice thus providing the potential for
significant gains in health.

G5.  The choice of clinical condition may influence the success
of guideline implementation. Guidelines relevant to clinical
conditions where recommendations require the acquisition of
new skills and where evidence on effectiveness is counter to
widely accepted practice may need additional resources for

implementation and specific skills based training packages.

G6.  Local guideline development: should be multidisciplinary
if at all possible including representatives of all key clinical
disciplines, providers and purchasers, as successfully
implementing guidelines normally requires changes in the
behaviour of more than one discipline.''#14

G7. Local guidelines may include more operational detail than
national guidelines. Additional tasks for local groups include
analysis of the local resource consequences of guideline
introduction, identification of barriers to guideline introduction,
discussion about appropriate implementation strategies and
agreement upon criteria and standards for monitoring. Public
involvement in  guideline development may enhance
implementation especially where public expectations influence
practice. Guidelines and their associated criteria and standards
may be detailed within a service specification and referred to in the
contract. However, by itself, contracting is unlikely to be sufficient
to implement guidelines.

G8. Local guideline implementation: New guidelines should
be introduced through active educational programmes for all
personnel whose work is targeted by the guideline. Regular
reinforcement through personalised feedback and review and
through continuing professional education may be beneficial. It is
important to identify which health care professionals are involved
in the care targeted by the guideline and the context in which that
care is provided. Methods of prompting the professional to follow
the guideline during the consultation (the most powerful
implementation strategy) should be identified where possible.
Patient mediated interventions may enhance implementation
especially where public expectations influence practice.
Complementary strategies will usually be required to ensure the
successful introduction of guidelines.

G9. Monitoring of standards: Purchasers and providers need to
agree upon criteria for the review of practice based upon
guidelines. These standards should be monitored through the
commissioning process to ensure that the guidelines achieve a
quality of care consistent with the evidence upon which they are
based. Clinical audit groups may be well placed to co-ordinate and
resource the development of local guidelines and should be
encouraged to develop expertise in leading and facilitating local
guideline development groups. Ideally relevant patient outcomes
data should be collected and analyzed routinely to explore how
guideline implementation may be influencing the quality of care.

H. Research Issues

A coherent programme of research is needed to ensure that
clinical practice guidelines are used to their full potential.

HIl. Research into effectiveness: Guidelines can be used to
promote cost effective health care. However, guidelines are not the
most appropriate tool for all circumstances. It is important to study
the optimal contribution that guidelines can make and their
limitations to ensure that they are used only in areas most likely to
encourage effective and efficient health care.

H2. Research into guideline development: Research is needed
to identify the most cost-effective methods for developing valid
and reliable national and local guidelines. This should include
research into methods for deriving recommendations and into the
effects of different formats and styles of guidelines on their
adoption. Research to examine ways of better incorporating costs
into guidelines so that they help promote cost effective health care
is required. It is also important to develop valid instruments for
critically appraising guidelines.'*®

H3. The Health Technology Assessment programme of the NHS
Research & Development Initiative has identified research into the
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use of consensus development panels for assessing health
technologies and producing practice guidelines as a priority.

H4. Research into guideline implementation: Research is
required to examine barriers to the adoption of guidelines and to
devise and test appropriate strategies to overcome these. Although
there is some evidence on the effectiveness of different educational
and implementation strategies these are still poorly understood in
the UK. Further research is needed to ensure that resources made
available for the implementation of guidelines are used cost
effectively.

HS.

The new Cochrane Collaboration on Effective Professional

Practice will provide up to date reviews of rigorous research on the
effectiveness of different approaches to implementation.’ Future
research should build upon the existing knowledge base, and its
implications and limitations.
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