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The Report

1 Introduction

1.1 The Report

This report provides details of two complementary research studies that
were conducted in parallel,? which investigated protocol-based care. One
study was a case study evaluation that explored nurses’, midwives’ and
health visitors’ role and contribution to protocol-based care, and the other
an ethnography that studied protocol-based care and decision-making.
Where appropriate, separate details about each study are given and where
relevant, information from both studies has been integrated.

Throughout this report nurses, midwives, and health visitors are referred to
as nurses or nursing; unless there has been a particular need to distinguish
between them.

1.2 Policy context: Modernisation

In the United Kingdom (UK) ‘protocol-based care’ was developed as a policy
initiative embedded in the government’s modernisation agenda. It is ten
years since the National Health Service (NHS) began its journey of
modernisation instigated by the publication of The New NHS. Modern.
Dependable (DH 1997). This document laid down the government’s vision
for an effective and efficient patient-centred health service. Subsequent
publications have developed this vision into a blueprint for high quality
service provision, correspondingly there has been considerable investment
in the infrastructure to support such activity (e.g. A First Class Service DH
1998, The NHS Plan DH 2000). The NHS Plan (DH 2000) describes the
government’s strategy for reform and has been elaborated on in subsequent
documents including Investment and Reform in NHS Staff (DH 2001), The
NHS Plan Implementation Programme (DH 2001), and most recently
Improvement, Expansion and Reform: Priorities and Planning Guidance
2003-2006 (DH 2003). Key goals of the quality agenda include the
promotion of evidence-based practice and patient centred-care in order to
improve patients’ experiences. The proliferation of guidelines and protocols
are visible confirmation of an increasing emphasis on an NHS founded on

2 At the request of the NIHR SDO Programme these studies have been reported
together.
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evidence of ‘what works’. As such, protocol-based care fits within the
government’s vision for modernisation.

In 2000 it was anticipated that by 2004 the majority of NHS staff would be
working under agreed protocols:

....identifying how common conditions should be handled and which staff
can best handle them. The new NHS Modernisation Agency will lead a major
drive to ensure that protocol-based care takes hold throughout the NHS. It
will work with the National Institute for Clinical Excellence, patients,
clinicians and managers to develop clear protocols that make the best use
of all the talents of NHS staff and which are flexible enough to take account
of patients’ individual needs. (p83 NHS Plan DH 2000)

The goal of integration of protocol-based care into care delivery is evident in
the development of national standards. For example, the National Service
Framework (NSF) for Mental Health (1999) and more recently those
developed to support the care of people with long term conditions (2005)
explicitly identify the development of service protocols as an approach to
implementing standards.

In response to this changing policy context, health professionals’ roles have
also been evolving because of the recognition that a more flexible team
response is required, and traditional professional boundaries revised.
Making a Difference (DH 1999) outlines the contribution that nurses,
midwives and health visitors can make to delivering this agenda through for
example, nurse-led clinics, nurse prescribing and nurse- led primary
services. Freedom to Practice— dispelling the myths (DH & RCN 2003) also
considers the potential of nursing to the improvement of the patient journey
through new ways of working and the blurring of professional boundaries.

In summary, the current NHS policy context emphasises the need for health
services to be driven by evidence of clinical and cost effectiveness, to
improve patient safety and consistency of care and to co-ordinate services
across professional and environmental boundaries. From a policy
perspective protocol-based care is a mechanism for facilitating
standardisation and the expansion and extension of the nursing workforces’
professional practice.

Despite the political enthusiasm for protocol-based care there has been little
systematic evaluation of its impact on roles, practice, patients and
organisations; particularly across multiple sites. This report presents the
findings from a case study evaluation and a decision-making ethnography,
which addressed some key questions about the practice of protocol-based
care.
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2 Evidence review

2.1 Approach

As the methodological framework for this study is realistic evaluation (see
section 3), the literature review for this study has been conducted based on
the principles of realist synthesis; a recently developed approach derived
from realistic evaluation (Pawson 2006, Pawson et al 2005, Pawson & Tilley
1997). In contrast to traditional systematic reviews, which focus on
evidence of effectiveness, narrowly focused questions and defer to the
hierarchy of evidence, a realist review follows an iterative, inclusive and
broader process (Pawson et al 2004). Specifically realistic inquiry has a
particular approach to causality, which acknowledges the complexity and
non-linearity of interventions. For Pawson (2006) the ‘nature of causality in
social programmes is such that any synthesis of evidence on whether they
work, will need to investigate how they work’ (p25). Therefore the
fundamental question is: what is it about this programme that works, for
whom, how and in what circumstances? For this study the question then
becomes; how do certain causal mechanisms (particular type of protocol,
and practices they prompt) operate in particular contexts (e.g. in particular
clinical settings or circumstances) to create certain impacts or outcomes. A
realist synthesis attempts to integrate plural forms of evidence to unearth
information on mechanisms, contexts and outcomes.

Fundamentally a realist approach claims that interventions are theories,
which are based on a hypothesis that postulates ‘ if we deliver a programme
in this way or we manage services like this, then we will bring about some
improved outcome (Pawson et al 2004, 2005; Pawson 2006). The aim then
is ‘...to articulate underlying programme theories and then to interrogate the
existing evidence to find out whether and where these theories are
pertinent and productive. Primary research is examined for its contribution
to the developing theory...” (p74, 2006).

A realist synthesis follows similar stages to a traditional systematic review,
but with some notable differences (see Table 1):

¢ realist synthesis derives its focus from a negotiation between
commissioners and the researchers (in this case through the brief and
contractual expectations).

e The search and appraisal of evidence is purposive and theoretically
driven with the aim of refining theory.

e The process is iterative.

¢ The findings focus on explaining to the reader why (or not) the
intervention works and in what ways, to enable informed choices about
further use and/or research.
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Using realist synthesis principles to conduct this literature review was
thought to be appropriate for three reasons. First it complements the
methodological and theory driven approach of the study ensuring integrity,
second, the literature about protocol-based care is diverse and varying in
quality; the findings from conducting a traditional systematic review would
be limited in number of studies reviewed and their applicability, and finally
it is important to acknowledge the existence of the complex context of the
NHS in order to gain a deeper, realistic understanding of the development
and contribution of protocol-based care.

Table 1. Approach to evidence review

Define the
scope of
the review

Identify
the
question

What is the nature and content
of the intervention (protocol-
based care)?

What are the circumstances or
context of its use?

What are the policy intentions or
objectives?

What are the nature and form of
its outcomes or impacts?
Undertake exploratory searches
to inform discussion with review
commissioners/decision makers

Clarify the
purpose(s)
of the
review

Theory integrity — does the
intervention work as predicted?
Theory adjudication — which
theories around the intervention
seem to fit best?

Comparison — how does the
intervention work in different
settings, for different groups?
Reality testing — how does the
policy intent of the intervention
translate into practice?

Find and
articulate
the
programm
e theories

Search for relevant ‘theories’ in
the literature.

Draw up list of programme
theories.

Group, categorise or synthesise
theories.

Design a theoretically based
evaluative framework to be
‘populated’ with evidence.

Search for
and
appraise
the
evidence

Search for
the
evidence

Decide and define purposive
sampling strategy.

Define search sources, terms and
methods to be used (including
cited reference searching).

Set the thresholds for stopping
searching at saturation.

© Queen's Printer and Controller of HMSO 2007
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Appraise Test relevance — does the
the research address the theory
evidence under test?

Test rigour — does the research
support the conclusions drawn
from it by the researchers or the

reviewers?
Extract and Extract the Develop data extraction forms or
synthesise results templates.
findings Extract data to populate the
evaluative framework with
evidence.
Synthesise Compare and contrast findings
findings from different studies.

Use findings from studies to
address purposes(s) of review.

Seek both confirmatory and
contradictory findings.
Refine programme theories in

the light of evidence including
findings from analysis of study

data.
Draw Involve commissioners/decision
conclusions makers in review of findings.
and make Draft and test out
recommend recommendations and
ations conclusions based on findings

with key stakeholders.

Disseminate review with
findings, conclusions and
recommendations.

(adapted from Pawson et al 2004)

For this study the process of theory formulation began with a synthesis of
policy and research literature, the theories and working propositions are
then refined through data analysis and interpretation.

2.2 Programme theories and theoretical framework

The first stage of the synthesis involves the identification of concepts,
programme theories and framework development. Realism as a philosophy
of science is situated between the extremes of positivism and relativism
(Pawson & Tilley 1997). As such it is a pluralistic empirical enquiry.
Furthermore, ‘theory’ is construed and defined differently from positivistic
interpretations. For realist synthesis an intervention is a theory, because
they are always based on a hypothesis; if we do X in this way, then it will
bring about an improved outcome.

The focus of this review and research has been informed by the
commissioner’s requirement, an initial review of the literature undertaken
for the proposal (Rycroft-Malone et al 2004) and key policy developments.
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To this end the framework was constructed around the following four theory
areas:
e What are the properties of protocol-based care and protocols?
e How are protocols developed?
e What is the impact of protocol-based care?
e How is protocol-based care implemented and used?

These areas need to be related to outcomes and stakeholder issues; as such
each area contains additional review questions:

2.2.1Properties of protocol-based care and protocols
1. What is protocol-based care?

2. What are protocols and what types/models of protocol based care are
used in practice?

3. What patient care issues/topics are covered by protocol-based care?

2.2.2 Development of protocols
4. How are protocols developed?
5. What forms of evidence underpin the development of protocols?

6. How does the method of protocol development affect use?

2.2.3 Impact of protocol-based care

7. How does protocol-based care impact on patient and organisational
outcomes?

8. How does protocol-based care impact on nurses, midwives and health
visitors’ role and contribution?

9. How does protocol-based care impact on nurses’ decision-making?

10. How does protocol-based care impact on multi-disciplinary decision-
making and interaction?

2.2.4 Implementation and use

11. What approaches are used to implement protocols and how does this
impact on their use?

12. What are the facilitators and barriers to protocol-based care?

Based on the evidence review related to the four areas and set of linked
questions, a number of initial explanatory propositions were developed.
These propositions have variable evidence bases, depending on the
strengths and limitations of the existing literature. The propositions are not
intended to be firm hypotheses, but working theories that guide the
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research. These are then revisited and developed through the research
process and study findings.

2.2.5Searching the literature

In a realist synthesis literature is purposively sought to answer the review
questions and interrogate the initial hypotheses (Pawson 2006). This
included searching electronic health databases, including the Cochrane Trial
Register, Medline, Embase, Cinahl, Assia, Psychinfo. Snowballing and hand
searching was also be used. Additionally, existing connections with, for
example the Care Pathways Review Board, the National Electronic Library
for Health (NELH) and Royal College of Nursing (RCN) Forums of practice
and the Royal College of Midwifery (RCM) Learning, Research and Practice
Development Department, were used in order to uncover grey literature and
information embedded in practice. The literature about protocol-based care
is vast. Applying the principle suggested by Pawson (op cit) searching and
retrieval stopped when there was sufficient evidence to answer the
questions posed. Evidence has been included if it is relevant to the theory
areas and questions.

2.3 Theory area 1 — Properties of protocol-based
care and protocols

2.3.1 Defining protocol-based care

The term protocol-based care was developed by policy makers and first
used, but not defined, in the NHS Plan (DH 2000). Having emerged
relatively recently in policy documents and the literature, protocol-based
care is a poorly defined and understood concept. Concepts and terms
related to protocol-based care, such as protocols and care pathways are
used, often interchangeably. The Modernisation Agency has suggested that
protocol-based care provides clear statements and standards for the
delivery of care locally (NHS Modernisation Agency 2002). However, this
statement lacks clarity, and implicitly conflates protocols, statements and
standards, when arguably these could be conceptually and practically
discrete. On the other hand it does indicate that protocol-based care is
concerned with standardisation of care, and local delivery. As such protocol-
based care could be viewed as an umbrella term, which encompasses a
range of clinical care processes, including statements and standards as well
as other approaches including care pathways, patient group directives,
algorithms, clinical guidelines and procedures (Rycroft-Malone et al 2004).

In an attempt to define this umbrella term, llott et al (2006)> conducted a
multi-method concept analysis. The aim of the analysis was to clarify ‘what
is protocol-based care’, and also highlight the inter-relationships between
different types of standardised care for nursing practice. The analysis drew

3 University of Sheffield team conducting a parallel project about protocol-based
care — to be completed 2008
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on multiple sources of evidence including a content analysis of policy
documents, exploration of the literature, and the findings of interviews with
opinion leaders. Through inductive analysis of data the authors’ report that
they were able to distinguish key features of protocols, care pathways, and
clinical guidelines (despite opinion leaders using terms interchangeably),
which enabled them to define protocol-based care as follows:

The term protocol-based care may be applied in two ways: firstly, in generic
settings where multi or unidisciplinary staff standardize clinical care
processes and secondly, in specialist settings where authority for clinical
care processes is delegated to those working in expanded roles. In both
contexts staff follow rules codified in documents such as protocols, care
pathways and clinical guidelines, which aim to standardize health care
delivery and outcomes. These documents do this in subtly different ways,
by varying the specificity and scope in which they have an effect upon the
processes of clinical care. Staff retain responsibility for using them
appropriately and for obtaining informed patient consent. (p550)

lllott et al (2006) ask readers to test, challenge and further refine their
conceptualisation and as this is the most definitive exploration of the
concept of protocol-based care to date, there are two issues that emerge
from the definition that are worth examining further. First, the authors
appear to separate the application of protocol-based care into
standardisation of care processes, and delegation. llott et al (2006) do not
state whether they consider these applications to be mutually exclusive or
clarify what is meant by ‘generic’ settings, however in practice it is possible
that both applications could co-exist. For example, triage and delivery of
patient care through computerised management protocols by practice
nurses, fulfils both applications (Richards et al. 2002); it is a generic setting
(general practice), and also involves the delegation of tasks from general
practitioner (GP) to nurse through standardised processes. Additionally it is
worth noting that most of the references to delegation of tasks and jobs
through the use of protocols come from policy documents, which indicate
the political enthusiasm for this approach to care delivery.

Second, the definition states that in protocol-based care staff follow codified
rules, which has connotations of an imperative. A dictionary definition of a
rule is ‘a regulation or principle governing conduct or procedure within a
particular sphere’ (Oxford Concise English Dictionary 2004). Whilst there
are some exceptions, for example patient group directives for prescribing
and some algorithms, in practice, practitioners are rarely ‘bound’ to follow
protocols. Arguably ‘rules’ may not be a generally applicable term across all
types and variants of protocols, and thus not necessarily a defining feature
of protocol-based care per se.

In summary, a number of questions about protocol-based care still require
answering, including whether protocol-based care is greater than the sum of
its parts, or, more straightforwardly about delivering care based on a
particular type of protocol(s)? Or, is there something particular about the
way in which the protocols are used, by whom, and in what contexts, which
distinguish protocol-based care from other service delivery initiatives such
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as guideline implementation? The outcome of this research will include
developing this conceptualisation, by for example teasing out the influence
of context on standardisation and delegation, and by evaluating the
different ways in which various protocols are used and by whom.

Currently some emerging defining features of protocol-based care include:

e standardisation of care delivery across healthcare contexts and patient
groups.

e Incorporating codified and/or formalised information for care delivery.
e Particularising care delivery to the locality.
¢ Enabling the delegation of work between healthcare professionals.

e Enabling nurses (and others) to work out of their traditional scope of
practice (e.g. prescribing).

e The potential to involve different members of the healthcare team.

These features will be revisited, developed and refined throughout the
report.

2.3.2 Defining protocols

The lack of clarity about what protocol-based care is probably stems from
the challenges there are with defining what protocols are. As Currie (1999)
highlights there are a number of terms used in the literature and in clinical
practice to describe the tools used to manage and standardise clinical care
processes (see Table 2). However, within and across these terms there is a
lack of agreement and inconsistency in use, with for example 17 different
terms encompassing the concept of clinical pathways (de Luc et al 2001).
Additionally some authors conflate different types of protocols within papers
and studies, for example Elliot et al (2006) use the terms algorithm based
sedation guideline, guideline and algorithm interchangeably. The lack of
consistency in the use of terms adds to the problem of defining what
protocol based care (PBC) is, and what it might encompass.

While all these care approaches are aimed at delivering the best patient
care, they offer different processes for achieving this. For example, care
pathways have been described as both a tool and process; can be condition
or procedure specific, as well as symptom based and generic (e.g. Campbell
et al 1998, De Luc & Currie 1999, Currie & Scrivener 2002, Morris 2003). In
contrast, an algorithm has been described as a specific step-by-step tool to
direct practitioners as to the absolute course of treatment for a particular
aspect of care or decision (Hadhorn 1995).
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Table 2. Clinical care processes — terms evident in the
literature and practice

Anticipated recovery path Protocol
Care map Clinical indicator
Care pathway Clinical guideline (local and
Integrated care pathway national)
Clinical pathway Case management plan
Clinical protocol Algorithm
Critical paths Patient group directive
Expected recovery path Standard

Procedure

Anticipated recovery path
Care map

Within the literature there have been a number of attempts to clarify the
similarities and differences between some of the commonly used clinical
care processes including clinical guidelines, protocols, care/clinical®
pathways, and algorithms (e.g. Long 1994, Hadhorn 1995, Duff et al 1996,
Antrobus 1996, delLuc & Currie 1999, European Pathway Association (EAP)
2005, llott et al 2006, De Bleser et al 2006). The nature of this literature is
diverse including full or partial concept analyses (e.g. De Blesser 2006, llott
et al 2006), literature reviews (e.g. Duff et al 1996), and opinion pieces
(e.g. Antrobus 1996). However a number of potentially defining
characteristics emerge, which are:

Standardisation and organisation of care — all these clinical care processes
standardise and organise care for patients, and/or conditions:

¢ clinical guidelines have been defined as systematically developed
statements to assist practitioner and client decisions about appropriate
health care for specific clinical circumstances (Institute of Medicine
1992).

e Care pathways as a way of organising care for a well defined group of
patients during a well defined period of time(de Luc & Currie 1999, EAP
2005, De Bleser et al 2006).

e Protocols as a means of formalising how to perform a specific procedure
(llott et al 2006).

e Algorithms as a step-by-step procedure and instructions for clinical
decision-making and/or problems (Society for Medical Decision Making
1992, Morris 2003).

4 De Bleser et al (2006) suggest that care pathways should be called clinical
pathways. The terms care pathway and clinical pathway will therefore be used
interchangeably here.
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Specificity - Whilst standardisation and organisation are common to all
these care processes the degree of specificity between them varies.
Algorithms provide very detailed information, usually presented in a flow
chart, of what to do at each step of a decision making process (Hadhorn
1995). Protocols also provide detailed information about a particular process
or procedure but do not usually have the same degree of detail as
algorithms (Duff et al 1996). Clinical guidelines have less operational detail
than algorithms, being made up of recommendations that describe different
aspects of the patient’s condition and appropriate management options
(Grimshaw & Russell 1993). In contrast, a care pathway could be described
as a hybrid of an algorithm, protocol, and guideline. A care pathway will
generally cover the whole of the patient journey for a specified period of
time (e.g. pathway for a 5-day stay for coronary bypass graft surgery), and
may also contain protocols, algorithms and standards within it (Whittle
2006, llott et al 2006).

Prescriptive vs. descriptive — In their conceptualisation De Blesser et al
(2006) suggest that the more specific or detailed the content of the ’clinical
pathway’, the more prescriptive it becomes. As such an algorithm would be
prescriptive, whereas a clinical guideline, by virtue of the fact it contains
less operational detail, would be more descriptive than prescriptive. Being
more prescriptive also means that practitioners are more restricted; they
have less decision-making latitude. Swinglehurst (2005) is adamant that a
distinction should be made since ‘protocols’ are far more dictatorial and
allow for less ‘individual judgement’ than do ‘guidelines’. For Swinglehurst,
protocols amount to a set of rules which must be followed whereas
guidelines are there to help decisions be made. However, arguably
whatever approach is used to guide and standardise care, practitioners
should exercise appropriate clinical judgement to particular circumstances
or for individual patients.

Applicability — Different types of clinical care processes may be applicable at
different levels of the health care system. For example, clinical guidelines
are developed nationally but can also be developed locally, at which point
they may become a protocol or local guideline (Duff et al 1996). A protocol
or local guideline is then the result of the adaptation of the national
guideline for use in the local context (Long 1994). Similarly, care pathways
tend to be developed locally so that care processes can be particularised to
the specific context. Whilst locally developed, there is a national database of
care pathways through which developers and users share examples
(http://www.library.nhs.uk/pathways/). In contrast algorithms may be
locally or generally applicable, depending on their clinical focus. For example
an algorithm on pressure ulcer risk assessment should be based on
available national clinical guideline evidence about appropriate assessment,
but may also require the addition of information about the local pressure
relieving resources available for staff to use.

Evidence-base — The proliferation of guidelines, protocols, and care
pathways are evidence of the political emphasis on evidence based practice.
The implication of this is that these ‘tools’ are based on evidence of clinical
(and cost) effectiveness. Duff et al (1996) state that the key defining
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attribute of a clinical guideline is that it is based on research evidence.
National clinical guidelines, such as those developed by the National
Institute for Health and Clinical Excellence (NICE) and the Royal Colleges
(e.g. http://www.rcn.org.uk/publications/) do incorporate (where available)
research evidence into recommendations. However it is less clear how these
recommendations may be translated locally into protocols and care
pathways, and therefore how diluted the research evidence base becomes.

For now, the term protocol-based care will be used to describe standardised
care delivered by guidelines, pathways, protocols or local guidelines, and
algorithms. Reference to other approaches, such as patient group
directives, will also be made where appropriate.

2.3.3 Patient care issues and topics covered by protocol-
based care

Protocol-based care covers a wide spectrum of topics and care processes.
The list is extensive and includes, for example; genetics (e.g. Campbell et al
2000), vascular surgery (e.g. Abu-Own et al 1999), mechanical ventilation
(e.g. Ely et al 2001, Grap et al 2003, Elliot et al 2006), orthopaedics (e.g.
Gregor et al 1996), stroke care (e.g. Kwan & Sandercock 2003), postnatal
care (e.g. MacArthur et al 2002 & 2003), minor injuries (e.g. Macduff et al
2001), mental health (e.g. McQueen & Milloy 2001), end of life care (e.g.
Hockley et al 2005), telephone triage (Richards et al 2002), pressure ulcer
prevention (Wilborn et al 2006), treat and refer (e.g. Snooks et al 2004
&2005) and nurse prescribing (James 2004, DH 2000b). These examples
include the use of different types of protocols; however the majority of the
protocol-based care published literature focuses on the use and evaluation
of care pathways, then guidelines, and less frequently on protocols and
algorithms.

As protocol-based care covers a variety of patient care issues and topics, it
consequently spans different clinical settings, from specialist units such as
intensive care (e.g. Flynn & Sinclair 2005), cardiac surgery (e.g. Hancock &
Easen 2006), and obstetrics (e.g. Hayward-Rowse & Whittle 2006) to
general settings such as elder care wards (e.g. Main et al 2006), nursing
homes (e.g. Hockley et al 2005), primary care (e.g. New et al 2004),
mental health (Jones 1999a & b) and hospital care (e.g. Wilborn et al
2006). There are examples of care pathways in the national electronic
libraries for health database that do focus on boundary spanning issues,
such as patient transfer (http://www.library.nhs.uk/pathways/). Atwal and
Caldwell (2002) also report the development and evaluation of an
integrated pathway for care of people with fractured neck of femur, which
includes the patient pathway from admission to the accident and emergency
(A&E) department to discharge from the orthopaedic ward. Similarly Jones
(1999b) developed a care pathway for in-patients with schizophrenia that
described care from admission to discharge to the community mental health
team. However these examples are sparse and tend to be confined to the
care pathways literature, additionally it is not clear how much pathways
such as these have been evaluated. Boundary spanning protocol-based care
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is a neglected issue, but one that will become increasingly important in the
NHS with the widespread development and implementation of electronic
patient records, and better integration between health and social care
provision.

Whilst there is some literature that explores protocol-based care to inform
complex care issues, such as end of life care (e.g. Hockey et al 2005,
Watson et al 2006), and mental health service provision (e.g. Lacko et al
1999, McQueen & Milloy 2001) this represents a small proportion. The
majority of the published literature tends to focus on managing procedural
care issues such as weaning of mechanical ventilation (Blackwood 2003,
Blackwood et al 2004).

2.3.4Summary

Standardised care approaches are widely used in service delivery and care
management, however the term protocol-based care is poorly understood
and conceptualised. Similarly there is little clarity about the standardised
care approaches; what they are, and a lack of agreement and consistency in
the way terms are used.

Drawing together the features of the literature reviewed thus far, the
following characteristics of protocol-based care emerge:

e standardisation and organisation of care processes across a wide variety
of care settings and patient care topics,

¢ localises care delivery through the use of care pathways, protocols,
guidelines, algorithms (and other approaches such as patient group
directives) and by particularising evidence to the local context,

e Vvaries in the degree of specificity and prescriptiveness of formalised
and/or codified information,

¢ has the potential to involve all members of the health care team, and
facilitate the sharing of roles and responsibilities between them.

In order develop a more robust understanding of the nature of protocol-
based care and refine the emerging propositions (see below) there is a need
to explore these issues in the reality of the practice context, in relation to
the way that protocol-based care has been enacted by health care
professionals, and through larger scale evaluation over multiple settings.

2.3.5 Initial propositions

Based on the literature reviewed and summarised above, the following
propositions have been developed about the properties of protocol-based
care. These are revisited throughout the research process and report.
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Table 3. Theory area: Properties of protocol-based care initial
propositions

e A clear understanding about the purpose and nature of protocol-based
care by potential users will determine the extent to which standard care
approaches are routinely used in practice.

e The properties of standard care approaches, such as degree of specificity
and prescriptiveness, will influence whether and how they are used in
practice.

2.4 Theory area 2 — Development of protocols

2.4.1 How are protocols developed?

Integral to ensuring the delivery of the modernisation and evidence-based
practice agenda has been an encouragement for practitioners to develop
and use standardised approaches to care. Indeed one of the defining
characteristics of care pathways has been stated as ‘an explicit statement of
the goals and key elements of care based on evidence, best practice, and
patient expectations’ (European Pathway Association, 2005 http://www.e-p-
a.org/index2.html). However the potential to standardise and improve care
is predicated on an assumption that the standardised approaches used are
based on (good quality) evidence, and that health care professionals accept
and use them as written.

There is a variable amount of information in the literature about how the
different care management approaches have been, or should be developed.
There is now a well established body of literature about the development of
national clinical guidelines in both the presence, and absence of research
evidence (e.g. www.nice.org.uk, Rycroft-Malone 2001, 