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In search for Gold - the relevance of realist revigs and evaluations to pharmacy research and
policy development

Abstract

Pharmacy services and programs can be regardexmdex interventions which are
developed and implemented within the open, comgyskem of overall healthcare. Realist
research considers matters of complexity and pesvidsights into what programs and
interventions work, why and in which contexts. Bhse the philosophy of science of critical
realism, realist evaluations and realist reviewsegate causative explanations which inform
pharmacy practitioners, educators and policy maikenghich context programs and services
achieve particular outcomes. This more nuancedrstateding of how pharmacy services
contribute to overall healthcare provides guidaiocehe refinement and targeting of
programs, interventions and practice models. Tittisla outlines key aspects of realist
research approaches and provides insight into ralism can contribute to research in and

the practice of pharmacy.

Keywords

Pharmacy, critical realism, realist research, seavaluation, realist review

1. Introduction

This article outlines how realist evaluations aedlist reviews can add to the body of
knowledge in many aspects of pharmacy researclsgmabrt the development of programs,
interventions, best practice models and policyatrhicro-, meso- and macro-level. Research
in pharmacy practice and education has mostlyviathexamples from other science-
orientated disciplines, in that evaluations tentht@ur experimental methods, such as

randomised controlled trials (and various approadmilar to these). Randomised



controlled trials (RCTs) compare ‘intervention evith ‘intervention off’, may produce
statistically accurate ‘evidence’ of efficacy ofesftiveness, but often leave us none the wiser
about where to target resources, how to adapt anogjto different settings or maximise
impact! Whilst useful when evaluating the efficacy of adicine, these approaches are less
successful when multiple human actors, sociologicdl technological factors are involved in
what is the archetypical, complex adaptive systémalthcare. Even in well conducted
RCTs, systematic reviews and meta-analyses itfisult to capture what it is about an
intervention leading to its success or failure.lStesearch usually acknowledges the
heterogeneity of policies/services/programs unakegstigation but often attempts to
homogenise results when reporting findings as fates$ize that has some causal attribution
to observed outcomes. Realist research, on tleg bnd, contributes to our understanding
of what is essential to the success or failureeadlth policies, practices, programs or
educational strategies. Most pharmacy servicesagrams, whether evaluated at the
individual patient/health professional, team/orgational or policy/regulatory levels, can be
regarded as complex interventions which are tdatleimplemented into the open, complex
system of overall healthcafe’ Consideration and acceptance of this complexifyragram
and service evaluation increases the chances afmeing and figuring out which parts of a
program and the implementation process are fundentenits success, which external
factors influence the way it works, who will bertefiost from it and under which
circumstance$ The evaluation of a program, intervention or thelg of any phenomenon
benefits from the considerations of matters of dexify and how research can provide
insights into why things work the way they do. Timsludes an appreciation that outcomes
will be valued differently by different stakeholdeA realist approach to research intends to
answer what has become the catch phrase questitatnaf works for whom, why, under

which circumstances and to what extehthis calls for flexible approaches to research



which allow and account for (inevitable) changea fwrogram by those who implement or
participate in it, departing from a narrow expenita and judgemental focus, exemplified by

randomised, controlled trials.

2. Realism — a brief overview

Critical realism is a philosophy of science whicidbes positivism (phenomena can only be
observed empirically) and constructivism (knowledpeut phenomena is mentally
constructed). Realists distinguish between the dvbrat exists outside of us, independent of
our minds and our experiences of the world, hypoiieg a reality that exists beyond our
perceptions of it. At the same time, they argué¢ &idknowledge about the world can only
ever be partial because we are limited by our huamdlities and senses in how we come to
know about it. As a result, knowledge of the realld remains uncertain, incomplete and

will accrue over tim&.Three domains constitute this ‘stratified’ undansting of the world;

the empirical, the actual and the real. The emgdicomprises of what can be observed or
experienced; the actual contains all events or @inema and exists regardless of whether
these can be observed or experienced. Finallyeddewhich all-encompassing contains both
the empirical and actual, but also whatever catisegs to be the way they are, the
underlying causal mechanisms that generate (acuaits. Most realists include attributes
and mental states in their understanding of thiewedd, which links to both the character of
context and mechanisms, which may be intentiongfbeind behaviours. The understanding
of mechanisms is central to realism. Mechanism®#es hidden and not directly observable
on an empirical level, nonetheless they are rezdse they cause events to happen. The aim
of realist research is to develop an understandirigw mechanisms are activated or behave

in different contexts to cause certain outcomes.



Much realist research of health services follovisren of realism developed and described
by Pawson and Tilley.2*° Their work is one of many ‘schools’ of realism thaaws and
builds on the work of Roy Bhaskar and the critieallist philosophy of science.

Realist research can employ a wide range of appesaenethodologies and methods to
assemble the data needed in an evaluation of carhpkdthcare services or social
phenomena’ Rather than regarding realist approaches to relsearsimply another tool in
the toolbox of methods useful to health servicplmrmacy researchers an understanding of
realism as a philosophy of science is a prereguisitheir successful applicatiéhThe
following discussions of the relevance of realislaation and review for research in
pharmacy practice, education and policy developnssinamed by the realist approach

developed by Pawson and Tilley and includes a briefview of the realist jargoh°

3. Arrealist logic of analysis

The central process of realist research is théstdagic of analysis which centres on
explaining the causal links between the contexthich a program, intervention or policy is
implemented in and its related outcomes. It unp#oisblack box’, the inner workings of a
program, moving from measuring effects without ¢desation of how these have been
produced to understanding and explaining the compisror inner logic which cause a
program’s success or failuteA realist logic of analysis deliberately seekstablish or
propose mechanisms which provide the explanatangeqtual link between context and
outcomes. Doing so explicitly, brings the relatioips between context and outcome to the
surface, something that is ‘missing’ in many apph&s or methods that seek to make sense
of complex interventions. This pushes the findiafan evaluation or review past showing
that a program or policy achieves certain outcoamestransforms it into an explanation and

understanding of program related causal processes.



In brief, under a realist logic of analysis, medkars are triggered in a particular context to
cause specific outcomes and their identificatiavjate a causal understanding of the
relationship between context and outcome. Thisalguscess has been succinctly
summarised as Context + Mechanism = Outcome, wkinbt an equation but more an ‘aide
memoire’ to remind researchers of the form causpllamations take in realist evaluations
and realist reviews.

Mechanisms are not intervention strategies or carapts of an intervention - that is they are
not the things that pharmacists might do, for eXerapdertake a medication use review.
Within pharmacy research, they are better concépéubas the responses individuals have to
the world around them. They are usually hiddenamigted at indirectly by theorising rather
than empirical observation. Linking or configuriogntext (C), mechanisms (M) and
outcomes (O) into CMO configurations (CMOCSs) is eh¢he cornerstones of building a
realist explanatory causal account of what mak@®gram work and why, iteratively

supporting the generation of a program theory.

4. The role of program and middle range theory in realkt research

Program theory is specific to an individual progrdikke a small working model, including

the bits and pieces unique to the program, desgrithie ins and outs, framed by a narrative
of underlying assumptions. Middle-range theoriegra and concept developed by Merton
in response to general theorising in the developmksociological systems, assist in
establishing program theory as they are descridmmtermediary level between empirical
research and theof§.>This positions middle-range theory, particulaydeveloped or
applied in realist review or realist evaluationsgdenough to observable phenomena or data
to be empirically testable. Realist middle-rangeoties have the added benefit of potentially

being transferable to other settings, based oagkemption (which does need to be



confirmed or refuted) that a similar mechanism raksp influence outcomes in a different
setting. This provides an explicit reason for wimglings from different studies may be
useful for various settings. Within realist reséatttese middle-range theories are usually

expressed as CMOCs, of which there may be margripgiven program theory.

5. Realist evaluation and realist review

Realist evaluation and realist review are usefpkragches when the goal of any research is
the endeavour to account for complexity in the teake and pharmacy environment, the
context of and natural variations in program desigiplementation and normalisation by all
participating agents. Realist evaluations andengsiof an intervention or program ideally
start with an initial program theory. This progrémeory may be developed using a range of
methods, for example, it may be based on what gstubxpert suspects to be at play, an
exploratory search of the literature and/or fee#tlzawl advice from relevant stakeholders.
During the realist evaluation or realist reviewtadare used to iteratively develop and then
confirm, refute or refine parts of this initial gr@m theory?

Realist evaluation is a type of theory driven priyn@search , meaning original data needs to
be collected to inform the development of CMOC&elany evaluation it will include

various outcome measures, e.g. of efficacy, effengss or qualitative indicators of
satisfaction or acceptability, but also pays clatention to the environment and context in
which a program or service implementation takesebnd what exactly influences
effectiveness or acceptability. The aim is to elidnich mechanisms are activated in a
particular context, to cause specific and relate@d@mmes of interest. This causal explanation
for the outcome is expressed in the form of variGMOCs which provide the fine grained

explanation for the outcomes found within a progeard its theory. In other wordsyealist



program theory should be underpinned by a numb&wdCs that explain, for example,
how, why, for whom and in what contexts outcomesuocor a program or intervention.
Realist reviews are the use of realist philosophinée theory-driven synthesis of research
findings from primary studies, i.e. they are a fayhliterature review. Realist reviews of
pharmacy practice and education ideally provideitis a nuanced understanding of how the
profession, its training and the practice of pharyyneontributes to the delivery of healthcare,
e.g. which practice models, pharmacist initiatadises and educational strategies may be
effective in a particular context and wHyThe insight generated by a review of what works,
for whom, when and why, the development of progtheory and associated CMOCs
supports decision making in a more comprehensivyethan the ‘yes, no, maybe’ answers
generated by conclusions of causation under suocestsassumptions.

In gathering data for a realist review a much wiggtris cast compared to more ‘traditional’
systematic reviews. While the search and data gathprocess follows a systematic
approach it draws from multiple sources, includiag only empirical research but also data
from a broader range of study types (e.g. mixechowtqualitative), grey literature (e.g.
policy documents, training manuals) and stakehaddexpert opinion which may provide
insights into aspects of program theory. Such degahen analysed and synthesised (using a
realist logic of analysis) to support or refute @edatively add to program theory refinement.
This process more or less precludes conventiordditg@ppraisal of identified material.
Instead, realist reviewers have to take a morempadig approach to judging quality of data
and its sources by evaluating trustworthiness,gitelity and coherenc¥. Applying the
principles of a realist logic of analysis to thethesis of existing data and evidence again
aims at developing a theory about the programaterientions under review based on
CMOC:s. A realist review will not provide definitaggement of the effectiveness of

interventions but an evidence-based understandittieacomplexity and interplay of



intervention, context, and mechanisms causing oumso Given the multitude of often small
studies into pharmacy related programs, pharmescighterventions or health services,
realist reviews may get past the ‘not enough ewdeor ‘not enough studies’ statements
pharmacy researchers and policy makers will belfanmwith when trying to synthesise

findings from multiple, heterogenous studies.

6. Getting started

A number of resources have been developed by tHdESES group (Realist And Meta-
narrative Evidence Syntheses: Evolving Standavdsw.ramesesproject.org) for those who
consider engagement with realist research. Metlogaidl guidance, training materials,
reporting and publication standards provide helpfuiopses of how to conduct and evaluate
realist research.®%

As discussed above, realist research starts arglvatidtheory, starting with what may be a
rough, initial theory of why a program works (otp@nding with a more refined theory after
a review of evidence or evaluation of data. As thelevelopment and refinement via
CMOC:s is fundamental to realist research, onermitdor quality syntheses and evaluations
is that these CMO configurations are developedighs way that they provide a realist
causal explanation for outcomes. This is basedrmalest understanding of mechanisms,
which should not to be confused with the actuavaes or components within an
intervention, program or policy being researched.

Underpinning the discussions on the merits of seaéisearch in healthcare and pharmacy
practice the following examples illustrate the ciimttions of realist evaluations and realist
reviews to the generation of knowledge of what wdd¢c whom and why.

In 2017, Gordon et al. published their realist eaibn which examined what supports

effective working in UK care homes with the aimimfroving outcomes. The authors started



with a review, which deliberately did not centreare ‘intervention’ but studied the policy
levels and various ways in which these are implaetewithin the UK care home sector. The
team were interested in how various models of serprovision, activities and opportunities
lead to different outcomes and the mechanism(s)ctnsse these in order to inform policy
decisions going forward. The paper provides a geeagramme theory at the outset as the
basis of the evaluation, which aimed to ‘test,mefand possibly refute’ the starting theory.
The study used both quantitative and qualitativa dallection and analytical methods in a
number of different care home sites which were ehgsurposively to provide varying
examples of practice and enable comparison whemppate. The refined program theory
is supported by multiple CMOCs which were configlire an accessible manner and
maintain a clear link to the original data. Thelaation showed how NHS (National Health
Service) services delivered to care homes can ssltlhe needs of staff and residents through
building relationships and accessible networksyel§as expertise in dementia céfe.
Transferring these findings to pharmacy servicesgied care homes, which are often
provided externally on a referral or consultantfasuggests that building long-term

working relationships with facility staff and resiats, creating mutal learning opportunities
and referral networks may optimise service outcomes

With their realist review, Ford et. al. aimed tontlerstand the contexts that effect access to
primary care for socioeconomically disadvantagettiopeople™ Their starting point for an
initial programme theory was the patient journeyrirthe moment a problem is identified by
the person seeking care to the outcome of a catsuidtwith a healthcare professional. Using
existing literature and practice experience supgabttie identification of component parts of
the patient pathway and the definition of seversksgps along the way. Each step formed a
sub-outcome that lead to the overall outcome, eaehhaving to be achieved or completed

before progression to the next step. Ford andaglies then examined the literature to



support the establishment of multiple CMOCs linke@ach stage of the journey and each
sub-outcome and expressed these in diagrammaii; fooviding an example of how an
overall programme theory is composed of multiplererdefined, middle-range theories in
the form of CMOCs. These middle range CMOCs proundeght into what facilitates access
and people’s motivations to access health servitesh can be transferred and tested in
other rural and healthcare settings.

Papoutsi et. al. examined how doctors-in-trainingage with antimicrobial prescribing,
adding to the knowledge around antimicrobial stelship. Following the realist logic of
analysis the investigation focused on the “resaioftered to doctors (mechanisms) which
were triggered in particular circumstances (corsetd generate certain behaviours or
outcomes’*The involvemenof various stakeholders and consideration of sukis@theory
framing influences on prescribing behaviours infeda broad outlook. The formulation of
multiple CMOCs underpinned the development of ag@m theory of how and why doctors-
in-training engage with antimicrobial prescribinfferently under different circumstances.
The program theory points to individual and soayidal factors and mechanisms which will
be relevant in other settings where a change iscpleng behaviour is the desired outcome
of a program or intervention.

To our knowledge two realist reviews of pharmaayises and practices have been
published to dat&2° The reviews were limited by a lack of explicit ting framing the
primary research design and data and insufficientextual detail included in most study
reports. One of the reviews shows how despiteable f contextual data and theoretical
detail the collection of a wide range of evidennd agorous establishment of hypothesises
can guide future researchers in designing and atiratupharmacy based smoking cessation
programs® Their findings may also serve as a wake-up calaymore attention to

contextual, e.g. organisational or systems, facttrasn designing and implementing complex



programs in pharmacy practice. This may be morewcwre to the development of program

and middle range theories, which then can and dhimeiempirically tested in future studies.

7. Conclusion

The explanatory power of realist approaches toarebebuilds a nuanced understanding of
programs and interventions to inform program dgwelent, implementation and related
policy decisions. The understanding is generatetth&ylevelopment of middle-range theory,
which links specific contexts to particular outcantlerough connecting mechanisms, or in
other words by building CMO configurations. Realissearch employs various
methodologies and considers a broad range of seofaata and information and is most
suited to where there is a need to understandfhience of context on outcomes in complex
systems. Attention to context and mechanisms atadbleshment of generative causation will
allow pharmacy education and practice researcherders and policy makers to identify for
whom, why and under which circumstances trainirag@ms, pharmacy initiated programs
and services achieve outcomes for participantsstaleholders. This deeper understanding
will assist in targeting limited healthcare res@sr@and advanced services to those settings
where they achieve the best outcomes for patierdsrdorm the further and deeper

integration of pharmacy as a profession into thegex system of healthcare.
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