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"Knowledge [...] is not a gradual approach to the truth. It is rather an ever
increasing ocean of mutually incompatible alternatives, each single theory, each
fairy-tale, each myth that is part of the collection forcing the others into greater

articulation and all of them contributing, via this process of competition, to the
development of our consciousness. Nothing is ever settled, no view can ever be
omitted from a comprehensive account. [...] Experts and laymen, professionals and
dilettanti, truth-freaks and liars — they all are invited to participate in the contest
and to make their contribution to the enrichment of our culture".

- Paul Feyerabend, Against Methods.






Have you heard the tale of the Bvaluation Monster...?

It does wot Live wnder your bed or bn an enchanted forest. It is found in
reseaveh papers, grant proposals, and policy docwments. It has one
stmple rule: everything must be wmensured, for you see, the monster
demands certainty. i you could see it, Yyou would not find sharp teeth
or claws. You would see yourself. For the wmonster Ls born from our
discomfort with conditionality and variability.

From the moment of thelr conception, complex interventions resemble a
ball of yarn, woven from threads from the very system tn which they
ave implemented. This is where the monster becomes dangerous. n its
pursuit of certainty, it turns to experiments as a way to cut into the
yarn. The problem is not that vigowr is wrong, but that threads are
severed vather thaw traced.

Experiments do not wnravel the entire ball of yam, nor should they be
expected to. They must be complemented by approaches that explain how
effects emerge. However, as our evaluations shape veal decision with veal
consequences it is also lmportant to wot forget the value of
methodological rigour.

In this thesis, I lnvite You to joln me in demystifying this so-called
monster. What does it get right? Where does it fail? And how might we
harness its power? Our goal is not to fully disentangle the yarn, but to
trace enough threads to wake precise and credible causal statements,
while exposing the remainder honestly.
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Abstract

Background: Despite growing interest among policymakers in
comparative effectiveness and cost-effectiveness over the past two
decades, remarkably few interventions used within the welfare sector can
genuinely be described as “evidence-based”. However, even where
evidence exists, significant questions remain about how well findings
translate to real-world conditions and whether they are sufficient to
inform decision-making. Such issues are further amplified when
evaluating complex interventions, where experimental approaches alone
are often insufficient, and need to be complemented by other methods.

This thesis forms part of a larger research project evaluating the
intervention of Everyday Life Rehabilitation (ELR), a recovery- and
activity-based intervention targeting persons with serious mental illness
(SMI) living in supported accommodation. The thesis comprises four
studies addressing the intervention’s effectiveness, cost-effectiveness, and
early implementation. ELR involves residents, rehabilitation
professionals, housing staff and their managers, aiming to promote
personal recovery through engagement in meaningful everyday activities.
The overall objective of this thesis is to evaluate ELR by integrating
findings across four distinct analytical approaches, while contributing to
the broader discussion on the role of evaluations in welfare settings.

Methods: The thesis revolves around a pragmatic cluster randomised
controlled trial (RCT) evaluating the effectiveness and cost-effectiveness
of ELR against treatment-as-usual in promoting personal recovery and
quality of life among persons with SMI living in supported
accommodation. Alongside the trial, data on resource use and early
implementation have been collected, which are examined through a
mixed-methods approach, drawing on health economics and
implementation science.

Study I is an internal pilot study (19 units and 48 participants) evaluating
the feasibility of the trial and intervention, assessing the outcome
measures, and informing an updated power calculation. Study II is the
full-scale RCT (60 units and 161 participants) evaluating the effectiveness
of ELR on the primary outcome measure Recovering Quality of Life
(ReQoL). Study III is a trial-based cost-utility analysis estimating the
interventions impact on costs and quality adjusted life years (QALYs).
Finally, Study IV is a process evaluation exploring housing staff’s (n = 21)



discourses in response to the early implementation process, based on
seven focus group interviews conducted following the trial.

Results: The findings demonstrates that those who received ELR had
significantly greater improvements in ReQoL scores at six months
compared with the control (20.1, 95% CI: 15.8 to 24.4). This represents a
strong and clinically meaningful effect, and high goal attainment were
observed among those who received the intervention. In addition,
analyses suggest that ELR has a high probability of being cost-effective,
and that it is quite affordable. Despite positive findings, several
implementational challenges were observed during the trial. Discourses
among housing staff revealed a perceived sense of scarce resources and
vague leadership, which constrained staff's agency and fostered
apprehension towards residents own choices, leading them to employ
discursive strategies to rationalise resistance and gatekeeping.

Conclusions: ELR has been found to not only be an effective
intervention, but also a cost-effective one. These findings represent robust
empirical evidence, which is used to illustrate how findings can be
contextualised through translational approaches, to enable more precise
causal statements. While effects are context-dependent, the findings
suggest that meaningful improvements in resident’s quality of life can be
achieved with relatively modest efforts. ELR has been developed to fit well
within the legal and organisational structures of supported
accommodation in Sweden, and holds potential not only as an
intervention, but as a means of integrating healthcare services, promoting
resident’s agency, and enhancing the overall quality of services.



Svensk sammanfattning

Den som behover hjalp av samhillet ska kdnna sig trygg med att de
insatser som erbjuds ska bygga pa den basta tillgdngliga evidensen. Trots
detta sd ar experimentella studier fortfarande en bristvara inom stora
delar av vilfarden. Att utviardera komplexa interventioner innebér unika
problem som ytterligare forsvarar anvdndandet av experimentella
studiedesigner. Det har i praktiken lett till en 1lig anvidndning av
evidensbaserade interventioner, atminstone sédana som har utviarderats
i experiment av god kvalitet. For att kunna arbeta evidensbaserat kravs
tillforlitliga underlag om bade interventioners effekter och kostnader.

Denna avhandling ar del av ett storre utviarderingsprojekt av
interventionen Everyday Life Rehabilitation (ELR). ELR riktig sig fraimst
till personer med langvarig och omfattande psykisk sjukdom som bor i
kommunala sirskilda boenden. Dessa personer lever ofta ett stillasittande
och passivt liv, trots att kommuner enligt lag ar skyldiga att verka for att
de far mgjlighet att delta i samhallets gemenskap och att leva som andra.
ELR ar utformad for att leva upp till gillande lagstiftning genom att
erbjuda god, langsiktig, och person-centrerad rehabilitering.

Det overgripande syftet med avhandlingen ar att utvardera ELR’s effekt,
kostnadseffektivitet samt implementering inom ramen for en pragmatisk
kluster-randomiserad kontrollerad studie. Ambitionen &ar ocksa att
avhandlingen ska belysa de mojligheter och utmaningar som ar
forknippade med utviardering av komplexa interventioner inom
valfardssektorn. Avhandlingen omfattar fyra studier: en intern
pilotstudie, en pragmatisk kluster-randomiserad kontrollerad
effektivitetsstudie, en halsoekonomisk kostnadsnyttoanalys samt en
processutvardering av den tidiga implementeringsprocessen.

Resultaten visar att ELR, efter bara sex manader, haft en statistiskt och
kliniskt signifikant effekt pad boendes livskvalitet och &terhdmtning.
Interventionen ar ocksa relativt billig, och det ar sannolikt att den skulle
vara kostnadseffektiv om den introduceras i praktiken. Dock observerades
en del svarigheter vid kommunens implementering. Bland annat
framkom att kommunerna ofta hade bristande struktur for
implementeringsprocessen och vagt ledarskap, vilket ledde till
fordrojning vid uppstarten av insatsen och i samverkan mellan
boendepersonal och rehabiliteringspersonal. Till f61jd av detta anammade
boendepersonal i vissa boenden en defensiv hallning jamtemot
interventionen och brukarnas valda mal, vilket i vissa fall ledde till
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konflikter. Trots att implementeringsprocessen inte alltid fungerade
optimalt, uttryckte boendepersonal en 6nskan om mer struktur, dar bade
ELR och en o6kad samverkan med rehabiliteringspersonal sigs som
onskvirda inslag.

Avhandlingens slutsats dr att ELR ar en effektiv insats med goda
forutsattningar att vara kostnadseffektiv om den implementeras i svenska
sarskilda boenden for personer med allvarlig psykisk sjukdom. ELR
bygger pa ett personcentrerat arbetssitt, dir resurser inom den
kommunala hilso- och sjukvarden tas tillvara for att erbjuda en god och
integrerad rehabilitering till en ofta forbisedd brukargrupp. Bade
interventionen och denna utvirdering ligger dven val i linje med de krav
som stalls i den nya socialtjanstlagen.
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Introduction

There is a growing focus on the use of evidence-based interventions in
both healthcare and the wider welfare sector *, including settings such as
public health, social services, and education. These contexts require
evaluations that address complex interventions and systems, capture a
diverse range of outcomes, and consider issues of equity and rights. In
addition, these evaluations is conducted in open systems, where
“irregularities in the flux of events” make it difficult to isolate
mechanisms and achieve experimental closure 2. While this introduces
substantial methodological challenges, it also raises questions about what
counts as evidence, and how such evidence can, or should, be applied in
practice 3.

A new Social Services Act (2025:400) was recently implemented in
Sweden4, further reinforcing evidence as a guiding principle for both
practice and decision-making. Among other things, this reform
establishes that social services should focus on enabling everyone to live a
dignified life and experience wellbeing, and that all services should be
informed by science. To ensure that research findings can be adapted and
translated into reliable decision-making, it is worth revisiting the classical
discussion on the value of experimental approaches, while examining
their limitations. This is particularly pressing as many of the evaluation
approaches now being applied in the welfare sector, originally were
developed within the healthcare sector 5. In the wider welfare sector, it is
often more difficult to define relevant outcomes, and the influence of
human agency and contextual factors tends to be more pronounced.

This thesis is based on an evaluation of the complex intervention Everyday
Life Rehabilitation (ELR), which was developed for persons with serious
mental illness (SMI) living in supported accommodation 6-13. Due to the
heterogeneous nature of SMI, the intervention’s content varies to match
the wishes of residents and is designed to promote personal recovery
through engagement in meaningful everyday activities. Supported
accommodation in Sweden operates within a complex system that brings
together multiple professional roles and sectors, while requiring practice
to be integrated with the person’s everyday life. Despite being one of our
most expensive services, one which also targets people with very severe
conditions, it receives minimal attention in public discourse.

This work is conducted as part of a larger research project organised
around a pragmatic cluster randomised controlled trial (RCT) evaluating



ELR. The role of this thesis is to bring together findings from four studies
addressing different aspects of the evaluation process (see Table 1). The
ambition is that this thesis also will demonstrate how pragmatic trials can
be combined with more translational approaches, such as health
economics and implementation science, to enrichen the analysis and
generate more precise and nuanced causal statements.

Table 1 Overview of thesis

Study Evaluation Study
target objects
Study I: Recovery through engagement in Feasibility Residents

meaningful everyday activities: An internal

pilot study of Everyday life Rehabilitation

(ELR).

Study lI: The Effect of Everyday life Effectiveness Residents
Rehabilitation (ELR) on Recovering Quality of

Life for those with Serious Mental lliness in

Supported Housing: A Pragmatic Cluster

Randomized Controlled Trial 4.

Study lll: The cost-effectiveness of the Cost- Residents
recovery- and activity-oriented intervention effectiveness

Everyday Life Rehabilitation (ELR) for those

with Serious Mental lliness living in

Supported housing 5.

Study IV: Housing Staff's Discourses in Early Housing
response to the Implementation of Everyday Implementation  staff

Life Rehabilitation (ELR) in Supported

Accommodation.

The introduction is divided into two distinct sections. (1) Before turning
to the specifics of the population, intervention, and setting, the theoretical
perspective of evidence, its origins, and its close relationship to
experimental knowledge will be explored. After that, the approaches used
to contextualise findings from the trial will be introduced, namely health



economics and implementation science. (2) In the second section, the
theoretical rationale of ELR, the situation in supported accommodation,
the needs of persons with SMI, and the organisation of the Swedish
welfare system will be further explored.

Aim of the thesis

The overall aim of this thesis is to evaluate ELR by integrating findings
across four distinct analytical approaches. By analysing effectiveness,
cost-effectiveness, and early implementation of ELR, the thesis seeks to
highlight both the challenges and potential value of evaluating complex
interventions, while contributing to a broader discussion on the role of
evaluation within welfare settings.

The specific research objectives in this thesis are:

1. To examine the hypothesis that ELR promotes personal recovery
and quality of life through engagement in meaningful everyday
activities, by integrating findings from the included studies.

2. To assess the potential value of the intervention in comparison
with usual practice, by examining the evidence on incremental
benefits, costs, and overall impact.

3. To explore housing staff’s discourses in response to the six-month
implementation of ELR within their practice and social context,
and to map process data using Proctor’s taxonomy to contextualise
early implementation outcomes.

Theoretical perspectives on evidence

Evaluation of complex interventions is a field that has evolved in recent
decades, but taking methods from the lab into the open systems of society
has proven to be more challenging than anticipated. The evidence-based
movement (EBM) is a young paradigm, born in the 1990s with David
Sackett and Gordon Guyatt who urged young doctors to adopt an
“enlightened scepticism” toward their own practices 6. This rejection of
intuition, institutional truths, and mechanistic reasoning is telling for the
early proponents of EBM . Like a Kuhn-esque revolution, they
challenged the status quo by questioning the role of authoritative experts.



“The emphasis of EBM on scepticism and uncertainty — we will never
be sure about the magnitude of the effects of our treatments or the
power of our diagnostic tests — is central to the approach” 16

The movement developed as a response to a perceived lack of translational
use of biomedical science in clinical practice 8. In just 35 years, EBM has
become a cornerstone of modern healthcare, and when the British
Medical Journal asked its readers to rank the most important medical
milestones since the 1840s, EBM placed 15th . EBM assumes not all
evidence is created equal, which has led to the RCT receiving special status
as the gold standard for evaluating effect and causality. However, this
hierarchical view of evidence has not gone unquestioned, and early on,
EBM met a lot of resistance as it was seen as a threat to clinical freedom
20, Today we see similar debates about the use of evidence-based practice,
a concept which in this thesis is used interchangeably with EBM, when
evaluating interventions in the wider welfare system 2.

Critique against EBM tend to manifest as critique against the role and
function of experimental designs 22725, especially in open systems, and
maybe not without reason. In practice, randomisation is difficult to
achieve, and blinding is often impractical or ethically difficult. In addition,
evidence from non-randomised studies have been suggested to be able to
approximate findings from randomised trials 26-28, EBM is frequently
being described as being too reductionist, valuing only what can be
measured, leading to “evaluation machines”, or even an evaluation
monster 29. Although the number of published evaluations in Sweden have
increased drastically since the 1990s, relatively few are conducted within
the wider welfare sector 3°. In this sector, the use of evidence-based
interventions remains uncommon, and the evidence for existing
interventions tend to be weak 3.

Social services represents a substantial part of the welfare system and
target some of society’s most marginalised populations. The total regional
budget in Sweden amounts to approximately 390 billion SEK, most of
which is devoted to healthcare 32. Municipalities, which are responsible
for social services, have budgets roughly twice as large, with
approximately 333 billion SEK allocated to care-related services 33. Of this
amount, 16% is directed toward healthcare, accounting for nearly one-
third of Sweden’s total primary healthcare expenditure 34. This financial
distribution underscores the central role of municipalities in Sweden’s
healthcare system, as they are responsible for much of the care that
bridges healthcare and social services 35, including services for the elderly



and individuals with functional impairments. This makes effective
coordination between municipalities and regions essential.

In this thesis, an evaluation of the intervention ELR will function as a case
illustrating how pragmatic experiments, in the tradition of EBM, can be
combined with more translation approaches to address the challenge of
evaluating complex interventions in the wider welfare sector. This is even
when they are implemented and evaluated in the messy open systems of
society. The included studies represent individual parts of a larger
research project, which will be combined in this thesis to provide an
extensive account of both the intervention and evaluation. However,
before we continue, it might be good to pause and reflect: Why do we even
evaluate in the first place?

To evaluate or not to evaluate?

Our appetite for evaluations seems endless and the number of published
scientific articles is at an all-time high. Over seven million papers are
published each year, up from about one million a year in the 1980s 3°.
More than two papers per minute are published in the PubMed database
alone 37. Everything is expected to be evaluated: effects, costs, feasibility,
sustainability, equity, adverse events, culture, law, ethics, user experience,
and much more. Even if a lot of research is produced, much of it goes to
waste. Research waste refers to low-quality publications that offers little
value to clinicians and decision-makers 38. It has been estimated that as
much as 85% of medical research can be considered wasted 39. This is not
a novel issue, and already in the 1990s, Doug Altman warned about the
poor state of medical research 4°. There are many causes for research
waste, including flawed methods, misaligned funding models, weak use of
previous research, biased reporting, and human error.

“We need less research, better research, and research done for the
right reasons” — Doug Altman 40

Alongside the issue of research waste, a replication crisis has emerged, a
phenomenon in which replicated studies tend to report weaker effects
than the original studies 4'. Replication is a core principle of causal
inference, and the replication crisis points to structural flaws in our
current research and publication practices. As the publishing sector has
expanded, so have the need for systematic reviews and meta-analyses,
which have increased nearly 20-fold between 2000 and 2019 42. Given this
rapid development, one might forget that meta-analysis was once
dismissed as an exercise in “mega-silliness” 43. Systematic reviews are



primarily a form of data collection, not analysis, one which takes
inspiration by the bias-reducing principles of RCTs. Even though
systematic reviews are powerful, they rely entirely on the quality of the
included studies. Problems like p-hacking, HARKing (hypothesising after
results are known), and cherry-picking occur in both primary studies and
systematic reviews 44 45,

What does “being evidence-based” really mean?

Historically, EBM emerged from several different schools of thought 4¢:
John Wennberg’s data-driven outcomes research movement with focus on
registries and probabilistic knowledge; David Sackett and Gordon
Guyatt’s clinical epidemiology advocating RCTs and critical appraisal; and
the HTA movement, with Gene Glass and Thomas Chalmers, promoting
systematic reviews and meta-analyses. Despite these diverse origins, the
core principle is quite straightforward: practice should be based on
research of adequate quality, or as it is commonly framed, the “best
available evidence”.

The term EBM is commonly used to refer to evidence-based medicine,
reflecting its historical origins in healthcare. Since then, EBM has spread
to several other fields, where it is often referred to as evidence-based
practice, but the two terms are frequently used interchangeably 4.
Although subtle differences may exist, this thesis treats them as
equivalent and uses EBM as a broad umbrella term for the whole evidence
movement. The three philosophical pillars of EBM are typically described
as the best available evidence, clinical experience and practitioner
expertise, and patient values and circumstances *8.

A source of confusion is the dual use of the term EBM, the first being the
evaluation of interventions (the research process), and the second being
critical appraisal of material (the decision-making process) 4. A too large
focus on the research process has created controversy and, sometimes,
misconceptions on what classifies as evidence, and how it is valued by this
movement. EBM has been described as a “cookbook approach”, which
diminishes practitioners autonomy and fosters dogmatic thinking 49.

Realigning the definition with the decision-making process, and the
original writings, brings the approach back in line with EBM’s core
principle: an “conscientious, explicit and judicious use of current best
evidence in making decisions about the care of individuals” 43 5°. In
practice, the debate has never really been about whether to rely on
evidence or not, but rather what qualifies as sufficient evidence 5. This is



important, as the normative principles of the movement, such as being
critical consumers of research, reflecting on one’s current practices, and
relying on the most trustworthy information, are rarely disputed.

“Obviously, medicine should be evidence-based. The issues lie in the
details: what exactly counts as evidence? Do certain kinds of evidence
carry more weight than others? (And if so, why?) And how exactly
should medicine be based on evidence?” - John Worral 5

While proponents of EBM argue that experiments are more reliable than
alternative designs, this does not mean other types of knowledge are
irrelevant, only that experimental evidence takes precedence over
observational evidence 52. This hierarchy of evidence is often illustrated
using “evidence pyramids”, with recent adaptions emphasising the
complementary nature of different approaches 53. Traditionally, such
hierarchies’ position practitioners’ expertise as an internal source of
evidence, typically regarded as lower in quality. By contrast, more
contemporary frameworks treat expertise as external, which then has to
be appropriately integrated with the other pillars 54. The challenge, then,
is deciding what to do when expertise, preferences, and evidence point to
different courses of action. As decision-making inherently is an expression
of power, transparency of inputs, assumptions, and priorities are key
aspects of balancing these three pillars 55.

The comparative nature of causal inference

So, what makes experimental designs special? When discussing effects,
we are always talking about a difference. To determine if something has
changed, we must know what it was before, which requires data from at
least two time points, ideally before and after an exposure 5°. This ensures
the Bradford Hill’s criteria of temporality, where causes must come before
effects 57. However, this is not the only difference that matters, an effect
should also be relative, meaning that it must be compared against
something 58. Ideally, for causal inference, we would like to compare what
happened with what would have happened without the intervention. This
is known as counterfactual reasoning, a Latin term meaning
approximately “in contrary to fact” 5°. With this perspective, an effect
represents the numeric estimation of the difference between what is, and
what could have been 59.

Since time travels are currently unavailable, it is impossible to directly
observe counterfactual outcomes. Instead, experiments can be used to
mimic it. By splitting a sample into equivalent groups, one with the



intervention and one without, we create a counterfactual scenario. If all
but the exposure is equal, the difference in outcomes between the groups
is assumed to reflect the true effect. Even though effects are relative, we
like to talk about them in absolute terms, as if an intervention is effective
or not 0. It is important to remember that an effect is measured for a
specific population, in a specific setting, on a specific outcome, during a
specific time, which means evidence is not necessarily generalisable to
other similar populations and contexts.

The growth of translational approaches

One major problem with experiments is their lack of external validity,
referring to limited generalisability and applicability in real-world
practice ¢1. While this limitation is important to acknowledge, it is mainly
a problem when findings are intended to inform decision-making; for
hypothesis testing, it poses far less of an issue. However, as you may have
noted, this thesis is presented as an example of how experimental research
can be augmented with more translational approaches, for which the
ultimate goal is in fact practical usability.

Translational research represents a subdiscipline of applied research
where the objective is to bridge the gap between research and practice.
Traditionally, the term has been used to refer to “bench to bedside”
research, where findings are “translated” from basic research, such as
animal or lab studies, to clinical practice. However, the field is larger than
that, and it can be classified into four phases (T1-T4): Translation to
humans, translation to patients, translation to practice, and translation to
communities 2.

In this thesis, two disciplines are applied that were both developed to
address the fact that decision-making requires fundamentally different
types of information then what is generated by experiments: health
economics and implementation science. Both fall within the later phases
of translational research, with implementation science mapped to T3 ©3
and cost-effectiveness research to T4 ¢2. The term translational research is
therefore used in this thesis as an umbrella term for these disciplines,
despite the translation into practice not being the primary objective.

Findings from experimental studies often translate poorly to clinical
practice 4. While such studies typically offer high internal validity, they
are commonly described as measuring efficiency, how the intervention
performs under ideal conditions, rather than effectiveness, how it perform
in real-world settings 5. Decision-makers must be able to assess whether



an intervention will be successful in their specific setting, information that
is often not provided by experimental studies ¢¢. Establishing internal
validity through an RCT represents only one part of predicting how
mechanisms will operate in different settings ¢7.

Experiments are controlled environments, which can be thought of as
small, shielded worlds, where researchers attempt to control all variables
that might influence outcomes ¢8. Within these small worlds any
heterogeneous factor becomes a potential source of distortion, often
leading to extensive standardisation of content and procedures. This
comes at a cost, as it undermines external validity. The gap between
efficiency and effectiveness is largely driven by unrepresentativeness,
where the artificial procedures or eligibility criteria used in an study fail
to reflect the target population or real-world setting 9. Some suggest that
interventions should be evaluated as they occur in practice, meaning more
“out of control”, rather than in idealised experimental conditions 7°. This
creates a sort of continuum between pragmatic and explanatory trials,
where pragmatic approaches trades internal validity for feasibility and
enhanced external validity 7.

Resource allocation, preference and utility

Since 1997, three ethical principles have guided priority setting in Swedish
healthcare 72: the principle of human dignity, the principle of needs and
solidarity, and the principle of cost-effectiveness (see Figure 1). These
principles are to be considered hierarchical, with human dignity as the
overarching principle. It has been suggested that the same, or similar,
principles should apply to resource allocation across the welfare sector 73
as well. As such, discussions around health economics and equity have
become central perspectives in most Swedish evaluation projects.

« The principle of human dignity: Addresses factors that should
not determine priorities for care, such as age, gender and income,
effectively functioning as an anti-discriminatory clausal.

« The principle of needs and solidarity: Holds that those with the
greatest need should receive more resources, emphasizing equitable
care rather than the maximization of health

- The principle of cost-effectiveness: Establishes that when
choosing between different services one should strive for a
reasonable relationship between costs and effects.

Figure 1 Ethical principles for priority setting



Theoretical perspectives of health economics

The objective of health economics is to provide an ethical framework to
make statements about which states of our society are preferable to others
74, This means that focus is on the desirability of outcomes, rather than
economic variables. The framework is built on key tenets, such as the
utility principle, individual sovereignty and consequentialism. Utility is
considered a numeric representation of preference, and can be thought of
as “a quantity that an individual should maximize or that society should
help him to maximize” 7.

e The Utility Principle: Individuals are able to rationally
maximise their welfare by choosing preferred options.

¢ Individual Sovereignty: Individuals themselves are the best
judges of what contributes to their utility.

e Consequentialism: Utility is derived from outcomes, rather
than the process themselves or intentions.

One of the critiques of this classical approach, often called “wellfarism”,
is its individualistic focus on utility. In contrast, the economic perspective
adopted in this thesis is called “extra-welfarism”, which means that the
wellfarism framework is extended beyond individual utility, to also
include other characteristics 74, such as health, function or capacity. This
reflects a semi-paternalistic view of resource allocation, and is needed as
maximising preferences tend to produce suboptimal health outcomes due
to market failures in healthcare 7°.

In healthcare, the appropriate choice of maximand has naturally been
health, which is operationalised as quality-adjusted life years, or QALYs.
With this, health is conceptualised as an entity, of which individuals have
in varying amounts, allowing for comparisons between different health
states 77. The idea is that everyone prefers more health to less health,
making health the appropriate maximand. This makes health
maximisation as a policy goal in itself, assuming that individuals derive
similar utility from the same health states 78.

Quality-adjusted-life years (QALYs)

Health economists are not interested in the symptoms alleviated by
interventions, but rather what impact this have on the individual’s life,
and their utility. Quality of life is a common outcome measurement in
both clinical trials and health economic evaluations. It represents an
individual’s “perceptions of their position in life in the context of the
culture and value systems in which they live and in relation to their
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goals, expectations, standards and concerns” 79. To allow for
comparisons between interventions and populations, health economists
has developed QALYs, a composite outcome based on the number of life
years combined with the aggregated utility during the same period.

One of the main strengths of QALYs is that it creates a common currency
for comparing interventions between populations and sectors. To be able
to do this type of analysis, a core assumption is that “a QALY is a QALY is
a QALY”, meaning that it does not matter who gains the QALY or how it
is acquired, they are always valued the same 8c. Utility weights are
estimated using preference-based instruments, based on discrete-choice
or time-trade of experiments, the most famous being the EuroQoL 5
Dimension (EQ-5D) 8. As with all patient-reported outcomes, these types
of measures are inherently subjective by nature.

One of the problem with many preference-based measures is that they
have poor sensitivity for individuals with SMI 82-84, For example, EQ-5D
is based on five generic domains (mobility, self-care, usual activities, pain
and discomfort, and anxiety and depression), some of which are not
directly impacted by mental disorders. This creates a “ceiling-effect”,
where the instrument is not capable of distinguishing between health
states that are close to full health 85. This increases the risk of
underestimating disease burden, as well as the potential benefit of
treatment for these individuals.

Bridging the implementation gap

Implementation science explores how the uptake of evidence-based
interventions into routine practice can be improved 8. The mechanisms
that influence implementational outcomes are not necessarily the same as
the ones impacting clinical outcomes. Process evaluations are a practical
application of implementation science and explores the factors and
processes responsible for observed outcomes, caused by both
interventional components and implementational strategies 87. Early
implementation science has been described as “an expensive version of
trial-and-error”, with limited attention being paid to the theory behind
the experiments 88. As a result, considerable effort has been devoted to
identifying and classifying different types of theoretical approaches?, such
as process models, determinants frameworks, classic theories,
implementation theories and evaluation frameworks 89.

t Sometimes referred to as TMFs, standing for theories, models and frameworks
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A massive number of theories exists, one of the most common being the
Consolidated Framework for Implementation Research (CFIR) 9. This is
a determinant framework comprising of 37 constructs across five major
domains: the intervention, the inner and outer setting, the individuals
involved, and the process by which implementation is accomplished 9.
While determinant frameworks map out implementational barriers and
facilitators, evaluation frameworks specify what aspects should be used to
determine implementational success. One of these are Proctor’s
taxonomy, which consists of eight implementational outcomes:
acceptability, = adoption, appropriateness, feasibility, fidelity,
implementation cost, penetration, and sustainability 92. These outcomes
are considered to be dependent variables which can be used to
hypothesise on the impact of implementational outcomes on other types
of outcomes 9.

Although all these theories seek to establish a common, standardised
language, in practice they often manifest as “structured lists of
disconnected items” 94. As a result, the field would benefit from critically
analysing existing theories, rather than developing new ones 9.
Implementation science can be seen as a natural evolution of EBM,
emerging in response to the slow and inconsistent uptake of evidence-
based interventions. Studies estimate that it can take up to 17 years for
research evidence to be integrated into practice 9. Highlighting the urgent
need to prioritise the usability of research findings, and to consider the
scalability of interventions, when introducing them to a system.

The heterogeneity revolution

Karl Popper (1902 — 1994) is perhaps the most renowned philosopher of
science of our time, and asserted falsification as the demarcation criteria
for distinguishing science from pseudo-science. According to Popper, a
hypothesis gains empirical credibility when it has been tested through
risky predictions 97. This paradigm was developed as a critique to both
logical positivism as well as historicists like Hegel and Marx who relied on
historical trends to make law-like claims 98. The rapid growth of “neo-
inductive” approaches, which rely on data-driven predictive models using
big data, has also renewed this longstanding debate 9.

Over the past century, experiments have become not only a cornerstone
for establishing causality, but a model of administration °°. This view can
be exemplified by Donald Campbell (1916 - 1996), who closely followed in
Popper’s footsteps, and portrayed researchers as the “methodologists for
the experiment society” °*. Even if the field has made significant progress,
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it is still likely far from the utopian society envisioned by Campbell. As Ray
Pawson, another prominent evaluator, described it: “The field has
reached industrial proportions but remains feudal in its capacity to
create change” 1°2. As a result, many contemporary evaluators are turning
towards more theory-driven and explanatory approaches, including
realist evaluations, program theories, process evaluations, logic models,
and theory-of-change models °3.

This growing emphasis on contextual factors and theoretical reasoning
has been described as a “heterogeneity revolution”, suggesting that the
replication crisis stems from insufficient attention to the natural variation
of effects across populations and contexts °4. Many trials rely on broad
causal statements and fail to specify the conditions necessary to translate
those claims into practice 1°5. Validity tends to be treated as an empirical
issue, which is challenging, as assessments of external validity often
require assumptions on unobserved phenomena °¢. In contrast, theory-
driven approaches aim to provide clear descriptions of the desired
outcomes, the activities required to achieve them, and explanations on
how these activities are expected to produce the outcomes 7.

What is complex in complex interventions?

In this thesis, ELR is being described as a complex intervention. It is not
uncommon for interventions to be characterised as complex simply
because they involve many moving parts or components. For example, the
Medical Research Councils (MRC) guidelines for evaluating complex
interventions stated that “the more difficult it is to define the active
ingredient, the more likely it is that we are dealing with a complex
intervention” 7°. In practice, it is challenging to define active ingredients,
is for example small talk between housing staff and residents included, or
is it only formal actions performed during the visit? 17,

“.. receiving all the right parts in the right dose and order may have
insufficient value for understanding effects or the notion of complexity
invoked by the use of the phrase complex interventions” 108

Hawe et al (2004) suggest an alternative system-based definition, which
is borrowed from the field of complexity science, where complexity is
defined as when: “systems display behavioural phenomena that are
completely inexplicable by any conventional analysis of the systems’
constituent parts” 7°. Interventions are then mainly seen as “disruptions”
that affect and integrate into these complex systems 1°8, Even if causation
in open systems are complex, it does not mean that the mechanisms lack
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distinct causal powers 9. However, it may require a larger emphasis on
the contextual properties of the system in which the intervention is
implemented.

The case of Everyday Life Rehabilitation

Now, we have arrived at the second section, where the specific
intervention evaluated in this thesis will be examined in more detail.
Everyday Life Rehabilitation (ELR) is a person-centred, recovery- and
activity oriented, intervention developed in different phases since 2006
by my supervisor Dr Maria Lindstrom ¢-1°. It was developed as a response
to the lack of meaningful activities and agency among persons with SMI
living in Swedish supported accommodation, and preliminary outcomes
has previously been evaluated in an uncontrolled feasibility trial ¢-s.

The intervention involves residents, housing staff, housing managers, and
rehabilitation professionals. These rehabilitation professionals refer to
both occupational therapists and physiotherapists, who are employed by
the municipalities (see “Healthcare in Swedish municipalities”). Although
ELR primarily targets occupational therapists, certain activities may
involve shared or transferred responsibility with physiotherapists. For
ease of reference, the term occupational therapists will be used
throughout this thesis, even if physiotherapists may also be involved.

The intervention operates at three levels. At the praxis level, it provides
individually tailored, long-term, outreach-based, and recovery-oriented
rehabilitation and activity engagement for residents. At the practitioner
level, it aims to strengthen staff practices through targeted education, and
an emphasis on rehabilitation and resident autonomy. At the organisation
level, it promotes the importance of long-term, structured rehabilitation
to improve overall service quality, while fostering collaboration among
residents, housing staff, housing managers, and occupational therapists.
The strategies used in the intervention will be discussed in more detail
later, and at this stage the focus is on the change processes they are
intended to support through the preparation, change and maintenance
phase. However, broadly the main changes introduced are as follows:

1. Delivery of a brief web-based educational package for all staff.

2. Deeper integration of occupational therapists into usual practices.

3. Collaborative methods for staff, managers, occupational therapists
and residents.

4. Development of a person-centred recovery plan (PCRP).
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5. Exploration and training in real-life activities of resident’s choice.
6. Meetings with a focus on collegial learning and collaboration.

Similar recovery-oriented interventions

There exists two similar interventions which have been evaluated in an
RCT: REFOCUS and CARe 1o 11, REFOCUS have also been studied in
combination with the PULSAR program in Australia 2. The results from
these evaluations have been mixed, and a recent systematic review
concluded that there currently are inclusive evidence on the effectiveness
of recovery-oriented staff training interventions 3. The structure of these
interventions is quite similar, and all of them attempt to provide a forum
to discuss participants wishes and goals, which then are formulated into
some form of recovery plan. However, despite similarities, it is important
to acknowledge the differences between these approaches.

One of the most apparent differences are the scope and format of the staff
education. ELR relies on a brief web-based educational package
(approximately 3.5 hours), while REFOCUs and CARe provides a more
comprehensive educational package. In REFOCUS, staff are offered 3 x 4
hours in a classroom setting, with additional coaching and reflection
sessions. The material focuses on implementing three working practices:
holistic/person-centred, strength assessment and goal orientation. CARe
has a similar structure, with seven training sessions (3 full days theory
meeting, 4 half-days “training on the job”), while highlighting the
relationships with the client, strength assessment, formulated wishes and
goals and formulating and executing a recovery worksheet.

The second large difference is the organisational setting of these
interventions. ELR is implemented in Swedish supported accommodation
and involves two distinct groups of staff: housing staff and occupational
therapists. CARe has also been implemented in supported
accommodation, but in the Netherlands, where the teams consist of social
workers and nurses. REFOCUS on the other hand was implemented by
multidisciplinary community-based mental health teams in the UK. The
utilisation of occupational therapists in ELR fits well in the legal
frameworks of Sweden and provides additional competency when
developing the PCRP and the gradual increase in the intensity and
difficulty of the recovery-oriented activity training in real-life challenges.

Personal recovery

ELR classifies as a recovery-oriented intervention, meaning that it is
founded on the belief that individuals with SMI can lead fulfilling lives
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despite experiencing clinical symptoms. Modern healthcare has largely
been developed within a biomedical paradigm, where the effectiveness of
treatments is measured by their impact on symptom manifestations 4.
This paradigm frames clinical recovery as being free from disease, pain,
and suffering 5. In everyday usage, the term recovery denotes regaining
control of something previously lost, taken, or diminished ¢, implying a
return to a normative state of normality 7.

In contrast, the concept of “personal recovery” emerged from the civil
rights movements of the 1960s, when former psychiatric patients spoke
out against violations of their civil rights 8. The most well-known
definition of personal recovery is from William Anthony who in 1993
defined it as: “a deeply personal, unique process of changing one’s
attitudes, values, feelings, skills, or roles, and involves the development
of new meaning and purpose in one’s life” 19. This definition brought new
optimism on the possibility for individuals with SMI to lead meaningful
lives, despite the presence of severe symptoms.

Personal recovery was further operationalised by Leamy et al when they
developed the CHIME framework based on a systematic review and
narrative synthesis 20, CHIME is a mnemonic representing five key
elements of personal recovery: Connectedness, Hope, Identity, Meaning,
and Empowerment. Personal recovery is understood as both an outcome
and a process: it is an outcome in which the individual achieves a state of
recovery, and a process in which the individual takes active control over
their recovery. This whole movement rejects paternalism, and questions
the assumption of provider expertise, instead emphasising a balance
between positive risk-taking and the duty to treat 12122,

Recovery through meaningful everyday activities

The theoretical rationale of ELR is that persons can progress towards
personal recovery by engaging in self-chosen and meaningful everyday
activities performed out in the real world (“Recovery through Activity”).
Residents in supported accommodation rarely engages in activities just
for the sake of pleasure, even though this foster a positive sense of doing
123, When individuals are supported in doing what matters to them, they
can regain a sense of meaning, identity and agentic self, transforming
them from passive recipients of care to active participants in their own
lives 6,8, 11,124,

For persons with SMI, their condition limits not only their functions, but
also their motivation and ability to choose how to spend their time. It is
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essential for the recovery process that residents are allowed to participate
in societal life as an part of it, rather than as a deviation from it 125.
Research has shown low level of agreement between resident’s perception
of their own goals and needs and those expressed by staff 12¢. Even when
chosen activities might appear insignificant, it is important to recognise
that residents must be able to participate in society like ordinary citizens,
with all that this entails 27, It is precisely because these activities are so
common in our own lives that it is difficult to notice their significance.

What ELR try to accomplish is creating space for meaningful activities in
the usual practices, which allows relationships to develop naturally
between residents and practitioners 28. Nevertheless, it is important to
remember that staff do not hold the key to recovery, they are simply there
to provide recovery triggers and believe in the resident 9. By prioritising
self-chosen activities, ELR attempts to support residents in rebuilding a
positive sense of identity, regain personal agency, and find meaning in
their daily lives.

Person-centeredness

ELR adopts a person-centred approach to motivate residents to take
agency over their own lives. To do this, it combines ideas from different
theoretical traditions, together with new components, ranging from
shared decision-making, goal setting, therapeutic alliance and negotiation
of expectations. Person-centeredness places the individual in the centre
when talking about health and meaning and activities in their daily life. It
emerged as a response to what was perceived as reductionist and
dehumanising models of healthcare 29. Person-centeredness, patient
rights, and increased participation are explicit policy objectives in
Swedish healthcare 30131,

The concept originate from Edith Balint, when she in 1969 wrote about
patient-centred care and the importance of understanding patients as
human beings 32, Since then, the concept has evolved, and today we often
talk about person-centred care. The idea is that the patient should be
transformed from a passive recipient of care, to an active person who have
both responsibilities and rights in all situations which concerns her 133,
How to apply person-centeredness in practice is not always self-
explanatory, but a recent framework 34 outlines that person-centred care,
can be interpreted as follows:

1. Cultivating communication
2. Respectful and compassionate care and rehabilitation
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3. Engaging patients in managing their care and rehabilitation
4. Integration of care and rehabilitation

The first domain involves creating space for listening to the individual and
sharing information so that they have enough information to make
rational decisions. The second domain positions the individual as the
expert on their own health, highlighting the need to be sensitive to their
preferences and values. The third domain is to let individuals be involved
in co-designing plans through shared decision-making and goal setting.
The last domain is about how the system itself should be integrated, and
that information should be shared smoothly between actors across the
whole continuum of care.

Practice leadership

ELR includes monthly reflection sessions, led by housing manager, to
promote engagement and quality in efforts among housing staff. These are
based on pre-written reflection questions and takes inspiration from
practice leadership 35. This is a style of management which has developed
from research in supported accommodation for those with intellectual
disabilities. It aims at focusing staff’s attention on providing support that
enable the people they serve to have a good quality of life 35. It has been
described as containing the following five domains:

1. Focus on the quality of life among residents and how staff can
support this.

2. Allocating and organising staff to provide support when and how
residents need and want it.

3. Coaching staff to deliver support by spending time with them,

providing feedback and modelling good practices.

Supervising the practice of each staff individually.

Facilitating teamwork, share information, and ensure constancy

through regular team meetings.

o P

The population: Serious mental illnesses

Many services provided by Swedish municipalities act as a safety net for
our most marginalised populations, those who are furthest from the
idealised image of a citizen 3¢, ELR specifically targets persons with SMI
living in supported accommodation, which are among the most
marginalised groups in our society. Their symptoms restrict them from
engaging in society and have significate negative effects on their physical,
cognitive, social, and overall health 137139, SMI are among the leading
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contributors to human suffering globally and remain a major cause of lost
potential and productivity 40-142,

SMI is an umbrella term for psychiatric disorders characterised by their
persistence and severely disabling effects on multiple domains of
functioning 3. While there is no formal definition, schizophrenia,
schizoaffective disorder, and bipolar affective disorder are commonly
included diseases 44. This population is far from homogeneous, showing
substantial variation within and between groups, and the definition of this
population varies widely 45-147, The population in Swedish supported
accommodation includes persons with multiple diagnosis, severe
neuropsychiatric disorder or dual diagnosis involving substance abuse.

Emerging early in neurodevelopment phases of life and peaking in late
adolescence 48, these disorders have long been regarded as chronic and
progressively deteriorating 49. Nevertheless, research suggest that nearly
a fourth of those with schizophrenia, which is one of the disorders with
the worst illness trajectory, are able to recover over a twenty-year period
150, However, individuals with SMI still have a higher risk of somatic
diseases, and their average life expectancy is 15 years shorter for men and
12 years shorter for women compared with the general population 5.

The setting: Supported accommodation

Thirty years ago, those with severe manifestations of SMI would probably
reside in one of the many large mental institutions. Today they live in a
similar fashion, but in smaller facilities in the lesser-known margins of our
communities 152, In Sweden, a major psychiatric reform was implemented
in 1995 that led to the closure of the mental institutions, and instead
redirected patients to community-based care. The aim of the reform was
that those with SMI would receive service, support and care in open and
normalised forms in their own communities 53. The number of available
beds in psychiatry decreased drastically 54, followed by an increased
demand for outpatient treatment.

In Sweden, access to social services is determined through a needs
assessment, favouring services in the individual’s own residence (ordinary
housing), which effectively transforms the home into a site of professional
intervention 55. Although most Swedes rates their mental health as good,
the number of individuals receiving psychiatric care is increasing 5°. It is
estimated that approximately 60 000 individuals with SMI receive
interventions from social services 7. For those with severe
manifestations, services in ordinary housing is often not enough. For this
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population, various forms of “group homes” are available, which in this
thesis will be referred to as supported accommodation. The most common
type of supported accommodation in Sweden is congregate housing with
staff available on-site 24/7, providing high levels of support, and placing
limited emphasis on transition to more independent living. This type of
unit corresponds to type-1 units as classified by the STAX-SA taxonomy
158, Hybrid models are also relatively common, usually consisting of some
type of satellite housing, which is an individual housing arrangement
located near housing staff.

Those living in supported accommodation can be described as a low-
volume, high-needs population 59, which even if being relatively few
requires extensive care from both healthcare and social services 159 160,
While only representing 9% of the SMI population, those living in
supported accommodation in Sweden accounts for 38% of the total
municipal expenditure on services for people with SMI 61, Research on
housing satisfaction among persons with SMI is limited, but one small
study found that residents in both ordinary- and supported
accommodation were generally satisfied with their arrangement 62,
Despite having poorer health and lower function, those living in
supported accommodation have even rated their quality of life higher than
those living in ordinary housing 163.

Studies from Denmark and Sweden have found that residents in
supported accommodation struggle to assert self-determination and
agency, making it challenging for them to realise their needs and
preferences 1©4-1%6, Shared common areas can also create a sense of
enforced togetherness 17, with most aspects of residents’ daily lives
occurring together with housing staff or other residents 8. Individuals
with SMI are in general at risk of living sedentary, passive, and socially
isolated lives 9. 170, Residents in supported accommodation often spend a
lot of their time alone in their homes with limited opportunities for
meaningful engagement 123.165.167. When activities are available, they tend
to be brief and lack clear sense of purpose 168171,

Housing staff in supported accommodation have low levels of education
and limited relevant training 72173, The fact that housing staff often have
such low education is problematic, as the population have such complex
needs. For example, in Denmark persons living in supported
accommodation had higher mortality rates then matched psychiatric
patients 74, In addition, managerial support is limited due to
prioritisation of administrative responsibilities ¢ 75. The fragmented
division between health and social services in Sweden further complicates
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the delivery of integrated care 176:177. As a results, housing staff often lack
the necessary conditions to effectively enable residents to engage in
meaningful activities 78.

The delivery high quality services are not only limited by the contextual
challenges, but it is also unclear how staff ideally should work with their
residents. Rehabilitation efforts provided by occupational therapists are
typically short-term and focused on prescribing technical aids, with long-
term, individualised efforts rarely being offered 179:180, Healthcare services
in supported accommodation are often focused on nursing and
distribution of pharmaceuticals, and there is quite low ambition when it
comes to more structured interventions.

The wider context: A decentralised welfare system

Sweden has a highly decentralised welfare system, with the state, regions
(n =21) and municipalities (n = 290) being responsible for different
segments of the health system (see Figure 2) 8. Both regions and
municipalities have considerable autonomy over service planning and
delivery, as well as independent taxing rights 35. Regions have the formal
responsibility for the healthcare sector, while municipalities are
responsible for care for specific populations. However, this fragmentation
makes service coordination challenging, contributes to health
inequalities, and makes collaborative efforts between professional groups
difficult 182,183,

. [
‘ Parliament " Government

Ministry of Health and Social Affairs
National policy and legislation
v

v

Municipalities Medical care regions
n =290 : n=6

General social services : ‘ Regions
| n=21

Services in ordinary housing University hospitals (n = 7)

Supported accommodation Hospitals (n = 76)
Transferred |
responsibility |
Home-based health care [ t Primary care centers (n = 1 100)
Il Legislative W Municipal governance [l Regional governance

Figure 2 Illustration of the Swedish system, adopted from 84
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Sweden currently have one of the lowest number of hospital beds per
capita in Europe 85, and there have been a general shift from inpatient to
outpatient care. This transition towards community-based services aligns
with the national “Good and Accessible Healthcare” reform, which seeks
to move away from a hospital-centred model by strengthening primary
care as the first point of contact, while fostering integrated collaboration
between regional and municipal providers 34. This shift is partly being
facilitated by the gradual transfer of healthcare responsibilities to
municipality-driven welfare services '8¢, Municipalities provide almost
40% of primary healthcare in Sweden 34, and serve populations with
increasingly complex and extensive needs. Yet the formal healthcare
system continue to have limited knowledge of the municipal context in
which the care is delivered 7.

Social services for those with SMI

There exists two major legislations dictating the rights to social services
for individuals with SMI in Sweden: The Social Care Act (SoL; in Swedish
“Socialtjdnstlagen”) 88 and The Disability Act (LSS; in Swedish “Lag om
stod och services till visa funktionshindrade”) 9. As supported
accommodation are provided under both legislations, it is not always clear
under which legislation individuals are entitled to services. The scope of
these legislations differs slightly, with LSS emphasising citizenship and
rights, and SoL, obligations in the social contract between individuals and
the state 190, LSS targets specifically people with significant and long-term
functional disabilities, and often applies to those with intellectual
disabilities, autism, or permanent functional disabilities 89. Still, the
circumstances under which individuals are entitled to services can be
important, as illustrated by how LSS ensures a “good standard of living”,
where SoL only ensures a “reasonable standard of living”.

Healthcare in Swedish municipalities

Swedish municipalities provides a large proportion of home-based
healthcare care, and in 2021, approximately 380 000 individuals received
such services 9'. As municipalities are not allowed to hire physicians,
municipal healthcare services, are provided by nurses, physiotherapists,
and occupational therapists. Several laws regulate healthcare-related
services, but municipalities responsibilities for providing healthcare are
primarily established under the Healthcare Act (HSL; in Swedish “Hélso
och sjukvardslagen”) 92. Since residents receive social services under
SoL/LSS alongside healthcare under HSL, staff must navigate
overlapping legal frameworks, whose boundaries are often unclear, and
for residents of little importance 8°. Even though municipalities are
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required to provide basic healthcare and opportunities for community
participation for residents in supported accommodation 188189, 192 access
to structured, long-term rehabilitation remains limited 93.

In supported accommodation, healthcare is mostly delivered by
unlicensed housing staff, on delegation by licensed healthcare
professionals. Delegation refers to the transfer of responsibility for a
specific task from a licensed healthcare professional to unlicensed staff,
where the delegator retains accountability for the outcome 94. This is
common in Swedish social services, and studies show that up to 95% of
staff in ordinary housing perform delegated tasks 195, which comprise up
to 14% of their working hours 9¢. It is also possible to receive healthcare
as self-care (in Swedish: “Egenvdrd”), which refers to healthcare tasks
that licensed professionals have assessed an individual can perform
independently, or with support from others. These “others” may include
family or staff providing services outside of the scope of HSL, such
housing staff working under SoL or LSS. When assisting with self-care,
staff are not classified as healthcare staff and are therefore not bound by
HSL, as they would be when carrying out delegated healthcare tasks 197.
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Methods

This project is based on an evaluation following the updated MRC
guidelines for evaluation of complex interventions 198. These guidelines
emphasise the importance of continuous development of the program
theory, the use of pilot and feasibility trials, as well as the inclusion of cost-
and implementation aspects. In this chapter, I will outline the most
important aspects of the methods, sometimes keeping the discussion at a
relatively high level of abstraction. For more detailed descriptions, I urge
you to read the individual studies. Study II are reported in the original
publication in the British Medical Journal Mental Health 4, and Study I1I
in the European Journal of Health Economics 5.

The data used in this thesis is part of a larger research project, which was
conceptualised and organised by the principal investigator Dr Maria
Lindstrom. Please note that not all studies produced through this larger
project is included in this thesis. This thesis revolves around a pragmatic
cluster RCT evaluating the effectiveness and cost-effectiveness of ELR
compared to treatment-as-usual (TAU). The data used in the thesis have
been either collected through this RCT, or from follow up focus group
interviews with housing staff who participated in the trial (see Table 2).

Table 2 Overview of the data material

Sub study Main data material used

Study | Internal pilot with a subset of participants from Study Il (n = 48)
Study Full-scale RCT, including participants in Study | (n = 161)
Study I Health economic evaluation based on Study Il (n = 161)

Study IV Interviews with housing staff participating in Study Il (n = 21)

It is worth mentioning that the conceptualisation of the larger project,
including the trial, was planned and organised by the principal
investigator (ML), together with the project statistician (PL) and a senior
health economist (LL). Data was mainly collected using external blinded
assessors and data administration was facilitated by two university
administrators (UN & KJ). I want to stress that everything in this thesis
has been performed in close collaboration, support, guidance and
supervision by the principal investigator (ML), as well as the co-authors
of the individual studies (PL, LL & LRS).
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The methodological chapter is divided into six sections, where we start by
looking at the interventional components of ELR, which is followed by
three sections describing the methods of the individual papers. Note that
information on Study I has been combined with Study II, as it is an
internal pilot and only represents a subset of the full-scale RCT. The
chapter concludes with two broader sections addressing the ethical
considerations and philosophical framework of this thesis.

Interventional procedures

ELR is a recovery-oriented, activity-based, and person-centred
intervention, where residents’ own wishes and desires are used to create
a person-centred recovery plan, or in short PCRP. The idea is that this plan
will be used as a tool by the occupational therapist, housing staff, and
resident, to engage in meaningful everyday activities in a real-world
context. The intervention also provides education, information and
manuals, to all staff who works at the unit, as well as worksheets to
residents. In addition, ELR includes components and tools for practice
leadership, collaboration, and collegial learning.

The interventions three phases

The intervention is delivered through three phases: a preparation phase,
change phase, and maintenance phase. The preparation phase starts
already when residents receive information brochures of ELR,
encouraging them to reflect on what activities they would like to engage
with. When the intervention begins, the change phase is initiated, during
which residents work collaboratively with an occupational therapist over
six months to build alliance, establish motivation, identify interests and
wishes, and set goals. Throughout this process, selected goals and
activities are outlined in a PCRP, which is developed collaboratively
during weekly sessions with the occupational therapist.

Residents explore and train these real-life activities together with the
occupational therapist, who may delegate specific tasks to housing staff as
needed. When residents have achieved their goals, or the intervention
period is over, the maintenance phase is initiated, during which the
occupational therapist and resident together evaluate the changes
achieved, any further rehabilitation needs, and plan how to maintain
progress. It is then assessed whether this can be managed as self-care,
with or without support from housing staff, which also imply a transfer of
responsibility from healthcare to social care.
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Educational material and support to staff

Before the start of the intervention, both occupational therapists and
housing staff, are offered a brief recover-oriented web-based educational
package including key components of ELR. The material consists of 10
pre-recorded videos introducing both theoretical and practical aspects of
the intervention. It is estimated to be watched during work hours and take
around 3.5 hours in total. Manuals and tools are also shared with housing
staff, occupational therapists, and housing managers. Both housing staff
and occupational therapists were expected to have partaken in the
educational package before the trial started.

In addition, the intervention includes components promoting collegial
learning and intersectoral collaboration. Firstly, when a resident agree to
participate in the intervention, staff and occupational therapists are
expected to participate in a one-hour collaborative meeting, to review
expectations, attitudes and roles. Secondly, during the intervention
period, housing managers are expected to lead 15-minute monthly
reflection sessions to promote collaborative learning and to address
quality and practical issues related to the intervention, taking inspiration
from practice leadership 35. Pre-written reflection questions for these
sessions were distributed in advance.

Integrated long-term rehabilitative efforts

The intervention revolves around weekly individual rehabilitation
sessions between the resident and an occupational therapist. Each session
was estimated to last 30 minutes per week, with an additional 30 minutes
being allocated for administration and travels. During the initial
meetings, residents are encouraged to express their interests, preferences
and priorities, supported by motivation-strengthening approaches. Goals
and expectations are then collaboratively negotiated using a person-
centred mapping approach.

Through this shared decision-making process, a PCRP is developed,
outlining goals, planned activities and strategies for the coming months of
activity exploration and training in real-life context. Depending on the
content of the PCRP, specific parts can be supported by either the
occupational therapist or the housing staff, who integrate the strategies
into their usual practices. These long-term outreach-based rehabilitative
efforts are in most municipalities quite a large shift from how they are
currently working. But the provision of integrated and structured long-
term healthcare services is consistent with existing legal frameworks and
ongoing policy discourse in Sweden.
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Engagement in meaningful everyday activities

During the intervention, both the occupational therapist and housing
staff, is expected to provide continuous support in line with the CHIME-
framework 2°. Goals and activities are selected by residents themselves,
resulting in a wide variety of activities, varying levels of ambition, and
differing amounts of time devoted to activities. In the internal pilot the
most commonly chosen activities were some forms of physical activity,
outdoors activity, social activity, or hobby. It was also common with more
generic goals related to self-care, such as learning to cook, being outside
more, or getting into better physical shape.

It is important to note that there are limited data available on the extent
of these activities, especially those which was performed together with
housing staff. For Study III, it was conservatively assumed that time spent
by housing staff on activities increased linearly from zero to 30 minutes
per week, with occupational therapists assumed to keep meeting with
residents weekly (30 + 30 min). The rationale for the linear increase is
that occupational therapists can delegate more responsibility to staff over
time. As housing staff work on-site, they are not expected to spend any
additional time on administration or travels.

Trial-based components

To build implementational readiness, maintain fidelity, and address
potential challenges, the trial incorporated some components that were
not a formal part of ELR. Following the internal pilot, it was observed that
many municipalities lacked routines for collaboration with the
occupational therapist, and that many organisations was not prepared to
implement the intervention in practice. For following waves, municipality
representatives were therefore required to attend preparatory workshops
organised by the principial investigator, each lasting approximately two
hours. During the trial, all occupational therapists were offered three
group-based coaching sessions with the principal investigator, each
lasting approximately 1.5 hours. During the first session, they were
introduced to the instruments used in the PCRP and the data collection
process, and in the following two sessions, they received collegial coaching
with occupational therapists from other municipalities.

Randomised Controlled Trial (Study I & II)

The RCT was initiated in 2021 following the publication of a pre-
registered study protocol on ClinicalTrials.gov (NCTo5056415) 2. It is
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designed as a pragmatic cluster RCT with two parallel arms and was
conducted in northern and central Sweden. Data collection was completed
in June 2024, and a total of 161 residents across 60 housing units from 16
municipalities participated in the trial.

Participating housing units were randomised to either the intervention
arm, who received ELR, or the control arm, who received TAU. The study
is designed as a superiority trial, meaning that all statistical tests evaluate
the null hypothesis that the two study arms are equal. Residents in the
control were also placed on a waitlist to receive the intervention after the
trial was completed. When invited to participate, all residents received an
offer of “personalised rehabilitation period of six months with a possible
waiting list of six month to start” 2, which provide partial blinding and
increased motivation to participate.

For practical reasons, the trial used an adaptive design, by applying an
internal pilot and stepwise recruitment. Eligible municipalities, units, and
participants were recruited and randomised in “waves”. These
recruitment waves were conducted annually between 2021 and 2024, with
the number of participating residents per wave detailed in Table 3. Data
were collected at baseline and six months by blinded external assessors.
Written process diaries where also submitted by occupational therapists
in the intervention arm. As these documents formed part of the
intervention, they are not available for those in the control.

Table 3 Overview of data collected in each of the waves

Wave n (ELR/TAU) Completed (ELR/TAU) Process diaries*
Wave 1 (2021) 33 (16/17) 23 (11/12) 11
Wave 2 (2022) 15 (10/5) 9 (5/4) 5
Wave 3 (2023) 81 (44/37) 66 (37/29) 42
Wave 4 (2024) 32 (20/12) 24 (15/9) 15
Total 161 (90/71) 122 (68/54) 73

* Process diaries were only collected for the ELR group.
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Recruitment process

Before each wave, new municipalities were approached and asked to
participate in the trial. Initially, all municipalities within a 270 km radius
of the city of Umea were eligible. However, to ensure adequate sample size
the recruitment area was later increased to include municipalities in
Northern and Central Sweden. Before randomisation occurred,
participating municipality representatives sent in lists with eligible units.
These lists were used to randomise each housing unit to either the
intervention or control arm.

Around two months prior to the intervention, residents in the
participating units received invitation brochures and oral information
about the trial. After reflection, they could either post their written
informed consent to the data administrators (UN & KJ) or attend to a
meeting with the blinded assessors to discuss any questions and sign the
informed consent form. It was the housing units themselves who were
responsible for distributing invitations to eligible residents.

To be included in the study, participants had to be adults aged 18 years
and older, with a diagnosis of SMI or severe neuropsychiatric disability,
and currently living in supported accommodation. Exclusion criteria were
individuals with dementia or severe intellectual disabilities, those unable
to communicate effectively in Swedish, as well as individuals presenting
acute psychosis or suicidal risk.

Randomisation and blinding

Given that housing staff are part of delivering the intervention,
randomising individual residents would have created a considerable risk
of contamination. For this reason, a pragmatic cluster randomisation
approach was adopted, using each housing unit as the units of
randomisation. Although cluster randomisation reduces contamination,
it requires larger sample sizes, is more resource-intensive, and increases
the risk of selection bias 199.

The randomisation sequence was computer-generated by an independent
statistician (HH), separately for each wave, and was stratified by
municipality, targeting a 1:1 allocating ratio within each municipality. This
was partly done for practical reasons, as it would be unfeasible for
municipalities if too many housing units were assigned to the intervention
arm. One exception was made for municipalities with only one eligible
unit, which were allocated to the intervention. As the number of
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participants within each unit naturally varies, the ratio of participating
residents was also not expected to be fully balanced.

Blinding was conducted in three steps. Data-collection was facilitated by
14 blinded external assessors who visited each of the residents on-site and
were available when residents filled out the outcome measurements. As
residents were not informed of their allocation, they are considered to be
blinded at baseline. However, once informed of their start date, it was
theoretically possible for residents to figure out their allocation,
potentially compromising one of the blinding. Data were coded, managed
and stored by two university administrators (UN & KJ), who were not
involved in the intervention or analysis.

Coded data remained blinded to researchers until all analyses were
completed, and were stored in a locked, fire-safe box, to which only the
administrators had access. Data entry, data cleaning and initial statistical
analysis were performed by me, which formally also was blinded.
However, due to the nature of the data, it was difficult to ensure adequate
blinding. The project statistician (PL), who performed the final analysis,
remained blinded during the whole process. In addition, a third
statistician, not involved in the project or a co-author, independently
conducted the statistical analysis for safety and quality control purposes.

Pragmatic trial

The objective of a pragmatic trial is to “determine the effectiveness of an
intervention in a real world setting to inform clinical decision-making”
200, Particular attention is therefore paid to ensure the population and
context is as similar as possible to usual practices. This means that
participating organisations often have large influence of the delivery of the
intervention. Although clear instructions were provided in the trial,
relatively few measures were implemented to ensure fidelity and
exposure. Given the challenges of translating findings from highly
controlled settings, trials must attempt to balance internal validity with
external validity, to ensure results are applicable in real-world contexts.

The Pragmatic-Explanatory Continuum Indicator Summary (PRECIS)
can be used to assess trials across ten key domains to determine whether
a trial is more pragmatic or explanatory 201, By doing this, we found that
this trial is considered predominantly pragmatic. Eligibility criteria were
minimal and focused on safety, with recruitment facilitated by housing
staff, as it would occur in practice. The content of the intervention was
entirely determined by residents and occupational therapists, and no
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exclusion criteria were applied to staff. Although an external assessor
visited residents to support data collection, which deviates slightly from
usual practice, outcomes were based on self-reported measures.
Adherence was not monitored, and the primary analysis followed an
intention-to-treat approach including all randomised participants.

Internal pilot phase (Study I)

In the study protocol, it was originally stated that the first wave was
intended to be used in an internal pilot, with the purpose of investigating
any needs for adaptations, and to update sample size calculation before
continuing with the full-scale RCT *2. According to the MRC-guidelines,
pilots are an important phase when evaluating complex interventions, as
it provides an opportunity to adjust the study protocol and solve potential
issues 198, Study I was designed an internal pilot, meaning that the data
used in it are included in the full-scale RCT. This design is commonly used
when there are uncertainties regarding recruitment, randomisation and
attrition 202,

Since the early waves coincided with the Covid-19 pandemic and the start
of the war in Ukraine, recruitment of municipalities proved more
challenging than originally anticipated. In addition, several municipalities
reported problems recruiting and retaining housing managers.
Consequently, it was decided to extend the pilot to include the first and
second wave, as well as participants in the control group of the first wave
who received the delayed intervention as part of the waitlist.

Initial sample size calculations, in the statistical analysis plan, estimated
a target sample size of 35 housing units per study arm. Following the
sample size recalculation in the internal pilot, it was determined that the
targeted statistical power was unattainable given the observed
recruitment and attrition rates. To address this, a fourth wave was
implemented, the geographical recruitment area was widened, and the
targeted detectable effect size were adjusted from five to ten points on the
primary outcome. Adding 28 units to the 17 units included in Study I were
estimated to yield 80% power for detecting a difference of 8.8 points.
While this increases the risk of type-2 errors, 10-points have been
suggested to be a minimum important difference for the primary outcome
203 ensuring clinical relevance of the findings.

Outcome measures

As the primary outcome in the RCT, we used an alternative preference-
based measure called Recovering Quality of Life (ReQoL), which was
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developed specifically for individuals with SMI. The instrument was
developed in the UK and comes in a 10- and 20-item version, where we
used the 20-item version (ReQoL-20). ReQoL is a concise and reliable tool
for assessing quality of life in persons with SMI 204, and covers seven
domains: meaningful activity, relationships, autonomy, hope, self-
perception, well-being, and physical health. Scores range from 0 to 8o,
with o representing the lowest quality of life and 80 the highest 205. The
questionnaire has been translated and linguistically validated in Swedish
before the start of the trial 20¢.

The first ten questions in the 20-item version are identical to those in the
10-item version, meaning that scores from the two versions are considered
comparable. ReQoL-20 consists of 20 mental health items and one for
physical health. For the physical item, respondents are asked to describe
their physical health (problems with pain, mobility, difficulties caring for
yourself or feeling physically unwell) over the last week using scores
ranging from “No problems” to “Very severe problems”. For the mental
health items, respondents are asked to describe their thoughts, feeling and
activities over the last week (see Table 4) using scores ranging from “None
of the time” to “Most or all of the time”. Positive responses are rated as 4,
while negative responses are rated as o.

Table 4 Mental health questions in ReQoL-20

—_

. I found it difficult to get started with everyday tasks

. | felt able to trust others

. | felt unable to cope

. I could do the things | wanted to do

. | felt happy

. | thought my life was not worth living

. I enjoyed what | did

. | felt hopeful about my future

© |0 | N | o~ [ DN

. | felt lonely

10. | felt confident in myself

11. 1 did things | found rewarding

12. | avoided things | needed to do
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13. | felt irritated

14. | felt like a failure

15. I felt in control of my life

16. | felt terrified

17. | felt anxious

18. | had problems with my sleep

19. | felt calm

20. | found it hard to concentrate

Secondary outcome

As a secondary outcome, the Swedish translation of the Recovery
Assessment Scale - Domains & Stages (RAS-DS) was used, which is a
measure of self-reported recovery and daily functioning 207. The
instrument was developed in Australia and has been translated, into at
least, 18 languages 208. It is considered to be a valid and reliable self-report
measure of service user-defined recovery. The instrument consists of 38
items, ranging over four domains: valuing activities, looking forward,
mastering illness, and social belonging, which is rated on a Likert scale
from “untrue” to “completely true” 209. The scores are added up for all
items, which produces a total raw score between 0 and 152 2°7.

Written process diaries

For residents in the intervention arm, occupational therapists filled out
written process diaries, which were used both as a clinical tool and a
process document. These include estimates on goal attainment using the
Goal Attainment Scale (GAS), performance and satisfaction with everyday
activities using the Canadian Occupational Performance Measure
(COPM), self-rated contentment scores (1 to 10), adherence rates and
free-text writing. As these process diaries are only available for the
intervention arm, they are in this thesis primarily used to contextualise
other findings.

GAS is a method developed by Kiresuk and Sherman in 1968 2. It is based
on first establishing a criterion for what is an “successful outcome” for the
specific participant 21*. The outcome is then scored on a 5-point scale
depending on the degree of attainment for each goal. If they achieve the
expected level, they receive a score of 0. Positive scores (+1 or +2) are

33



given when they achieve it more than expected, while negative scores (-1
or -2) are assigned when they achieve somewhat less than expected.

COPM is an person-centred outcome measure developed in the 1990s, and
is commonly used in occupational therapy 2:2. It begins with a semi-
structured interview to ask participants to identify routines in daily life
related to self-care, productivity and leisure. Participants are then asked
to prioritise the most important and challenging daily tasks. These are
than rated using a score between 1 and 10 based on the participants self-
rated level of performance and satisfaction with each problem.

Proxies for exposure

As this is a pragmatic trial, there is limited possibilities to influence
adherence to the intervention in practice. This means that we mostly have
to rely on crude proxy indicators for intervention exposure. From the web-
based educational package it is possible to determine the total number of
views on each module, but there is no way to connect these to a specific
viewer or unit. In the process diaries, occupational therapists were
responsible for reporting adherence to the intervention and the overall
process in free-text format. In Study II, a per protocol analysis were
performed, based on residents who participated in at least 70% of the
weekly rehabilitation sessions with the occupational therapist. As the
interventional hypothesis assumes that increased engagement in
meaningful everyday activities promote personal recovery, we would
expect a dose-response relationship, based on the exposure to these
weekly sessions. Therefore, in this thesis, this per-protocol analysis is used
as a proxy for intervention exposure. In a similar fashion, goal attainment
can be interpreted as an indication of “adequate exposure”, and GAS
scores are therefore also used as a proxy for adherence.

Comparator

Units allocated to the control continued their current practices without
any standardised instructions, other than distributing the initial
informational brochures to residents. TAU include a wide range of
residential services and psychosocial support provided by housing staff,
which vary depending on individual approaches, staff commitment, and
unit norms. Before starting the intervention, each municipality were
asked to describe their TAU. To ensure fairness, a wait-list design was
used, ensuring that the control would receive access to the intervention
after the study period.
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Statistical methods

A statistical analysis plan was pre-published at ClinicalTrials.gov
(NCT05056415), detailing the statistical methods used for sample size
recalculations, handling of missing data, and for analysing outcomes.

Sample size recalculations

The study was originally designed to detect a difference of 5 points on the
ReQoL scale at 80% power. This was based on assumed standard
deviation of 10, in line with previous studies 204 and a guesstimated
intraclass correlation at housing unit level of 0.1. In Study I, a mixed
effects model was fitted with post ReQoL as dependent variable using the
R function Imer from the R package Ime4 23. Study arm and baselines
scores were included as independent fixed effects, and housing unit was
included as a random effect. The simR package was then used to
investigate the power of the initially planned sample size. The interim
analysis was performed by an independent and blinded statistician (SV),
otherwise not involved in the study.

Primary and secondary outcomes

To assess differences in ReQoL a mixed-effect model were used, with the
6-month follow-up measurement as outcome, and unit as a random effect
to account for the cluster design. Study arm and baseline scores were
included as fixed effects. Baseline ReQoL was adjusted for, using both the
individual ReQoL scores and the average baseline score within the
corresponding housing unit to avoid cross-linking bias. Group difference
in RAS-DS was analysed using the corresponding mixed effect model. GAS
utilises a 5-point scale ranging from -2 to +2, with negative scores
indicating less change than expected. Scores were transformed into a total
T-score, considering an expected intercorrelation between goals of 0.3 2.
Following the GAS manual, T-scores were rescaled to have a mean of 50
and a standard deviation of 10. Reported T-scores are unweighted and do
not include any weighting for goal importance or difficulty.

Missing data

For both Study II and III, missing values were imputed for ReQoL-20,
ReQoL-UI, and RAS-DS. To handle missing data, we used a modified
intention-to-treat (ITT) approach, excluding municipalities and units that
withdrew from the trial prior to the recruitment of residents. First,
participants with two or fewer missing values on ReQoL had values
imputed using the mean of completed items, following the scoring manual
205 Secondly, the remaining missing values were imputed using Multiple
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imputations by chained equations (MICE) with the mice package in R 214.
Partial mean matching from 10 possible donors was used to generate 30
imputed data sets. For RAS-DS, we calculated the domain mean and used
these as predictors to impute total RAS-DS scores.

Health economical evaluation (Study III)

Study III is a trial-based health economical cost-utility analysis based on
data collected during the RCT. It adopts a pseudo-societal perspective, by
considering the interventions impact on municipalities, regions and
residents. However, due to data limitations, many of these analyses are
conducted as sensitivity analyses, meaning that the final base case mostly
reflects a municipal payer perspective. In the absence of long-term data,
the analysis employs a relatively short time horizon of 24 months, with
costs and benefits being extrapolated accordingly. In the sensitivity
analysis, the impact of this extrapolation is explored by altering the rate
at which benefits are retained.

Model structure

The health economic model is structured around four phases, which is
illustrated in Figure 3 using unadjusted utility data. During the first phase
(baseline to 6 months), residents are simply assumed to incur costs and
benefits as observed during the RCT. To account for attrition, it was
assumed that residents who dropped out did so at the six-month mark.
From that point onward, they were assigned costs and utility at the same
rate as in the control.

During the second phase (6 to 12 months), benefits were extrapolated
using data from a previous uncontrolled, feasibility study of ELR 9.
Although this study did not report QALYs, we estimated the median
proportion of benefits retained 6 months post-intervention across all
outcomes. This showed that participants had retained 92% of the benefits
gained during the intervention at follow-up. During the third phase,
residents were assumed to return to baseline over a wash-out period of six
months, followed by an additional six months at the baseline phase.

36



Arm TAU -# ELR

[ntervention phase Maintenance phase ~ Washout period Return to baseline

o0
1

0:7=

Mean utility

0.6 -

Baseline 6 months 12 months 18 months 24 months
Time point

Figure 3 Model structure

Identification and quantification of resource use

During Study I1I, a total of eight intervention components were identified
and used to estimate the cost of the intervention (see Table 5). Costs were
categorised into four distinct types: start-up costs, intervention costs,
maintenance cost, and trial-driven costs. Start-up costs refer to those
incurred prior to the start of the intervention. Intervention costs represent
those incurred during the six-month intervention period. Maintenance
cost is those assumed to be incurred as part of the maintenance phase of
ELR. Lastly, trial-driven costs are those that are not formally part of the
intervention but were incurred to ensure feasibility during the trial.

The number of residents was operationalised as the 9o residents who were
allocated to the intervention in the RCT. According to process data,
approximately 20 occupational therapists were involved in the trial.
However, there are no available data of the number of participating
housing staff. Instead, the number of views (n = 1 676) on the ten
educational modules in the web-based educational package was used to
estimate the number of housing staff. Assuming all occupational
therapists viewed all modules, that only eligible actors accessed the
material, and no modules were not re-watched, the number of views
suggests that 147.6 housing staff participated in the intervention. The
average number of actors per unit was derived by dividing the estimated
total number of actors across the 33 units in the intervention arm.
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Table 5 Identified and quantified cost components

Identified components

Quantification of components

Start-up costs

Web-based education for Assumed that all occupational therapists and

all staff and occupational

therapists

Collaborative start-up

meeting for all staff

housing staff completed the modules within the
designated 3.5-hour period.

Assumed that all housing staff per unit, their
housing manager and one occupational therapist
participated in a 1-hour meeting per unit.

Interventional costs

Weekly rehabilitation
sessions for residents
with an occupational

therapist

Monthly reflection
sessions with the

housing manager

Activities for residents
together with housing
staff

Assumed that one occupational therapist
performed a 30 min session with each resident
every week, including, 30 min extra time for

administration and travels every week.

Assumed that all housing staff and their housing
manager spent 15 min of a monthly meeting to
discuss the pre-written reflection questions.

Assumed that housing staff spent no additional time

on activities at baseline, with engagement
increasing linearly to 30 minutes per week per

resident over six months.

Maintenance costs

Activities for residents
together with housing
staff

Assumed that housing staff continued engaging
with each resident for 30 min per week throughout

the entire maintenance phase.
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Education for new Assumed that each unit hired new staff at the

employees average annual municipal turnover rate of 13% 215,
all of whom were assumed to complete the 3.5-hour
educational package.

Trial-based costs

Supervision meetings Assumed that each municipality were offered three
with the occupational coaching sessions with the principal investigator of
therapists the trial, in which all occupational therapists

participated in the 1.5-hour long sessions.

Introductory workshop Assumed that five municipal representatives
for upper management participated in one of the ten introductory
workshops, which lasted two hours.

Development of the Assumed that the principal investigator spent 3.5
educational material hours recording the educational material, followed

by six hours of preparation and editing.

Valuation of resource use

The value of each component was estimated using a micro-costing
approach based on resource use during the RCT. Utilisation of other
healthcare services were not captured by the trial and were therefore not
included in the base-case, but its hypothetical impact is explored in the
sensitivity analyses.

All costs are reported in Swedish kronor (SEK), with 1 SEK equivalent to
0.091 EUR 216, and adjusted to 2024 price levels using the national
consumer price index 27. We applied a human capital approach using the
mean market salary of the participating professions to estimate the value
of allocated labour time (see Table 6). Salaries were obtained from
national registries by Statistics Sweden 28, and adjusted to reflect total
labour costs by applying a national payroll tax rate of 31.42%.
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Table 6 Hourly opportunity cost of different actors

Professions Salaries

Housing Staff 269 SEK 218
Occupational therapist 309 SEK 218
Housing manager 410 SEK 218
Project Investigator 443 SEK 218
Upper management 522 SEK 218
Residents 138 SEK 219

By claiming a pseudo-societal perspective, value of time must not only be
considered for providers, but also for residents 220. While individuals with
SMI have lower productivity then the general population, their time still
holds economic value. Engaging in activities also provide an “enjoyment”
value” 221, However, as no robust estimate of the value of resident’s time
are available, it is not suitable to be included in the base-case. Instead, a
conservative willingness-to-accept estimate of 138 SEK per hour of leisure
time, based on a Dutch study of the general population 219, is used in the
deterministic sensitivity analysis.

Allocating staff resources to a single resident inherently generates an
opportunity cost for other residents. This consideration is particularly
important given the lack of quality-of-life data for those living at the
supported accommodation, but who is not participating in the trial.
Spending time with residents are part of housing staff’s job description,
and other time not spent with residents are spent on housekeeping or
administrative duties. While ELR could be considered “better” spent time,
by allocating a unit of time to one-on-one activities with a single resident,
that time is still inherently unavailable to other residents.

Assuming an equal distribution of staff resources, the monetary value of
one hour of one-on-one time equals staff wages (269 SEK) divided by the
average number of residents per unit (n = 8), resulting in approximately
33 SEK per resident. By summing the potential reduction in service for
the remaining residents (n — 1), the opportunity cost of reallocating one
hour of staff time to a single resident is approximately 236 SEK. For the
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other professions, it was assumed that their market salary represented the
true opportunity cost.

Calculation of health benefits

The ReQoL instrument allows for conversion of recovery outcomes into
QALYs through their utility index (ReQoL-UI) 2%2. Seven of the twenty
items in the instrument are used to categorise each respondent into one of
78 125 unique health states. The score floor of ReQoL-UI is -0.195, with
a score of 1 representing perfect health. Since there is no country-specific
preference-based value set for Sweden, the UK tariff was applied.

QALYs were calculated using total area under the curve based on patient-
level data 2. For each time period the QALY's was calculated (Equation 1)
assuming a linear change in utility over time ?**. In this equation, n is the
number of time-points during the study period and Q; is the individual
utility obtained at the t'* measurement. T represents the number of time
units in a year (12 months). As the interval length of this model is 6

months, the delta (&) for all intervals is estimated as 0.5, representing the
(6-0)

12
scale the average QALY for each interval, which is then summed across
all individuals.

percentage of a year covered (§ = ). This delta value is used to re-

QALY = (D

zn: (Q1 + Q¢41) _ (Tt41 —Tp)
2 T
t=0
To assess the effect of treatment on the total discounted QALY's, while
adjusting for baseline differences, a linear regression model was used 223
Initially the /mer function from the /me4 package in R was used to fit a
mixed-effects model, including a random intercept for unit 2!*>. But while
fitting the model we encountered issues with matrix singularity due to the
small variance of random effect. As a result, it was decided to switch to a
linear regression model to ensure robust estimation. The final model
included 6-month QALYs as dependent variable, and study arm and
baseline QALY as fixed-effect independent variables.

Estimated marginal means were used to adjust for baseline utility scores,
holding them constant at their mean value, using the emmeans package 2.
For handling missing data, multiple imputation using the mice package in
R was used ?'*. Imputation was performed using 30 imputations with a
donor pool of 10. Although it is not possible to rule out that the data are
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missing not at random (MNAR), the assumption of missing at random
(MAR) was considered reasonable based on the observed data structure.

Cost-effectiveness analysis

Cost-effectiveness was assessed by estimating the incremental cost-
effectiveness ratio (ICER), which is calculated by dividing the difference
in costs (A Costs) by the difference in benefits (A QALYs) between the
intervention and the control. To determine whether the intervention is
cost-effective, the ICER is compared against a predefined willingness-to-
pay (WTP) threshold of 350 000 SEK per QALY.

As there are no formal WTP-thresholds in Sweden, especially for valuing
benefits in the municipal sector, we had the rely on indirect evidence from
the healthcare sector. In the base-case, we rely on empirical evidence
showing that the average revealed preference for pharmaceuticals in
Sweden is approximately 350 000 SEK per QALY 226, A threshold of 350
000 SEK per QALY lies within the range classified by the Swedish
National Board of Health and Welfare as a “modest cost per QALY” (100
000-500 000 SEK) 227,

In this thesis, findings are also presented as net health benefit, calculated
as A QALYs — A Costs / WTP, and net monetary benefits, calculated as A
QALYs x WTP — A Costs 228, Where positive values indicate that the
intervention is cost-effective at the specified threshold. The WTP was also
used to quantify the potential opportunity cost of the intervention This
was calculated as (A Costs / WTP) / A QALYs, representing the QALYs
displaced elsewhere in the system for each QALY gained due to the
resources required to implement the intervention 229,

Sensitivity analysis

In Study III, both a deterministic sensitivity analysis and a probabilistic
sensitivity analysis were performed. A deterministic sensitivity analysis is
conducted by altering a single parameter in the model one at a time, while
probabilistic sensitivity analysis is done by simultaneously varying all
parameters across an assigned distribution. There is almost always one or
a few parameters that “drive” the model, meaning that small adjustment
in these critical assumptions can have a major impact on the results 23°. In
this sense, sensitivity analyses can be used like a modern application of
Occam’s razor, helping to distinguish the most critical assumptions from
those of lesser importance 23
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Deterministic sensitivity analysis

For the deterministic sensitivity analysis, fourteen parameters were
systematically adjusted across their plausible ranges (see Table 7).
Uncertainty is commonly presented using confidence intervals, where a
narrower interval is generally preferred because it excludes a greater
range of false values 232. Accordingly, for QALYs, the confidence interval
was used directly as the plausible range. For the economic variables, such
as salaries and time-use, an arbitrary range of +20% were applied. For
attrition rate, staff per unit, turnover rate, and other health care costs, a
non-specific value were applied by halving or doubling the base-case
estimates. Some parameters, such as activity intensity and inclusion of
resident’s time, are binary variables that effectively function as on/off
switches in the model.

Table 7 Parameters in the deterministic sensitivity analysis

Variable Min Base Max
Opportunity cost for HS 0 236 236
Activity intensity by HS 0.000* 1.000* 1.000*
Turnover rate among staff 0.000 0.065 0.130
Housing staff per unit 2472 4473 6.473
Time-used by intervention (x20%) 0.800* 1.000* 1.200*
Salaries (+20%) 0.800* 1.000* 1.200*
Time-used by maintenance (£20%) 0.800* 1.000* 1.200*
Inclusion of resident’s time 0.000* 0.000* 1.000*
Effect retention (12mo) 0.000 0.917 1.000
Intervention duration 12.000 12.000 24.000
Discount rate 0.950 0.970 1.000
QALYs gained (ELR) 1.400 1.430 1.460
QALYs gained (TAU) 1.230 1.260 1.300
Attrition rate 0.142 0.242 0.342

* Represents a multiplicative factor rather than the raw value
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Probabilistic sensitivity analysis

In the probabilistic sensitivity analysis, 10 000 Monte Carlo simulations
was used to assess the impact of uncertainty in model parameters. Using
this approach, all parameters are treated as random variables associated
with a specific probability distribution 233. Twelve parameters were
included in the probabilistic sensitivity analysis (see Table 8). For very
uncertain assumptions, such as housing staff per unit and other health
care costs, a uniform distribution was applied. As these values are
assigned equal probability, their inclusion is negligible, other than
showing the range between the most and least optimal scenarios.

Table 8 Parameters in the probabilistic sensitivity analysis

Parameter Parameters Distribution
QALYs gained (ELR) Mean = 1.423; sd = 0.015 Normal
QALYs gained (TAU) Mean = 1.262; sd = 0.017 Normal
Time-used by intervention Mean = 1; sd = 0.1 Truncated
(£20%) (Bound 0.8 to 1.2) Normal
Time-used by maintenance Mean = 1;sd = 0.1 Truncated
(£20%) (Bound 0.8 to 1.2) Normal
Salaries (£20%) Mean =1; sd = 0.1 Truncated
(Bound 0.8 to 1.2) Normal
Value of resident's time a=8;p=2 Beta
Effect retention (12mo) a=9.167; B = 0.833 Beta
Attrition rate a=2422;3=7.578 Beta
Activity intensity by HS a=5p=5 Beta
Opportunity cost for HS a=0;b=269;c=236 Triangular
Other healthcare costs Min = -8 500; Max = 8 500 Uniform
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Housing staff per unit Min = 1; Max =12 Uniform

For Beta distributions, a (alpha) and B (beta) represent shape parameters. For
Triangular distributions, a = min value, b = max value, and ¢ = mode (most likely
value).

Ad-hoc sensitivity analysis of the impact of other healthcare costs

As an ad-hoc sensitivity analysis, the potential impact on other healthcare
costs were explored using previously published data from the REFOCUS
trial 11, Including an effect on other healthcare costs in the base-case
would be a way too optimistic assumption. Given the contextual
differences between the UK and Sweden, two types of services were
selected: inpatient care and physician visits. This represents six of the
sixteen services included in the study.

Costs were calculated by multiplying the proportion of participants using
each service (Table 9) by the mean number of contacts among users (Table
10) and the unit cost per contact. Unit costs for each services were based
on rates from the Northern Health Care Region (2025) and set as 2 406
SEK per visit in primary care, and 7 877 SEK per night for adult psychiatric
inpatient care 234. The overall impact on other healthcare costs was then
estimated by calculating the difference-in-differences based on the change
in costs for each group.

Table 9 Proportion (%) using each service in the REFOCUS trial

REFOCUS (n=139) Control (n=127)

Service Baseline Follow-up Baseline Follow-up

General practitioner 84% 83% 77% 82%
Psychiatrist 66% 55% 61% 65%
Other doctors 21% 17% 21% 14%
Psychologist 11% 9% 17% 13%
Psychiatric inpatient 9% 4% 8% 6%
Physical inpatient 4% 5% 5% 10%
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Table 10 Mean number of contacts among users in the REFOUCS trial

REFOCUS Control

Service Baseline Follow-up Baseline Follow-up

General practitioner 3.5 3.2 3.7 3.3
Psychiatrist 29 23 26 24
Other doctors 23 26 5.6 2.1
Psychologist 8.1 6.0 8.6 10.4
Psychiatric inpatient 30.6 59.7 44.0 67.3
Physical inpatient 3.5 6.0 3.4 7.7

Budget impact analysis

By combining process data from the RCT, with demographic data from
national public registries from Statistics Sweden, we estimated the
budgetary impact of a full-scale implementation of ELR, in a hypothetical
municipality with 100 000 inhabitants (see Table 11). By using data from
participating municipalities, the average number of residents per capita
and average budget spent on supported accommodation per capita were
calculated. To protect participant confidentiality, particularly given the

small size of some municipalities, the estimates are not presented.

Table 11 Parameters in the budget impact analysis

Parameter Sample (Mean)  National Hypothetical
Population (n) 30131 10 609 460 100 000
Total Budget (SEK) 33 676 000 6 996 610 000 94 747 000
Per-capita rates

Budget per capita (SEK) 947.47 659.5 947.47
Participants per capita 0.000568 NA NA
Expected participants* 17.1 6026 56,8
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* Participants per capita multiplied with population

Process data allowed us to estimate the average number of housing staff
and occupational therapists per resident. As spending time with residents
is already part of the usual practices, most housing staff components were
assumed to not incur any additional financial costs. Costs related to
housing staff was therefore treated as fixed, remaining constant
regardless of the number of participating residents. In contrast, the time
spent by occupational therapists was considered a variable cost that
increases with each additional resident. For this analysis, it was assumed
that occupational therapists provided services at the same rate as in the
trial, which was approximately 4.5 residents per occupational therapist.

Process Evaluation (Study IV)

Study IV is an embedded process evaluation on the early implementation
process in Study II. Qualitative data were generated through focus group
interviews with housing staff (n = 21) from seven units who had
participated in the trial. A purposive sampling strategy was used, which
targeted maximum variation in implementation outcomes 235. This was
done by asking our municipal contact persons to nominate units that
exemplified either a smooth or problematic implementation process. The
overall aim was to examine how organisational discourse and contextual
determinants shaped the implementation of ELR. As such, the material
was analysed using critical discourse analysis (CDA). The focus group
interviews resulted in roughly 268 minutes of recorded material. Each
session involved two to five staff and lasted an average of 46 minutes.

Data generation: Focus group interviews

To explore staff’s discourses in response to the early implementation
process seven focus groups were performed with units who had delivered
ELR as part of the six-month long RCT. When exploring barriers and
intended consequences, frontline practitioners are considered good
interview subjects, as they often are left “picking up the pieces” after an
implementation process 23°. While focus groups were chosen for practical
reasons, they also allow for capturing expressions of power dynamics
within the group. A semi-structured interview guide was developed using
the CFIR web-application 237, and further refined using Bronnimann’s
framework for developing realist-inspired interview questions 238,
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Table 12 Summary of focus group interviews

Interview Staff (n) Wave Residents (n) Format Length

0103 5 1 3 Physical 40:41 min
0104 4 1 1 Physical 48:28 min
0105 2 1 4 Digital 25:17 min
0201 3 3 3 Physical 49:27 min
0301 5 4 2 Digital 41:25 min
0401 2 2 4 Physical 62:43 min
0402 2 2 4 Physical 56:53 min

Data analysis: Critical Discourse Analysis

In study IV, we applied the form of CDA developed by Norman Fairclough
239, whose work explicitly aligns with critical realism 24°. CDA enables
exploration of how organisational change is mediated through discursive
strategies and how representations are negotiated and contested in
practice 24, Discourse analysis tends to focus on naturally occurring
language use, but includes a multitude of approaches, from linguistics to
critical studies. We adopt a more critical approach, where our interest are
not in language itself, but in a specific social phenomenon 242.

Critical theory is believed to originate from the Frankfurt school, with
Horkheimer being one of the founders 243. This paradigm represents a
practical-ethical agenda, where research is valued based on its ability to
distinguish injustice and changing society. A common misunderstanding
is that CDA is applicable only for very negative or serious political issues
242, All forms of texts and language are open for critical analysis. What is
essential is that language is understood as a medium of power, and that
the aim is to challenge taken-for-granted assumptions and raise agent’s
awareness of their own interests.

In Fairclough’s three-dimensional analytical framework discourse are
conceptualised simultaneously as a text, a discursive practice, and a social
practice 244, Events, experiences and reflections expressed by housing staff
were treated as discursive and was analysed using this framework.
Discourses are considered to be relatively stable representations of reality,
implying that multiple discourses are able to exist at the same time 245.
What is perceived as “common sense” is then a form of habit, which
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emerges through engagement in particular social contexts 246, Even if
actors are ideologically positioned, they still retain agency through
personal and social cognition, including memories and opinions 247.

To be able to analyse the corpus, interviews were first transcribed
verbatim using a form of denaturalised transcription, which means that
we emphasised content over linguistic features 248. Extracts were then
selected to identify discursive patterns. An inductive coding approach
where used, by assigning several non-exclusive colour codes to each
extract 249, During the whole analysis we focused on patterns, power
dynamics, conflicts, and emotional content in order to highlight key
tensions. Extracts were systematically compared with the corpus, paying
special attention to deviant and contradictory cases. Codes and extracts
were then abstracted into discursive representations through an
interpretive analysis.

Ad-hoc analysis of implementational outcomes

It is important to understand discourses from a contextual perspective. As
Study IV focused on discursive aspects of the transcribed material, we had
limited opportunities to describe the process data available from the trial.
Therefore, I have attempted to frame some of the findings using Proctor’s
taxonomy of implementational outcomes as an ad-hoc analysis 92. These
findings represent a combination of the discursive representations from
Study IV and quantitative process data from Study I and II. This section
will outline how each of the implementational outcomes have been
operationalised. Note that these are short-term implementation outcomes
observed during the 6-month long trial, other studies are on-going
exploring the long-term implementation and sustainability of the
intervention.

Table 13 Proctor's taxonomy of implementation outcomes

Outcome Components

Acceptability Satisfaction with various aspects of the innovation
Adoption Uptake; utilisation; intention to try
Appropriateness Perceived fit; compatibility; suitability; practicability
Feasibility Actual fit or utility; practicability

Fidelity Adherence; integrity; quality of program delivery
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Implementation Cost | Marginal cost; cost-effectiveness; cost-benefit
Penetration Level of institutionalisation; Spread; Service access

Sustainability Maintenance; continuation; institutionalisation

To assess acceptability among residents, contentment scores of the
intervention, staff and occupational therapists reported in Study I were
utilised. These scores are aggregated from wave one, two and the delayed
intervention from wave one. A narrative analysis has been published that
explores the stories of residents who partake in the trial on how they make
sense of their engagements in everyday life activities and their recovery
processes 24, In addition, we have access to qualitative data of staff’s
satisfaction with the intervention and its components from Study IV.

As participating units have been recruited as part of a trial, it is difficult to
assess adoption. However, we are able to use process data on the
recruitment process from Study I to assess a crude measure of early
adoption. There are no available data on the total number of eligible
housing units in each municipality, making it impossible to distinguish
adoption rates for these. In addition, to assess initial implementation and
intention to try, we refer to some qualitative data found in written process
diaries presented in Study I, as well as interview data with housing staff
found in Study IV.

Appropriateness are operationalised using qualitative data from Study IV,
drawing on housing staff’s perception of the intervention and their own
residents. Feasibility is similarly defined, by drawing primarily on housing
staff's perceived feasibility of the intervention from Study IV. However,
attrition rates from Study II are also presented as a proxy for feasibility
among residents. Fidelity is estimated from process data on the total
number of views on each module in the web-based education. From this
it is possible to estimate the number of participating housing staff. In
addition, qualitative data from Study IV is used to deduce fidelity to the
educational package and the educational material.

Penetration was estimated by calculating reach based on process data and
written information sent in by the municipalities before the trial. All
municipalities were asked to report how many units were eligible, how
many residents who lived there, and how many potential participants in
the trial. As there was low adherence rate for this item, we only have
usable data from 36% of the municipalities.
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Implementation costs are addressed in the cost-effectiveness analysis and
are therefore not reported here. There is also currently no available
evidence on the sustainability of the intervention, so this outcome is not
reported, although different scenarios are explored in the health economic
sensitivity analyses.

Ethical Considerations

The research project has been reviewed and approved by the Swedish
Ethical Review Authority (2020-06220). An adjusted ethical application
(2023-04148-02) was also approved for the changes following the internal
pilot. All study participation was voluntary and based on informed
consent.

This project is grounded in the principle of health equity, recognising
residents right to high-quality services and respecting their autonomy to
decide by themselves whether to take part in research. However, others
have flagged for that persons with SMI have diminished capacity to make
truly informed decisions 25°. In the light of ELR, it is essential to actually
allow persons with SMI to participate and make autonomous decisions
over their everyday life. Thorough considerations were made to ensure
that residents fully grasp what their participation entails. Invitation letters
and written brochures were sent out with clear information and
instructions; residents could then mail their informed consent to the
university administrators. Last chance to provide written consent was
during the baseline measurement, where blinded assessors orally
presented what the project and could answer any potential questions.

The intent of the intervention is to promote agency by fostering a person-
centred and recover-oriented approach. However, the community-based
setting in supported accommodation increases the risk of privacy
breaches 25!, where information about activities and progress could leak to
other residents. In addition, an unequal power relationship exists between
housing staff/occupational therapists and residents, which may create
external pressure on residents 252, Because residents are continuously
encouraged to participate in activities, it may be difficult for them to
express a desire to withdraw or to avoid specific activities. This is
particularly problematic as this would occur under the belief that they are
done for beneficial reasons.

There is an risk that residents are unable to distinguish between usual care
and research, a phenomenon known as therapeutic misconception, which
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is common among persons with SMI 253. The idea is that ELR should be
integrated into usual practices even after the trial through the
maintenance period. During which, occupational therapists outline how
progress can be maintained. This process could potentially highlight that
residents actually have a legal right to rehabilitative efforts and provide a
foundation on how activities can be integrated into the usual practices.
Lastly, it is important to acknowledge that staff are both providers and
study participants in this context, and verbal consent was obtained from
all housing staff before the interviews.

Let’s get philosophical

Before diving into the findings, I would like to take the opportunity to
anchor and reframe the previous sections of EBM in the light of scientific
philosophy. The direction and growth of this movement is in many ways
rooted in epistemological and ontological assumptions of the world. These
complicated terms refer to what we know about the world and what is real
in the world 254. Critique against EBM are often framed as an attack
towards its perceived alignment with positivism. However, I see modern
EBM as fundamentally post-positivist, grounded in fallibilism, hypothesis
testing, and error control, which, at least in principle, is directly opposed
to positivism. The idea of “best-available evidence” aligns much more
closely with a realist ontology, rather than the more anti-realist position
of traditional positivism.

“For I saw now how closely realism was connected with facts,
procedures, principles I valued and that it had helped to bring them
about while positivism merely described the results in a rather
complicated way after they had been found: realism had fruits,
positivism had none” - Paul Feyerabend 255“

My position would likely be described as a form of experimentalism, but I
refer to myself as a critical realist. This means that this thesis is written
from a realist ontology and subjectivist epistemology, which together with
judgmental relativism forms the holy trinity of critical realism 25¢. This
contemporary position is often associated with, but not exclusive, to the
work of Roy Bhaskar (1944 — 2014). The EBM paradigm adheres well to a
realist ontology by acknowledging a mind-independent reality and
viewing theories are approximately true descriptions of reality.

Compared to empiricist approaches, critical realism adopts a subjective
epistemology, which means that all knowledge is assumed to be fallible
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and theory dependent. According to Bhaskar it is essential that we avoid
the epistemic fallacy, which is when a phenomenon is reduced to what we
are able to know about it 257. Critical realism argues for an ontological
stratification, which is sometimes called “depth realism” 258. Reality is
then constructed as three layers, and to put it simply, it is a stratification
of experiences, events and causal mechanisms 259. Bhaskar originally
referred to his approach as “transcendental realism”, which was
developed through abductive reasoning about what reality must be like for
experimental knowledge to be possible 2¢0.

By rejecting a sharp divide between natural and social sciences, critical
realism adheres to a form of naturalism. While experimental knowledge
is considered valid in both fields, a principle of “methodological unity-in-
difference” is adopted, arguing that methods must be tailored to the
studied phenomenon 2¢*. Only observing event regularities does not
support causal claims. Even when observations appear lawlike, which they
rarely do, they do not explain a phenomenon 262, Critical realists argue
that events are generated through the interaction of multiple causal
powers and generative mechanisms, and that it is these interactions that
we should attempt to explain. This means that causal inference is based
on narrative descriptions, rather than statistical associations alone 263,

Experiments can be considered to have a life of their own, one that is
independent of theories and theorising 2¢4. Deborah Mayo is part of a
school of thinking which goes by the name “new experimentalism” 2. It
is characterised by severe frequentist testing and heavy use of error-
control methods. Echoing the words of Donald Campbell, she insists on
the use of piecemeal experiments and manipulation to study demi-
regularities. The goal of an experiment is to create an experimental
narrative based on an argument from error 2¢¢. Error is considered absent
after it have failed “severe testing”, meaning those that have a high
probability of failing the hypothesis if it is false.

To summarise, I believe that the aim of an evaluation is not to provide
evidence for large-scale theories, rather its purpose is to test hypothesis in
such a way that we learn something about the generative mechanisms 267.
It is tempting to take an agnostic stance between realism and anti-realism,
but it has an impact on how we approach evaluations. Effect estimates
should be viewed as an input to causal inference, rather than its final step,
serving to prompt explanations of generative mechanisms behind a
phenomenon. In this thesis, I adopt a realist ontology, centred around
narrative explanation, while still recognising that piecemeal experiments
are essential for evaluating competing hypothesises.
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Findings

In this chapter, data and results from the four included studies will be
presented, for a brief summary of the main findings, see Table 14. Even if
the findings mostly follow the timeline of the published articles, they are
not necessarily structured around the specific publications. In the first
section of this chapter baseline demographics of residents is presented.
This is followed by a section on the effectiveness of the intervention,
including how outcomes are impacted when transformed to utility. The
third section includes the health economic evaluation, sensitivity
analyses, and the budget impact analysis. Finally, the chapter conclude
with two sections on the process evaluation, including implementational
outcomes and discourses among housing staff.

Table 14 Summary of main findings for each study

Study

Main findings

Several adjustments to the protocol, including an increased
recruitment area, re-dimensioning the study to detect a difference of

10 points on ReQolL and a fourth wave.

Those who received ELR had significantly greater improvements on
both ReQoL and RAS-DS at 6 months compared to the control.

The intervention was found to be cost-effective compared to usual
care, with an estimated incremental cost-effectiveness ratio of 133
494 SEK per QALY.

Discourses among staff reveal structural limitations, such as vague
leadership and scarce resources, which constrained staff's agency,
making them rely on discursive strategies to rationalise resistance
and gatekeeping. This often manifested as a fear of residents own

choices and led to a downgrading of their capacity for change.

Demographics

After the fourth wave a total of 73 housing units from 16 municipalities
had been recruited and randomised (see Figure 4). However, before
participant recruitment, 13 housing units choose to drop out from the
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trial. As result the final sample consisted of 60 housing units, whereof 33
units were allocated to ELR and 27 were allocated to TAU. From these
units a total of 161 participants were recruited. At six months, the overall
attrition rate was 24% in both groups. At the cluster level, the intervention
group lost three units (9%), while the control group lost two units (7%).

Randomised: 73 units from 16 municipalities

13 units dropped out before participants
"| could be recruited*

Participating: 60 units (n = 161)

A 4

Allocated to ELR: 33 units (n = 90) Allocation Allocated to TAU: 27 units (n = 71)

A 4

NN

Lost-at-follow up: (n = 22) Lost-at-follow up: (n =17)

Known reasons for drop-out (n = 9) Known reasons for drop-out (n = 6)

=  Health reasons (n = 3) =  Changed their mind (n = 3)

= Reached goals early (n=2) Follow-Up = Health reasons (n= 1)

=  Changed their mind (n = 2) = Did not want to wait for delayed ELR (n = 1)

= Staff conflicts (n=1) *  Moved to another unit (n = 1)

= Deceased (n=1) Unknown (n=11)

Unknown (n= 13)

Complete case: 30 units (n = 68) Analysis Complete case: 25 units (n = 54)

Figure 4 Flowchart

Table 15 presents demographic characteristics of residents who
participated in the trial. The median age was 39 years, ranging from 21 to
77 years, and the sample was nearly evenly divided by gender. On average,
residents had lived in supported accommodation for seven years. Most
were born in Sweden and had attained upper secondary education. The
most reported diagnosis was autism, followed by psychosis. In Study II, it
was concluded that were no major relevant differences between the two
groups, suggesting that randomisation worked as intended.

The demographics indicate a heterogenous population that is diverse in
terms of age, diagnosis, experiences and needs. Given the high eligibility
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requirements for supported accommodation in Sweden, a higher
proportion of individuals with psychosis were expected. Instead, autism
was the most common diagnosis, which is often not included in the SMI
concept at all. One potential explanation is an underreporting of more
severe conditions, although it may also reflect a general shift in the
diagnostic composition of this population.

Table 15 Demographics
Characteristics TAU, N =71* ELR, N = 90*
Age 41 (32, 52) 37 (32, 52)
Men 38 (56%) 48 (53%)
Singel? 49 (72%) 80 (90%)
Have children? 9 (13%) 18 (20%)
Years living in supported housing 8 (4, 16) 7 (4,13)
Born in Sweden 63 (93%) 87 (97%)
Education level
Low 10 (15%) 17 (19%)
Middle 55 (81%) 65 (72%)
High 3 (4.4%) 8 (8.9%)
No organised activities in last 2 weeks 9 (13%) 29 (33%)
No meetings with friends in last 2 weeks 38 (56%) 43 (48%)

Mental Health Conditions

Addiction 9 (13%) 14 (16%)
ADHD/ADD 14 (21%) 21 (24%)
Psychosis 25 (37%) 8 (31%)
Autism/Asperger’s 26 (38%) 7 (42%)
Bipolar Disorder 6 (88%) 4 (4.5%)
Personality Disorder 6 (8.8%) 5 (5.6%)
Other 22 (32%) 32 (36%)

* Median (Interquartile range); n (%)
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Did ELR promote personal recovery?

Yes, it did. The statistical analysis of the primary outcome shows that
those who received the intervention reported statistically significantly
larger change in scores compared to the control 4. At baseline, those in
the control had a mean ReQoL score of 26, while those receiving ELR had
only a slightly higher mean score of 28. By visually inspecting Figure 5, it
is clear that the overall distribution of scores was quite similar between
the two groups. After six months, those in the control, on average, showed
little to no change between the two time points, while those who received
ELR reported substantially higher scores after 6 months (see Table 16).

Table 16 Scores on the primary and secondary outcome

Characteristic TAU, n=71* ELR, n = 90*
Baseline ReQoL scores 26 (18, 46) 28 (21, 45)
Endpoint ReQoL scores 26 (18, 49) 49 (43, 60)
Baseline RAS-DS scores 71 (62, 108) 78 (63, 101)
Endpoint RAS-DS scores 72 (62, 114) 99 (87, 111)

* Median (Interquartile range)

Primary outcome measurement

In the mixed-effects model, units receiving ELR showed an estimated
mean increase of 20.1 points on the ReQoL instrument (95% CI: 15.8 to
24.4) relative to TAU. While there are few studies who have used ReQoL,
a change of 10 has been suggested to represents a minimum important
difference, referring to the smallest change that is considered clinically
important. As the confidence interval’s lower bound remain well above the
threshold for clinical significance, this provides robust evidence on the
effectiveness of the intervention.

Secondary outcome measurement

For the secondary outcome RAS-DS, those who received ELR reported
slightly higher mean scores at baseline (see Table 16). From the visual
inspection of Figure 6, we also observed larger deviations in the
distribution of scores between the two groups. Nonetheless, consistent
with the primary outcome, units receiving ELR demonstrated
significantly greater improvements in scores at six months compared to
the control, whose mean score remained essentially unchanged. In the
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mixed-effect model, units receiving ELR showed an estimated mean
increase of 19.0 points on RAS-DS (95% CI: 13.8 to 24.1) relative to TAU.

Arm TAU D ELR
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Figure 5 Distribution of ReQoL scores
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Figure 6 Distribution of RAS-DS scores

Ancillary analysis

Ancillary analyses were also conducted, based on gender and adherence
to ELR, but none of these analyses suggested any meaningful differences
(see Table 17). Our conclusion from Study II was that ELR demonstrated
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robust effectiveness when it comes to promoting recovery-oriented
quality of life among residents with SMI living in supported
accommodation. These findings provide evidence supporting the
hypothesis that focusing on meaningful everyday activities can lead to a
clinically significant improvement in personal recovery and quality of life.

Table 17 Ancillary analysis

Analysis ReQolL (95% CI) RAS-DS (95% ClI)
ITT analysis 20.1 (15.8 t0 24.4) 19.0 (13.8 to 24.1)
Complete case-analysis 20.3 (15.9t0 24.7) 22.3(17.1 10 27.6)

Sub-group analysis

Men 19.8 (14.7 to 24.8) 18.0 (11.1 to 24.9)
Women 20.9 (15.3 to 26.5) 21.3(14.8 10 27.8)
Per-protocol analysis* 20.5 (16.1 to 24.8) 22.3(17.1 t0 27.6)

* Excluding those with less than 70% adherence to the weekly sessions

Estimation of the level of exposure

All residents completing the trial submitted a process diary, indicating at
least some contact with their occupational therapist. However, the
completeness of these documents varies, limiting the available data on
potential generative mechanisms and levels of exposure. Below, is a report
of the process data currently available which could be considered relevant
for assessment of exposure (see Figure 7).

() Available data
(] Unmeasured

e

- J

Figure 7 Illustration of available process data
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Influence of exposure on effectiveness

In Study II, a per-protocol analysis excluding those with less than 70%
adherence to the weekly sessions (n = 5) were performed. Surprisingly,
the effect estimate remained almost completely unchanged (MD: 20.5,
95% CI: 16.1 to 24.8). Despite small sample size and low data validity, this
means we were unable to demonstrate a dose-response relationship.
Furthermore, given the weak reporting and delegation of activities to
housing staff, adherence to the weekly sessions should be considered a
weak proxy for exposure.

Goal attainment among residents

In Study II, 89% of the residents reported that they had met or exceeded
their expected goals (see Table 18), which resulted in a mean T-score on
GAS of 53, with above 50 representing adequate goal attainment. Only
eight individuals reported that they had progressed more poorly than
expected. These findings would suggest that residents had an “adequate”
exposure to activity engagement and the intervention.

Table 18 Goal Attainment (GAS)

Scores on GAS Number of residents (%)
Worse than expected (<50) 8 (10.5%)

As expected, (=50) 42 (55.3%)

Better than expected (>50) 26 (34.2%)

Involvement of housing staff

Overall, there is a lack of formal data on housing staff involvement in the
intervention. In Study III, the total number of views on the web-based
educational package were used to estimate that 147.6 housing staff
participated in the intervention, resulting in around 4.5 housing staff per
unit (see the methodological section “Identification and quantification of
resource use” for more details). During Study IV, several housing staff
expressed that their resident had not engaged with that many activities,
or at least meaningful ones. Many of them also expressed that they only
felt marginally involved in the overall process.

Impact of transforming ReQoL to QALYs

For the health economic evaluation in Study III, the results from the RCT
were transformed to utility scores. This was done for all residents who had
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complete ReQoL-UI scores at baseline and at six months (n =122),
representing 76% of the full sample. In the imputed dataset, the average
utility at baseline were estimated to 0.61 for those receiving ELR and 0.67
for those in the control. After six months, those who received ELR had an
estimated mean utility of 0.81 and those TAU 0.66, which represents a
mean change of 0.21 and -0.01 respectively. In general, the trend for utility
scores, resembles what was observed in the effectiveness data on both
ReQoL-20 and RAS-DS (see Figure 8).
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Figure 8 Distribution of utility scores

Transformation to utility is based on seven items from the full ReQoL-
instrument. For the intervention group, all items were associated with an
increase in scores, with all of them having a median change of one. Figure
9 illustrates the density of change between baseline and follow-up (-4 to
4) on each item in both groups. The largest difference in average change
between the groups were found in the item act5p (“I enjoyed what I did”),
wbi11p (“I felt happy”), and sel2p (“I felt confident in myself”).
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Figure 9 Change of score in each item between baseline and 6 months

Analysis of the interaction effect in ReQoL-UI

As an ad hoc analysis, we examined how changes in individual item scores
affected the final utility value (see Figure 10). Each item was varied across
its full response range (0—4) while all other items were held constant.
These results are aggregated across both study arms and time points. The
most impactful item in the ReQoL-UI is, without a doubt, the physical
item. Adjusting other items resulted in only a small change in utility,
ranging from 0.052 to 0.088. In contrast, changing the score of the
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physical item caused the average utility across the entire sample to vary
dramatically, from 0.37 to 0.84.
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Figure 10 Sensitivity analysis of items in the ReQoL-UI

Estimated effect on quality-adjusted life years

After imputation of missing values and adjusting for baseline differences
the estimated marginal mean QALYs was estimated to 1.43 for ELR (95%
CI: 1.40-1.46) and 1.26 for TAU (95% CI: 1.23- 1.30). The estimates are
very similar in the complete case dataset, where we did not impute
missing values. Differences between the group were larger after adjusting
for baseline differences.

Table 19 Estimated means QALY’s gain for 24 months

Arm (n) No adjustment for baseline After adjustment

Imputed dataset
ELR (n = 90) 1.39 (95% CI: 1.31 - 1.46) 1.43 (95% CI: 1.4 - 1.46)
TAU (n=71) 1.32 (95% CI: 1.23 - 1.40) 1.26 (95% CI: 1.23 - 1.30)

Complete case dataset
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ELR (n = 68) 1.37 (95% CI: 1.29 - 1.46) 1.43 (95% Cl: 1.4 - 1.46)

TAU (n = 54) 1.32 (95% Cl: 1.23 - 1.42) 1.25 (95% Cl: 1.21 - 1.29)

Is the intervention cost-effective?

Yes, it is. The base-case analysis in Study III estimated an incremental
cost-effectiveness ratio (ICER) of 133 494 SEK per QALY (see Table 20).
Results did not change in the complete-case analysis, which yielded a
slightly lower change in QALYs for the control, resulting in an estimated
ICER of 123 391 SEK. Both of these is below the established WTP
threshold of 350 000 SEK, indicating that the intervention is cost-
effective. The analysis yields a net health benefit of 7.1 QALYs and a net
monetary benefit of 2 477 148 SEK, suggesting that gained benefits exceed
the associated opportunity costs. Assuming that the WTP threshold
reflects the marginal productivity of the system, it is estimated that 0.38
QALYs are foregone elsewhere for every QALY gained by the intervention.

Table 20 Base case analysis (n = 90)

A Costs A Benefits ICER

1526 852 SEK 11.44 QALYs 133 494 SEK per QALY

Estimated costs of the intervention

The first step of health economic evaluations is to quantify and value
resource use. As we in this evaluation mainly talk about staff resources,
the concept of opportunity cost and value of alternative uses become
central. Table 21 presents the estimated unit costs of each interventional
component included in the health economic model. Unit costs were
calculated by multiplying salary data by the estimated time use of each
profession, while the events and time columns reflects the extent of each
component during the trial.

Table 21 Unit costs for the intervention

Cost component Unit cost Events Time

Introductory workshop 6 106 SEK 10 20
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Educational package
Development of material
Collaborative start-up meeting
Supervision meetings with OT

Monthly reflection sessions

Weekly rehabilitation sessions with OT

Activities together with HS

4 873 SEK

4212 SEK

1924 SEK

1327 SEK

404 SEK

309 SEK (h)

236 SEK (h)

37

33

42

198

2340

4113

131

10

33

63

50

2340

1472

OT: Occupational therapist; HS: Housing staff

After summing up the unit costs in Table 21, the estimated cost of
delivering ELR, and maintaining it for up to 24 months, was estimated to
around 1.5 million SEK (see Table 22). This represents the cost of
developing and delivering the intervention as part of the experimental
trial. The most expensive component is, unsurprisingly, the weekly
rehabilitation sessions with the occupational therapist (723 323 SEK),
followed by the educational package (192 179 SEK). Most costs are
incurred during the intervention phase (0 to 6 months), followed by
substantially lower cost during maintenance (6 to 24 months).

Table 22 Total costs for the intervention

Cost component Intervention Maintenance  Total
Weekly rehabilitation sessions 723 323 0 723 323
Activities together with HS 137 908 209 004 346 912
Educational package 181 726 10 453 192 179
Monthly reflection sessions 79 925 0 79 925
Collaborative meeting 63 484 0 63 484
Introductory workshop 61 062 0 61 062

65



Supervision meetings with OT 55754 0 55754
Development of material 4212 0 4212

Total 1307 395 219 457 1 526 852

OT: Occupational therapist; HS: Housing staff

For occupational therapists, it is quite clear how much time they are
expected to spend on each resident during the intervention. They are
supposed to meet with the residents at least once a week, in addition to
the collaborative start-up meetings and the educational package. The
same cannot be said for the housing staff, who are involved in activities to
avarying degree depending on what is decided during the weekly sessions.
From interviews in Study IV, it seems like the amount of time staff has
spent on activities varies a lot, whereas some perceived that they
organised everything, some claims do have done very little.

Study III relies on a conservative assumption that occupational therapist
spends one hour per week with each resident throughout the intervention
period (0 to 6 months), and that the time staff spends, increases linearly
from 0 to 30 minutes per week. During the maintenance phase (6 to 12
months) the occupational therapist is assumed to spend no time with
residents, while staff continue engaging with residents for 30 minutes per
week. In Study IV, housing staff expressed that the intervention did not
have any major impact on their workload, which strengthens the
reliability of this assumption.

How sensitive are the conclusions?

The deterministic sensitivity analysis (Figure 11) identified the
extrapolated long-term effectiveness of the intervention as the most
critical assumption in Study III. While the inclusion of other healthcare
costs had an even large impact, this is a theoretical assumption that is
mostly beneficial for the intervention. However, both of these
assumptions will be discussed in their own section. In summary, none of
the individual parameters in the deterministic sensitivity analysis showed
enough uncertainty (ICERs from 66 606 SEK to 254 033 SEK) to change
the conclusion of the base-case analysis.

Varying the effectiveness within the lower and upper bounds of the

confidence interval only moderately affected the results (110 992 SEK to
167 440 SEK). Similarly, altering time-use up and down with a generic
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20% had only a moderate impact on the ICER (106 795 SEK to 160 193
SEK), which was similar for salary estimates (112 861 SEK to 154 127
SEK). Even when accounting for the opportunity cost of resident’s time,
the intervention remained cost-effective (175 946 SEK). In a similar
fashion, assuming a lower opportunity cost for housing staff would
improve the ICER (103 163 SEK).

Other healthcare costs

Effect retention (12mo)

QALYs gained (TAU)

Time-use for intervention (£20%)
QALYs gained (ELR)

Residents time

Salaries (£20%)

Intervention duration

Aftrition rate

Opportunity cost for HS

Housing staff per unit

Activity intensity by HS (6 mon)
Time-use for maintenance (+20%)
Turnover rate among staff
Discount rate

100000 150000 200000 250000
ICER

Figure 11 Deterministic sensitivity analysis

Impact on healthcare consumption

As seen in the deterministic sensitivity analysis, the most sensitive
assumption is related to the parameter “Other healthcare costs”. This
parameter represents an ad-hoc analysis done on request from reviewers
in Study III, who asked us to model the potential impact of the
intervention on other healthcare costs. This is relevant due to the societal
perspective, but also challenging, as no data on service utilisation were
collected during the trial. To accommodate the request, data from the
REFOCUS trial were incorporated into the analysis, to extrapolate change
in service-use for some specific services (see Table 23).

Assuming that ELR is associated with a similar trend in service utilisation
as observed in the REFOCUS trial, the intervention is estimated to reduce
other healthcare costs to a value of 8500 SEK per person. When included
in the model it results in a substantial lower ICER (66 605 SEK). For
consistency, the potential impact on an increase in healthcare
consumption were also modelled, which resulted in an ICER of 200 382
SEK. This assumption is subject to considerable uncertainty, and research
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is needed to establish causality between ELR and healthcare
consumption. These findings are mainly used to illustrate the potential
resource saving capabilities of these types of interventions.

Table 23 Sensitivity analysis of other healthcare costs

Service Intervention Control Difference
General practitioner -658 SEK -368 SEK -290 SEK
Psychiatrist -1592 SEK -64 SEK -1 528 SEK
Other doctors -119 SEK -2148 2 029 SEK
Psychologist -857 SEK -72 -785 SEK
Psychiatric inpatient -2244 SEK 1929 SEK -4 173 SEK
Physical inpatient 1190 SEK 4943 SEK -3 753 SEK
Total -8 500 SEK

Sustainability of the interventions effect

The most critical assumption in the model are the longevity of the
interventions effect. While the observed mean change in scores reflects a
form of demi-regularity and provides robust evidence on the benefits
during that period, there are currently limited data on what happens when
the trial has ended. The trial only lasted for six months, and we do not
know how much of the gained benefits are retained over time. The model
relies on data from a previous feasibility study, which found that
participants who received ELR, on average retained 92% of the gained
benefits six months after the intervention.

Assuming that all benefits are immediately lost once the intervention
ends, with services continuing as planned during the maintenance phase,
the ICER is estimated to 435 040 SEK per QALY (see Figure 12). In reality,
gained benefits are not immediately lost, and therefore this represents an
unrealistic “worst-case” scenario. Additionally, the intervention
specifically includes a maintenance phase to avoid that this happens. It is
more realistic to assume that benefits are lost linearly over time, which is
also what is assume in the base-case analysis.

By adjusting the retainment rate so all gained benefits instead are lost
linearly during the maintenance phase, the ICER is estimated at 254 033
SEK per QALY, with higher retention rates leading to even lower ICERs.
This analysis suggests that, although retention is a critical assumption, the
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conclusions are robust and not highly sensitive to variations in the level of
effect retention.

400 000 -

300 000 -
e
o A
@]
[

200 000 -

@
100 000 -
6 months 12 months 18 months 24 months
Time Horizon
Base —#— Full washout effect —#— Half washout effect

——  Maintenance to 24m No washout effect

Figure 12 Sensitivity analysis of effect retainment

Probabilistic sensitivity analysis

In addition to the deterministic sensitivity analysis, a probabilistic
sensitivity analysis was also performed. Across 10 000 Monte Carlo
simulations the mean ICER was estimated to 162 587 SEK per QALY. With
the mean incremental cost of the intervention being 1 855 761 SEK (95%
CI: 874 557 SEK - 2 866 270 SEK) and the mean QALYs gained was 125
(95% CI: 120 - 129) for ELR and 114 (95% CI: 111 - 117) for TAU. At a WTP
threshold of 350 000 SEK per QALY, the probability of the intervention
being cost-effective was 98% (see Figure 13).
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Figure 13 Cost-effectiveness acceptability curve and plane

Budget impact analysis

As the service delivery is provided at a unit level, the marginal cost of
providing the intervention is affected by the number of residents
participating (see Figure 14). The marginal cost of offering ELR to one
additional resident for one year was estimated to range between 8 699 to
13 681 SEK depending on the number of participating residents per unit.
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To evaluate the budget impact of implementing ELR, in Study III, we
created scenario using a hypothetical and generic Swedish municipality
with 100 000 inhabitants. The participating municipalities had on
average 56.8 residents receiving ELR per 100 000 inhabitants. Scaling up
the intervention to this level, while maintaining the same staff-to-resident
ratio, would require 147.6 housing staff and 19.8 occupational therapists.
Depending on the number of housing units involved, providing ELR to
these residents for one year is estimated to require labour resources
valued between 503 224 to 886 364 SEK. This corresponds to an
estimated average cost of 10 118 SEK per resident for one year of ELR.
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Figure 14 Marginal costs per unit

Discourses among housing staff

In Study IV the results from the process evaluations are presented as five
discursive representations (see Table 24). These will not be presented in
the same format in these thesis as they are well-described in the
publication. Instead, in the following sections, I will attempt to highlight
key parts based on how they influence and are influenced by the
contextual challenges. This represents an ad-hoc unstructured attempt to
contextualise the findings based on their position in the causal chain.
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Table 24 Discursive representations found in the process evaluation

Discursive representations

Diminishing novelty of ELR and legitimising familiar practices
Restricting resident potential in response to organisational norms
Guarding the boundary between insiders and outsiders
Intersectoral collaboration and issues of ownership and power

Blurred accountability, low expectations and inevitable constraints

Contextual challenges in this setting

In Study IV, staff’s discourses in response to the early implementation
process of ELR was examined, and the corpus allows us to explore the
social and organisational structures that influenced the implementation
process. This gives insight into existing contextual challenges as they are
perceived by staff, while this analysis is not comprehensive, it sheds new
light on this specific setting.

Resource scarcity and a strained organisation

Resource scarcity was a frequent issue raised by housing staff and it is
clear that they perceive that they are constrained in what services they are
able to provide. Consequently, several respondents constructed the
intervention as a potential threat to organisational stability. Staff often
assumed their own residents had more severe disabilities then other units
in the municipality, emphasising the additional strain they perceive that
their specific housing unit have.

The importance of the inner setting

The inner setting of the organisation was often constructed around a
shared experience of working “on the floor”, fostering a collective identity
and creating a sense of sameness. This was always framed as being
beneficial, and the staffing group described themselves as closely knitted
and having a good working environment. Even when managers were
perceived as being hands-off, they were often well liked and clearly
accepted as belonging to the inner setting of the organisation.

Isolation and the potential of external actors

Staff described being isolated and having little contact with other
professions or organisations. Staff described a quite distant relationship
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with their manager and even responded with laughter when asked about
contact with upper management. While this isolation appears to foster a
close, long-term relationship with both staff and residents, it also create a
sense of stagnation, where staff felt that they had depleted most of their
motivational strategies. External actors were therefore framed as a
solution to this perceived organisational stagnation.

How were discourse influenced by context?

The contextual challenges observed in this setting has on impact on how
staff talk about the intervention, the organisation and their residents. This
allows us to explore how these discourses have been influenced by existing
contextual challenges.

The inevitability of the organisational constraints

Based on the perceived strain of the organisation a discourse of inevitable
constraints tended to emerge among staff. The perceived scarcity of
resources, over which they had limited influence, often manifested as an
attempt to gatekeep available resources to ensure organisational stability.
This can be exemplified by staff's use of hypothetical, exaggerated
scenarios of resource-intensive activities to emphasise the perceived risks
of residents choosing activities freely.

Paradoxically, these hyperbolic scenarios coexisted with the perception
that the chosen activities were not disruptive enough. Which would imply
that staff believe that they are capable of providing more support than
they currently doing. Even if this discourse has developed as a response to
real resource scarcity, it embeds a managerial discourse of resource
management into their practices. It is unclear why these constraints are
viewed as inevitable, but it could likely be due to previous failed
experiences of changing practices and policies.

Culture of cohesiveness

Staff positioned themselves as being unique when compared to other
units, often praising themselves for their good work environment. Many
had worked together for a long time and explained that they had learned
that for the organisation to function, consensus was necessary. Together
with the emphasis of sameness this seems to foster a strong culture of
cohesiveness, in which deviations from the norm is strongly discouraged.
Staff constructs this culture as something beneficial, but it could also
make the introduction of new actors and perspectives challenging.
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In the corpus of Study IV, we observed that managers tended to be
discursively protected by staff, which partly could be explained by their
position as an insider of the inner setting. This assumption is
strengthened, by observing how the occupational therapist, who in
contrast were framed as on outsider, tended to be criticised. Despite being
new in this setting, the occupational therapist often intervened and
exercised authority over staff, sometimes more actively than managers
typically did. One potential interpretation is that the resistance towards
the occupational therapist is not necessarily founded on practical
concerns but from a failure to establish strong interpersonal relationships
and alignment with the local culture of the inner setting.

Vague leadership and low expectations

As managers usually provided quite vague leadership, staff were used to
taking responsibility for the delivery of services. This provides individual
staff with a lot of informal power, which they are able to use to influence
attitudes of others. During the intervention, lack of managerial
involvement created a social vacuum, which forced staff and occupational
therapists to negotiate responsibilities between themselves. Even if the
occupational therapist is considered an outsider, the legal frameworks
provide them with formal decision-making mandate in the organisation.
This positions them organisationally above housing staff, making them a
threat to established power dynamics.

In the corpus, occupational therapists was frequently constructed as being
the one who responsible for the implementation of ELR. This is in stark
contrast to how the accountability of managers was framed. Despite
holding formal organisational responsibility, managers were portrayed as
incapable to influence the situation, mirroring this discourse of inevitable
constraints found among staff. This blurring of accountability further
showcases the importance of aligning with the inner setting to be accepted
by the staff.

How did discourse influence the uptake of ELR?

Lastly, discourses found among staff influence how the intervention was
implemented and manifested in practice. This allows us to identify
specific implementational challenges but also attempt to explain how
these have been shaped by the discourses found among staff.
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Risk aversion and organisational defensiveness

This idea of inevitable constraints fosters risk-aversive tendencies within
the organisation, which limits the organisational tension for change. As a
result, staff tend to stress the importance of avoiding potential failures or
establishing unrealistic expectations among their residents. Lack of
resources, such as vehicles, staffing and economical compensation, were
often used to rationalise this organisational defensiveness. The
organisational gap between occupational therapists and housing staff
create a sense of conflicting priorities, where tasks are perceived as being
delegated without consideration for their existing workload.

Insiders versus outsiders

Constructing the occupational therapist as an outsider, who are not part
of the inner setting, leads to several implementational challenges. By
discursively positioning occupational therapists as accountable for the
intervention, the inner setting effectively avoids taking ownership over the
implementation process. While this could function as defensive measure,
it also reinforces the sense of inevitability and undermines staff’s agency
to influence the outcome of the intervention. When occupational
therapists has taken an advocative role, attempting to enforce the will of
the residents, this has been perceived as confrontational. In these cases,
the boundaries of insiders and outsiders amplify the conflicts, making
intersectoral collaboration challenging. The abdication of ownership
combined with vague leadership imposes a disproportionate burden for
implementing the intervention on the occupational therapists.

Conflation of practices

The conflation of ELR with usual practices diminishes staff’s willingness
to change, as it creates a feeling of adherence, even while adapting or
ignoring specific interventional components. This could be interpreted as
a discursive strategy to rationalise a lack of effort but also functions as a
way to establish the value of current practices. One alternative
explanation is that staff have not fully internalised the content of the
intervention, making the conflation of practices simply an expression of
unawareness. More successful units highlighted how the intervention
legitimise specific beneficial activities in the organisation, but this seems
to require that housing staff do not perceive it as a threat to the available
resources.
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Absence of accountability

The vagueness of the leadership provided by managers has normalised the
absence of support to such an extent that staff no longer anticipate
receiving any at all. Rather than holding the organisation accountable for
implementation failures, blame was directed at the occupational
therapist, who was constructed as responsible for the intervention. The
absence of managerial involvement creates a binary situation, where it is
either the occupational therapist or housing staff who are responsible for
any failures in delivering the intervention. This further reinforces the
organisational defensiveness, making the staff more prone to avoid taking
risks. Given staff’s limited capacity to influence either resident activity
engagement or organisational resources, blaming the occupational
therapist could be interpreted as a deflection of frustration.

Early implementation outcomes

During the publication of the individual studies there has been limited
opportunity to present a consolidated summary of the process data
collected during trial. While some of these have been used in different
aspects of the evaluation process, they also represent proxy measures,
which can be used to operationalise implementational outcomes. This
section represents an ad-hoc analysis of qualitative data from Study IV in
combination with process data collected during the RCT.

Acceptability: Conflation of practices

In Study I, the mean contentment score of ELR in the internal pilot was
7.67 of 10. Residents reported higher contentment with the collaboration
with occupational therapists (mean score of 8.44) than with housing staff
(mean score of 6.94). As these scores are generic and descriptive, they are
quite difficult to interpret, but we believe that it suggests a relatively high
satisfaction with the intervention. This conclusion are supported by an
independent qualitative study of residents’ recovery pathways 24. In this
study, residents emphasised the importance of the intervention, but
especially the collaboration with the occupational therapist.

In Study IV, staff explicitly stated that they would like more support from
external actors, and that there exists a need for ELR, or similar
interventions, in the organisation. However, many believed that the
language used in the material was to complex. Some claimed that their
residents had chosen the “wrong goals”, which they believed would be
solved if they were allowed to have more influence in the development of
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the PCRP. We also observed a discursive tendency to conflate the
intervention with their usual practices. While this could ease
organisational buy-in, it could also make it difficult for staff to assess the
relative advantage of the intervention. However, since staff appear to be
comfortable equating the intervention with usual practices, it must align
sufficiently well with the organisation norms and objectives.

Adoption: High willingness, but lack of effort

Of all municipalities invited to participate in the early waves in Study I, 16
agreed to attend separate information meetings, of which 7 ultimately
agreed to join the study, corresponding to an estimated acceptance rate of
44%. We do not know how many units in each municipality was eligible to
participate in the study. The fact that municipalities themselves selected
eligible housing units increases the risk of introducing selection bias.

In Study I, several units had problems starting up the intervention in time,
especially during the first wave. This is also apparent in Study IV, where
housing staff from wave one, explicitly told us about the stressful situation
of coming back from vacation and feeling unprepared to start the
intervention, as housing managers had forget to tell them they were part
of the RCT. Following the first wave, introductory workshops was
introduced to better prepare the organisation for the work needed to
implement the intervention. After this we received significantly less
indications of delays. Our interpretation was that both municipalities and
the units were willing to adopt the intervention, but that the lack of
organisational structures often was a barrier.

Appropriateness: Important, just not for their residents

All units in Study IV expressed explicit support for the theoretical
rationale of the intervention, suggesting that housing staff believe that
ELR is an appropriate tool for their residents. Housing staff also claimed
that the intervention did not have a negative effect on their workload,
strengthening the assumption that the content is well suited to be used in
practice. Some of the more optimistic units even highlighted that the
intervention was able to legitimise beneficial practices in the organisation.

Despite acknowledging that the intervention was well suited for the
current context, many units paradoxically believed that it would be more
effective in other units. Even if the intervention is developed specifically
for those with severe manifestations of SMI, staff often expressed that
their own residents had to complex disabilities to be able to engage with
the intervention effectively. This is even more interesting considering the
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large effectiveness observed in Study II. As these interviews occur after
the intervention is finished, we would expect housing staff to have noticed
the large positive benefits incurred by their residents.

Feasibility: A hypothetical threat to organisational stability

In the internal pilot, some municipalities experienced challenges in
organising and implementing the intervention, which led to delays in
starting up the intervention it in some units. Even if staff in Study IV often
claimed that the intervention did not impede on their everyday practice,
they were often worried about what activities residents could potentially
choose. They feared that residents would engage in complex activities, like
trips and events, which was rarely the case in practice. This hypothetical
threat could be caused by a feeling of lack of control among staff. We
interpret this as a discursive strategy developed as response to contextual
constraints, rather than an expression of the unfeasibility of ELR.

In addition, we observed relatively high attrition rates during the
intervention (24%). However, these rates were similar in both of the study
arms, suggesting that there was nothing in the intervention that led to the
high attrition rates. Staff in Study IV frequently construct their residents
as being difficult to motivate and that their mood shifts heavily, which
strengthens our picture of this population, where relatively high attrition
rates are to be expected.

Fidelity: Low adherence to the educational components

The educational material was delivered digitally, allowing us to track the
total number of views (n = 1676 views). However, as the web-education
did not require identification we are unable to determine the exact
number of staff exposed to the material. In Study III, it was estimated that
approximately 148 housing staff participated in the intervention. This
assumes all occupational therapists viewed all modules, only eligible
participants accessed the material, and that no modules were re-watched.

In Study IV, housing staff were almost entirely unaware that the monthly
reflection sessions should have taken place or what their purpose was,
from which we infer that managers have not organised these as planned.
Housing staff also seemed to conflate the intervention with their usual
practices, suggesting that the content had not been fully internalised. In
the previous section “Estimation of the level of exposure”, we presented
process data showcasing that most residents had regular contact with
their occupational therapist, and achieved their set goals, suggesting
adequate fidelity to those interventional components.
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Penetration: Unclear reach among participants

In Study III, it was estimated, based on available process data, that
approximately eight residents lived at each housing unit. The number of
participating residents per unit ranged from 1 to 8 (mean = 2.68, median
= 2). This corresponds to an estimated reach of 33%, which resembles the
estimate reported in the internal pilot (36%). While this could imply that
the whole target population has not been reached, the number is
consistent the estimated average cluster size assumed in the original
sample size calculation (2 per unit).
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Discussion

In conclusion, ELR has been found to not only be an effective intervention,
but also a cost-effective one. This represents robust empirical evidence
demonstrated through applied experimental research. In the trial, we
observed a statistically, and clinically, significant effect on resident’s
quality of life. But stopping here means we do not really understand why
and how these effects occur, or the nature of the causal statements we are
making. Trust me, I am not saying this to be pessimistic. From a decision-
making perspective, the choice to implement the intervention is quite
straightforward. If the goal is to provide an evidence-based intervention
to this, otherwise often forgotten population, ELR is a great choice.

The intervention is highly effective in promoting quality of life, but is also
quite affordable, with an estimated opportunity cost of around 10 000
SEK per resident and year. In addition, when considering commonly used
WTP thresholds, there is a high probability that ELR is cost-effective
compared to usual practices. Both the analysis and conclusions are based
on conservative assumptions, which means that the expected cost of
providing the intervention in practice is likely to be even lower. If ELR is
sustained over time, with resources shifted from low-value activities, and
at least some benefits are retained, the intervention is associated with
extremely low ICERs. Nonetheless, even in the base-case, the intervention
appears cost-effective, with an ICER below the marginal productivity of
the healthcare sector 268, implying good value for taxpayer’s money.

Units who received the intervention showed a significant improvement in
ReQoL scores, rising from 28 to 49, corresponding to an average gain of
20 points relative to the control group. Given that scores above 50 are
typically found among the general population 204, residents has been able
to rise to the upper threshold of the clinical range (0 to 49) after just six
months of ELR. However, from a realist perspective, we still have not
explained how this large effect has emerged. There remain significant
unknowns regarding the intervention’s mechanisms and the contextual
challenges involved. Let us try to dive even deeper into the causal powers
at play and explore how more translational approaches help us
disentangle some of the assumptions on which these conclusions rests.
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Why did ELR succeed when others failed?

Evidence on the value of recovery-oriented practices remains
inconclusive, and several interventions have failed to demonstrate
significant effects in experimental trials 3. This raises the question: why
did we observe such a strong effect as we did? Is there something special
about this particular intervention? The effect emerged despite the
pragmatic trial design offering limited control over exposure, and several
implementational challenges. One potential explanation for this could be
that some of the intervention’s components or underlying mechanisms
are particularly potent.

The role of the occupational therapist

ELR is a multimodal intervention that, compared with REFOCUS and
CARe, adopts a relatively modest approach to staff education. Having
difficulties introducing recovery-oriented practices among staff are not
unique for supported accommodation, and challenges have been observed
across various settings 209271, Changing staff practices seems to be
difficult, and individual-level strategies, such as educational packages,
tend to be associated with minor improvements at best 272,

Given the strength of the effect, the limited evidence on staff education,
and the low engagement among housing staff, targeting individual
“champions” may be more fruitful than targeting entire staff groups. The
integration of occupational therapists in ELR could therefore potentially
explain some of the findings. In the process evaluation, staff expressed a
desire for support from external actors, and occupational therapists often
provide competency, perspectives, and resources that are not currently
available within the units. Facilitating activity engagement might also
require skilled labour, as untrained staff tend to select activities poorly
matched to the needs of those with severe disabilities 273. In addition, the
occupational therapist represents a novel, non-stagnated, relationship for
the resident, which potentially make it easier for them to motivate
residents in engaging meaningful activities.

The main concern with forcing occupational therapists to be champions
due to a lack of organisational implementation structures, is the potential
opportunity cost of their involvement 274. While they may be effective,
drawing them from a legitimated profession risks removing expertise
from other areas of the organisation. Study III demonstrates that
implementing ELR, in a similar scale as in the RCT, would require almost
20 occupational therapists for a mid-sized generic municipality. This
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estimate is quite theoretical, as it assumes that the same staff-per-resident
ratio as during the trial. In practice, municipalities would be able to adjust
the staff-per-resident-ratio, but also the scope of the implementation by
limiting the number of units involved at a time, which would significantly
reduce the organisational burden. Alternatively, it is likely that other
responsibilities need to be reduced, to allow occupational therapist to
dedicate more time specifically to this population.

The importance of meaningful activities

In Sweden, those living in supported accommodation have the right to
receive opportunities to engage in everyday community life and live like
everyone else. Which means that engagement in meaningful activities
should already be a natural part of usual practice, still their use remains
inconsistent and often lacks structured frameworks 167, 168, 171,175,178 Given
the expensiveness of these services, it is essential to consider how
resources are best allocated 59 275, The updated Social Care Act
(2025:400) stresses the importance of both preventive and evidence-
based services, while also emphasising that all individuals should be able
to live a dignified life. It is important to prioritise tasks that yield the
greatest benefit to residents, in order to improve the quality and efficiency
of community-based mental health services.

The explicit hypothesis, that engagement in self-chosen, meaningful
everyday activities, out in the real world, promotes personal recovery, is
one of the unique components of ELR. Residents in supported
accommodation is a vulnerable population whose self-determination
often has been compromised by long-term symptoms, marginalisation
and service dependency 104-166.276_ ] eisure activities is key for active living,
but the form of the activities are often secondary to the meaning derived
from the experience 277. Almost any activity can be considered leisure, as
it is defined not by the activity itself, but by one’s attitude toward it and
the freedom to choose it 278. Due to the severity of resident’s disabilities,
we must accept that not everyone will be able to do everything and instead
focus on what activities they would like to do.

Participation in activities is associated with higher levels of quality of life
and affects health and wellbeing through a multitude of mechanisms 279
280_ ] eisure activities is especially important for those unable to achieve
satisfactory levels of meaning through work or family 278. For this
population, engagement in everyday life activities, out in society, could
function as an “antidote to potential lifelong dependency on formal
mental health services” 281. By applying a life course perspective, activity
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engagement also address sedentary behaviour, which could be beneficial
for not only quality of life, but also physical health and longevity.

Explaining deviant cases and uncertainties

While the program theory and the interventional components could partly
explain why ELR achieved such good outcomes, there still exists
uncertainties and deviations which are not accounted for. Overall, it is
important to note that all included studies evaluate short-term
effectiveness, with observable data only being available for a 6-month
period, and lot of work remains when it comes to evaluating the long-term
impact and sustainability of the intervention.

Threats towards causal inference

In Study II we observed a large association (strength of the effect),
consistent findings over four waves (consistency2), controlled exposure at
two timepoints (temporality), a well-developed program theory
(plausibility), and an experimental design (experiment) 282. All together
this provides robust evidence for inferring causality between ELR and the
observed effect. However, two issues remain: why did we not observe a
dose-response relationship (biological gradient) and what alternative
causes are we not able to rule out (specificity)? To invoke these criteria’s,
we would have needed better control over the measurement of exposure.

Our method of assessing adherence through free-form text in clinical
documents is inherently crude and imprecise 283. Although the experiment
shows that ELR, as a package, were able to promote personal recovery, it
provides little evidence on the generative mechanisms involved. Personal
recovery may have been promoted by activity engagement, it could also
have emerged from non-specific treatment effects (attention from an
external actor) or observation bias, where participants changed their
behaviour due to being studied (Hawthorne effect) 284. The lack of dose-
response and the potential influence of observation bias confound our
ability to attribute recovery specifically to activity engagement. Future
studies that explore the causal role of individual components should also
attempt to account for varying levels of exposure.

In ELR, the appropriate strategies and level of engagement, is determined
collaboratively between residents and occupational therapists. It is
reasonable to assume that occupational therapist adjusts the level of

2 Not a completely accurate interpretation of consistency which refers to replicated experiments.
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engagement based on needs of the individual resident. This means that
even those with low session adherence could have received “adequate
exposure” to the intervention, which could explain the strong effect
observed in the per-protocol analysis. While the optimal “dose” of
different components remains unknown, exploring the ways occupational
therapists worked in practice could be an important direction for future
research. One interpretation is that receiving opportunities to exercise
agency and self-determination is just as important as engaging in the
activities themselves. However, it is important to acknowledge that this is
a pragmatic, rather than explanatory trial, which is designed to assess
whether the intervention is effective under real-world conditions, rather
than to explain its underlying mechanisms 2°t. Additional studies focusing
on mechanisms of ELR are planned or on-going.

Resistance and gatekeeping among staff

How come that even though housing staff support the theoretical rational
of the intervention, they still appeared to be quite indifferent of the
progress of the residents? There appears to be a gap between the observed
scores on ReQoL, and the discourses observed among housing staff. In
addition, almost all units explicitly expressed that they want support from
external actors and that they looked forward to the collaboration with the
occupational therapist. However, when faced with the practical
implementation, several units were disappointed with both the level of
collaboration and activity engagement.

The process evaluation suggested that staff rarely resisted the actual
intervention, but rather the way it was implemented or how outcomes
where measured. As the primary outcome is a patient-reported outcomes
measure, the scores are inherently subjective. While research has shown
that people can estimate other’s utilities independently of their own
preferences 285, but these proxies show remarkable variability in the
direction of bias, typically overreporting impairment while
underestimating quality of life 286, The fact that many housing staff
thought they were not that involved in the process, also suggest that they
are not the most reliable assessors of resident’s progress to begin with.

In Study IV, we describe staff’s tendency to use hyperbole language to
amplify the perceived risk of residents selecting activities freely, but when
criticising activities actually performed, they instead trivialised them,
arguing that they were not disruptive enough. One might ask, why did
such contradictor rhetorical strategies emerge? Risk management is one
of the predominant discourses in mental health, despite it in most cases
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being countertherapeutic 287. Recovery-oriented practices require creative
risk-taking, and staff must feel comfortable supporting residents in
exercising their right to necessary risks 28. One possible explanation is
that staff felt a responsibility for gatekeeping scarce resources, which
effectively blocked their receptiveness for change. Increased involvement
of the manager could potentially reduce the perceived need for
gatekeeping among housing staff. Manager buy-in has been suggested as
an important mechanism to promote risk taking, and to produce lasting
impact following recovery-oriented staff training 289.

On the other hand, these contradictory rhetorical strategies could also be
interpreted as a direct response to a perceived loss of control and decision-
making power. Since the activities were mainly negotiated between the
occupational therapist and residents, there is a de facto loss of power for
housing staff, even though they still are expected to carry out the plans.
Greater housing staff involvement in the decision-making process, could
reduce resistance towards the choice of activities, but could also risk
diluting residents’ autonomy. Mental health services are not characterised
by ideological consensus, and staff advocates for different perspectives
depending on their educational and professional background 29°.

The organisational and legal separation between housing staff and
occupational therapists may give rise to a hierarchical dynamic,
potentially amplifying problems arising from conflicting priorities, which
have been found to make the introduction of recovery-oriented practices
challenging 29, As occupational therapists sometimes are required to
advocate for residents, this may create additional strain in the relationship
with housing staff. There is also a potential risk that residents might
idealise occupational therapists who advocate for them, while
antagonising housing staff who attempt to uphold organisational
constraints 292, To reduce the risk of rivalry, competition, and professional
stereotyping, managers may need to adopt a more of “hands-on-
approach” during the implementation process 293.

Sustainability, vague leadership and accountability

Supported accommodation are delivered in a domestic context with high
staff availability, which should in theory be an excellent setting for
implementing recovery-oriented and person-centred practices. In Study
IV we see how housing staff express a physical and emotional closeness,
not only to their residents, but also to each other. However, this familiarity
also seems to foster a stagnated organisational culture. The services were
consistently portrayed as being bound by resource scarcity beyond their
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control, producing a discourse of inevitable constraints. There might be a
need to cultivate a stronger sense of ownership among housing staff to
empower them to take initiative in shaping their own practices.

It has been suggested that educational interventions promoting recovery-
oriented practices often are to brief, and underestimate the amount of
supervision and guiding that will be necessary 294. While occupational
therapist holds formal responsibility for the rehabilitation process, they
were also often inadvertently given informal ownership of the whole
implementation process. As housing staff are unlikely to sustain the
intervention independently, and it is important that housing managers
actively work to ensure compliance to both the PCRP and the self-care
plan following the intervention, in order to maintain achieved progress.

Findings on long-term effectiveness are limited by the short time horizon,
making it difficult to hypothesise about the sustainability of the
intervention. However, a previous feasibility study suggest good
retainment of effect up to six months after the intervention 9. The process
evaluation suggests that for the implementation to be successful,
continuous engagement from the housing manager is likely required
during the intervention’s maintenance phase.

This redistribution of responsibility also raises another fundamental
question: What are the managers responsibilities when it comes to service
delivery? In the elderly care it has been noted that when person-centred
practices are implemented, staff are often neglected by management,
which can make them feel out of control and pushed into more
instrumental forms of care 295. Managers have also reported a discrepancy
in the communication used by upper management and the local level 29¢,
which may create a feeling of “voicelessness”, making it challenging for
them to translate directives between the different levels.

In Study IV, managers were framed as leaving it up to housing staff and
occupational therapists to resolve conflicting demands. When managers
fail to take adequate accountability, the responsibility for distributing
resources is inherited by staff, a phenomenon which tends to lead to
defensive behaviour within organisations 297. Among mental health staff
there is also an expectation that change should be initiated from a higher
organisational level 298, Therefore, it is important that managers are
involved in the process, and that they are ready to alter schedules, remove
tasks, and reallocate resources, to accommodate the needs of both staff
and residents 299,
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Prioritising welfare services

Determining whether an intervention is cost-effective requires more than
accounting for the financial resources consumed in its delivery, it also
requires considering the benefits foregone by not using those resources
elsewhere. In addition, what society and organisations are willing to pay
for benefits might also vary, especially when alternative methods have
been used to derive preference-based utility scores.

Validity of ReQoL: Is a QALY always a QALY?

A key limitation in Study III is the use of ReQoL-UI, as well as the absence
of country-specific preference weights for Sweden, which limits the
validity of direct comparisons between ELR and other interventions.
While EQ-5D have been found to have poor sensitivity for persons with
SMI 82-84_ this does not imply that ReQoL is the optimal alternative. It is
important to consider the validity and relevance of the ReQoL instrument
in the Swedish context.

The ad-hoc sensitivity analysis in Study III showcases the large influence
of the physical activity item when calculating utility scores using ReQoL-
UL By incorporating an interaction effect between physical activity and
other items, the scoring approach differs conceptually from that used in
EQ-5D 300, This favours interventions that have a large impact on physical
activity and have a direct impact on policy decisions. There might be an
argument for capturing the synergistic effects of physical and mental
health 301302 but this is nonetheless a procedure of which evaluators and
decision-makers must be aware.

Despite the extra-welfarist approach having been developed to broaden
the evaluative space, applied research has almost exclusively focused on
health 77. Several attempts have been made to widen the evaluative space,
most notably through Amartya Sen’s capability approach, as exemplified
by instruments such as ICECAP 303 and capability-adjusted life years 304.
While alternative preference measures provide an opportunity to consider
other aspects then health, it also raises concerns about the comparability
of QALYs derived from different instruments. One of the main strengths
of QALYs is its ability to compare interventions between different
populations and settings, and this development reinvigorates the classical
debate: is a QALY always a QALY? 305
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What are we willing to pay for societal benefits?

Willingness-to-pay (WTP) represents an essential metric in health
economic evaluations but often receives quite limited attention in
practice. WTP can be operationalised using two distinct approaches: the
consumer price of a QALY, denoted as v, or the marginal productivity of
the health care sector, denoted as k. Empirical research typically
demonstrates that v exceeds k, suggesting that we value health benefits
more highly, than the marginal cost of producing them 268,306, 307,

In an optimal healthcare system with unconstrained budgets, relying on v
would be the appropriate choice. However, most tax-funded healthcare
systems operate under quasi-fixed budget constraints. In this context, the
relevant consideration is not what we are willing to pay for a QALY, but
rather the opportunity cost of reallocating resources. In situations where
we are not able to predict which services will be displaced, applying
estimates of the average marginal productivity of the whole sector is an
reasonable approach 208, Siverskog estimated the marginal cost of a life
year in Sweden’s healthcare sector at approximately 370 000 SEK, which
they translate to an expected cost per QALY of 180 000—430 000 SEK 268,

It is important to acknowledge that traditional threshold values have been
developed in the healthcare sector, which means that they are not
necessarily transferable to the rest of the welfare sector. As these services
does not have health maximisation as their sole objective, it is not
advisable to make prioritisation decisions solely on the basis of QALYs, it
also makes estimating marginal productivity more challenging. In
Sweden, it is common with references towards a WTP of 500 000 SEK per
QALY. While this is not a formally established threshold, it is likely an
direct translation of the arbitrary threshold of $50 000 that appeared in
the literature during the 1990s 3°8. This threshold lacks both theoretical
and empirical justification. In Study III, we relied on revealed WTP
thresholds based on government decisions in the Swedish pharmaceutical
market, where the mean cost per QALY was estimated at approximately
350 000 SEK. This resembles Siverskog’s results and, being much lower
than the generic 500 000 SEK threshold, represents a conservative
assumption, even if it is an uncertain one.

Residents in supported accommodation may not be in acute need, but
they do have a severe and complex, often persistent, disability, resulting
in a life expectancy that is 15—20 years shorter than average 309 3,
Considering the severity of these conditions, and their substantial impact
on both autonomy and quality of life, they should have a high priority in
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resource allocation according to the Swedish model for open priorities in
health care 3. This is already reflected in national guidelines, were
conditions such as schizophrenia and psychosis are classified as severe 227.
Accordingly, the WTP for services targeting this population should be
higher, and for pharmaceuticals it is not uncommon with ICERs up to up
to 1 000 000 SEK and higher 226,

Future of EBM: The case for realism

Throughout this thesis I argue from a realist position, which, as described
in the introduction, closely aligns with EBM. Critic against EBM is often
centred around issues of ranking different types of evidence. The evidence
hierarchy, often illustrated as a pyramid, is one of the most attacked
manifestations of EBM, and is frequently framed as objectivist,
contextless, and as enforcing dogmatism 3'2. Arranging designs
hierarchically does not imply that only the highest levels should be used,
it simply establishes which designs are best at controlling for confounders,
a foundational principle of most research.

While the idea of “best available evidence” is inherent to EBM, and
requires some sort of ranking, it does not mean that other methods are
incapable of producing evidence. There is an inherent contextualism in
attempting to explain under which conditions interventions are effective
313, Pragmatism is sometimes raised as a competing philosophical
framework to critical realism. While pragmatism also advocates for a
fallibilist understanding of knowledge, it takes an explicit stance against
foundationalism. This tends to manifest as opposition towards evidence
rankings and the golden status of the RCT. Despite this, experimental
designs in themselves are very much in line with pragmatism, as they
temporarily suspends prior knowledge and promotes open inquiry 34.

While the authoritarian tendencies that have accompanied the EBM
paradigm warrant attention, they fall a little bit outside the scope of this
thesis; I will instead redirect the debate toward the ontological
implications of these two positions. According to me, one of the more
important contributions of EBM are not these hierarchies, but an
increased transparency on what grounds causal statements are made.
Pragmatism represents a form of anti-theory, and, as such, tends to resist
strong causal claims, a tendency which has been described dismissively as
“...pragmatists are phobic about truth” 35, referring to their
unwillingness to make causal claims.
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Why ontology matters

Traditional positivism is long since dead in applied science, this form of
objectivist anti-realism has since been replaced with different forms of
instrumentalism. When critiquing contemporary realist approaches,
many mistakenly conflate them with positivism, despite it rather
representing a form of anti-realism, where knowledge is reduced to what
can be positively verified through experience 3:°. This means that concepts
are adopted not because they are true, but because we have observed
them, or in the case of pragmatism, we found them useful.

This is one of the major flaws of pragmatisms, but the important
demarcation here is not from anti-realism per se, but from approaches
that leave their ontological commitments implicit and unexamined 37. By
adopting an agnostic stance toward ontology, we often act as our theories
are real but avoid epistemologically committing to them. Pragmatists tend
to criticise realists for having unnecessary complicated ontological
frameworks 25¢ and instead preferring action-based approaches. They are
not that concerned with the details of the “black box”, what matters is
output and predictive power. Theories are tools to use when needed and
discard when not 318,

Contemporary debates in medical science are typically framed as
quantitative versus qualitative, or positivism versus relativism. This
epistemological distinction is an intellectual hay-man which often rests on
exaggerated versions of the epistemology of science 3'9. Framing it only as
an epistemological issue, also transform it into a debate of naturalism.
Namely, should social science rely on the same methods as natural science
or not? Qualitative research often reproduces exactly the same form of
empiricism found in positivism 320. “I heard it and therefore it exists”, it
is just applied to a subjective phenomenon.

Risky predictions and experiments

Designing experiments requires making risky predictions but also force
us to be explicit of ontological assumptions. Of course, not everything is
suitable for testing in a RCT, but any planned inquiry including deliberate
and reliable procedures designed to detect error, could be considered an
experiment 32, This also relates to the critical realist notion of the
epistemic fallacy, stressing the importance of not conflating what we know
about the world, with what is true in it. Accepting the relativistic notion of
all types of inquiry and observations are equally valid, leaves us without a
way to distinguish between contradictory theories. While making
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ontological commitments does not eliminate disagreement, it directs the
debate to the right place.

Some argue that experimental trials are not compatible with a realist
approach 322, a sentiment which I reject. Although RCTs are not necessary
for causal inference, they represent one of the most effective methods
available for testing hypotheses. There are also practical examples on how
realism and RCTs are able to complement each other 323, which I believe
yield stronger and more informative causal statements. One valid critique
is the reliance on randomisation to control for unknown variables, where
pseudo-experiments have been found to achieve comparable results 2627,
The problem with matching is that it is impossible to know when bias have
been introduced and when it has not been. In addition, matching is not
exclusive for pseudo-experiments, differences in baseline covariates even
after randomisation are not only acceptable but expected. It is important
that we balance what we can and randomise what we can not 324.

“Randomization is merely a practical tool to reduce confounding. It
does not fundamentally change the nature of the way we view or
research the social world, or affect how we will use comparative
empirical data to test hypotheses about mechanisms” Chris Bonell 3257

The role of qualitative research in evaluations

One of the most classical debates in research is the use of quantitative
versus qualitative data 326, Karl Popper, for example, supposedly
described qualitative research as “hopelessly unfocused” %3. It is important
to acknowledge potential limitations of qualitative research, such as the
lack of accuracy measures, difficulties to generalise, and the potential
influence of the researcher 327-329, Nevertheless, some aspects of life are
simply not captured by quantitative data. Claiming that a survey checkbox
would contain more valuable information than an interview response
would be absurd, and there is no inherent value in stripping away
information by transforming qualitative into quantitative data.

The term qualitative relates to the nature of a phenomenon, often with a
focus on interpreting attributed meaning, with the core question being:
what is this really about? 243 As described in the philosophical statement,
I reject relativistic ontological positions, which holds true even when
working with qualitative data. There is an abundance of theoretical
schools adhering to relativistic principles, such as constructivism,
interpretivism, hermeneutics, many of which hold prominent positions in
the qualitative research. One of the main issues with relativism is its lack
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of clear criteria for deciding between competing alternatives, whereas
critical realism argues that it is possible to rationally determine which
interpretations have greater explanatory power 330,

According to a critical realist, the choice of methods should be based on
the nature of the research question, a position which neutralises some of
the issues of “paradigm switching” 33'. Meanings held by individuals, and
other mental processes, causally influence events in the physical world,
and visa verse, events in the physical world impact individual’s beliefs 332
This implies that qualitative and quantitative data simply have different
logical forms for describing properties of objects 333. An implication of this
is that mental entities, such as meaning, agency and reason, are crucial
when developing causal statements.

It has been suggested that health economics should apply qualitative
methodology to a larger extent, as it is needed to be able to explain the
mechanisms producing outcomes 334 335, One could argue that health
economists indirectly are already relying on qualitative data to populate
models, but in the form of expert opinions and assumptions. While
variables have to be mathematically operationalised, qualitative data can
be used to explain, support, interpret, and challenge the assumptions
applied. This can be done for both behavioural assumptions, how
individuals choose to engage with an intervention, but also structural
assumptions, as the transition probabilities between health states.

Even when it is difficult to generalise results from qualitative studies, they
should at least be considered more reliable than informed guesses by
armchair economists. For example, in Study III, we discuss the assumed
opportunity cost of the time use of housing staff. From this pragmatic trial
alone, it is impossible to distinguish exactly what services was forsaken in
order to deliver the intervention. Current praxis in health economics is to
assume that market salaries is an adequate proxy for the value of the
opportunity cost. However, in Study IV we observed how staff themselves
claim that they were not that involved, and that they did not experience
any negative impact on their workload. Suggesting that the opportunity
cost of ELR is likely much lower than what is assumed in the base-case.

Disentangling the evaluation, and its limitations

The premise of the causal statement in this thesis, is that ELR has been
found to improve personal recovery in an experimental trial in Swedish
supported accommodation. This type of evidence do not really tell us that
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an intervention works, rather that it has worked previously, in the specific
population and setting in which the trial was conducted 336. However, the
logic of the statement is that efforts to promote meaningful everyday
activities, by integrating outreach-based rehabilitation and staff training
into usual practice, could potentially generate comparable outcomes in
similar settings.

Provided that resource use resembles what was observed in the trial, the
intervention is estimated to yield benefits at a level considered
cost-effective within Swedish healthcare. There seems to exist a high
demand for internal and external support within the organisation, and the
intervention requires substantial involvement from the occupational
therapist. Relational legitimacy also appears to play a significant role
within the inner setting, which can create challenges when integrating
new actors from outside of it. To mitigate the impact of implementational
barriers, greater involvement of housing managers might be required.
Holding managers accountable and involving them more actively could
likely substantially reduce implementational friction.

For whom, under what circumstances, and how?

The title of this section is based on Ray Pawon’s well-known slogan for
realist evaluations: “for whom, under what circumstances?” ©2, While
this thesis does not include a realist evaluation and therefore does not
construct any context-mechanism-outcome (CMO) configurations, this
slogan prompts important questions relevant for all evaluations. Which is
why it is borrowed here to reflect on the variability and external validity
of the findings.

As the estimated effectiveness is aggregated on a housing level, it is
difficult to determine for whom the intervention is most beneficial.
Although the intervention was developed for those with severe
manifestations of mental illness, Study IV suggest that staff perceive it as
better suited to younger, more active residents. This is particularly
important given that the mean age among participating residents were 39
years, which signals a conflicting view between the potential of the
intervention and the underlying values held by the organisation. Recovery
through activity is not limited to those who are “well-functioning”, and
ELR is designed to support even those with severe symptoms. This is also
an example on how mixed methods can highlight potential issues which
would not be found using only quantitative research.
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The pragmatic design offers limited opportunity to control for disease
severity, and the available data do not allow testing of which subgroups
benefited most from the intervention. While there might be a potential
risk that “well-functioning” residents are overrepresented in the sample,
eligibility for supported accommodation requires extensive needs,
ensuring that all participating residents have severe disabilities. An
implication and strength of the pragmatic design is that the recruited
sample most likely resembles what would be expected in practice.
However, future research should still consider that the effectiveness, and
adoption, of ELR could potentially differ across subgroups differing in
diagnosis and severity of psychiatric conditions.

Despite observing a statistical and clinically significant effect on
recovering quality of life among residents, the process evaluation revealed
large implemental issues in several units. These were mainly related to
housing staff and managers, including delays in the start-up of the
intervention, limited internalised of the material, and a general sense of
detachment from the process. This is partly expected due to the purposive
sampling strategy, which targeted maximum variation, but surprisingly
we noticed similar tendencies in more successful units. Based on the
findings, we hypothesise that it is likely the occupational therapist that are
one of the primary contributors to the intervention’s success. Further
research is on-going on the experiences among occupational therapist,
which could potentially shred further light on this hypothesis.

Many housing staff appears not to have fully internalised the material,
implying that additional efforts may be needed to ensure full adoption.
This is in line with previous research, which has suggested that
educational efforts may be a weak component in promoting recovery-
oriented practices 3. Whether or not more intense educational efforts
could provide value remains debatable, but this thesis suggests that
alternative approaches may be more worthwhile pursuing. There is also a
need to ensure the involvement of housing managers and adequate
organisational readiness for the implementation process, as practices are
unlikely to change without addressing structural limitations.

There exist several contextual challenges that hindered the uptake of the
intervention. In Study IV, staff predominantly describes a distant
relationship with their manager, alongside a strong desire for external
support. Despite the occupational therapist being considered an outsider,
they were often given ownership of the implementation process. The
manager on the other hand, who already has relational legitimacy, was
rarely referred to as having any mandate or responsibility at all.
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Redefining the manager’s role to promote more hands-on involvement in
day-to-day practice has the potential to address many of the observed
implementation challenges.

This thesis provides evidence supporting the conclusion that ELR, as an
interventional package, has a large short-term effect on residents’ quality
of life. This informs us that further research on long-term effectiveness,
the mechanism of change, and implementation sustainability, is
warranted. Given the absence of a dose-response and the uncertainties
regarding the respective contributions of housing staff and occupational
therapists, studies of mechanisms are particularly important.
Quasi-experimental designs or case studies could be used to test different
implementation strategies, while also ensuring consistent adherence.
Another viable approach may be longitudinal follow-up of organisations
implementing the intervention in practice, allowing interprofessional
relationships to be observed as they develop over time.

Limitations of the studies

To be able to the interpret findings from the studies, it is important to
acknowledge the potential limitations which threaten their validity. Given
the critical perspective adopted in Study IV, it seems only right to start
with acknowledging that most findings could be influenced by the project
teams theoretical commitments and assumptions. The principal
investigator of this project is also the developer of ELR. To reduce the
potential risk of researcher influence, she has not been directly involved
in neither the statistical nor economic analysis. In addition, external
assessors and university administrators collected and stored data, keeping
it blinded from the researcher’s conducting the analyses.

Limitations related to the measures

For the whole thesis, it is important to recognise the limited time horizon
of this experiment. The findings are inherently bound by the six-month
study period, which significantly increases uncertainty for all assumptions
related to aspects like, long-term effectiveness, sustainability, and societal
impact. When it comes to the long-term implementation of the
intervention, and its translation into practice, substantial knowledge gaps
remain. To avoid drawing faulty or to optimistic conclusions, conservative
assumptions were used heavily in the health economic analysis. Given
these conservative assumptions, and the fact that is a low-resource
intervention designed to integrate well with usual practice, there is a high
probability that additional long-term data would favour the intervention.
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The use of subjective patient-reported outcomes lower the certainty of
evidence 337, but it is important to highlight that this aligns with the
intervention’s emphasis on personal recovery, which is simply not
captured by objective measures. Another key limitation is the use of
ReQoL-UI in Study III, and its absence of country-specific preference
weights for Sweden. It has been suggested that national value-sets could
have limited impact on the findings, and that focus instead should be on
the validity of the instrument in itself 338. However, as seen in the results,
ReQoL-UI uses a distinct scoring approach which could limit the validity
of direct comparisons between ELR, and other interventions evaluated
using alternative instruments.

Overall, the pragmatic design makes it challenging to make causal
statements on the impact of different generative mechanisms. Avoiding
invasive design features strengthens external validity, but also forces us to
rely on non-invasive proxies when estimating levels of exposure 339. The
personal free-text reporting used in the process diaries lowers the validity
of data collected on adherence and make it difficult to accurately analyse
the impact of exposure. As the occupational therapists were formally
employed by the municipalities, they operated under a typical caseload
and retained other duties during the trial. While this strengthens the
external validity, there is a potential risk of contamination, as
occupational therapists could be responsible for serving residents in both
arms. However, as services provided in the control are brief and sporadic,
the overall risk for contamination is still considered low.

Statistical limitations

Although Study II include a large number of units, the small cluster sizes
increase sensitivity to within-cluster variation. Nevertheless, the cluster
sizes remained consistent with those estimated in the original power
calculation 2. Some imbalances in demographics were also observed, but
as there were no major deviations in the randomisation process, they are
assumed to be caused by random variation. A relatively high attrition rate
was observed, which could be a potential threat for the external validity,
but we found no systematic differences in attrition between the groups. In
addition, the attrition rates were consistent with those observed in other
trials conducted in similar contexts 110111, 340,

Planned subgroup analysis by diagnosis was not performed due to small
subgroups and low data validity, representing a deviation from the study
protocol. The number of housing units and residents in each study arm
varied, as thirteen randomised units dropped out before resident
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recruitment could begin. As a result, baseline data for these potential
residents were not available for imputation. In addition, as residents
themselves decided whether to participate or not, some units enrolled
more or fewer participants than anticipated, affecting the distribution of
participants. While these imbalances are not considered to have
introduced any major systematic bias, they represent a potential source of
unrepresentativeness.

Trustworthiness in the qualitative analysis

Interviews create a specific, co-constructed discursive setting, or genre,
which is shaped by both the interviewer and participants. This is
important, as the focus in Study IV were not on the conversation in itself,
or discourses that only emerge during interviews. Consequently, the
analysis of discursive practices does not necessarily represent naturally
occurring interactions. It is quite likely that some discourses have not
been fully captured, where a corpus based on more natural forms of
communication would be required.

While the procedures in Study IV were documented and communicated
as explicit as possible, practical constraints limit how much raw data can
be published. When identifying, selecting, and presenting appropriate
excerpts, there is always a risk of selective reporting. To ensure the
trustworthiness of claims, and that arguments are substantiated by data,
excerpts were presented in their full context where possible. When
analysing discourses, it is important to properly balance the presentation
of data against its interpretation, as data are not assumed to “speak for
themselves” 341, In the manuscript, the distinction between text, discursive
practice, and social practice effectively narrates the interpretation
process, tracing the movement from raw data to discursive
representations 341,

What about the evaluation monster?

Having reached the end of this evaluation of ELR, what have we learned
about the evaluation monster? I hope that this work have showcased how
complex interventions can be approached using RCTs in combination
with translational approaches to enrich experimental findings. The
process evaluation, for example, describes how housing staff employed
discursive strategies to justify gatekeeping and risk-averse practices.
Building on this, it is hypothesised that strengthening relational
legitimacy and managerial accountability may be critical for addressing
challenges rooted in organisational power dynamics and resource scarcity
in this context.
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Similarly, the health economic evaluation highlights key knowledge gaps,
such as the opportunity cost of housing staff and the retention of effect,
while still providing a structured framework for transparent decision-
making, despite uncertainties. As demand for evidence grows, it is
important to acknowledge that not every phenomenon can, or should, be
studied with large-scale trials. While I teasingly refer to this impulse as an
evaluation monster, it is by no means a rebuttal of experiments, quite the
opposite. However, most decisions involves uncertainty, and both the
societal cost of conducting research, and the opportunity cost of delaying
decisions, must be considered 342.

Both health economics and implementation science are a natural part of
contemporary medical research, and I believe they could provide
considerable value in the welfare sector as well, if applied thoughtfully.
Evaluations are based on an desire to understand a previously unknown
condition 7, which means that the numeric estimates they produce are
not necessarily the most important finding. Estimates of effect shows
what changed, in a specific time and place, but provides little information
about how interventions will manifest in new contexts. The same
intervention, implemented with the same fidelity, can produce different
outcomes when context differ, meaning that effects are not a single fixed
thing, but are inherently relative and situational.

There is an allure in treating observations as stable facts, rather than
contingent outcomes shaped by specific contexts and generative
mechanisms. The challenge for evaluators is therefore to move beyond
identifying empirical regularities, toward identifying underlying causal
mechanisms that generate observed outcomes. Everyone occasionally
falls victim to the evaluation monster, believing that more or better data
will inevitably lead to easier decisions. This monster feeds on our desire
for simple answers and definitive results. Rather than attempting to
eliminate uncertainty, the focus should be on understanding, explaining,
and communicating it transparently and honestly.

Concluding remarks

The overall aim of this thesis was to provide an evaluation of the
effectiveness, cost-effectiveness and early implementation of ELR, while
using the project as a canvas to contribute to the broader debate on the
role of evaluations within welfare settings. Throughout this thesis, I have
attempted to merge and contrast different analytical approaches in order
to construct a comprehensive understanding of the trial, the intervention,
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and the setting. Whether I succeeded in this objective or not, must be left
to the reader to decide.

The first objective of this thesis was to test the hypothesis that ELR are
able to promote personal recovery and quality of life by engaging
individuals in meaningful everyday activities. In Study II, a statically and
clinically significant difference was observed between those who received
ELR and those in the control, which supports the conclusion that ELR
promote personal recovery. Frequentist statistics suggest that it is unlikely
that we would have observed such a large difference without a causal
influence of the intervention. Although it remains unclear to what extent
the effect was caused by activity engagement, the findings support a causal
relationship between the intervention and recovering quality of life.
Findings from Study IV suggest that the relationship with the
occupational therapist is a potential key component. However, the trial
was not designed to formally test the influence of different interventional
components.

The second objective was to quantify the comparative effectiveness of ELR
and conduct an economic evaluation, assessing its incremental benefits,
costs, and overall impact relative to usual practice. The findings suggest
that ELR are likely to be cost-effective in promoting quality-adjusted life
years for persons with SMI living in supported accommodation. Despite
uncertainties regarding long-term effects and resource consumption, the
robust effect, combined with conservative assumptions, makes it likely
that the intervention would be cost-effective if implemented in practice.

The third objective was to explore housing staff’s discourses and
reasoning around the implementation of ELR, with particular attention to
how social dynamics and contextual conditions influenced the
implementation process. The process evaluation demonstrates how the
staff employed several discursive strategies to rationalise resistance and
gatekeeping. This often manifested as a fear of residents own choices and
led to a downgrading of their capacity for change. In addition, attempts
were made to explain how these discourses emerged from contextual
challenges, such as organisational isolation, vague leadership, and
resource scarcity.

Supported accommodation is one of society’s most intensive welfare
services, which also targets one of our most vulnerable and marginalised
populations. Tax-based systems have a duty to be transparent when
implementing and prioritising among services. Such justification should
not rely on financial arguments alone, and the impact on utility must be
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considered when prioritising shared resources. I argue that we have a
responsibility to ensure that community-based services do not reproduce
the patterns of paternalism, neglect and institutionalisation that persons
with psychiatric conditions have historically faced 343-345,

Significant work remains in examining the normative and ethical
foundations underlying the adaptation of evaluative approaches to the
welfare sector. Recovery-oriented interventions, such as ELR, requires a
fundamental shift in organisational and societal values: from a system
focused on control and protection to a system centred on rights and
flourishing. To make reliable decisions, we must dare to critically and
systematically evaluate not only novel interventions, but also current
practices. Regardless of methodological disagreements, making
uncertainties and assumptions explicit, and asking critical questions, are
sound first steps towards disentangling complex interventions.
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