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ABSTRACT

Introduction In Europe, alcohol consumption is
responsible for many diseases, disabilities, injuries

and premature deaths. In France, alcohol consumption
represents an important health burden, due to its
frequency, scale and the serious damage it causes. One

of the keys to addressing the problem would appear to

be the adoption of harm and risk reduction approaches.

In order to operationalise this strategy, the Nouvelle
Aquitaine Regional Health Agency is funding three different
programmes to reduce the harm and risks associated with
alcohol consumption: Alcochoix, laca and ETP (Education
Thérapeutique du Patient) Conso-repére. We are interested
in understanding how, under what circumstances, through
which mechanisms and for which population the different
programmes work.

Methods and analysis The ECIAE study (a cross-
evaluation of the 3 programs laca/Alcochoix/ ETP (Patient
Therapeutic Education) is a theory-based evaluation where
the realist evaluation method is used to explore effects,
intervention mechanisms and the influence of context on
outcomes. This realist evaluation is based on multiple case
studies in two nested levels. At the first level, each centre
implementing the programme will represent a case. At

the second level, each programme will represent a case

in which a set of activities is conducted to achieve risk
reduction objectives.

Ethics and dissemination The project will be carried

out in full compliance with existing legislation and
international conventions. It was subject to analysis,
including a privacy impact assessment conducted by the
Data Protection Officer of the University of Bordeaux. The
University of Bordeaux has ensured that all the regulatory
procedures related to the ECIAE study have been carried
out. The dissemination plan includes scientific papers,
seminars, a report and recommendation and a public
restitution. The study will provide evidence-based results
to help health authorities roll out strategies to reduce risks
and harm associated with alcohol use.

INTRODUCTION
In 2016, about 80000 people died of alcohol-
attributable cancer, and about 1.9million
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STRENGTHS AND LIMITATIONS OF THIS STUDY

= Our proposed methodology is consistent with the
bottom-up approaches advocated in health promo-
tion, starting with a real-world response to a press-
ing problem.

= Our study applies realist evaluation at two levels
at the same time: a single programme in sever-
al application situations and a single objective of
reducing the harm and risks associated with al-
cohol consumption addressed by several different
programmes.

= Our study combines quantitative and qualitative
investigations.

= Our study mobilises multiple modes of data col-
lection: literature review, interviews, observations,
seminars and hetero-administered questionnaires.

= The ECIAE study will not use any kind of biological or
medical information and will rely on declarative data

years of life were lost due to premature
mortality or to disability in the EU." Alcohol
use is a predominant risk factor in disease and
injury.*® A large contribution to this burden
is due to alcohol use disorders. In France,
alcohol consumption represents an important
health burden, due to its frequency, scale and
the serious harm it causes. Even if a drop in
consumption has been recently observed,’
alcohol remains a major source of mortality
and morbidity in France. Itis one of the three
leading causes of avoidable mortality. Indeed,
alcohol is responsible for 7% of deaths in
France. This is more than in many other
European countries.” In the Nouvelle Aquit-
aine region in the southwest of France, 12.3%
of adults between 18 and 75 years of age were
thought to consume alcohol daily and 45.3%
weekly in 2017 vs 10.0% nationally.”

Damage to health from alcohol consump-
tion can appear from one drink per day.®” It
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is therefore in the interest of public health to find ways of
reducing alcohol consumption, whether in a situation of
low or high consumption. One of the keys to meeting this
challenge would seem to be the adoption of approaches
to reduce harm and risks. Until the 1930s, only excessive
alcohol consumption was singled out as a health risk,
and moral and pathological patterns of alcoholism were
predominant.® The only way to deal with the problems
associated with excessive alcohol consumption was absti-
nence.®? Within this framework, the prevention of exces-
sive alcohol consumption advocated a ‘zero tolerance’ or
Yjust say no’ approach.”

Nowadays, an approach seeking to reduce harm and
risks associated with alcohol consumption has been devel-
oped gradually in France. It is a pragmatic approach to
alcohol consumption and alcohol-related problems based
on three pillars: ‘(i) reducing the harmful consequences
associated with alcohol consumption; (ii) offering an
alternative to zero tolerance approaches by incorpo-
rating drinking goals (abstinence or moderation) that
are compatible with the needs of the individual and (iii)
promoting access to services by offering low-threshold
alternatives to traditional alcohol prevention and treat-
ment’.” This alternative approach has been shown to
be effective in numerous studies.”"” Although it is still
met with some resistance, the harm and risk reduction
approach is now strongly supported and encouraged.

The Law on the Modernisation of the French Health-
care System (Law n°2016-41) has reinforced the harm
and risk reduction (HR) policy and extended it to the
field of legal psychoactive substances.'® This approach
is now the subject of recommendations issued by the
French National Authority for Health, for supporting
alcohol users in Drug User Harm Reduction Support
Centres (CAARUD) or in Addiction Treatment, Support
and Prevention Centres (CSAPA).17 18

In the Nouvelle Aquitaine region, the Regional Health
Agency (ARS) in charge of regional steering of the health
system intends to develop this strategy by reinforcing
proactive approaches to prevention, support, care and
harm and risk reduction.'” In order to operationalise this
strategy, the Nouvelle Aquitaine Regional Health Agency
is funding three different programmes to reduce harm
and risks associated with alcohol consumption: Alco-
choix, laca and ETP (Education Thérapeutique du Patient)
Conso-repere.

The Nouvelle Aquitaine Regional Health Agency has
appointed our team to conduct a comprehensive evalua-
tion of these different programmes. The purpose of this
article is to present the protocol adopted to conduct this
study.

METHODS AND ANALYSIS

Study objectives and location

The objective of the ECIAE (cross-evaluation of the
Iaca, Alcochoix and ETP Conso-repére programmes—in
French Fvaluation croisée des programmes laca, Alcochoix et

ETP Conso-repere’) project is to evaluate the operational
modalities of three different programmes conducted
in the Nouvelle Aquitaine region—Iaca, Alcochoix and
ETP Conso-repere—and centred on the principles of
HR and mental health recovery. Recovery in mental
health is understood as a process with five components:
connectedness, hope and optimism about the future,
identity, meaning in life and empowerment.*” Recovery
is ‘a comprehensive mental health experience based on
restoration from mental illness and optimisation of posi-
tive mental health’.*'

The ECIAE project has four objectives: (i) to char-
acterise the effects (outcomes) on the beneficiaries in
terms of: addiction, use of alcohol and other addictive
substances, medical-psycho-social path and empower-
ment; (ii) to identify the mechanisms associated with
their impact, referred to as the ‘key functions’ of each of
the three programmes, (iii) to identify the conditions for
the impact of each of the three programmes: for whom,
how and under what circumstances are these interven-
tions effective? (iv) to highlight the specificities and
complementarities of these three programmes developed
with risk and harm reduction in mind.

This study will enable us to identify guidelines for the
deployment and development of interventions to reduce
the harm and risks associated with alcohol consumption.

The ETP Conso-repére programme is being conducted
in one centre, the Alcochoix programme in three centres,
and the Iaca programme in four centres in the Nouvelle
Aquitaine region. The ECIAE study will therefore inves-
tigate eight centres implementing one of the three
programmes listed above. These centres are located in
Agen, Bordeaux, Limoges and Pau. In addition, several
types of centre are represented: CSAPA (Addiction Treat-
ment, Support and Prevention Centres), CAARUD (Drug
User Harm Reduction Support Centres) and CHRS
(Accommodation and Social Rehabilitation Centres).

It began in May 2021 and will last until February 2023.

METHODS

The ECIAE study employs theory-based evaluation, where
the realist evaluation method is used to explore effects,
intervention mechanisms and the influence of context on
outcomes. This method allows the formalisation of inter-
vention theories that are specific to each programme on
the one hand, and common to a number of programmes
developed from the same perspective on the other. This
report is consistent with the RAMESES II reporting stan-
dards for realist evaluation.*

This assessment is based on multiple case studies at two
nested levels (see figure 1).

At the first level, each centre implementing the
programme (differently) is a unique application situa-
tion (with a set of activities conducted according to the
constraints and opportunities of its environment) and
will represent a case.
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Figure 1

At the second level, each programme will represent a
case in which a set of activities is conducted to achieve risk
reduction objectives.

In order to study the three programmes and their
different implementation in the centres, this study uses
two methods of data collection and analysis: one qualita-
tive and the other quantitative.

The qualitative part includes a study of the documen-
tary corpus, working seminars, observations and semi-
structured interviews.

The quantitative component includes several hetero-
administered questionnaires at different times: M0, M6,

M9, M12.

Conceptual framework

Theory-driven evaluation

Theory-driven evaluation is dedicated to complex inter-
ventions and explores the how and why of certain effects
observed as a result of or during the intervention. It is
intended to provide ‘an in-depth view of how things work if we
are to accurately assess problems, intervene effectively and achieve
beneficial results’.* Tt leads to the mechanistic representa-
tion of an intervention or set of interventions contrib-
uting to the achievement of similar objectives through
the development of intervention theory. We chose to
join the theory-based evaluation movement because it
allowed us to touch on the objectives we have in this study.
Indeed, theory-based evaluations explore how and why a
programme works or does not work, thus providing valu-
able assistance for programme or policy improvement.**
The identification of the ‘black box’ of interventions takes
shape in the establishment of detailed theories. Theory
provides a means of abstracting and schematizing this complexity
so that we can better grasp what aspects arve important, how
things are interrelated and what should be done under various
circumstances.’.*> Theorising interventions also facilitates
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Case consideration in ECIAE study. ETP, Education Thérapeutique du Patient.

knowledge transfer.? Thus, the use of theory-driven
evaluation allows us to: (i) approach the complexity of
interventions involving many interacting components;
(i1) explore how interventions do or do not achieve the
targeted results and thus identify the ‘key functions’ that
are essential to their effectiveness; (iii) reflect on their
potential for transferability and scaling up, and on the
related conditions.

Realist evaluation method

Realist evaluation complements and goes beyond the
traditional question of evaluations based on a positivist
epistemology of ‘does the intervention work?’ by also
asking the question of how, for whom, for what and in
what circumstances the intervention works.” This theo-
retical framework underpins the production of knowl-
edge to improve interventions and enrich theoretical
and empirical knowledge.® # In realist evaluation, as
developed by Pawson and Tilley,” the effectiveness of the
intervention depends on the underlying mechanisms at
play within a given context. The realist evaluation is about
identifying context-mechanism-outcome configurations
(CMOs). The aim is to understand how and under what
circumstances an intervention works. A middle-range
theory (ie, a theory that is aimed at describing the inter-
actions between outcomes, mechanisms and contexts)
is set out to highlight the mutual influences of interven-
tion and context.” ** This approach is linked to the black
box paradigm® and differs from the experimental para-
digm, which evaluates effectiveness without looking at
the mechanism by which an intervention works, or the
influence of the context. Realist evaluation asks whether
the intervention worked in a way that is consistent with
its underpinning theory. The generative causality works
on three assumptions:27 (i) an intervention does not work
in and of itself, and it is not what produces an outcome;
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(ii) all interventions trigger a mechanism or set of mecha-
nisms that produce an outcome and (iii) all interventions
are delivered in a context.

Hence, the evaluation is about identifying middle-range
theories. Hypothesised and validated by empirical inves-
tigations, these CMO configurations help to understand
how an intervention brings about change, considering
context and target group.”* ® The recurrence of CMOs is
observed in successive case studies or in mixed protocols,
such as realist trials.”” To consider context, realist evalua-
tors observe what Lawson (quoted by Pawson in 2006)%’
calls demi-regularities of CMOs (ie, regular although
not necessarily permanent occurrences of an outcome
when an intervention triggers one or more mechanisms
in a given context) in successive cases.”” Studying these
recurrences in different contexts allows key elements that
are replicable in a family of contexts to be isolated. The
observation of recurring patterns allows generalisable
recommendations to be made on the key functions of
interventions.”® * This gives rise to middle-range theo-
ries that become stronger as progress is made through
the cases. ‘These middle-range theories, in certain condi-
tions, predict possible intervention outcomes in contexts
different from the one in which the intervention was
tested’.”

Applied to our case

In the case of the ECIAE study, the realist evaluation
method will be applied to two subsets: each programme
implemented on several sites, and several programmes
pursuing a common set of harm and risk reduction
objectives.

This consideration is consistent with the interventional
paradigm of theory-based and realist evaluation, which
proposes to view complex interventions as 'black boxes'
made up of many interacting intervention, population
and context components.

This will allow us to hypothesise about 1) a programme’s
impacts, 2) its added value compared with other existing
programmes and 3) its specificities.

For each case, the intervention will be studied to iden-
tify the mechanisms at play in the given context, along
with the variation in outcomes. CMO configurations will
be identified through analysis of each case. A cross-case
analysis will highlight recurrent CMO configurations and
thus identify key features for possible replication.

Drawing on the literature and the experience of
intervention professionals, we will first establish initial
middle-range theories,”” % which we will test in each case,
collecting qualitative and quantitative data.”

The mechanisms will be identified qualitatively
according to the definition of Ridde et al: ‘a mechanism
is an element of reasoning and reaction of an agent with
regard to an intervention productive of an outcome in
a given context’;**® and the definition of Cambon et al:
‘what characterises and punctuates the process of change

and hence, the production of outcomes’.**

Contextual elements will be included among all the
information collected qualitatively, in line with the
following definition: elements located in time and
space that may affect the intervention and the outcomes
produced, and whether they relate to the professionals or
beneficiaries, session delivery or the operational setting.
In a realist approach, interventional elements are part of
the context. We may thus make a distinction between Ci
(for contextual factors linked to the intervention) and Ce
(for contextual factors not linked to the intervention, ie,
external factors).®

Programmes

Alcochoix

The ‘Alcochoix’ programme was originally developed
by Canadian researchers from RISQ (the University of
Quebec’s programme for Research and Intervention on
Psychotropic Substances) and has been adapted to the
European context and rolled out in Switzerland, France
and Belgium. The Alcochoix programme aims to restore
people’s ability to choose where, when, with whom and
how much alcohol they consume. It is aimed at those who
are concerned about the consequences of their alcohol
consumption and who wish to change their habits. This
programme is based on a cognitive-behavioural and moti-
vational approach and proposes to choose one’s drinking
goals and then pursue them.

laca

The ‘laca’ programme was created in 2018 in Marseille,
in the southeast of France, and develops a harm and risk
reduction approach for people who consume alcohol.
Iaca is a programme for community workers who work
with people who use alcohol, offering a method of action
to organise the various stages of support. In particular, it
applies the principle of psychosocial recovery, as used in
the ‘Housing First’ programme.” Taca aims to reintegrate
the person into a path of care by removing the barriers
that cause medical and social isolation (shame, guilt, feel-
ings of failure), stabilising consumption, ensuring safety
and supporting psychosocial recovery. The support is
intended to be comprehensive, acting on the factors that
influence consumption, based on the person’s improve-
ment priorities and proposing objectives aimed at well-
being and recovery.

ETP Conso-repére

The ‘Conso-Repére’ therapeutic patient education
programme was created by the Addictions France 87 asso-
ciation and offers support arrangements based on the
control of consumption for alcohol users who do not have
a state of (physical, psychological and social) health that
requires total abstinence. It combines collective and indi-
vidual approaches in order to support and equip users
according to their choices, desires and constraints, with
a view to improving their health and quality of life. The
Conso-Repére programme thus promotes a harm reduc-
tion approach based on cognitive-behavioural therapies,
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mainly used in the context of individual support and
also the development of psychosocial skills, which is used
more in group workshops.

Study populations

This study focuses on two target populations and concerns

nine centres.

» The first corresponds to the beneficiaries of the
different programmes supported within the centres.

For the beneficiaries, who are regular alcohol users
or users reporting problematic alcohol use, the inclu-
sion criteria will be: over 18 years old, willing to partici-
pate, having started one of the three programmes within
the previous 15 days max and being followed by one of
the eight centres in the study. The beneficiaries will be
excluded if they have a severe somatic or psychiatric
pathology that is incompatible with understanding the
assessment tools; difficulty understanding and/or writing
French; or if they are unreachable by telephone.

In total, the ECIAE study will involve 45 beneficiaries
broken down as follows: 15 benefiting from the Alcochoix
programme (ie, 5 beneficiaries per centre providing the
programme), 20 benefiting from the Iaca programme (ie,
5 beneficiaries per centre providing the programme) and
10 benefiting from the ETP Conso-repére programme
(ie, 10 beneficiaries from the centre providing the
programme). The number of beneficiaries expected to
participate in the study was determined in consultation
with each programme’s representative. The different
centres estimated a plausible number of participants
based on their experience. Indeed, various programmes
studied only involve a small number of users in the active
file of each centre.

» The second population are the professionals working
in the centres or care facilities.

For the professionals, the inclusion criteria will be:
willing to participate in the ECIAE study, having been
trained in the programme studied (ETP Conso-repére,
Iaca or Alcochoix), working in the centres participating
in the ECIAE study.

In total, the ECIAE study will involve 10 professionals:
3 providing the Alcochoix programme (ie, 1 professional
per centre providing the programme), 4 providing the
Iaca programme (ie, 1 professional per centre providing
the programme) and 3 providing the ETP Conso-repere
programme (ie, 3 professionals per centre providing the
programme). The number of professionals expected
to participate in the study was determined in consulta-
tion with each programme’s representative. It should be
noted that the participating centres do not have the same
number of staff trained for the programme concerned,
providing it and willing or available to participate in this
study.

Patient and public involvement

The ECIAE study does not include any patient or public
involvement in terms of setting research priorities,
defining research questions or outcomes, providing input
into the study design or disseminating the results. The
research participants will be called on to respond to ques-
tionnaires or interviews.

Study design and timeline
The main steps of the study are to:
» Develop CMO hypotheses.
» Collect the data necessary to validate them.
» Analyse the data.
» Amend and refine the CMO configurations.
To do this, several collection methods will be used (see
figures 2 and 3).

STAGE 1
= Develop CMO hypotheses

Scoping review
= Establish initial intervention theories for each
program (Alcochoix, IACA and ETP)

Documentary Informant

corpus analysis
Mo/M3

interviews
Mo/m3

INITIAL MIDDLE-RANGE THEORIES

STAGE 2
« Data collection: outcomes, mechanisms and context
QUALITATIVE COMPONENT

Interviews Interviews

Observations with with
M3/M9

professionals beneficiaries
M6 M6

QUANTITATIVE COMPONENT

Questionnaires
MINI Mo

ASI MO M6 M9 M12
TSR MO M6 M9 M12
Craving evaluation scale MO0 M6 M9 M12
Empowerment scale MO M6 M9 M12

STAGE 3
= Data analysis

Analysis Recurrent CMO
QUAN/QUAL configurations

STAGE 4

definition of the programmes key functions

= Refinement and adjustment of the middle-range theories and

Seminar
M12/M15

FINAL MIDDLE-RANGE THEORIES

RECOMMENDATIONS : Keys functions, conditions of effectiveness, specificities and complementarities

Policy brief

Figure 2 Study design. ASI, Addiction Severity Index; CMO, context-mechanism-outcome configuration; ETP, Education
Thérapeutique du Patient; MINI, Mini International Neuropsychiatric Interview; TSR, Treatment Service Review.
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05/2021

MO M3 M6

Litterature
review

Documentary
corpus
analysis

Informant

interviews

Figure 3 ECIAE study timeline.

STAGE 1

Stage 1 involves data collection to become familiar with
each of the three programmes and identify hypoth-
eses about the outcomes, mechanisms and contextual
elements (including the techniques). A literature review
will be conducted to identify potential key elements and
mechanistic explanations for alcohol-related harm reduc-
tion interventions. The documentary corpus analysis and
first round of interviews with informants will help to elab-
orate initial middle-range theories (to establish how the
intervention works in context).

Literature review
The first stage involves a literature analysis to contribute
to the elaboration of the initial middle-range theories.

A scoping review will be conducted to identify strate-
gies applying harm and risk reduction strategies with
alcohol users. It will give us an overview of intervention
strategies used in this approach as well as of potential
effective levers. Our research objectives correspond to
the following indications of the scoping review: to iden-
tify the types of evidence available in a given field, clarify
key concepts/definitions in the literature, examine how
research is conducted on a certain topic or field, iden-
tify key characteristics or factors related to a concept and
identify and analyse knowledge gaps.37 We will conduct
our search via bibliographic databases: MedLine using
the PubMed portal, PsycInfo, PsycArticles, Behavioural
Sciences Collection and Web of Sciences. The keywords
will be ‘harm reduction’, ‘manage alcohol’, ‘interven-
tion’, ‘addiction’ and ‘alcohol’. The inclusion criteria
are: English or French language publications from 2011
to 2021; original articles focusing on the evaluation or
exploration of HR intervention strategies with alcohol
users. Using the Covidence software, two researchers will
conduct a double-blind review of the selected reports
and extracted information regarding the intervention
(name, location, population, design), evaluation design
(method), result of the intervention, its key functions and
context of implementation. The purpose of this review

02/2023

Observations

Beneficiaries interviews
Professionals interviews

M9 M12

will be to extract information about the contexts, mech-
anisms and outcomes that are the focus of our study.
Our analysis questions are: what are the most effective
intervention techniques? What contextual conditions
influence the impact of the techniques? What are the
conditions for the success of these interventions? For
which populations? The results will be used for the initial
development of middle-range theories.

Documentary corpus analysis

The analysis of the corpus of documentation concerns all
the documentation available at each centre on the subject
of the programme studied as well as documentation avail-
able on the internet. These documents provide informa-
tion on the programmes delivered, their construction,
delivery and evaluation. They contribute to causal hypoth-
eses about how each programme works.

Informant interviews
These interviews will allow us to identify the intervention
theory guiding the actions of professionals towards bene-
ficiaries for each programme studied. Using the Astaire
tool and TDR,38 % the aim of these interviews will be to
identify the main active elements of the programmes by
putting forward causal hypotheses: what are the activities
of the workers? How do they do them? In what context?
Why or by what mechanism is the desired effect achieved?
The aim will therefore be to gather as much information
as possible on the description of each programme and the
analytical views of key informants on each programme.
Two seminar sessions were initially planned, one at the
beginning of the study and one at the end. Due to the
current health constraints caused by the Sars-Cov2 virus,
the first face-to-face seminar was replaced by telephone
or face-to-face individual interviews with the people who
created or initiated the development or adoption of the
programmes. Interviews will therefore be conducted
with programme creators, centre directors, programme
referents within the centres or professional trainers,
depending on the situation. These exchanges will make it
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possible to put forward hypotheses linking the interven-
tion and its context to the supposed or observed effects.

Data collection from informants will be focused on the
data described in online supplemental table 1.

These first three steps will enable the research team
to develop an initial intervention theory for each
programme. These sets of hypotheses will then be tested
against reality through data collection from beneficiaries
and professionals.

STAGE 2

Qualitative data

This round of data collection will contribute to verifying
and amending the initial theories (contribution anal-
ysis). The research team will use three data sources: data
from observations carried out in the centres participating
in the study, data from semistructured interviews with
professionals providing the programmes and data from
semistructured interviews with the beneficiaries of the
various programmes.

Observations
Observations will be carried out in each centre partici-
pating in the project, implementing one of the three
programmes studied. They will allow the identification
of the environmental contextual elements that may
contribute to the impact of the interventions. We chose
here to conduct non-participatory observations without
any intervention on the part of the observer or participa-
tion in the activities carried out in the centres.’

Data collection from observations will be focused on
the data described in online supplemental table 1.

Eight observations will be carried out: one in each
participating centre.

Interviews with professionals
Semistructured interviews will be conducted with profes-
sionals implementing one of the three programmes
studied. They will allow collection of data concerning the
perception of the programme (usefulness, accessibility,
feasibility, salient features, difficulties and so on). We aim
to use a non-directive process, with open-ended questions
to encourage the subject to express themselves freely. In
this way, we defined some themes to be addressed and
some follow-up questions."" Data collection from profes-
sionals will be focused on the data described in online
supplemental table 1.

These interviews will be conducted approximately 6
months after inclusion in the programme in question.

Ten interviews will be conducted with professionals (3
Alcochoix, 4 Iaca and 3 ETP Conso-repere).

Interviews with beneficiaries

Semistructured interviews will be conducted with bene-
ficiaries of one of the three programmes. They will allow
the collection of data concerning perceptions of the
programme (usefulness, accessibility, feasibility, salient

features, difficulties and so on). As with the interviews
with professionals, we also chose a non-directive process
for these interviews."! Data collection from beneficiaries
will be focused on the data described in online supple-
mental table 1.

These interviews will be conducted approximately 6
months after inclusion in the programme concerned.

45 interviews will be conducted with beneficiaries (15
Alcochoix, 20 Iaca and 10 ETP Conso-repére).

The next three steps will allow the research team to
enrich and complete the initial intervention theory. They
will allow us to validate or invalidate certain mechanistic
hypotheses about the different programmes. The research
team will then be able to propose a middle-range theory
for all the programmes.

QUANTITATIVE DATA
The aim of this data collection is to gather longitudinal
data concerning the effects of different interventions.

All participants who meet the eligibility criteria will be
offered to participate in the study. A meeting will then be
organised between the patients and the research team, in
order to collect data:

The Baseline M0 will then be scheduled (maximum 15
days after starting the intervention).

Data will be collected from 45 beneficiaries, prospec-
tively by trained clinical research staff. During baseline
inclusion (MO), participants will be interviewed using the
following:

» the Addiction Severity Index (ASI),

» the Treatment Service Review (TSR),

» the Mini International Neuropsychiatric Interview
(MINI),

» the Empowerment Scale.

At each follow-up, participants will be assessed with a
follow-up ASI, TSR interview, Craving Evaluation Scale
and Empowerment Scale.

Addiction Severity Index (ASI)

The ASI is a semistructured interview designed to assess
impairments that commonly occur due to substance-
related disorders.”? A modified, validated, 45 min French
version of the ASI will be used to take account of tobacco
and addictive behaviours.”” The ASI explores six areas
that may be affected by addiction: medical status, employ-
ment/support status, substance and behavioural addic-
tion, family and social relationships, legal status and
psychological status. These data will be used to generate
Composite Scores (CSs) for each domain, thereby
reflecting the severity of the subject’s condition. CSs
range from 0 to 1, with severity worse when scores are
closer to one.*!

Mini International Neuropsychiatric Interview (MINI)

The Mini International Neuropsychiatric Interview is a
structured diagnostic interview providing standardised
assessment of 18 major psychiatric disorders defined
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according to Axis I DSM-IV (anxiety disorders, mood
disorders, psychotic disorders, addictive disorders, eating
disorders) and the diagnosis of antisocial personality
disorder.* A 30 min version of MINT adapted for DSM-5
criteria will be used.

Craving Evaluation Scale

The Craving Evaluation Scale developed by the University
of Bordeaux Addiction Team from the SANPSY Labora-
tory will be used. Itis a 5min hetero-evaluation of craving
for all substances and of addictive behaviours now or in
the past. This tool explores the frequency of craving,
corresponding to the number of days on which craving
was reported during the last 30 days as well as mean
and maximum intensity on a scale ranging from 0 (no
craving) to 10 (extreme craving).

Treatment Service Review (TSR)

The Treatment Service Review, 6th version, is an inven-
tory of the medical, psychosocial and psycho-educational
contacts of the subject over the last 30 days.***® This instru-
ment allows for quantitative evaluation of a subject’s effec-
tive medico-psycho-social management. It was validated in
French and is now integrated into the ASI evaluation, as it
was developed by the same group that developed the ASI.

Empowerment Scale

The Empowerment Scale measures personal empow-
erment by examining the concepts of hope, social
acceptance and quality of life. It is a 28-item scale with
four points each, ranging from ‘Strongly Disagree’ to
‘Strongly Agree’. The total empowerment score is a quan-
titative variable, ranging from 28 to 112. This scale can
be divided into subdimensions measuring self-efficacy
and self-esteem, power and powerlessness, community
activism and autonomy, optimism and control over the
future and righteous anger.*” **

STAGE 3
Qualitative data
Data analysis will include analysis of each case (appli-
cation situation at the first level and programme at the
second level) and multiple cross-case analyses comparing
different applications of the same programme and
different programmes aiming for similar objectives.
The analysis will answer the question: in what contex-
tual conditions and through which mechanisms does
the programme (Alcochoix, Iaca, ETP Conso-repére)
produce outcomes? The validation of initial middle-
range theories (CMOs) will allow us to answer the ques-
tion. This validation will combine and compare data from
quantitative and qualitative analyses in monographs (for
each application situation and for each programme) and
by cross-case analysis (analysis comparing these applica-
tion situations and programmes).

This analysis will identify the recurrent CMOs and this
set of qualitative investigations will be used to validate the
final middle-range theories.

All the qualitative data (interviews with professionals
and beneficiaries, and observations) will be examined by
content analysis,™ which refers to ‘a set of techniques for
systematically and objectively analysing and describing
the content of communication. The aim is to obtain indi-
cators allowing inferences to be made about the messages
and how they are produced and received (inferred vari-
ables)’. Content analysis encodes, classifies and ranks the
communications to examine patterns, trends or distin-
guishing features; in our case, the recurrence of CMO
configurations in each case and by cross-case analysis.

Quantitative data
Quantitative evaluations will make it possible to assess
the impact of these interventions on the main judge-
ment criterion (ie, the change in alcohol use severity at
12 months) and to describe the evolution of the subjects
over 12 months.

Descriptive analysis will be performed to describe the
severity of the subjects' alcohol use after 12 months of
intervention. This change in alcohol use severity corre-
sponds to the delta of the composite scores between
M12 and MO. Alcohol consumption, alcohol craving and
severity of addiction variables will be described over the
12 months of the intervention in relation to the initial
assessment. They will also be compared between centres
and types of intervention.

Qualitative variables will be described according to
their frequency and percentage. Quantitative variables
will be described according to their means and SD.

Second, to determine the factors impacted by the
intervention, we will perform repeated measurements
to analyse variance and determine whether the variables
changed during the intervention. For variables showing
a change, we will use a comparison test on repeated
measurements controlling for sociodemographic vari-
ables: age, gender, work in the last 3 years, presence
or absence of current mood and anxiety disorders, the
centre in which the intervention was carried out and the
type and quantity of intervention (applying the Bonfer-
roni correction). All statistical analyses will be performed
with JMP software (V.Pro 15.2.0, SAS Institute, North
Carolina, USA).

STAGE 4
Final seminar
A final half-day to 1 day seminar will take place during the
ECIAE project after the various data have been collected
in order to validate, refine or amend our hypotheses and
to define the intervention theory for each programme.
This will be held face-to-face or remotely according to
the health recommendations in force. All members of
the research teams involved, representatives of each
programme and professionals participating in the study
will be invited.

This last step will allow us to finalise the realist evaluation
by proposing a middle-range theory of alcohol harm and
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risk reduction interventions based on three programmes
(Alcochoix, Iaca and ETP Conso-repere) conducted in
the Nouvelle Aquitaine region. The research team will
then be able to propose recommendations on the topic
based on the key functions identified as well as the condi-
tions of impact highlighted by this study. The specificities
and complementarities of these three programmes will
also be presented. A policy brief will thus be presented
to the Regional Health Agency (ARS) that commissioned
the study.

ETHICS AND DISSEMINATION

Ethics

The project will be carried out in full accord with current

relevant legislation (eg, the Charter of Fundamental

Rights of the EU) and international conventions (eg,

Declaration of Helsinki). The project respects the obliga-

tions related to the EU General Data Protection Regula-

tion. The study protocol was submitted to the University
of Bordeaux’s Data Protection Officer (DPO) for analysis
and did not qualify as falling under the rules applying to

‘Research Involving the Human Person’. This protocol

did not therefore require the solicitation of an ethics

committee but only registration in the DPO register and

the implementation of a Privacy Impact Analysis. All
sensitive data collected in the framework of the study are
routine data, the collection of which is part of National

Authority for Health (HAS) recommendations. The

University of Bordeaux has ensured that all the regulatory

procedures related to the ECIAE study have been carried

out.
The methods’ development, data collection and anal-
ysis will take the following issues into account:

» Anonymity of study respondents will be preserved
and ensured at all times. Unnecessary collection
of personal data will be avoided, and respondents
will have the right to review outputs and withdraw
consent. All personal data will be coded, removed
from the data for analysis and stored separately. Only
designated research staff will have access to the keys
linking data with personal information.

» Information regarding the study and the right to
refuse to participate will be distributed to all study
participants., In the case of refusal, alternative means
of data collection will be explored (eg, alternative
respondents).

Dissemination

The dissemination plan of this study will follow the
participative methodology. The results will be dissemi-
nated on various academic and non-academic platforms.
Several papers will be published in international peer-
reviewed journals (literature review, results). The results
will be presented at international and national confer-
ences. A final seminar will be held in order to discuss
and validate some of the work’s hypotheses. A public
report will describe all the steps of the study, results and

recommendations. Eventually, a general restitution will
be held in order to present the final results of the study to
all the participants and funders.

DISCUSSION

This article describes a protocol using a realist design
to understand how three programmes in southwestern
France work to reduce the harm and risks associated with
alcohol consumption. This protocol also aims to iden-
tify the contexts, mechanisms and outcomes involved in
these interventions. Realist evaluation is a valid approach
that highlights the triggers and mechanisms of an inter-
vention and guides its transferability.

From a research viewpoint, our proposed methodology
is consistent with the bottom-up approaches advocated in
health promotion, starting with a real-world response to
a pressing problem.” As this approach provides a better
reflection of stakeholders’ views and concerns and makes
external validity workable, it therefore offers a prefer-
able alternative for evaluation of health promotion or
programmes.”

The ECIAE study mobilises realist evaluation based on
multiple case studies at two nested levels. At the first level,
each centre implementing the programme (differently)
is a unique application situation that will represent a case.
At the second level, each programme represents a case
in which a set of activities is conducted to achieve risk
reduction objectives. This represents a challenge and a
particular methodological interest for our research team,
which aims to develop intervention research methods.

By developing comprehensive research, the ECIAE
study aims to include its perspectives in that of so-called
formative evaluation. It should then make it possible to
make readjustments, adaptations and improvements to
the intervention proposals present in each of the three
programmes.

The ECIAE study has some limitations. First, the fact
that the three programmes have not all reached the same
stage of maturity or deployment can lead to difficulties
in the cross-case analysis and must be taken into account
during phases II/III and IV. The Alcochoix programme
is an intervention that has been worked on and dissem-
inated for a long time. It has been the subject of much
reflection and many readjustments (depending on the
context and audience). It has been evaluated in depth
several times, in particular as regards its impact. On the
other hand, the Iaca programme has already benefited
from an evaluation of its impact and a realist study by
our team in 2019, which made it possible to define the
intervention theory of the programme. It is currently
being conducted in 10 different centres located in the
Nouvelle Aquitaine region, in southwest France as well as
in the Provence-Alpes-Cote-d'Azur region, in the south-
east of the country. It is also the subject of a pilot study
to assess its viability before being tested by a large-scale
trial. Finally, the ETP Conso-repére programme is a very
recent intervention that is still under development and
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has not yet been tested and evaluated. In addition, the
ETP Conso-repére programme is being dispensed only in
asingle centre. We will therefore be very cautious in terms
of comparative analyses and in our recommendations.

Another limitation is that the ECIAE study concerns
a small number of subjects (only 10 professionals and
45 beneficiaries will be recruited). It will also face some
challenges and limitations insofar as it started during the
COVID-19 crisis, which is impacting the follow-up and
implication of beneficiaries and the professionals. We also
expect a significant risk of loss of follow-up during the
ECIAE study for various reasons. The sector of support,
prevention and care in addiction and alcoholism is expe-
riencing significant turnover of its personnel, according
to most of the centres participating in the study. In addi-
tion, the target group for these programmes is a difficult
group to retain. It is common for these beneficiaries to
discontinue monitoring while the programmes are being
dispensed. Finally, the quantitative part of the study, made
up of various repeated hetero-administered question-
naires, represents a significant effort on the part of the
beneficiaries. These interviews require them to give up
1.5-2hours of their time on one occasion and then half
an hour on three occasions, without anything in return
for the time they devote to the study. This study will there-
fore only be able to consider a small variation in points of
view, uses, experiences and situations among its sample,
by focusing on describing each study case thoroughly.

Nevertheless, we hope that the ECIAE study will
contribute to building or consolidating the ‘bridge’
between implementation of interventions in the field
on the one hand, and the research and decision-making
world on the other. The study is sponsored and funded
by the Regional Health Agency of the Nouvelle-Aquitaine
region and will contribute to defining health policy based
on scientific data. It will allow us to draw up guidelines for
the deployment and development of alcohol HR inter-
ventions, with particular attention to the specificities and
complementarities of the three programmes. Reducing
harm and risks associated with alcohol consumption is a
topic of major interest for public health policies. While
the theoretical foundations of the study are fairly clearly
established, the practical and effective intervention mech-
anisms to be used are still a grey area. ECIAE will there-
fore help to highlight a certain number of key ingredients
that can be mobilised with this in mind.
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