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Abstract 

Background There is a gap between the necessity of effective mental health interventions in the workplace and 
the availability of evidence‑based information on how to evaluate them. The available evidence outlines that mental 
health interventions should follow integrated approaches combining multiple components related to different levels 
of change. However, there is a lack of robust studies on how to evaluate multicomponent workplace interventions 
which target a variety of outcomes at different levels taking into account the influence of different implementation 
contexts.

Method We use the MENTUPP project as a research context to develop a theory‑driven approach to facilitate the 
evaluation of complex mental health interventions in occupational settings and to provide a comprehensive rationale 
of how these types of interventions are expected to achieve change. We used a participatory approach to develop a 
ToC involving a large number of the project team representing multiple academic backgrounds exploiting in tandem 
the knowledge from six systematic reviews and results from a survey among practitioners and academic experts in 
the field of mental health in SMEs.

Results The ToC revealed four long‑term outcomes that we assume MENTUPP can achieve in the workplace: 1) 
improved mental wellbeing and reduced burnout, 2) reduced mental illness, 3) reduced mental illness‑related stigma, 
and 4) reduced productivity losses. They are assumed to be reached through six proximate and four intermediate 
outcomes according to a specific chronological order. The intervention consists of 23 components that were chosen 
based on specific rationales to achieve change on four levels (employee, team, leader, and organization).

Conclusions The ToC map provides a theory of how MENTUPP is expected to achieve its anticipated long‑term 
outcomes through intermediate and proximate outcomes assessing alongside contextual factors which will facilitate 
the testing of hypotheses. Moreover, it allows for a structured approach to informing the future selection of outcomes 
and related evaluation measures in either subsequent iterations of complex interventions or other similarly structured 
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Background
Depression and anxiety are the most frequently occurring 
mental disorders in Europe affecting 21 and 25 million 
people respectively [1]. Depression often co-occurs with 
other mental health conditions such as anxiety, stress, 
and burnout and carries the risk of adverse events in var-
ious physical diseases [2–5]. If left untreated, depression 
is associated with an increased risk of suicidal behavior, 
another major public health problem to which the Euro-
pean Region has the highest suicide mortality rate at 12.8 
per 100.000 population in 2019 [6]. In addition in 2018, 
11% of the adult population across European countries 
reported to having experienced psychological distress [7].

Individuals spend at least one third of their lifetime 
at work and there is a strong body of evidence showing 
that prolonged experience of poor mental health due to 
work-related psychosocial and physical risk factors can 
exacerbate pre-existing mental illness or result in more 
severe mental health symptoms [8]. Correspondingly, 
poor mental health is associated with fear of stigmatiza-
tion and lower stress-tolerance preventing people from 
having a positive work-life experience. Mental illnesses 
and their treatment entail high individual and societal 
consequences. Based on the Health at a Glance Europe 
2018 report, the total costs of mental health problems are 
estimated to be higher than 4% of GDP (more than €600 
billion) across the counties of the European region [9]. 
According to the European Agency of Safety and Health 
at Work, the total cost of mental disorders in Europe is 
estimated at €240 billion per year. This amount consists 
of €97 billion per year for direct healthcare costs such as 
prevention and treatment, €9 billion per year for non-
medical costs like social services, and €133 billion per 
year for indirect costs including absenteeism and presen-
teeism [10, 11].

Literature has shown that mental health promotion 
interventions in the workplace have been strongly asso-
ciated with reduced absenteeism, presenteeism, and 
increased productivity [12, 13]. However, there appears 
to be a lack of workplace-based interventions which pro-
mote mental health, particularly in the context of Small 
and Medium Enterprises (SMEs) [14]. Even though SMEs 
are the backbone of Europe’s economy [15], few studies 
on the implementation of actions that promote men-
tal health involving SMEs have been reported [14, 16]. 

Reasons behind this may relate to limited capacity and 
financial resources, lack of awareness and competencies 
to adopt and integrate such programs, or lack of interest 
[17]. Mental health promotion is an often neglected area 
in the workplace, further exacerbated by challenges con-
cerning the COVID-19 pandemic [18, 19]. More research 
in terms of the development, implementation, and evalu-
ation of interventions that promote mental health at 
work is therefore especially needed to focus on SMEs.

Existing frameworks for workplace mental health 
describe a broad approach which helps employees stay 
mentally healthy at work, recognise early signs of men-
tal health problems, assist them in finding professional 
treatment and provide support when returning to work 
following recovery [20, 21]. Recent research has shown 
that integrated approaches to mental health promo-
tion are desirable for the development and implemen-
tation of interventions in the workplace, as they tend to 
take a more universal approach to address a wide range 
of the different needs of the working population and 
do not limit themselves to only one or a few individual 
outcomes [20]. LaMontagne and colleagues [21] devel-
oped a framework integrating the importance of the 
protection of mental health by reducing work-related 
risk factors and the promotion of mental health in the 
workplace by developing the positive aspects within the 
workplace, and addressing the need to manage mental 
illness as necessary among working populations. A more 
recent, evidence-based theoretical framework by Petrie 
and colleagues [20] indicates that an integrated mental 
health intervention implemented in occupational settings 
should combine five main strategies. Firstly, the inter-
vention should be aimed at minimizing harm. Secondly, 
management should focus on the enhancement of organ-
izational resilience. Thirdly, personal resilience should be 
enhanced through the promotion of mental and physical 
health. Fourthly, help-seeking behavior should be facili-
tated, and fifthly, recovery and return to work after sick 
leave should be promoted.

These interventions can also be considered to take 
a multilevel approach as they target the micro-social 
level of individuals and their health capital as well as 
the organizational level of their workplace [22]. Inte-
grated interventions can also employ multiple strategies 
and mechanisms to achieve a variety of outcomes at the 

programs. Hence, the resulting ToC can be employed by future research as an example for the development of a 
theoretical framework to evaluate complex mental health interventions in the workplace.

Keywords Complex interventions, Workplace‑based mental health/health interventions, Organizational 
interventions, MENTUPP, Intervention development, Implementation, Evaluation, Medical Research Council 
framework, Theory of Change, Small and Medium Enterprises (SMEs)
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same or different levels. Although multilevel interven-
tions seem to be appropriate to address the complexity of 
mental health at work, it remains a challenge to evaluate 
these types of interventions. Furthermore, scholars have 
criticized organizational intervention research for failing 
to incorporate the multiple levels of the design of inter-
ventions in their evaluation strategy [23, 24].

Mental Health Promotion and Intervention in Occu-
pational Settings (MENTUPP) is a Horizon 2020 funded 
project which aims to improve mental health in the work-
place by developing a complex evidence-based multilevel 
intervention inspired by the integrated approach of Petrie 
and colleagues [20]. The intervention targets both non-
clinical (stress, burnout, wellbeing, depressive symp-
toms) and clinical (depressive and anxiety disorders) 
mental health symptoms, as well as combating stigma-
tizing attitudes. The project specifically focuses on SMEs 
within the construction, healthcare, and information and 
communication technology (ICT) sectors. These sectors 
have been selected as they have been linked to high levels 
of stress and negative mental health outcomes [25, 26]. 
The intervention will be implemented and evaluated in 
nine different countries (Albania, Australia, Finland, Ger-
many, Hungary, Ireland, Kosovo, the Netherlands, and 
Spain), first in a 6-month pilot study and then in a large 
cluster randomized controlled trial (cRCT) [13]. The 
MENTUPP intervention is a representative example of a 
complex intervention not only because it consists of mul-
tiple interacting components and tools, but also because 
it targets different audiences: employees with different 
job profiles (micro-social level), who work in different 
organizations and sectors (intermediate level), from dif-
ferent country contexts (macro social level). The compo-
nents of the MENTUPP intervention are delivered online 
via the MENTUPP Hub platform, where the intervention 
components (see "Intervention components" section) are 
made available for employees and their supervisors.

Aim
The article aims to describe a program theory that was 
developed within the context of the MENTUPP project 
to facilitate the evaluation of its pilot study and further 
inform a clustered randomized control trial (cRCT) that 
will follow. The resulting program theory will be benefi-
cial in many ways. During the planning of the evaluation, 
it helps to select the most appropriate/relevant outcomes 
and thus supports those relevant results that are avail-
able to investigate the evidence. After the intervention, 
the program theory will help to identify what aspects of 
the intervention worked as expected and which worked 
differently, maybe dependent on different circum-
stances. This knowledge can facilitate the transferability 
of the intervention across different settings. Finally, the 

program theory will help to systematically assess how the 
intervention worked. A profound understanding of the 
mechanisms that make the intervention work is crucial to 
convince decision-makers to implement the intervention 
more widely [27].

Methods
Study design
This study uses Theory of Change (ToC) and follows a 
participatory approach to its development process. ToC 
brings together the insights from the interdisciplinary 
members of the MENTUPP consortium collected during 
workshops. These insights are combined with the find-
ings of six systematic reviews and an expert consulta-
tion survey which was distributed to 146 external experts 
across the nine countries involved in MENTUPP. The 
systematic reviews and the expert consultation were con-
ducted by the MENTUPP consortium and some of the 
findings have been already published [14, 28] whereas the 
rest of them will be published elsewhere in the future.

The Theory of Change approach and terminology
The developed program theory is based on the guidance 
provided to researchers by the updated Medical Research 
Council (MRC) framework [27] to select and apply 
appropriate methods to implement and evaluate com-
plex interventions. According to the MRC framework, a 
program theory is needed to describe how, and why an 
intervention is expected to generate a particular effect, 
identifying which components of the intervention are 
most influential and under what circumstances. Moreo-
ver, attention should be given to the contextual factors 
and conditions that are needed to realize the effect. The 
development of such a theory should involve the consul-
tation of stakeholders to achieve a deeper understanding 
of the mechanisms within the program, and of the key 
uncertainties that should be discovered by the program.

There is a variety of reasonings behind the selection 
of the Theory of Change (ToC) as the most appropri-
ate program theory approach to evaluate the complex 
MENTUPP intervention. As described by Breuer and 
colleagues, ToC is an approach that can help explain the 
modus operandi of a complex intervention [29]. ToC for-
mulates assumptions that are associated with the differ-
ent intervention components and makes explicit the way 
in which particular long-term outcomes can be generated 
through a logical sequence of intermediate outcomes. 
Creating a ToC can provide a detailed description of the 
reasons why the desired change is expected to occur in a 
specific context and via a certain program. It intends to 
map out or fill in the “missing middle” between the fac-
tors that can bring about changes through a program (its 
activities or interventions) and how these changes are 
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linked to the targeted outcomes [29]. Furthermore, the 
opportunity to understand the multifaceted adoption 
which is required when interventions are delivered at dif-
ferent levels and to different target groups is provided. 
ToC can shed light on the diversity in implementation 
between settings, groups, and representativeness of peo-
ple that are involved.

To develop a ToC, backward mapping is used. The 
approach starts with identifying the expected long-term 
objectives of an intervention and then works backward to 
identify the intermediate outcomes and the causal path-
ways that are assumed to be required for the long-term 
objectives to occur [30]. In addition, the components of 
the intervention are connected to the outcomes to fur-
ther explain how change happens within the context of 
MENTUPP. The underlying rationale behind the choice 
of the intervention components and the selection of out-
comes is specified. In the end, a ToC map that graphically 
displays the whole mechanism of change is constructed.

ToC uses common terminology and shared definitions, 
which are presented in Table  1 to describe the mecha-
nism of change of an intervention [30]. In addition to 
the terminology introduced by De Silva and colleagues 
[30] and analogous to the categorization of outcomes in 
the model of Fridrich and colleagues [31], in this ToC, 
we make a distinction between three types of outcomes: 
long-term, intermediate and proximate outcomes (see 
Table 1 for definitions).

Development steps of the ToC
Four steps were undertaken to develop the MENTUPP 
ToC: 1) the synthesis of the evidence obtained from the 
six systematic reviews and the expert consultation. This 
approach was used to identify available interventions, as 
well as the barriers and facilitators of the implementation 

of mental health interventions in the workplace [13]. 2) 
An introductory meeting with members of the MEN-
TUPP consortium was conducted to introduce and har-
monize the ToC approach. 3) Four workshops were held 
with the MENTUPP consortium to present a suggested 
ToC and further develop it. Finally, 4) a series of inter-
nal meetings with the core research team were held to 
refine and finalize the ToC. The following section further 
describes the participants involved in the ToC workshops 
and the procedure followed to develop and refine the 
MENTUPP ToC.

Participants in ToC workshops
In this study, all members of the MENTUPP consortium 
were invited by e-mail to participate in the development 
of the ToC. The consortium members contributed to the 
development and implementation of the intervention, so 
they had a profound understanding of the intervention. 
Of the 54 consortium members, 24 actively participated 
in at least one meeting or workshop (see Table 2 for more 
details). The participants consisted of academics repre-
senting 11 European countries with expertise in mental 
health and wellbeing, suicide prevention, mental health 
workplace intervention research, occupational mental 
health disorders, stigma in the workplace, implementa-
tion science, health economics, and biostatistics among 
other relevant expertise.

Procedure
The four steps we undertook to develop the ToC are 
elaborated further through an overview of the purpose, 
method, and output of six process stages that were fol-
lowed and are presented in Table 2.

During step 1, the findings deriving from the six sys-
tematic reviews and the expert consultation were 

Table 1 The MENTUPP ToC terminology adapted from De Silva et al., 2014, [30] and Fridrich et al., 2015 [31]

Terminology Definitions

Impact Real‑world change (ultimate goal) that the project is trying to achieve (not measured in the project)

Ceiling of accountability The point at which implementers/researchers stop measuring whether outcomes have been achieved

Long‑term/distal outcomes The measurable outcomes that the program can achieve on its own. This can inspire the selection of primary and sec‑
ondary outcome indicators for the evaluation

Intermediate outcomes Necessary stepping stones (conditions, requirements, elements) that need to be realized for the desired long‑term 
outcomes to be achieved

Proximate outcomes Results of the change process that are assumed to immediately arise

Intervention components Certain activities or strategies that need to be undertaken to bring about outcomes

Assumptions External conditions beyond the control of the project that we assume are in place so the intervention functions success‑
fully and intermediate outcomes are achieved

Rationales The facts or reasons (based on evidence or experience) behind the choice of the intervention components or the selec‑
tion of outcomes that justify the assumed causal pathway

Indicators Operationalization of outcomes to measure whether they are reached
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synthesized and in conjuction with additional scientific 
knowledge and theories they were exploited to design a 
first draft of the MENTUPP ToC. This preliminary ToC 
which integrated the evidence underlying the develop-
ment and implementation of the intervention was pre-
sented to the first ToC workshop as an inspirational 
example of the way the MENTUPP ToC components 
could be selected. An overview of the most significant 
rationales (see Table  1 for defintion) that were used to 
explain the selection of the outcomes, the way in which 
outcomes are connected to each other, and the way in 
which certain activities and interventions are believed to 
lead to particular outcomes can be found in the supple-
mentary materials accompanying this article (see Table 
S1).

While ToC has been used frequently in a research 
context, it requires specific knowledge and skills from 
all participants [30]. Hence, the trajectory of participant 
consultations started with an introductory meeting (step 
2) in which the terminology, the definitions of the key 
elements, and the procedure used were explained. The 
introductory meeting was followed by four workshops 
(step 3), aiming to gradually reach a consensus on the 
different parts of the MENTUPP ToC. Each workshop 
started with a short introduction about ToC to refresh 
everyone’s knowledge, a presentation of the elements of 
the MENTUPP ToC that had been revised based on the 
input of the preceding workshop, and an overview of the 
main objectives of the group discussion that would fol-
low. To prepare participants for the workshops, an out-
line of the latest version of the MENTUPP ToC and the 
main questions that would be the focus of the upcoming 
workshop was distributed via e-mail beforehand.

Group discussions were moderated by one of the mem-
bers of the core research team researchers and audio and 
video recorded (following verbal consent) in order to 
allow for accurate processing. The purpose, method, and 
output of the workshops is elaborated further in Table 2. 
After each workshop, participants were invited to e-mail 
additional comments on the workshop or the ToC to the 
core research team members who were also responsible 
for the evaluation part of MENTUPP. In between work-
shops, comments and suggestions were discussed by the 
core research team, and the MENTUPP ToC was itera-
tively revised before finalization (step 4).

Data – analysis
The audio and video recordings of the group discus-
sions of the four workshops were transcribed verbatim. 
A report was produced summarizing all comments prior 
to all recordings being then destroyed due to privacy 
considerations. Based on the received input, the ToC 
was systematically reworked and the assumed causal 

mechanisms between the selected outcomes were illus-
trated in a ToC map which was constructed using the 
Lucidchart software (http:// www. lucid chart. com), which 
helps its users sketch and share flowchart diagrams.

Results
The final version of the MENTUPP ToC that was devel-
oped consists of seven key components, including: 1) 
proximate outcomes, 2) intermediate outcomes, 3) long-
term outcomes, 4) ceiling of accountability, 5) impact, 6) 
intervention components, and 7) assumptions. The first 
six components are graphically presented in the ToC map 
(see Fig.  1) and the seventh is elaborated further in the 
"Assumptions" section.

In general, the arrows between the boxes represent 
the way one outcome is expected to lead to another and 
finally to the long-term outcomes. However, ToC goes 
beyond linearity including bidirectional and circular 
causal pathways between the outcomes as indicated by 
the double-pointed arrows in the ToC map.

Furthermore, the red arrows represent links between 
outcomes that are expected to occur directly when cer-
tain intervention components are applied, whereas the 
black arrows show the expected indirect effects of the 
intervention. Each intervention component is connected 
to a different outcome on the map.

Proximate and intermediate outcomes
The achievement of the intermediate outcomes must pre-
cede the long-term outcomes, so we expect that they will 
be achieved on an earlier stage (during the second and 
the fourth month), whereas the long-term outcomes are 
expected to be visible after the six-month MENTUPP 
implementation. As it concerns the proximate outcomes, 
they are expected to occur during the first months of the 
implementation period. The proximate and the interme-
diate outcomes are expected to occur at four levels: 1) at 
the individual level of all employees at all grades in the 
participating SMEs including leaders, as individuals who 
also are affected by their work environment and who 
also can have mental health problems, 2) at the group or 
team level of the interactive peers, 3) at the leader level 
referring to the role of supervisors and managers and 
their responsibility for the mental health of their employ-
ees, and 4) at the organizational level. This division cor-
responds to the four levels of: Individuals, Groups, 
Leaders, and Organization (IGLO) of the Context-Pro-
cess-Outcomes (CPO) evaluation model of Fridrich and 
colleagues [31]. Based on the results of the reviews, the 
expert consultation, and the four ToC workshops, we 
identified six proximate and four intermediate outcomes 
(POs and IOs) which are located on the left side of the 
map (Fig. 1).

http://www.lucidchart.com
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The first proximate outcome that we identified is “the 
implementation requirements of MENTUPP are ful-
filled” (PO1). We expect that this outcome will occur at 
the organizational level of the SME and is necessary for 
the other five proximate outcomes to occur. Moreover, 
we foresee that this outcome will be achieved via activi-
ties from the project group to introduce the intervention 
to future participants and to facilitate engagement during 
the implementation of the intervention [13].

The next proximate outcome is “employees and leaders 
build knowledge on mental wellbeing, mental illness and 
stigma” (PO2). Enhanced knowledge can promote a per-
son’s actual ability to perform a behavior. According to 
the Social Cognitive Theory developed by Bandura [32], 
health promotion and illness prevention can be achieved 
by teaching health promotional actions. Moreover, in the 
context of mental health, there is evidence indicating that 
enhancing mental health literacy, defined as “increas-
ing knowledge and beliefs about mental disorders which 
aid their recognition, management or prevention” [33] 
is closely related to taking action to promote one’s own 
mental health or that of others [34]. There is also exten-
sive literature to show that interventions exploiting CBT-
based and/or psychoeducational materials are able to 
reduce symptoms of depression and anxiety [23, 35–37]. 

More specifically, Martin and colleagues [23] managed to 
decrease psychological distress of SME managers using 
psychoeducational and CBT-based materials after imple-
menting their intervention for four months. Saraf and 
colleagues [38] achieved an improvement on depressive 
and anxiety symptoms of SME entrepreneurs through 
their three-month intervention. Moreover, the CBT-
based intervention of Sorensen and colleagues [35] which 
was applied in Danish workplaces achieved significant 
positive changes in psychological distress symptoms and 
symptoms of anxiety over a period of 12 months.

The third proximate outcome (PO3) is “employees and 
leaders enhance skills to promote mental health, deal 
with mental illness and prevent stigma”. This outcome is 
supported by the Theory of Planned Behavior which con-
siders skills as a motivational factor for one’s perception 
of control over a behavior. This means that when a person 
intends to perform a behavior (e.g. pay more attention to 
one’s own wellbeing), enhanced skills will help the person 
to successfully achieve it [39].

“Employees and leaders adopt more positive attitudes 
towards mental illness and help-seeking” is the fourth 
proximate outcome we identified (PO4). Stigmatizing 
attitudes towards mental illness reduces help-seeking 
and are a major barrier to receiving treatment [40, 41]. 

Fig. 1 The MENTUPP ToC map
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Undoubtedly, adopting supportive attitudes toward the 
potential for treating mental illness should be a key fac-
tor in mental health interventions, enabling people to 
express mental health difficulties and search for appro-
priate support when needed.

Assuming that the implementation requirements are 
fulfilled (PO1), then the enhancement of knowledge 
and skills and the adoption of more positive attitudes 
towards mental illness (PO2, PO3, PO4) are assumed 
to be achievable. We consider that the proximate out-
comes within the blue boxes in Fig.  1 to be fundamen-
tal, in that they have to be achieved at the individual level 
by employees of all grades. The proximate outcomes are 
assumed to lead to long-term outcomes, and they can 
contribute to the improvement of psychosocial factors 
in the workplace(IO1). The intervention is available on a 
universal basis in the workplace i.e., the individual level 
should include all employees in the organization follow-
ing the assumption that even people who do not suffer 
from mental illness are expected to benefit from mental 
health promotion in the workplace [21, 42]. It also means 
that all individual employees at all levels can benefit from 
mental health promotion in the workplace as they all 
have personal mental health needs [43].

The proximate outcomes at the leader level are illus-
trated by two yellow-colored boxes in Fig. 1 (PO5, PO6). 
These outcomes describe the changes that are expected 
from the leaders with regard to their role as leaders and 
refer to their skills and activities in relation to employees’ 
mental health in the workplace.

The fifth proximate outcome expected at the level of 
the leaders is that “leaders enhance skills to address men-
tal illness and prevent mental harm” (PO5). Addressing 
employees’ mental health needs in the workplace context 
is considered to be a crucial component of a genuinely 
integrated approach [21]. Psychoeducation for people 
in a leading role within an organization may provide 
increased understanding and practical solutions to offer 
to employees [21].

The final proximate outcome we identified is that “lead-
ers build knowledge on understanding and identifying 
psychosocial stressors in the workplace” (PO6). There 
is evidence to suggest that mental wellbeing can be pro-
moted by enhancing positive aspects of work and reduc-
ing work-related risk factors [21, 36]. To this end, leaders 
need to increase their knowledge and skills as they are 
key persons to implement change at the organizational 
level.

Column 3 of the boxes on the map in Fig. 1 depicts the 
intermediate outcomes. All proximate outcomes that 
were described above are perceived as key elements to 
achieve “improved psychosocial factors in the workplace” 
(IO1). We expect this outcome at the organizational level 

(green color), but it will be achieved through proximate 
outcomes at the individual level of all employees (blue 
color), at the level of leaders (yellow color), and through 
the interaction between peers (purple color). The psycho-
social factors that are targeted through the MENTUPP 
intervention and that are linked to this outcome, are the 
influence that employees have on their work, the qual-
ity of leadership they experience, the social support that 
they receive from colleagues and supervisors, the exist-
ence of mutual trust between employees and of trust 
regarding the management and the justice experienced in 
the workplace.

The intermediate outcomes also include two assumed 
outcomes at group or team level (purple boxes). One of 
the intermediate outcomes on the map expected to occur 
at the team level is that “employees and leaders facing 
mental health difficulties (meaning mental health distress 
and/or illness) are supported by the team” (IO2). The 
assumption here is that the promotion of self-organized 
peer support in the workplace is believed to help pre-
vent and deal with mental health difficulties through the 
promotion of help-seeking and providing help behaviors 
[44].

The next intermediate outcome (IO3) which we expect 
to derive from the team level is that “the team expe-
riences an inclusive atmosphere within the working 
environment where positive psychosocial factors are pro-
moted”. This outcome is based on the assumptions that 
peers have to (a) experience that changes occurred at the 
organizational and the team level, and (b) perceive these 
changes as helpful (c)in order to disclose their mental 
health difficulties and receive support within the work-
ing environment [45, 46]. IO2 and IO3 are expected to 
derive from and add to “improved psychosocial factors in 
the workplace” (IO1) and are also linked to the long-term 
outcomes of the intervention.

The last intermediate outcome we expect is “employees 
and leaders facing symptoms of mental illness improve 
attitudes towards seeking professional support” (IO4). 
This outcome is linked to the proximate outcome of 
building knowledge (PO2). This outcome is based on the 
assumption that if people experiencing mental health 
difficulties are able to recognize a need for support and 
know where to find it, they will be more likely to seek 
professional help. All intermediate outcomes (IO1—IO4) 
are expected to lead to the long-term outcomes.

Long‑term outcomes
We expect that four long-term outcomes (LOs) will arise 
from the MENTUPP intervention in the workplace: 
(LO1) “improved mental wellbeing and reduced burn-
out”, (LO2) “reduced mental illness”, (LO3) “reduced 
mental illness related stigma”, and (LO4) “reduced 
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productivity losses”. Even though the long-term out-
comes are expected to occur after the six months, we 
speculate that outcomes on productivity losses may need 
more time as they are dependent to the mental health-
related long-term outcomes of our intervention.

The long-term outcomes LO1, LO2, LO3, are expected 
to affect all employees at the individual level (indicated 
by blue colored boxes in Fig. 1), whereas the fourth long-
term outcome LO4 relates to the organizational level 
(green color). We assume that the relationship between 
the long-term outcomes and the improvement of psy-
chosocial factors (IO1) is bidirectional as there can be 
mutual benefits.

Finally, the long-term outcomes (LO1-LO3) are linked 
to the achievement of the fourth long-term outcome 
(LO4) concerning the reduction of productivity losses 
which is a desired change located at the organizational 
level.

Impact
The real-world change that is endeavoured through the 
long-term outcomes of the MENTUPP intervention is 
defined as “improved mental health in the working popu-
lation and positive impact on productivity results”.

Ceiling of accountability
The ceiling of accountability is located between the 
impact of MENTUPP and its long-term outcomes. This 
indicates that MENTUPP can be credited for promot-
ing mental health in the workplace, although it cannot 
account for factors that lie outside the project’s sphere of 
influence. Hence, this is the threshold beyond which the 
outcomes of the intervention will not be measured any-
more by the researchers.

Intervention components
The MENTUPP intervention consists of 23 interven-
tion components embedded within an online platform 
designed to achieve the proximate, intermediate, and 
long-term outcomes. The 23 components relate to six 
overarching domains. They can be further divided into 
seven activities in domain 1 that need to take place 
within the organization and 16 informative and psychoe-
ducational components in domains 2–6 that are embed-
ded in the online platform, so that they can be used by 
the participants of the intervention.

Domain 1: Implementation requirements
This domain includes seven activities that the project 
group is planning to conduct to assure that the interven-
tion is initiated appropriately. The first activity involves 
communicating with the SME leaders and successful 
recruitment to the MENTUPP research project. The 

second activity requires commitment from management 
and willingness from their side to support and promote 
the intervention. The third activity is to conduct a pre-
implementation assessment establishing a project plan-
ning group to promote implementation, outlining data 
confidentiality, and ensuring participants can engage 
with the intervention during paid working hours. The 
fourth activity is to conduct an introductory session with 
the leaders of the SME to introduce them to the informed 
consent, the purpose of the intervention, the evaluation 
measures, and the focus groups. The fifth activity is to 
inform the SME employees about participation and how 
it can be achieved through their access to the MENTUPP 
Hub. The sixth activity is an invitation to the participants 
to access the Hub. The seventh activity involves establish-
ing a planning group including workplace management in 
the implementation process and facilitating engagement.

Domain 2: Building knowledge
Four psychoeducational components are sought to build 
participants’ knowledge base about mental health in the 
workplace. The first and the second components focus on 
a better understanding of depression and anxiety, their 
impact on work, and treatment options. The third com-
ponent provides a test to assess attitudes and behavioral 
intentions toward people with mental illness. The fourth 
component in this domain is to better understand mental 
wellbeing, stress, and burnout emphasizing what every-
one in the organization can do to support mental health 
and wellbeing.

Domain 3: Enhancing skills
Five psychoeducational components representing this 
domain aim to enhance the mental health skills of 
employers and employees. The first component in this 
domain is targeted at laying the knowledge foundations 
for understanding how mental health and wellbeing at 
work can be strengthened by everybody in the organi-
zation providing practical exercises based on a Cogni-
tive Behavioral Therapy (CBT) approach to deal with 
unhelpful thoughts, introducing emotions arising under 
stress, and presenting practical exercises for managing 
stress, such as breathing and mindfulness techniques. 
The second component teaches participants to iden-
tify symptoms of depression and anxiety, as well as to 
develop help-seeking skills. Employees can use the third 
component to better understand how stigmatization 
associated with mental illness can be expressed in their 
work sector and adopt sector-specific coping strategies 
that are provided. The fourth component serves to learn 
how to react when being stigmatized and to build com-
municational skills to properly talk about mental health 
problems. The fifth component only applies to leaders 
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of the organization and supports their understanding of 
the business impact of depression and anxiety, providing 
guidance on how to talk about mental health and sup-
port to employees who they suspect are depressed, anx-
ious, have suicidal thoughts, or those who are returning 
to work having been on mental health-related sick leave.

Domain 4: Adopting more positive attitudes
There are two components in this domain, the first aims 
to improve participants’ understanding of mental illness-
related stigma and its connection to social stereotypes 
and the second relates to recommendations for how to 
reduce stigma at work and how to improve communica-
tion about mental health.

Domain 5: Improving psychosocial factors in the workplace
The intervention components that are categorized in 
domains 2, 3, and 4 are related to outcomes at the indi-
vidual level of all the employees and of the leaders only. 
However, two further practically oriented toolbox com-
ponents in this domain are connected to outcomes at 
the organizational and team level. The first component 
aims to deepen the understanding of peer support and 
establish a culture of supporting each other at work. The 
second component is designed to help leaders achieve 
a better understanding of mental wellbeing, stress, and 
burnout in the context of the workplace. It also includes 
the identification of psychosocial work environment fac-
tors that may influence mental wellbeing, stress, and 
burnout. Furthermore, it includes suggestions to improve 
communication with staff about psychosocial work envi-
ronment factors and to address these factors engaging 
employees in the development of these processes and ini-
tiation of related action plans.

Domain 6: Arranging additional support
It is anticipated that some of the participants will dis-
cover a need for additional support to overcome mental 
illness. To address this possibility and help prevent sui-
cidal behavior, the iFightDepression tool—an internet-
based self-management program for people with milder 
forms of depression (https:// ifigh tdepr ession. com/ en/ 
self- manag ement- resou rces/ ifigh tdepr ession- tool) was 
introduced in some partner countries if it became appar-
ent that a participant may is in need of additional sup-
port. However, this component is not available to all the 
implementation countries via MENTUPP although it is 
partially available for general use via the iFightDepres-
sion website. Through this online platform key informa-
tion about depression, self-help resources, and contact 
details of help services are provided. Additionally, par-
ticipants are provided with a third component which is 
the contact details of the national mental health helplines 

of the countries involved in the intervention. The inter-
vention components arranging additional support for 
employees and leaders have been designed to support 
them during the implementation period if needed, but 
they can also be exploited as resources of additional help 
in the long-term.

Assumptions
The outcomes of the MENTUPP ToC can be influenced 
by the intervention components, but also by the assump-
tions outlined in Table 3 below. Whereas the intervention 
components are part of the intervention and thus, can be 
managed within the context of the project, assumptions 
are not part of the intervention and lie beyond the con-
trol of the project. Nevertheless, assumptions need to be 
met for the outcomes to occur.

The assumptions in a ToC are to some degree compa-
rable to the omnibus context that is referred to by Frid-
rich and colleagues [31]. The omnibus context refers to 
aspects related to the general intervention and the imple-
mentation setting and are hardly or not at all manipulable 
by implementers (e.g. economic situation), but may have 
an influence on the implementation [31]. Based on con-
sultation with the participants of the ToC workshops, we 
identified ten assumptions that need to be true for our 
results to be achieved which are presented in Table 3.

Indicators
An important advantage of Theory of Change is that it 
improves the evaluation of complex interventions by 
identifying meaningful evaluation indicators linking 
them to the expected long-term, intermediate and proxi-
mate outcomes. The evaluation strategy of the pilot study 
relies on a comprehensive mixed method design which 
consists of a combination of quantitative and qualitative 
measures [13] which were connected to the indicators 
identified by the ToC. This allows us to examine whether 
MENTUPP generates the expected outcomes as pre-
scribed in the ToC and to test more specific hypotheses.

Furthermore, the developed program theory will 
be used in conjunction with a comprehensive process 
evaluation including the ToC assumptions (Sect.  3.6). 
The diversity between the involved countries, work sec-
tors, size of enterprises and participant characteristics is 
expected to have an impact on implementation. There-
fore, indicators have also been developed to assess the 
ToC assumptions. This way, contextual factors external to 
the intervention and their impact on the outcomes and 
the implementation can be evaluated. The differences 
between intervention contexts will be used as moderators 
to indicate barriers and facilitators to implementation.

We will thoroughly report on the MENTUPP out-
come and process strategy and results in upcoming 

https://ifightdepression.com/en/self-management-resources/ifightdepression-tool
https://ifightdepression.com/en/self-management-resources/ifightdepression-tool
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publications, but we shortly present here an example of 
how the indicators developed through the ToC will facili-
tate the evaluation of this complex intervention.

The ToC map describes the assumed associative rela-
tionship between PO4 (employees and leaders adopt 
more positive attitudes towards mental illness and help 
seeking) and IO2 (employees and leaders facing mental 
health difficulties are supported by the team) which in 
turn causes LO3 (reduced mental illness related stigma). 
In order to examine this relationship, we have devel-
oped three indicators which can be measured with vali-
dated scales: 1) attitudes towards mental illness and help 

seeking, 2) social support by colleagues, and 3) personal 
stigma towards mental illness respectively. Then, linear 
mixed models can be used to take two levels of clustering 
in the data into account. The two levels would be employ-
ees and leaders within the participating SMEs. Baseline 
and post-intervention data will be used to identify the 
differences in: 1) attitudes towards mental illness and 
help seeking, 2) social support by colleagues, and 3) per-
sonal stigma towards mental illness between the groups. 
The causal relationship between proximate, intermediate, 
and long-term outcomes will be examined using regres-
sion analysis techniques.

Table 3 Overview of the MENTUPP ToC assumptions

Assumptions Reasoning

1. The national culture is in favor of promoting mental wellbeing and talk‑
ing about mental illness

Research has shown that the national culture of a country may have an 
impact on the beliefs, attitudes, coping strategies, and help‑seeking behav‑
iors of citizens [47]. We assume that a general attitude about mental health 
in a country will probably have an influence on how the MENTUPP inter‑
vention is used and that countries in which there is a more open attitude 
about mental illness will promote the acceptability of the intervention

2. The SME has sufficient resources We assume that the participating SMEs have sufficient resources (time, 
financial resources, human capacity) all through the implementation 
period.Even if the availability of resources is discussed beforehand with 
the director of the SME during recruitment, SMEs often struggle with new 
financial constraints in order to survive and grow

3. The SME has an organizational culture that supports MENTUPP We assume that SMEs who choose to participate in MENTUPP are to a cer‑
tain degree interested in mental health promotion and preventing mental 
illness in employees and perceive it as useful

4. The SME has a current need for mental health promotion and preven‑
tion of mental illness

We assume that the MENTUPP intervention will be appreciated particularly 
by SMEs that strive to promote employees’ mental wellbeing and support 
employees with mental illness

5. Employees have internet access Without internet access employees cannot make use of the internet‑based 
MENTUPP intervention. We, therefore, assume that employees have access 
to the internet, a computer, and/or a mobile phone

6. Employees have proficiency in the language that is used by MENTUPP The development of the intervention components takes into considera‑
tion that the language used has to be tailored to the language level of the 
participants. However, we assume that there is a possibility that not all the 
needs are met with respect to language proficiency

7. MENTUPP fits into the daily routine of employees We assume that participants will use the MENTUPP Hub if it fits into their 
daily routines. It is recommended that, the MENTUPP Hub is mostly used 
during working hours. However, people occupied in SMEs often face lack of 
time due to multiple challenges that they have to handle

8. New employees are actively involved in the intervention For MENTUPP to become sustainable, the SMEs have to systematically 
introduce new employees to the MENTUPP intervention and provide them 
access to the Hub

9. Implementation is disrupted as little as possible by unexpected events 
on a national or organizational level

We assume that the implementation of MENTUPP has the potential to be 
adapted to unexpected events and public health emergencies at national 
level (e.g., the COVID pandemic, a natural disaster, the loss of an influential 
person) or on the organizational level (e.g., a sudden change in manage‑
ment, the dismissal of a key employee, an impending bankruptcy)

10. MENTUPP is supported by mental health professionals independent 
from the project

For MENTUPP to be more effective, the existence of external mental health 
professionals supporting the intervention and providing the participants 
with additional help is required. We assume that the provision to refer to 
additional tailored mental health services and support as required will be 
promoted

11. Leaders’ decision making related to working environment is influ‑
enced by MENTUPP

We assume that MENTUPP will inspire leaders to follow work processes, pol‑
icies, and structures in favor of mental health promotion in the workplace
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Discussion
Based on recommendations from the updated MRC 
framework, we developed a ToC to guide the MEN-
TUPP research project and inform the development, 
implementation, and evaluation of complex mental 
health interventions in the workplace. As a result of the 
developed ToC, the procedure through which the ulti-
mate goal of the intervention is assumed to be pursued 
is made explicit and visualized in a structured and logi-
cal ToC map. The ToC allowed us to identify multiple 
proximate and intermediate outcomes, beyond a single 
primary outcome, which would not capture the potential 
impacts of such a complex intervention. In this regard, 
the ToC explains how the hypothesized causal pathways 
pursued through different levels of change were initiated 
by the multiple intervention components. The ToC map 
in Fig. 1 explains trajectories we assume will be followed 
to accomplish the long-term outcomes of the MENTUPP 
intervention in the workplace: LO1) “improved mental 
wellbeing and reduced burnout”, LO2) “reduced men-
tal illness”, LO3) “reduced mental illness-related stigma”, 
and LO4) “reduced productivity losses”. Through the 
achievement of the MENTUPP long-term outcomes, we 
aim to improve mental health in the working population 
and as result to achieve positive impact on productivity 
(referred to as the MENTUPP impact).

The main purpose of developing a ToC for the MEN-
TUPP project was to provide a comprehensive theory of 
how complex mental health interventions in the work-
place are expected to achieve change as well as to pro-
vide a framework for their evaluation. Following the 
checklist provided by Breuer and colleagues [29], we used 
the resultant ToC to develop the following evaluation 
research questions: (a) is the intervention effective? (b) 
does the intervention generate the expected long-term, 
intermediate and proximate outcomes as prescribed in 
the ToC? (c) what would be an appropriate design of a 
process evaluation to accompany the ToC? (d) how can 
we assess the role of the context using the framework 
and what are the most important characteristics to take 
into consideration when evaluating a complex mental 
health intervention in the workplace? and (e) how can 
the mechanisms of change between outcome and process 
evaluation be elucidated in order to better understand 
the observed effects? In contrast to previous studies [29, 
48], the selected ToC outcomes were aligned with appro-
priate indicators and guided the selection of suitable 
evaluation measures for the pilot test of the MENTUPP 
intervention. The indicators, measures, and results of 
the MENTUPP pilot study will be reported in a different 
publication.

Another strength of the developed ToC is that there 
is an explicit focus on the assumptions underlying the 

intervention across different implementation contexts, 
something that has not been reported in the context of 
previous ToC literature [29]. The workshops mentioned 
in the "Development steps of the ToC" section aimed at 
defining assumptions in an understandable manner that 
could be applied across all work sectors and countries. 
Consideration of factors that could potentially affect the 
efficacy and effectiveness of the intervention at the indi-
vidual, organizational and national levels was also given.

An additional strength was that the theoretical frame-
work we developed for the evaluation of the complex 
MENTUPP intervention integrated outcomes that are 
evidence-based in accordance with recommendations by 
the MRC framework [27] as they derive from the multi-
ple reviews and an expert consultation conducted within 
MENTUPP. The selected evidence-based outcomes have 
been further utilized by the core research team and those 
involved in the ToC workshops to explain how and why 
one outcome is expected to lead to another and how the 
MENTUPP ToC intervention components will contrib-
ute to this end. The development of the ToC shares key 
characteristics with pre-existing interventions, although 
our approach also allows for the opportunity to elabo-
rate on the causal mechanisms within the intervention 
and test hypotheses, taking into consideration its context 
and complexity. This detailed and evidence-informed 
approach can therefore be replicated in future studies.

The participatory process we followed to develop the 
proposed ToC for MENTUPP is an additional strength. 
Contrarywise to previous research [49, 50], a large num-
ber of partners representing all relevant disciplines, com-
mitted themselves to developing the MENTUPP ToC and 
made significant contributions to all development stages.

Preparing a ToC approach in accordance with guide-
lines based on the MRC framework, facilitated focus-
ing on the role of the contextual complexity behind the 
intervention. The contextual characteristics derived from 
the social, political, economic, and organizational back-
ground may be used to predict and explain the adop-
tion, effectiveness, and maintenance of the intervention. 
Contextual complexity is furthered by SMEs from three 
work sectors participating across the nine partner coun-
tries. The ToC will therefore be simultaneously tested in 
these different country contexts. Additionally, the devel-
oped theory will be tested via the MENTUPP pilot and 
will inform the broader cRCT study. Hence, there is an 
opportunity to test the use of a ToC approach with the 
MRC framework within a clustered RCT, meeting two 
under-explored fields in the literature [30].

Nevertheless, it is important to acknowledge some 
limitations. First, despite the reviews and the expert con-
sultation conducted within the MENTUPP consortium 
to identify the evidence-base of workplace mental health 
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interventions, the evidence identified remains limited, 
with evidence for interventions implemented specifically 
in SMEs being especially sparse. This lack of existing evi-
dence led the MENTUPP intervention components to be 
largely developed by the participants of the ToC work-
shops. This also meant that components were limited 
to evidence that was considered appropriate specifically 
for the MENTUPP intervention. Nonetheless, this study 
will contribute towards addressing a key gap in the litera-
ture by generating shared robust research concerning the 
implementation of mental health interventions in SMEs 
and workplace settings in general. For this purpose, the 
developed ToC will be further optimized at a later stage 
using the pilot results and experience and will be able to 
gain a deeper understanding of the barriers and facili-
tators to implementation and effectiveness in a SME 
context.

Second, there is a risk that a comprehensive ToC map 
may be too detailed and complicated. Integrating all the 
proximate and intermediate outcomes required for the 
long-term outcomes would lead to an extended list of 
indicators and a very complex ToC map. To overcome 
these difficulties, we categorised all outcomes involved 
in MENTUPP in thematic groups necessary to evalu-
ate the key elements and steps of the project. Although 
a limitation, this could also be considered an advantage 
as a ToC can be used as a background to focus more on 
specific parts of a study according to the main interest of 
the researchers. This means that it can be used to develop 
a more detailed ToC based on a wider one.

Third, the development process involved members of 
the MENTUPP consortium who had extensive knowl-
edge of the intervention and could significantly con-
tribute to the description of the assumed mechanisms 
underlying the intervention. However, there could have 
been benefits of also involving people affiliated with 
SMEs who could bring added value and integrate into our 
ToC the insider’s perspective on how the intervention 
could work in their organizations.

Fourth, the 6-month duration of the MENTUPP pilot 
was conducted during the COVID-19 pandemic which 
had a strong influence on all work sectors and was not 
considered long enough to achieve structural workplace 
changes such as adapting the level of job demands or 
increasing employee control. Therefore, the main focus of 
the intervention regarding changes to the organizational 
level is mostly related to the improvement of social sup-
port as a preliminary and required step for future struc-
tural improvement. Moreover, enhancing the ability to 
screen for psychosocial stressors in the workplace is one 
of the outcomes indicated by the intervention and the 
ToC. More structural factors can be targeted in the cRCT 
stage. Nevertheless, the developed ToC is considered to 

be a valuable source to guide the evaluation of future 
projects on how to integrate and link multiple outcomes 
making explicit the assumed connection between their 
causal mechanisms.

Fifth, it is important to acknowledge that innovative 
research is accompanied by the limitation that the results 
have not been verified through replication. Nonetheless, 
the proposed ToC will strengthen the systematic evalu-
ation and verification of hypotheses related to the antici-
pated impacts of the MENTUPP intervention which is 
an ideal research opportunity for generalizability when 
it comes to the reproduction of its theoretical model for 
evaluation in future projects.

Conclusions
Within this study, we developed a ToC model that illus-
trates a theory of how a complex mental health interven-
tion is expected to work in order to achieve the desired 
long-term outcomes. The intervention components for 
the workplace-based mental health intervention are 
explicitly stated, while contextual factors and individual 
characteristics that can facilitate implementation, effi-
cacy and effectiveness are also highlighted. Research 
has shown that there is an unmet need for mental health 
interventions following an integrated approach in the 
workplace and this ToC provides a first comprehensive 
model of how such interventions can be designed and 
evaluated. This ToC has the potential to inform and opti-
mize the development, implementation, and evaluation 
of future work-related mental health promotion projects 
of high complexity.
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