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ABSTRACT
Introduction Mental health illness represents one of the 
greatest health burdens in the world. It is well documented 
that treatment of these illnesses could be optimised 
through strengthened collaboration between general 
practice and specialised mental healthcare services 
(shared care). Furthermore, involvement of users in the 
design of new interventions to strengthen end- user value 
and sustainability is key. Therefore, the aim of this study 
is to develop a shared care intervention in co- production 
with users.
Methods and analysis The study will take place at 
psychiatric outpatient clinics in Denmark.
The project is described in four sequential steps, each 
informing and leading into the next: a systematic review (step 
1) will be followed by an exploratory study investigating how 
stakeholders (general practitioners, mental healthcare staff 
and patients) perceive existing treatment and collaboration 
between general practice and mental health services. Steps 
1 and 2 will inform and qualify the intervention that will be 
developed in step 3 as a co- creation study. Step 4 will assess 
the intervention in a feasibility study. Step 4 will be designed 
as a non- randomised intervention study with a control group 
with preassessments and postassessments. In total, 240 
patients will be recruited. Questionnaires will be administered 
to the participants at their first visit to an outpatient clinic and 
again after 3 months. The primary outcome will be patients’ 
self- reported mental health status (Short Form Health Survey, 
SF- 36) and recovery (revised Recovery Assessment Scale, 
RAS- R). Recruitment will take place from June 2023 to May 
2024.
Ethics and dissemination The project is approved by 
the ethics committee (REG- 016–2022). Informed consent 
based on written and verbal information about the aims, 
purpose and use of the study and the data collection will 
be obtained from all participants. The study findings will 
be published in peer- reviewed journals and presented 
at national and international conferences. The study is 
registered at  ClinicalTrials. gov.
Trial registration number NCT05172375.
Prospero registration number 287989.

INTRODUCTION
Recent research has indicated that the 
mental health of people with depression 

and anxiety has deteriorated over the last 
decades, in Denmark as well as globally, and 
has reached a level where it is perceived to 
be a global health challenge.1–3 Depression 
and anxiety affect individuals’ psychosocial 
well- being and occupational functioning4 5 
and are increasingly the cause of sick leave 
in high- income countries.6 Currently, depres-
sion is the most common health ground for 
early retirement in Denmark.7 Early inter-
vention for patients with depression and 
anxiety is essential, also because research 
further shows that many young people with 
mental health difficulties drop out of educa-
tion and work.8 9 Yet it appears that people 
with mental health difficulties do not receive 
adequate and sufficient support and treat-
ment.10 11 Even though shared care between 
general practice and mental health service 
was initiated in Denmark more than 10 years 
ago,12 the collaboration between the two 
sectors continues to be challenged.13 Several 
logistic and organisational challenges affect 
the collaboration, for example, inadequate 
referral procedures and increased workload 
for general practitioners (GPs).14–16 Møller et 

STRENGTHS AND LIMITATIONS OF THIS STUDY
 ⇒ In this study, there will be a high level of user in-
volvement to gain a greater understanding of 
stakeholders’ perspectives on interprofessional col-
laboration, treatment and recovery processes.

 ⇒ This study will be conducted in co- production with 
users to help create a deeper understanding for all 
parties involved and to strengthen end- user value 
and sustainability.

 ⇒ Owing to the nature of the study design, we will 
be unable to randomise blind patients to treatment 
groups.

 ⇒ The findings in the intervention study will be based 
on self- reported measures, and it is possible that 
individual’s perception of their illness may differ.
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al also emphasise that GPs and patients should be key in 
the development of future collaborative care models.14 
General practice remains central in the course of treating 
anxiety and depression, as the majority of people with 
these disorders are diagnosed and treated in the primary 
care sector.12 Among international researchers, there 
is consensus that while treatment could be optimised 
through strengthened collaboration between general 
practice and specialised mental healthcare services, the 
majority of patients should continue to be treated in 
general practice.17 Thus, a renewed focus on shared care 
is needed.18 Shared care enables a ‘best of both worlds’ 
scenario (ie, primary care and specialised mental health-
care services) with the opportunity to provide high- quality 
holistic care to support the recovery process of people with 
mental health difficulties. Shared care aims at bringing 
together interprofessional expertise to enable enhanced 
creativity in problem solving.19 It also aims to decrease the 
number of patients ‘left in limbo’ between the primary 
and secondary care sectors, with both patients and carers 
feeling that they are failing to make progress through 
the healthcare system.19 Previous studies have found that 
shared care interventions significantly improve treatment 
outcomes compared with treatment as usual.20 21 In a 
situation where researchers, patients and policymakers 
continue to push for the adoption of shared care between 
general practice and mental health services22 and bearing 
in mind that the most recent review is almost 10 years 
old, we believe that a systematic review of recent studies of 
shared care is timely, notably to provide a synthesis of the 
best available evidence for recommendations on future 
shared care interventions. The project is committed to a 
high level of user involvement to support learning for all 
parties involved23 and furthermore to strengthen end- user 
value and implementation. Involving users in the study 
will enhance our understanding of stakeholders’ perspec-
tives in relation to collaboration between general practice 
and mental health services. It is also the assumption that 
a shared care approach strengthens both treatment and 
social support, and thereby supports the recovery process 
of people with mental illness. The overall aim of this study 
is to develop a shared care intervention in co- production 
with users.

In accordance with co- production research design, 
this project will be initiated by a group of stakeholders 
involved in shared care. They will explore and share their 
personal experiences and ideas in collaboration with 
professionals and researchers.

METHODS AND ANALYSIS
A basic assumption in this study is that a research part-
nership can grow out of a co- production process.24 The 
co- production process will be conducted with a four- 
step approach inspired by the Medical Research Council 
(MRC) framework for developing and evaluating complex 
interventions25—describing four sequential steps, each 
informing and leading into the next step: a systematic 

review (step 1) will be followed by an explanatory study 
(step 2) with interviews of relevant stakeholders in shared 
care to explore how general practitioners, mental health 
staff and patients perceive collaboration, user involve-
ment and the course of treatment in shared care. The 
results from the systematic review will inform the planning 
and preparation of step 2, and both steps will inform and 
qualify the intervention (steps 3 and 4). In the third step, 
workshops will be organised with the aim of discussing, 
refining and gaining consensus on the developed shared 
care model to systematically capture and incorporate 
stakeholders’ suggestions for the intervention and adap-
tation along the project.

Participants
To be included, participants should be adults aged 18–65 
years, diagnosed with depression or anxiety and referred 
to an outpatient psychiatry clinic. Furthermore, general 
practitioners and professionals from mental health 
services will be included.

Organisation
The study will be organised with a steering group, who 
will provide organisational anchoring and ensure scien-
tific rigorousness, and a project group, who will conduct 
day- to- day operations. Both groups will be composed of 
users with experiences from mental health services, health 
professions and research. The steering group will have the 
overall responsibility for implementing the intervention 
in accordance with the protocol description, deciding on 
changes, approving the framework and resources. The 
project group will be responsible for day- to- day opera-
tions, including ensuring that stakeholders are involved 
in the process, providing information about the study, 
conducting the intervention, performing impact assess-
ments and applying for external funds. Furthermore, ad 
hoc working groups will be held continuously during the 
project. All groups include patients, professionals and 
trained researchers. Patients in the steering and project 
group will be recruited from the mental health service 
user panels of the included region.

Step 1: systematic review
A group of stakeholders and researchers will conduct a 
systematic literature review with the aim to inform the 
development of the intervention (step 3). A narrative 
systematic review will be conducted based on the following 
research questions: (1) What characterises a shared care 
model? (2) How do general practitioners, mental health-
care providers and patients experience shared care? The 
review will be conducted in accordance with the Preferred 
Reporting Items for Systematic Reviews and Meta- Analyses 
(PRISMA) guidelines.26 We will conduct a search in the 
Medline, CINAHL, PsychINFO and EMBASE databases 
for both qualitative and quantitative studies published 
between January 2001 and January 2022. Two indepen-
dent researchers (MM and BN) will conduct screening at 
both the title and abstract level, and disagreements will 
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be resolved through discussion or via the involvement of 
a third author (LB). Full- text reading and quality assess-
ment (risk of bias) will be based on Clinical Appraisal 
Skills Programme checklists.27 The project is registered 
in PROSPERO (287989) and will be carried out using the 
Covidence software platform (covidence.org).

Step 2: user perspectives on shared care (gap analysis)
We will include stakeholders’ experiences of their course 
of treatment to develop a new model of shared care for 
the benefit of the patients. A group of stakeholders and 
researchers will analyse the transcribed interviews themat-
ically28 in order to identify the patients, GPs and mental 
healthcare providers’ experiences and needs of support in 
relation to shared care. Step 2 will be an exploratory study 
based on interviews with experts involved in shared care, 
general practitioners, patients and healthcare profes-
sionals from the mental healthcare service. The inter-
views will be conducted to investigate what people with 
mental illness and health professionals find important in 
the treatment process, as well as to elicit their perspec-
tives on shared care, collaboration and recovery. Infor-
mants will be found with a view to maximal variation in 
terms of age, sex, profession, diagnosis and duration of 
illness. A semistructured interview guide will be prepared 
and informed by the results from step 1, and data analysis 
will be based on thematic analysis, inspired by Coffey and 
Atkinson.28 The patient participants will be adults aged 
18–65 years, diagnosed with depression or anxiety and 
referred to an outpatient clinic. The healthcare profes-
sionals will be recruited from the two outpatient clinics 
to which the patients are referred. General practitioners 
will be recruited through purposive sampling, and infor-
mants will be selected with a view to capturing variation 
across sex, age, years of experience, practice type (indi-
vidual practice/partnership) and geographic location.

Step 3: development of the intervention (co-production)
Patient and public involvement based on workshops
Building on the previous steps, this study will focus on 
the development of an intervention in co- production 
with users. In co- production, knowledge creation is a 
joint venture among users and researchers23 who work 
together to create relevant and practice- oriented knowl-
edge.29–31 The involvement of patients in all steps will 
result in greater relevance for both clinical practice and 
patients.29 The new shared care intervention will be devel-
oped in co- production with the users. Co- production in 
research is defined as ‘an approach in which researchers, 
practitioners and the public work together, sharing power 
and responsibility from the start to the end of the project, 
including in the generation of knowledge’.32 Here, 
patients and healthcare professionals are both defined as 
users. In this approach, the researchers are responsible 
for the scientific processes. Users are responsible for 
bringing their experiences into the process. Likewise, the 
professionals are responsible for learning and testing the 
interventions. Together, this enables the production of 

‘informed interventions’.31 In this study, both researchers 
and users (patients and healthcare professionals from 
mental health services and/or general practice) will 
commence with workshops where they will share, discuss 
and decide on the intervention and discuss relevant 
knowledge from the review and from the interviews (steps 
1 and 2). A group of stakeholders and researchers will 
meet and share relevant knowledge from the interview 
study. More than half of the attending participants will be 
patients, towards whom the interventions will be directed. 
The attendees will create the first draft of the intervention 
and suggest the relevant outcomes. Hereafter, meetings 
for reflection on experiences will be organised, and the 
intervention will be shaped and adjusted accordingly.31 
The findings from the previous stages are followed by 
a final expert review as recommend in the MRC frame-
work.25 In step 4, the intervention will be tested.

Step 4: feasibility study
Study design
The study will be designed as a non- randomised interven-
tion study with a control group. Comparative analysis of 
the two groups will be conducted with preassessments and 
postassessments (quasi- experimental design). The design 
enables the comparison of change over time between 
the two groups (intervention vs comparison group), and 
this quasi- experimental design can be applied in real- 
world setting,33 which subsequently can strengthen the 
implementation in clinical practice. Furthermore, we will 
adjust for potential confounders in the statistical analyses 
to minimise bias of the findings.33

Setting and participants
The participants will be adults aged 18–65 years, diagnosed 
with depression or anxiety, and referred to an outpatient 
psychiatry clinic. As part of the publicly funded hospital 
services, the mental health services are administered by 
one of Denmark’s five regional health authorities.

Patients will be recruited over a 12- month period from 
June 2023 to May 2024. The patients are referred to 
outpatient clinics based on their home address. Thus, the 
two outpatient clinics should be comparable in terms of 
patients’ diagnoses and staffing. The trial is registered at  
ClinicalTrials. gov (NCT05172375) and will adhere to the 
Standard Protocol Items: Recommendations for Interven-
tional Trials (SPIRIT) guidelines (spirit-statement.org).

Intervention
Shared care is a collaboration between general practice 
and mental health services and enables a ‘best of both 
worlds’ scenario with the opportunity to provide high- 
quality holistic care to support the recovery process of 
people with mental health difficulties.19 The founder 
of the shared care model (the Canadian Collabora-
tion Mental Health Initiative) defined shared care as 
‘collaborative mental healthcare models of practice 
in which consumers, their families and caregivers, 
together with healthcare providers from a variety of 

covidence.org
spirit-statement.org
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primary healthcare and mental health settings—each 
with different experience, training, knowledge and 
expertise—work together to provide better coordinated 
and more effective services for individuals with mental 
health needs’.34 These services include mental health 
promotion, illness prevention, detection and treatment 
of mental illnesses, rehabilitation and recovery support. 
Shared care can encompass a broad range of activities, 
such as regular visits by a mental healthcare worker to 
a primary healthcare setting and regular telephone 
consultations between primary healthcare and mental 
healthcare providers. Furthermore, this approach 
includes interprofessional care providers such as psychi-
atrists, psychologists, nurses, social workers and occupa-
tional therapists from a community setting. Due to the 
interdisciplinary nature of the treatment, joint treat-
ment plans formed by users and providers are essential 
for incorporating mental health interventions into the 
management of general medical conditions.15

The final version of the intervention will be based on 
the results of steps 1–3.

Patients in the control group will receive treatment as 
usual. The control group patients will be referred to a 
psychiatric outpatient clinic that offers standard unipro-
fessional care without any formalised collaboration with 
general practice.

Primary outcomes
The primary outcomes will be the patient’s mental health 
status and recovery. Mental health status is a valid and reli-
able indicator of a patient’s self- reported mental state and 
well- being.35 Mental health status will be assessed using 
the standardised Short Form Health Survey (SF- 36), first 
developed in the USA by Ware et al.36 For decades, the 
SF- 36 questionnaire has been commonly used as a generic 
tool for measuring health status (functional health and 
well- being)37 and has also been used in Denmark.38 
The Danish translation of the original English- language 
version will be used. Furthermore, the patients’ recovery 
will be assessed by the 24- item revised Recovery Assess-
ment Scale (RAS- R).39

Secondary outcomes
The study will have five secondary outcomes: (1) patient 
level of function, which will be assessed by using the 
Global Assessment of Functioning tool.40 Patient satis-
faction measured with (2) the Client Satisfaction 
Questionnaire (CSQ- 8)41 and with (3) the Quality- of- 
Life Enjoyment and Satisfaction Questionnaire.42 The 
improvement in collaboration between general practice 
and mental health will be assessed with (4) the Collabo-
rative Practice Scale43 and with (5) the Shared Decision- 
Making Questionnaire (SDM- Q9).44 All translations of 
scales have been validated in a Danish population. The 
outcome measures are listed in table 1. The implemen-
tation of the shared care model will be monitored by 
fidelity assessments.

Procedure for data collection
The questionnaires will be administered to the partici-
pants at their first visit to the outpatient clinic (baseline) 
and again after 3 months (follow- up) (figure 1). Patients 
who do not consent to participate or fail to complete the 
questionnaire at the first visit to the outpatient clinic will 
be excluded. Data as described in table 1 will be collected. 
The inter- rater reliability will be tested using test- retest 
and percentage of agreement. There will be a proce-
dure to ensure that the collection of data at baseline and 
follow- up will be performed by different people. If the 
patient is no longer available, the reason will be identified 
(loss to follow- up).

Sample size
The sample size calculation is based on an intervention 
study with SF- 36 as the primary outcome; this calculation 
was previously used in a mental health services study.35 
In the proposed study, there will be a clinically relevant 
effect size of 0.5 with a power of 80 (α=0.05). Based on 
the sample size calculation and anticipating a withdrawal 
rate of 20%, 120 patients in each group (intervention and 
control) will be needed.

Data analysis
Descriptive analysis
Categorical data will be presented as numbers and propor-
tions; continuous variables will be presented as medians 
and quartiles. Baseline data will be compared between 
the groups. The chi- square test or Fisher’s exact test will 
be used for the analysis of categorical variables. Analysis 
of variance and the Kruskal- Wallis’s test will be used for 
non- parametric and non- normally distributed variables, 
respectively.

Primary and secondary analyses
All analyses will be conducted based on the intention- to- 
treat principle. Missing outcomes will be imputed, and 
for non- adherence to protocol, a per- protocol analysis 
will be conducted as a sensitivity analysis. A non- response 
analysis will be carried out for excluded patients and 
non- completers.

Table 1 Patient characteristics and outcomes

Variable Baseline 3- month follow- up

Age X

Sex X

Outpatient clinic X

Mental health status X X

Recovery (X) X

Level of function X X

Patient satisfaction X

Shared care collaboration X X

Shared decision making X X
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Process evaluation
A process evaluation based on a programme theoretical 
method will be conducted to identify facilitators and 
barriers for the shared care model. The method is based 
on the various stakeholders’ perspectives on how shared 
care can be implemented.45

ETHICS AND DISSEMINATION
Information of the participants and data management 
will be treated in accordance with the Helsinki Decla-
ration.46 Informed consent to participate in the study 
will be obtained from all participants. Before inclusion, 
participants will receive information, both written and 
verbally, about the purpose of our study, contact informa-
tion, anonymity, confidentiality and the responders’ right 
to withdraw from the study at any time (online supple-
mental material). Furthermore, all participants will be 
informed that their participation is voluntary, that they 
can withdraw their consent at any time without conse-
quences and that their statements will be anonymised 
and treated confidentially. Data will be entered into the 
EasyTrial Online Clinical Trial Management system. All 
personal identifiers will be removed or disguised during 
analysis to preclude personal identification. The project is 
approved by the Research Committee of Region Zealand 
(REG- 016–2022), in agreement with both research ethics 
and General Data Protection Regulation (GDPR).47 In 
addition to the clinical implementation, the project 
results are expected to be published in international 
journals and disseminated at national and international 
conferences. Included organisations will be credited with 
any form of dissemination of both preliminary and final 
results.

Twitter Michael Marcussen @MichaelMarcuss1 and Birgitte Nørgaard @BRgaard
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