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Summary
Background Employment is a key determinant of health, but mental health treatments have limited success on 
return-to-work (RTW) in depression and anxiety. We investigated the effectiveness of metacognitive therapy 
combined with work-focused components (MCT + WF) to improve RTW and reduce anxiety and depression in 
patients on sick leave.

Methods This single-centre, open-label, randomised controlled trial was conducted at an outpatient clinic 
(Diakonhjemmet Hospital) in Norway. Eligible patients were adults on sick leave with depression and/or anxiety. 
Patients with severe mental disorder or substance abuse were excluded. Participants were randomly assigned 
using computer-generated block randomisation, stratified by gender and percentage of sick leave, to receive 
either immediate MCT + WF or delayed MCT + WF after 8–12 weeks on a waitlist. Outcome assessors were 
blinded. Primary outcomes were depression (BDI-II), anxiety (BAI), and RTW at 12 weeks. Sick leave data were 
obtained from a national registry and self-report; symptoms were self-reported. Analyses followed the intention- 
to-treat principle, including all randomised participants. This trial was registered with ClinicalTrials.gov, 
NCT03301922.

Findings Between Sept 11, 2017, and Nov 17, 2020, 236 patients were enrolled and randomly assigned to immediate 
MCT + WF (n = 121) or waitlist (n = 115). At 12 weeks, logistic regression of registry data showed significantly higher 
RTW in the immediate MCT + WF group (39%; 47/121) than in the waitlist group (20%; 23/115; OR = 2.39, 95% CI 
1.32–4.32; p = 0.0040), consistent with self-reported RTW (42% (51/121) versus 18% (20/114); OR = 3.44, 95% CI: 
[1.87, 6.35], p < 0.0001). Multilevel models revealed greater reductions in anxiety (time × group interaction 
coefficient = −8.35, 95% CI –10.61 to −6.09; p < 0.0001) and depression (−10.84, 95% CI –13.25 to −8.44; 
p < 0.0001) for immediate MCT + WF versus waiting. No serious adverse events were reported during the study.

Interpretation Immediate MCT + WF significantly improved RTW and reduced symptoms of depression and anxiety 
compared with waiting. Generalisability may be constrained by Norway’s welfare system; strengths include registry 
data and naturalistic outpatient setting. The favourable outcomes suggest that MCT + WF could be integrated into 
mental health care.
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Introduction
Depression and anxiety, common mental disorders 
(CMD) that severely impact quality of life and the global 
burden of disease,1 frequently co-occur, have high 
relapse rates, and can lead to persistent and severe 
impairment throughout life.2 CMD also contribute 
substantially to sick leave and work disability and 
impose widespread economic implications and public 
health concerns.3 Global productivity losses alone due 
to CMD have been estimated at US$ 1 trillion per year 
and are forecast to reach US$ 16 trillion by 2030.4

Sick leave rates in Norway are among the highest in 
the OECD.5 Despite a generous national sick leave 
scheme intended to promote an inclusive work 

environment, long-term sick leave rates are particularly 
high for individuals with CMD. Absence from work due 
to CMD potentially deprives individuals of activities and 
social support that contribute to well-being and per
petuates a cycle of poorer mental health, stigma, and 
social inequality.6 New approaches to improve return- 
to-work (RTW) rates are urgently needed, as a sub
stantial body of evidence confirms suitable employment 
can benefit mental health and overall well-being in in
dividuals with depression or anxiety.7

Research on psychotherapy for CMD has reported 
small to nonsignificant effects on sustainable RTW.8,9 

Thus, there is a pressing demand to develop effective 
treatments to help patients with CMD RTW. Such 

Research in context

Evidence before this study
We searched PsycINFO, MEDLINE and Embase using the main 
search terms “randomised controlled trials”, “common 
mental disorder”, “depression”, “anxiety”, “therapy” “work 
focus”, “work interventions” “return-to-work”, “sick leave”, 
and “absence” and identified 5 systematic reviews and meta- 
analyses published before September 16th, 2025. They 
investigated psychological clinical interventions on sick leave 
and psychiatric symptoms in common mental disorders 
(CMD), including stress-related disorders. Most clinical 
interventions had small or non-significant effects on sick 
leave and symptoms. A Cochrane review that included a 
longitudinal analysis found interventions for depression did 
not significantly increase return-to-work rates at one-year. 
Additionally, work interventions alone may increase the rates 
of sick leave among people already on sick leave. Although 
these reviews indicate it is essential to incorporate work 
interventions into therapy to increase work participation for 
individuals with CMD, the characteristics or components of 
effective work interventions are poorly defined. In addition, a 
recent WHO guideline recommends that return-to-work 
programs should include both work-directed and mental 
healthcare interventions, although there is uncertainty in the 
evidence base supporting this recommendation. Integrated 
vocational rehabilitation with combinations of two or more 
practitioners or complex RTW programs were excluded. We 
did not identify any other studies of individual therapies with 
work interventions for CMD with return-to-work as an 
outcome that were not already included in previous reviews.

Added value of this study
To our knowledge, this is the first randomised clinical trial to 
investigate the effect of metacognitive therapy combined 
with integrated work focus (MCT + WF) for patients on sick 
leave with depression and anxiety in a pragmatic, real-world 
study at an outpatient clinic. We compared a group that 
received MCT + WF immediately after referral and a waiting 
list group that represents usual practice in mental healthcare. 
Immediate MCT + WF led to significantly improved outcomes 
in terms of both return-to-work rates and symptom recovery 
at post-treatment compared to the waiting list group, and 
these effects were sustained at 12-months follow-up.

Implications of all the available evidence
Evidence from previous systematic reviews and meta- 
analyses suggests that some psychological treatments for 
CMD that include work interventions may have an impact on 
sick leave, albeit with low effect sizes. However, not all 
studies reported effects on the return-to-work rates and 
some work interventions had a negative impact, suggesting 
that the optimal combinations of therapy and work 
interventions remain unclear. The current study provides 
evidence for the effectiveness of MCT with embedded work 
focus modules compared to a regular waiting list in terms of 
improved return-to-work rates and symptom recovery 
among patients with depression or anxiety on sick leave. 
Limitations such as the generous Norwegian welfare context 
and a waitlist control may influence generalisability. To 
expand generalisability replications across different 
healthcare and welfare systems and comparison with active 
conditions are required.
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treatments need to be evaluated in realistic clinical 
settings and address both symptomatic and functional 
recovery to ensure high ecological validity and gen
eralisability.6,10 Current challenges in regular mental 
healthcare include prolonged waiting lists and limited 
access to treatment; these issues are particularly critical, 
as delayed or no treatment may increase the risk of 
mental health deterioration and long-term workforce 
exclusion.6

In addition, previous studies suggested psychother
apy has limited effectiveness for CMD, with only 
approximately half of patients achieving symptomatic 
recovery.10 However, recent evidence suggests Meta
cognitive Therapy (MCT) may lead to improved out
comes and reduced relapse rates.11–13 MCT, a 
transdiagnostic treatment that aims to handle multi- 
morbidities in a single treatment package, focuses on 
goal-directed processing and biases in the regulation of 
thinking and coping that maintain emotional disorders 
and interfere with personal goal attainment. Thus, 
MCT could represent a useful approach to improve 
mental health and RTW.13

Both mental health and workplace factors influence 
the duration and nature of sick leave for patients with 
CMD. WHO guidelines on work-directed care state 
treatment for patients on sick leave should be effective 
for their mental disorder(s) and also support a return to 
a meaningful work.6 However, previous randomised 
controlled trials (RCT) investigating work-directed 
treatment achieved inconsistent and low effect sizes 
for symptoms and limited to no effect on RTW 
rates.8,9,14,15 Moreover, the work-directed interventions in 
these studies were heterogeneous, not clearly defined, 
and delivered by a mixture of therapists and labour 
experts.14

Nevertheless, a recent quasi-controlled study from 
the Netherlands reported that integration of cognitive 
therapy (CBT) and work focus, primarily for adjustment 
disorder, had positive effects on both symptoms and 
sick leave.16 The work focus included assessing each 
patient’s work situation, examining factors that may 
facilitate or hinder RTW, and planning a gradual re
turn.16 Moreover, the CBT and work focus were deliv
ered by the same psychotherapist, which increased the 
relevance of the treatment for both symptoms and 
RTW.

The poor outcomes associated with previous RCTs 
for CMD could be due to the utilisation of therapies 
with modest effects and poor conceptual integration 
between the work interventions and the underlying 
treatment model. MCT focuses on self-regulation and 
decision-making strategies and is guided by a specific 
model of when and how these processes are dimin
ished, thus can be applied to both coping with emotions 
and the challenge of returning to work. In addition, the 
stronger theoretical and conceptual consistency be
tween the therapeutic mechanisms and the work- 

focused content might increase the effectiveness of 
treatment in relation to both RTW and symptom 
recovery.

Given the need to evaluate and implement effective 
therapy for CMD and improve RTW rates, we con
ducted a pragmatic RCT to test the effects of MCT and 
work focus (MCT + WF) for patients with CMD on sick 
leave. Work focus was conceptually integrated with the 
underlying MCT treatment model.17

As delayed treatment is common practice in stan
dard mental health outpatient clinics, we compared the 
impact of immediate MCT + WF to a waiting list group. 
We hypothesised that participants receiving immediate 
MCT + WF would exhibit significantly greater 
improvement in the four co-primary outcomes: anxiety, 
depression, and RTW rates assessed through a national 
sick leave registry and self-reports, compared to the 
patients in the waiting list group. We also exploratively 
assessed whether immediate MCT + WF compared to 
the waitlist led to greater improvement in several sec
ondary outcomes, specifically metacognitions, health- 
related quality of life, RTW self-efficacy, resilience, 
and subjective health complaints. Finally, longitudinal 
analyses were conducted during one-year follow-up af
ter treatment for both groups to explore the changes in 
RTW rates, depression, anxiety, metacognitions, health- 
related quality of life, RTW self-efficacy, resilience and 
subjective health complaints. Additionally, we esti
mated productivity costs and quality-adjusted life years.

Methods
Study design and participants
The study was conducted in a routine psychiatric 
outpatient clinic at Diakonhjemmet Hospital in Oslo, 
Norway that is a part of the national healthcare service. 
Patients are referred by general practitioners (GP). In 
Norway, sick leave is certified by GPs. The Norwegian 
Labor and Welfare Administration (NAV) covers 100% 
of the worker’s salary for up to 52 weeks of sick leave; 
the first 16 days of sick leave are paid for by the 
employer. Waiting times after referral are common for 
patients with CMD in this healthcare system.

In their assessment session, patients were invited to 
participate in the study and were provided with a writ
ten informed consent form. The recruitment was 
consecutive for all patients referred to the clinic. The 
patients were informed about the research project by 
the assessor, a clinical psychologist. Patients could 
withdraw at any time without giving a reason or facing 
consequences for their continued treatment. The study 
was preregistered at clinicaltrials.gov (NCT03301922) 
and approved by the Norwegian Regional Committee 
for Medical and Health Research Ethics (2016/1869 
REK) and the hospital’s data protection officer. The trial 
protocol was previously published.18 Proper reporting of 
the study results was ensured by adhering to the 
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Consolidated Standards of Reporting Trials (CON
SORT) reporting guidelines for randomised trials.

Inclusion criteria were a diagnosis of major 
depressive disorder, anxiety disorder, or comorbid 
depression and anxiety, as defined by the MINI Inter
national Neuropsychiatric Interview, 6.0.0 (MINI) and a 
clinical assessment based on the 10th edition of the 
International Statistical Classification of Diseases and 
Related Health Problems (ICD-10); age 18‒67-years- 
old; on partial (20–90%) or full sick leave; and literacy in 
Norwegian. Exclusion criteria were current psychotic 
disorders, including bipolar disorder; current substance 
abuse; acute suicidality; severe depression states 
requiring inpatient treatment; and cluster A/B person
ality disorders. Patients with these disorders get speci
alised treatment in other units. Assessments were 
undertaken in accordance with the national guidelines 
and clinical practice for specialised mental healthcare 
services in Norway.19

Randomisation and masking
After their initial assessment session, eligible patients 
were randomly assigned to the treatment group, which 
received immediate MCT + WF (n = 121), or the regular 
waiting list group (n = 115), who only received follow-up 
from their GP during the waiting list period if they had 
medical needs. At the end of waiting (either 8 or 12 
weeks), all patients in the waiting list group also 
received MCT + WF. The Norwegian National Priority 
Guidelines state patients with moderate depression are 
entitled to receive specialised mental healthcare within 
56 days of referral (8 weeks) and patients with func
tionally disabling anxiety are guaranteed care within 84 
days (12 weeks). Thus, stratified randomisation depen
dent on diagnosis was conducted to adhere to the pri
ority guidelines: patients with moderate depression 
were randomised to immediate MCT + WF or an 8- 
week waiting list; patients with primary anxiety disor
ders were randomised to immediate MCT + WF or 8- or 
12-week waiting lists.

A web-based program (WebCRF) provided by the 
Unit for Applied Clinical Research at the University of 
Science and Technology (NTNU) was used for random 
allocation. Randomisation was block-stratified based on 
gender and percentage of sick leave and conducted by 
independent administrative staff not involved in clinical 
care.

Procedures
Participants were recruited between Sept 11, 2017 and 
Nov 17, 2020. The first study-related treatment session 
was delivered on Sept 26, 2017. The study continued 
during COVID-19 pandemic-imposed restrictions, 
although at a slower inclusion pace. Nine MCT- 
registered therapists trained at the Metacognitive 
Institute and specially trained to perform work focus 
delivered the therapy. The same therapist delivered 

MCT and WF for each patient; planned treatment was 
12 sessions of combined MCT + WF, once per week. 
Therapists received regular group supervision from 
MCT and work focus specialists. Patients were offered 
up to five booster sessions after treatment to consoli
date knowledge and strategies acquired during 
MCT + WF.

At pre- and post-treatment, the MINI 6.0.0 was used 
to screen for psychiatric diagnoses via structured in
terviews by an independent clinician not involved in 
delivering treatment and blinded to trial allocation.

The therapists’ self-delivered treatment adherence 
checklist scales for the MCT and WF interventions are 
described in Appendix (pp 3–8).

Metacognitive therapy (MCT)
MCT was delivered in accordance with a treatment 
manual.13 For further details see Appendix (p 2). The 
MCT case-formulation was selected according to the 
patient’s primary disorder. MCT targets cognitive 
attentional syndrome (CAS), a persistent style of un
helpful thinking and coping characterised by worry, 
rumination, and threat-monitoring central to depres
sion and anxiety disorders. MCT aims to modify met
acognitions, i.e., beliefs about thoughts and mental 
regulation strategies that drive CAS, which is postulated 
to maintain CMD. For further details, see Wells 
(2009).13

Patients with CMD on sick leave often worry and 
ruminate about work-related issues, such as perfor
mance, interactions with supervisors, and colleagues’ 
perceptions and responses. During MCT, maladaptive 
coping strategies such as avoidance, reassurance- 
seeking, procrastination, and excessive threat moni
toring of performance in relation to work or work-related 
topics were addressed. For example, therapists worked 
with clients to understand and replace unhelpful self- 
regulatory strategies with alternative strategies that in
crease flexibility and choice in terms of thinking and 
behaviour when managing emotions and preparing for 
RTW. Thus, work issues can be introduced and dis
cussed at different stages of therapy in a manner that 
remains consistent with the therapeutic mechanisms of 
MCT and embeds work-focused content within the 
model.

Work-focused components
The work-focus (WF) aligned with the MCT treatment 
model (Appendix pp 3–7) and included: (1) an initial 
assessment of the work situation, including job type, 
relationships with colleagues, and interplay between 
work and mental health, considering the potential 
benefits and drawbacks of sick leave; (2) development of 
a RTW plan to address facilitating factors and potential 
barriers, including the possible need to change 
employment; (3) cooperating with the responsible 
certifying GP; and (4) development of a communication 
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plan to guide the individual’s process of disclosure at 
the workplace. WF components were flexibly tailored to 
each patient’s needs. No modifications were made to 
the disorder-specific MCT protocol.

Outcomes
The four co-primary outcomes were changes in symp
toms of depression, changes in the symptoms of anxi
ety, the RTW rates at 12 weeks after assessment in both 
groups based on sick leave data obtained from the NAV 
data registry, and self-reported sick leave post-treatment 
in the immediate MCT + WF group (i.e., 12th treatment 
session, or last session if therapy was shorter) versus 
post-waiting in the waiting list group. This time frame 
adheres to national priority guidelines, which states that 
all patients with anxiety and mild depression should 
receive treatment in specialised mental healthcare 
within 12 weeks. Depression and anxiety symptoms 
were evaluated using the 21-item self-reported Beck 
Depression Inventory II (BDI-II)20 and Beck Anxiety 
Inventory (BAI).21 The RTW rates based on NAV reg
istry data indicate whether participants were on sick 
leave or not, while the self-reported RTW rates reflect 
whether participants were engaged in full-time work 
versus less than full-time.

Secondary outcomes were measured at pre- and 
post-treatment for the MCT + WF group and pre- and 
post-waiting for the waiting list group using the self- 
reported RTW Self-Efficacy questionnaire (RTW-SE),22 

Resilience Scale for Adults (RSA),23 Subjective Health 
Complaints questionnaire (SHC),24 Health-Related 
Quality of Life (EQ-5D-5L),25 Metacognitions Ques
tionnaire 30 (MCQ-30),13 The Standardised Assessment 
of Personality Abbreviated Scale – Self report (SAPAS- 
SR),26 and Alcohol Use Disorder Identification Test 
(AUDIT).27 Patients with primary alcohol use disorders 
or personality disorders were not treated at this outpa
tient clinic. Therefore, to reduce patient burden, 
SAPAS-SR and AUDIT were collected only at pre- and 
post-treatment.

As exploratory analyses, we assessed the longitudi
nal changes in RTW rates measured as the percentage 
of sick leave in the registry data 12 months after 
assessment. Furthermore, we explored changes in 
depression and anxiety symptoms, and the secondary 
outcomes listed above between post-treatment in both 
groups, and at 6 and 12 months follow-up after treat
ment. Quality-adjusted life years was assessed using the 
EQ-5D-5L (Appendix pp10).

Demographic information and workplace bullying 
were assessed at initial assessment using the self- 
reported Negative Acts Questionnaire.28 In this study, 
we did not collect race or ethnicity data, as race is not 
routinely used as a classification in Norwegian health 
research, and there is no national registry collecting 
such information. We acknowledge that cultural or 
migration background could have served as a proxy 

measure. Instead, we collected detailed data on educa
tion level, which we believe captures important struc
tural determinants of health.

Choice of primary outcomes
Depression symptoms, anxiety symptoms, and RTW 
rates based on the registry data and self-reported data 
were assessed as co-primary outcomes. Chevance29 

emphasises the importance of evaluating both symp
toms and functional outcomes in clinical trials assess
ing treatments for CMD, and this focus was also 
highlighted by the user representatives’ group for this 
RCT. Therefore, the aim of this study was to evaluate 
both RTW outcomes and the changes in depression 
and/or anxiety symptoms, since the treatment needs to 
show effects for both symptoms and RTW to help pa
tients effectively. We assessed RTW using two data 
sources: the national sick leave registry, as an objective 
measure with no missing data, and self-reported RTW 
data, which is commonly used in international studies 
in countries with no national registries. The BDI-II and 
BAI were used to assess depression and anxiety symp
toms due to their reliability and validity in research and 
clinical settings.

Statistical analysis
The power calculation for full RTW without sick leave 
was based on the minimum expected effect of the 
MCT + WF, as reported in a previous naturalistic 
follow-up study conducted at the same clinic.17 In that 
study, we observed a self-reported full RTW response 
rate of 0.41 in the intervention group compared to 0.26 
in the wait-list control group, with a pooled standard 
deviation of 0.4. Therefore, 120 patients were required 
in each treatment group to have an 80% chance of 
detecting a significant difference in a dichotomous 
outcome variable (the self-reported and registry RTW 
data) at a one-sided significance level of 0.05.18 For the 
anxiety and depressive symptoms, 120 participants in 
each group would give a >99% chance of detecting an 
eight-point difference in the BDI-II and BAI scores 
between the immediate MCT + WF group and waiting 
list group using a pooled standard deviation of 6.95.

All analyses adhered to intention-to-treat (ITT) 
principles. SPSS 29.0 was used for descriptive and 
regression analyses. Chi-squared tests and independent 
t-tests were used to compare demographic and clinical 
characteristics. A multiple logistic regression model 
was used to compare RTW rates based on the national 
sick leave registry and self-reported sick leave between 
groups 12 weeks after assessment for national sick 
leave registry and for self-reported sick leave. All other 
analyses were performed in STATA IC version 17.0. 
Differences in symptoms between groups were 
assessed using planned contrast within multilevel 
modelling, which allows for estimation of changes in 
repeated measures over time despite missing data. For 
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all the outcomes with missing data, Little’s tests showed 
non-significant results, which indicate that the data 
were missing completely at random (p = 0.995).30 

Therefore, missing data were handled using the full 
information maximum likelihood estimation. All 
models included time and group as fixed effects. For 
the primary outcomes, random intercept models were 
used. In the random coefficients model for secondary 
outcomes, we investigated the extent to which, after 
having received treatment, the gains in both groups 
were sustained or improved at 6 and 12 months. We 
computed a time by group effect to represent the dif
ference in change over time between groups. The linear 
combination of coefficients function was used to create 
model-predicted means and all planned contrasts. 
Model-predicted means and SE values are presented for 
continuous variables at all timepoints from pre- 
treatment to follow-up.

Recovery rates were estimated using the Reliable 
Change Index (RCI) according to Jacobson and Truax 
(1991).31 The clinical cut-offs are based on norms from 
Seggar et al. (2002)32 and Gillis et al. (1995),33 which were 
14 and 15 for the BDI-II and BAI, respectively. Change 
was classified using validated cut-off scores as ‘deterio
rated’ if scores increased by ≥ 9 points; ‘unchanged’ if 
changed by < 9 points, ‘improved’ if decreased by ≥ 9 
points but remained above the clinical cut-off, and 
‘recovered’ if decreased by ≥ 9 points and scored above 
clinical cut-off before treatment and below after treatment.

We calculated within-group and controlled between- 
group effect sizes using Cohen’s d. The productivity 
costs were estimated by multiplying the days of sick 
leave in each group by the average national wage, 
adjusting for differences in income between men and 
women in Norway (Appendix p 9).

Role of funding sources
The funders of the study had no role in study design, 
data collection, data analysis, data interpretation, or 
writing of papers. The corresponding author had full 
access to the data and final responsibility for submitting 
the results for publication.

Results
Recruitment took place between Sept 11, 2017 and Nov 
17, 2020. Participant flow and attrition rates are out
lined in Fig. 1. Of the 396 patients assessed, 236 were 
eligible and consented to participate in the ITT sample: 
115 (49%) were randomly assigned to the waiting list 
group and 121 (51%) to the immediate MCT + WF 
group. After the waiting list period, two (2%) patients 
did not attend treatment. In the immediate MCT + WF 
group, five (4%) participants attended fewer than three 
treatment sessions (Fig. 1).

Table 1 presents the patients’ baseline characteris
tics. Mean age was 38.5 (SD 9.7) years and there were 

more female participants (75%; 176/236). Consistent 
with successful randomisation, no significant differ
ences in baseline characteristics or demographic fea
tures were observed between groups (Table 1). The 
most prevalent single MINI diagnosis pre-treatment 
was major depressive disorder, followed by general
ised anxiety disorder (Table 2).

No serious adverse events were reported during the 
study. The median number of sessions for the total ITT 
study sample (N = 236) was 10 (IQR: 7–13). In the total 
ITT sample, 6% (13/236) of participants dropped out of 
therapy, which was defined as less than three treatment 
sessions—which we considered minimal treatment. A 
total of 41 patients received a mean of 3.7 booster ses
sions in the year following treatment. Therapists used 
adherence checklists to self-report the content and in
terventions they used in each therapy session 
(Appendix pp 3–8).

For the self-reported symptom questionnaire, the 
response rates for the total sample were 97% (228/236) 
at end of treatment and 64% (152/236) and 50% (119/ 
236) at 6 and 12 months, respectively (Fig. 1). There 
were no missing data for sick leave.

Primary outcomes
RTW rates based on the national registry and self-reported 
data at 12 weeks after assessment
To assess the effects of the MCT + WF treatment, we 
first compared the rates of full RTW (i.e., patients not on 
sick leave) using the national registry data at 12 weeks 
after assessment. A multiple logistic regression model 
adjusted for age, gender, and educational level showed 
significantly more patients in the immediate MCT + WF 
group (39%; 47/121) than the waiting list group (20%; 
23/115) had returned fully to work at 12 weeks after 
assessment; this difference was significant (OR = 2.39, 
95% CI [1.32, 4.32], p = 0.0040; Table 3 and Fig. 2).

We also assessed RTW using self-reported data. A 
multiple regression model of the self-reported RTW 
rates adjusted for age, gender and education level 
showed that significantly more patients in the imme
diate MCT + WF had returned fully to work (OR = 3.44, 
95% CI [1.87, 6.35], p < 0.0001) post-treatment (i.e., 
12th treatment session, or the last session if therapy 
was shorter; 42%; 51/121): compared to post-waiting in 
the waiting list group (18%; 20/114). Thus, the MCT- 
WF treatment increased RTW rates within a short 
period of time.

Anxiety and depression at the 12th treatment session versus 
end of waiting
Next, we analysed the changes in depression and anx
iety symptoms between assessment and post-treatment 
(the 12th session or, if shorter, last session) for the 
immediate MCT-WF group (median sessions = 10, IQR 
7–12) and after waiting for the waiting list group, when 
they had waited an average of 9.14 weeks (SD = 2.15, 
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IQR 7.86–11.29). The planned contrast in the multilevel 
model analysis revealed that both BDI-II depression 
(time × group interaction coefficient = −10.84; 95% CI 
[−13.25, −8.44]) and BAI anxiety (time × group inter
action coefficient = −8.35; 95% CI [−10.61, −6.09]) 
scores decreased significantly more in the immediate 
MCT + WF group than in the waiting list group 
(Table 4), indicating immediate MCT + WF treatment 
led to significantly greater reductions in anxiety and 
depression symptoms than waiting. The within-subject 
effect sizes (Cohen’s d) for the immediate MCT + WF 
group were 1.54 for depression (BDI-II) and 1.11 for 

anxiety (BAI) compared to 0.36 and 0.28, respectively, 
for the waiting list group. The controlled effect size for 
the between-group differences from pre-treatment to 
end of treatment was 1.13 for depression and 0.77 for 
anxiety.

At the end of treatment (median sessions = 10, IQR 
7–13), 76% (90/119) of the immediate MCT + WF 
group had either recovered or exhibited improvements 
in the severity of their depression symptoms compared 
to 17% (19/109) of the waiting list group at the end of 
waiting. Moreover, 78% (71/91) of the immediate 
MCT + WF group had either recovered or exhibited 

396 Pa�ents with symptoms of anxiety or 
depression on sick leave were invited to eligibility 
assessment between 11.09.2017-17.11.2020 

115 Allocated to wai�ng list group 

236 Pa�ents randomized  

121 Allocated to immediate MCT+WF group 

160 Not eligible: 
44 Did not fulfil study criteria     
38 Did not work over 50% of full-�me 
6 on Maternity leave 
72 Declined to par�cipate  

116 Completed 3 or more treatment 
sessions  

113 Completed wai�ng list group  

5 A�ended less than 3 treatment 
sessions 

48 BDI-II and BAI lost to follow-up 
0 Missing sick leave data  

121 Intent-to-treat sample 
Post-treatment at 12-weeks – Primary 
outcome 

121 Intent-to-treat sample 
6-month follow up a�er treatment 

121 Intent-to-treat sample 
12- months follow up a�er treatment 

115 Intent-to-treat sample  
Post-wai�ng – Primary outcome 

115 Intent-to-treat sample  
6-month follow up a�er treatment 

115 Intent-to-treat sample  
12-months follow up a�er treatment 

2 Dropped out during wai�ng  

36 BDI-II and BAI lost to follow-up 
0 Missing sick leave data 

58 BDI-II and BAI lost to follow-up 
0 Missing sick leave data  

59 BDI-II and BAI lost to follow-up 
0 Missing sick leave data  

MCT+WF a�er wai�ng 
107 completed 3 or more sessions 

121 Intent-to-treat sample 
Post-treatment 

Fig. 1: Consort flow diagram for the total ITT sample. MCT + WF = Metacognitive therapy + work focus.
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improvements in the severity of their anxiety symptoms 
at the end of treatment compared to 28% (24/87) of the 
waiting list group at the end of waiting. In the imme
diate MCT + WF group, 2% (2/119) and 3% (3/91) of 
patients reported deterioration of depression or anxiety 
symptoms post-treatment compared to 3% (3/109) and 
6% (5/87) of the waiting list group at the end of waiting 
(Table 5).

Secondary outcomes
First, we compared the secondary outcomes after the 
immediate MCT + WF group had completed the last 
treatment session (median sessions = 10, IQR 7–13) 
and after waiting/before the first treatment session for 
the waiting list group, after waiting an average of 9.14 
weeks (SD = 2.15). Multilevel model analyses revealed 
significant improvements in RTW self-efficacy (RTW- 
SE) and the scores for resilience (RSA), subjective 
health complaints (SHC), quality of life (EQ-5D-5L), 
and metacognitions (MCQ-30) in the immediate 
MCT + WF group at the end of treatment compared to 
after waiting in the waiting list group. There were no 
significant between groups differences in change from 
pre-to post-treatment on SAPAS and AUDIT 
(Supplementary S1).

We also assessed the secondary outcomes 6 and 12 
months after the end of treatment. Both groups 
demonstrated sustained improvements in the depres
sion (BDI-II) and anxiety (BAI) symptom scores, as well 
as the RTW-SE, RSA, SHC, EQ-5D-5L, and MCQ-30 
scores between end of treatment and 6 and 12 
months (Supplementary S2). There were no significant 
differences in the majority of secondary outcomes after 
treatment between groups, except that the immediate 
MCT + WF group exhibited greater improvements in 
depressive symptoms and subjective health complaints 
at 12 months.

Productivity cost analysis
Finally, we compared the costs up to the 12-month 
follow-up after initial assessment. The MCT + WF 
group had an average of 72 sick leave days, corre
sponding to a productivity cost of 22,718 euros (SD 
18.20) per patient. The waiting list group had an 
average of 94 sick leave days and cost of 29,659 euros 
(SD 20.53), reflecting a mean difference of 22 sick leave 
days per patient between groups (t = 2.63, p = 0.0092). 
Consequently, the MCT + WF group experienced a 
significant benefit in terms of productivity costs (re
flected in reduced sick leave), amounting to 6941 euros 

Waiting list group 
(n = 115)

MCT + WF group 
(n = 121)

p-value

Gender
Male 27 (23%) 33 (27%) p = 0.55
Female 88 (77%) 88 (73%)

Age, years 39.7 (9.3) 37.4 (9.9) p = 0.083a

Education level
Primary school 0 5 (4%) p = 0.097
Secondary school 17 (15%) 22 (18%)
University college 1–4 years 50 (43%) 54 (45%)
University >4 years 48 (42%) 40 (33%)

MINI Diagnosis
GAD 52 (45%) 59 (49%) p = 0.60
Social phobia 9 (8%) 15 (12%) p = 0.29
Panic disorder 24 (21%) 32 (26%) p = 0.36
Major depressive disorder 92 (80%) 92 (76%) p = 0.53
Comorbid depression and anxiety 49 (43%) 53 (44%) p = 0.90

Sick leave
Full sick leave 63 (55%) 59 (49%) p = 0.37
Partial sick leave 52 (45%) 62 (51%)

Reported workplace bullying 25 (22%) 20 (17%) p = 0.33
Relationship status

Married/cohabiting 69 (60%) 83 (69%) p = 0.18
Living alone 46 (40%) 38 (31%)

Use of antidepressants in the year 
before participation

13 (11%) 23 (19%) p = 0.11

Data are mean (SD) and n (%). To explore group differences, we used Fisher’s exact test for categorical data, 
and independent sample t-tests. aFor continuous data.

Table 1: Baseline characteristics and demographics for the total ITT sample.

MINI diagnosis Pre-treatment End of treatment

Diagnosis Diagnosis No diagnosis Missing

Generalised anxiety disorder 111 3 (3%) 80 (72%) 28 (25%)
Social phobia 24 3 (13%) 16 (67%) 5 (21%)
Panic disorder 56 1 (2%) 33 (59%) 22 (39%)
Major depressive disorder 184 14 (8%) 112 (61%) 58 (31%)
Comorbid depression and anxiety 102 1 (1%) 71 (70%) 30 (29%)

Data are total number of diagnoses, n (%). No diagnosis for comorbid depression and anxiety means neither 
depression nor anxiety at post-treatment. Missing was attributed due to data collection being partly 
completed during the COVID-19 affecting the routines, and administrative errors at the clinic, or patient 
dropout.

Table 2: Number of diagnoses based on the MINI International Neuropsychiatric Interview at pre- 
treatment and the end of treatment for the total ITT sample (N = 236).

OR/Exp(B) p-value 95% Cl

Age 0.99 0.42 [0.96–1.02]
Gender 1.35 0.36 [0.71–2.60]
Education level 0.65 0.18 [0.35–1.21]
Group 2.39 0.0040 [1.32–4.32]

Gender: 0 = female. Education was dichotomised as high (college/university) or 
low (primary or secondary school). Female, low education and waiting list 
group are reference categories.

Table 3: Multiple logistic regression analyses of full return-to-work 
with registry data at 12 weeks after assessment as a dependent 
variable between the immediate MCT + WF group (n = 121) and the 
waiting list group (n = 115), controlled for age, gender, and level of 
education.

Articles

8 www.thelancet.com Vol 89 November, 2025



per patient over the 12-month period, which indicates 
that immediate MCT + WF was associated with large 
savings compared to delayed treatment. See Appendix 
(pp 9–10) for further treatment costs, sick leave cal
culations, and assessment of quality-adjusted life 
years.

Discussion
Treatments that significantly improve mental health 
and increase RTW rates remain elusive. We conducted 
a pragmatic RCT to assess the impact of metacognitive 
therapy combined with work focus (MCT + WF) on 
symptom recovery and RTW rates among patients 
experiencing depression, anxiety or comorbid depres
sion and anxiety on sick leave. The results indicated 
high rates of reliable improvements in anxiety and 
depression symptoms and recovery among the group 
that received immediate MCT + WF compared to the 
low rates observed during waiting. At the primary 
endpoint based on national sick leave registry data at 12 
weeks after inclusion, 39% of patients in the immediate 
MCT + WF group had returned to work, compared to 
only 20% after waiting in the waiting list group. 
Consistent with these findings, self-reported sick leave 
showed that by the end of treatment in the immediate 
MCT + WF, 42% had returned fully to work, compared 
with 18% after waiting in the waiting list group.

In addition, comparison of the end of treatment and 
end of waiting scores favoured immediate MCT + WF 
over waiting across all secondary outcomes. However, 
after the waiting period, the waiting list group received 
MCT + WF and achieved equivalent effects during 
treatment as the immediate MCT + WF group. More
over, in both groups, further reductions in sick leave 
rates and sustained symptom reduction were observed 
during the year after treatment.

Immediate MCT + WF also demonstrated cost sav
ings, as the MCT + WF group had significantly more 
working days than patients who waited for treatment. 

Moreover, our findings for the entire sample suggest 
that MCT + WF led to substantial improvements in 
health-related quality of life that were maintained at 12 
months after the end of treatment.

This RCT included patients with comorbid disor
ders (43%), was conducted at a typical outpatient 
clinic, and included relatively few treatment sessions, 
which supports the generalisability of our findings to 
similar public health settings. To the best of our 
knowledge, this is the first RCT to demonstrate large, 
combined reductions in anxiety and depression 
symptoms and sick leave among this population of 
patients.
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Fig. 2: Percentage of patients on sick leave in the immediate MCT + WF group (n = 121) and 
waiting list group (n = 115) that received delayed MCT + WF between the assessment session 
and 52 weeks after assessment. The x-axis represents the 52 weeks after assessment. The y- 
axis shows the percentage of patients on sick leave based on national registry data for sick 
leave for the immediate metacognitive therapy + work focus (MCT + WF) group (solid blue 
line) and waiting list group that received delayed MCT + WF treatment (orange dotted line). 
The vertical black line illustrates the time point of analysis for the primary outcome (sick leave 
rates) for both groups at 12 weeks after initial assessment (regression analysis in Table 3). The 
grey area indicates the time interval when all patients had started to receive or had received 
MCT + WF treatment. Median number of sessions was 10 (IQR, 7–13) in both groups 
(n = 236).

Primary outcome n Model-predicted means

Assessment (SE) Post waiting/12 
session (SE)

Time x group effect 
coefficient (p-value)

Time x group effect 95% CI d

BDI-II
Waiting list 115 28.27 (0.82) 24.93 (0.91) −10.84 (<0.0001) [−13.25, −8.44] 0.36
MCT + WF (12th session) 121 28.88 (0.79) 14.69 (0.89) 1.54
Group difference 236 0.61 (1.14) −10.23a (1.27)

BAI
Waiting list 115 20.32 (0.91) 17.52 (0.95) −8.35 (<0.0001) [−10.61, −6.09] 0.28
MCT + WF (12th session) 121 20.59 (0.89) 9.45 (0.92) 1.11
Group difference 236 0.27 (1.27) −8.07a (1.32)

Primary outcomes were measured at the 12th session (or the last treatment session, if treatment was shorter) in the immediate MCT + WF group (median number of 
sessions = 10, IQR 7–12) and after a mean waiting period of 9.14 weeks in the waiting list group. Reductions in the BDI-II and BAI scores indicate improvement. ap < 0.05. 
BDI-II = Beck Depression Inventory II. BAI = Beck Anxiety Inventory.

Table 4: Multilevel modelling with planned contrast of primary outcomes at the end of treatment/after treatment in the immediate MCT + WF group 
(n = 121) and post-waiting in the waiting list group (n = 115).
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The longitudinal sick leave data were obtained from 
a national registry, with no data attrition and supple
mented by self-reported sick leave. Thus, this study 
directly complies with the OECD’s strong recommen
dation for rigorous evaluations of new programs for 
individuals with mental health issues, such as 
including comparison groups and systematic data 
collection on long-term labour market outcomes.5 

Norway’s comprehensive welfare system provides full 
salary compensation to employees on sick leave, which 
may reduce motivation for patients and employers to 
expedite a RTW.34 Therefore, the national context of the 
highest sick leave rates and costs among OECD coun
tries may have led to underestimation of the effects of 
MCT + WF compared to countries with other benefit 
systems.

Our results contrast with recent Scandinavian RCTs 
of work-focused cognitive behavioural therapy, which 
reported no impacts on sick leave rates for patients with 
CMD.35,36 Meta-analyses of RCTs of psychotherapy and 
work focus in CMD achieved similar non-significant 
findings or small effect sizes for symptoms and sick 
leave, with no significant long-term effects.8,9,14 This 
may indicate MCT is a more effective treatment for 
anxiety and depression than other psychotherapies. 
Evidence supports the superiority of MCT for treating 
anxiety and depression compared with CBT.11 The high 
effect sizes and recovery rates and sustained symptom 
reduction observed in our RCT are consistent with 
previous research on MCT in mental healthcare set
tings11,12,37 and extend the application of MCT to patients 
with anxiety and depression on sick leave. The high 
RTW rates observed in this study may also be attributed 
to the combination of the effectiveness of MCT and the 
flexibly tailored work focus, which included cooperation 
with the GPs who certified each patient’s sick leave. 
However, the design of our RCT does not allow us to 
isolate the individual effects of the different compo
nents of the intervention.

Regardless of whether patients were randomised to 
immediate treatment or waiting, significant changes in 
the secondary outcomes, with large effect sizes, were 
observed between initial assessment and the end of 
treatment in both groups. Patients reported large re
ductions in dysfunctional metacognitions, which are 
considered important in the maintenance of anxiety 
and depression and are a central mechanistic target of 
MCT.13 From the perspective of RTW, positive effects 
were observed in RTW self-efficacy, which longitudi
nally predicts RTW.22 We also observed significant in
creases in resilience, suggesting patients gained greater 
access to personal and social resources essential for 
coping with adversity, which is associated with better 
mental health.23 Additionally, there was a significant 
improvement in self-rated health, a well-established 
predictor of general health status, including all-cause 
mortality.24 These findings suggest that the treatment 
positively affected a variety of secondary outcomes, and 
thus potentially reduces the risk of symptom relapse 
and subsequent sick leave. In addition, 19.1% of par
ticipants reported experiencing workplace bullying at 
assessment, which underscores the importance of 
thoroughly assessing the work environment during the 
work focus component of therapy.

Productivity cost analysis showed that the group 
receiving immediate MCT + WF experienced fewer sick 
leave days over the 12-month follow-up period 
compared to the patients who received delayed treat
ment. The calculated net reduction in productivity costs 
amounted to 6941 euros per patient for the 121 patients 
treated immediately, totalling a saving of 839,861 euros 
for this group after one-year. These findings highlight 
the economic drawbacks associated with waiting list 
practices in mental health services and demonstrate the 
delivery of prompt and efficacious treatment provides 
substantial economic and societal benefits compared to 
delayed treatment.3 The fact that our RCT achieved 
these encouraging findings within a typical healthcare 

n Deterioration No change Improved Recovered

BDI-II
MCT + WF post-treatment 119 2 (2%) 27 (23%) 20 (17%) 70 (59%)
Waiting list post-wait period 109 3 (3%) 87 (80%) 15 (14%) 4 (4%)
Total sample post-treatment 228 2 (1%) 56 (25%) 37 (16%) 133 (58%)

BAI
MCT + WF post-treatment 91 3 (3%) 17 (19%) 8 (9%) 63 (69%)
Waiting list post-wait period 87 5 (6%) 58 (67%) 10 (11%) 14 (16%)
Total sample post-treatment 178 3 (2%) 37 (21%) 15 (8%) 123 (69%)

Only participants who reported symptoms on or above the cut-offs for clinically significant levels of symptoms at pre-treatment were included in these analyses; 
therefore, the sample sizes for the recovery analysis are not the same as the group sizes. Patients were included in the analyses for both depression and anxiety symptoms 
if their assessment score met the respective cutoff score of 14 and 15 for the BDI-II and BAI, respectively. BDI-II = Beck Depression Inventory II. BAI = Beck Anxiety 
Inventory.

Table 5: Recovery rates for depression and anxiety measured with the BDI-II and BAI after treatment in the immediate MCT + WF group and post- 
waiting in the waiting list group, and for the total ITT sample (N = 236) at the end of MCT + WF treatment.
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setting indicates the broad applicability, scalability and 
potential of MCT + WF for real-world implementation.

The study has some limitations. First, the compre
hensive Norwegian welfare system may influence the 
generalisability of our findings to other countries with 
different welfare systems. Nonetheless, the positive, 
long-lasting effects of MCT + WF in our Norwegian 
RCT is particularly interesting, as the OECD has iden
tified Norway as a very challenging context for 
addressing sick leave.5 Second, we used a regular 
waiting list group as the comparator, and did not 
include an active control condition. However, this 
waitlist comparison represents the typical process of 
mental healthcare in developed countries, as patients 
usually wait several weeks for therapy after being 
referred. This increases feasibility in a real-world 
setting. Third, self-reported symptoms may be subject 
to response bias, particularly among individuals with 
depression and anxiety. Nevertheless, randomisation 
ensures that such biases are distributed non- 
systematically across groups. Fourth, a limitation of 
the study is that data were not available on whether 
participants in either group received additional medi
cation or other mental health interventions during the 
12 months follow up after MCT + WF. That said, given 
that participants in the treatment group were already 
engaged in an intensive intervention, it seems unlikely 
that they sought substantial additional care. If any
thing, participants in the waitlist control group may 
have accessed other forms of support during the 
waiting period, which would likely have reduced— 
rather than inflated—the observed treatment effect. 
Fifth, ethical approval precluded collection of data 
from non-participants, limiting assessment of poten
tial selection bias. Furthermore, we did not analyse all 
costs related to sick leave; thus, the social savings 
resulting from MCT + WF are likely to be under
estimated. Finally, there are some missing data in the 
exploratory secondary and longitudinal analyses over 
one year follow-up. Although these missing data 
occurred at random, this warrants careful interpreta
tion of the results.

In conclusion, the substantial reduction in sick 
leave, large effect sizes, high symptom recovery rates, 
reduced productivity costs, low dropout rates, and sus
tained long-term symptom improvements observed in 
this naturalistic RCT suggest that MCT + WF may be a 
viable and effective approach for patients with CMD on 
sick leave. The results indicate that receiving 
MCT + WF early is beneficial for patients with anxiety 
and depression, as it may reduce the risk of prolonged 
sick leave and support faster symptom recovery. This 
study addresses both mental health and functional re
covery, and thus responds to calls from the OECD34 and 
WHO.6 Replication studies are essential to validate the 
reliability and generalisability of this RCT, towards the 
goal of improving mental health, enhancing quality of 

life, and reducing the economic burden associated with 
anxiety and depression.
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