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ORIGINAL ARTICLE

Workplace

Effect on return to work or education of Individual
Placement and Support modified for people with
mood and anxiety disorders: results of a randomised

clinical trial

Lone Hellstrém," Per Bech,? Carsten Hjorthgj," Merete Nordentoft,' Jane Lindschou,

Lene Falgaard Eplov’

ABSTRACT

Objectives The effect of Individual Placement and
Support (IPS) on return to work or education among
people with mood or anxiety disorders is unclear, while
IPS increases return to work for people with severe
mental illness. We examined the effect of IPS modified
for people with mood and anxiety disorders (IPS-MA) on
return to work and education compared with services as
usual (SAU).

Methods In a randomised clinical superiority trial,

326 participants with mood and anxiety disorders were
centrally randomised to IPS-MA, consisting of individual
mentor support and career counselling (n=162) or

SAU (n=164). The primary outcome was competitive
employment or education at 24 months, while weeks of
competitive employment or education, illness symptoms
and level of functioning, and well-being were secondary
outcomes.

Results After 24 months, 44.4% (72/162) of the
participants receiving IPS-MA had returned to work or
education compared with 37.8% (62/164) following SAU
(OR=1.34, 95% Cl: 0.86 to 2.10, p=0.20). We found

no difference in mean number of weeks in employment
or education (IPS-MA 32.4 weeks vs SAU 26.7 weeks,
p=0.14), level of depression (Hamilton Depression
6-Item Scale score IPS-MA 5.7 points vs SAU 5.0 points,
p=0.12), level of anxiety (Hamilton Anxiety 6-ltem Scale
score IPS-MA 5.8 points vs SAU 5.1 points, p=0.17),
level of functioning (Global Assessment of Functioning
IPS-MA 59.1 points vs SAU 59.5 points, p=0.81) or well-
being measured by WHO-Five Well-being Index (IPS-MA
49.6 points vs SAU 48.5 points, p=0.83) at 24 months.
Conclusion The modified version of IPS, IPS-MA, was
not superior to SAU in supporting people with mood or
anxiety disorders in return to work at 24 months.

Trial registration number NCT01721824.

INTRODUCTION

Mood and anxiety are highly prevalent disorders,'
substantially impacting people’s lives.> Moreover,
considerable economic burden is imposed on soci-
eties,” mainly due to reduced working capacity and
early retirement.’ In Denmark, mood and anxiety
disorders are among the five most frequent reasons
for being granted a disability pension.* Conse-
quently, increased attention has been on how to
support people with mental illness in return to

What this paper adds

» Individual Placement and Support (IPS)
increases return to work for people with severe
mental illness; however, the effect of IPS
among people with mood or anxiety disorders
is still unclear. The few existing randomised
trials investigating the effect of return-to-work
interventions for people with mood and anxiety
were underpowered and included people with
stress and burn-out.

» The version of IPS modified for people with
mood and anxiety disorders - the IPS-MA
method- was not superior to services as usual
in supporting people with mood or anxiety
disorders in their return to work.

» Implications for future research could be to
integrate vocational services with mental health
services to a higher extent, and to focus on
regular discussions of disclosure in order to be
able to provide sufficient workplace support.

work, revealing a shortage of evidence concerning
vocational rehabilitation for people with mood and
anxiety disorders.

Several randomised trials have found supported
employment (place-train) to be more effective than
prevocational training (train-place) regarding return
to work of people with severe mental illness.” The
most intensively studied intervention is Individual
Placement and Support (IPS). IPS is based on eight
principles: eligibility based on client choice, focus
on competitive employment, integration of mental
health and employment services, attention to client
preferences, work incentives planning, rapid job
search, systematic job development and individu-
alised job supports.® A systematic review investi-
gating IPS compared with usual vocational services
for people with severe mental illness included 15
randomised trials and found that 59% returned to
work following IPS compared with 23% following
control conditions.’ Consequently, strong evidence
support IPS as an evidence-based approach to
support people with severe mental illness in their
return to work.

At the time we planned our trial, the effect of IPS
for people with mood and anxiety disorders had
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not to our knowledge been investigated. Only three randomised
trials were found evaluating return-to-work interventions for
people with mood and anxiety disorders.”” One small trial
(n=62) investigated occupational therapy and usual care versus
usual care alone” and found time to return to work to be
significantly reduced (207 days vs 299 days for the usual care
group, RR=2.71, 93%CI: 1.16 to 6.29, p=0.01). A larger trial
(n=240)% compared guideline-based care by occupational physi-
cians with care as usual and found an effect on partial return to
work (69% vs 54%, p=0.01) but not on time to return to work
(HR=0.96, 95%CI: 0.73 to 1.27, p=0.78). A third trial (n=60)
also included patients with stress and burn-out’ and found an
effect on return to work after 3 months (CAU: 11/25 (44%) vs
intervention: 11/26 (58%), p=0.009) but not after 6 months
(CAU: 21/25 (84%) vs intervention: 22/26% (85%), p=0.057)
of training of occupational therapists and supportive psychiatric
consultations.

On this background, we created the early supported employ-
ment intervention IPS modified for people with recently diag-
nosed mood or anxiety disorder (IPS-MA).'

METHODS AND MATERIALS

In an investigator-initiated, randomised clinical superiority trial,
we aimed to evaluate the effect of the IPS-MA method on return
to work or education, compared with services as usual (SAU). A
detailed protocol of the randomised clinical trial has previously
been published.'® Slight changes to the trial protocol were made
due to difficulties recruiting participants. Changes are presented
in the section below and have been registered at ClinicalTrials.
gov: NCT01721824.

Participants were recruited from mental health centres (inpa-
tients and outpatients) and private practising psychiatrists within
the Capital Region of Denmark, from 1 October 2011 until
February 2013 (inclusion period was extended with § months).
Inclusion criteria were as follows: (1) age 18—60 years; (2)
diagnosis of affective disorder (International Classification of
Diseases, 10th Revision (ICD-10): F30-39) or anxiety (ICD-10:
F40-41); (3) no contact with mental health services for more
than the past 3 years; (4) employed or enrolled in education at
some time during the past 3years (this criterion was changed
during the trial from originally 2 years); (5) motivated to return
to work or education; (6) not ready to return to work within
3 months after inclusion (equal to match group 2 or 3''; used by
the job centres in Denmark to estimate how far from the labour
market people are. Match group 2: able to participate in prevo-
cational training but not able to work and be off public benefits
within 3 months. Match group 3: severe long-term problems;
cannot work or participate in prevocational training); (7) able
to read and understand Danish and (8) give informed consent.
Exclusion criteria were as follows: (1) somatic comorbidity
causing reduced ability to work; (2) primary large-scale alcohol
or substance abuse and (3) legal guardian or forensic psychiatric
arrangements.

Participants were informed about the trial and referred by
mental health professionals, who provided information on
employment and education status, previous contact with mental
health services and abuse or somatic comorbidity at referrals
information was checked in hospital registers and was confirmed
by the MINI International Neuropsychiatric Interview'* and by
asking the participants at the inclusion interview. A mentor and
a researcher always participated in these interviews, and after
obtaining informed consent, eligible participants went through a
thorough baseline interview.

After the interview, the researcher, who had to remain blinded,
left and the mentor called Copenhagen Trial Unit who carried
out the randomisation. The mentor informed the participant of
allocation group. A total of 326 participants on sick leave due
to mood or anxiety disorder were included in the IPS-MA trial.

Register data on benefits received (employment or education
status) were not available until the end of a 2-year follow-up.
When we received these data, 43 of the included partici-
pants were registered as receiving state education grant or not
receiving any benefits at baseline. Consequently, since data from
the Danish Register for Evaluation of Marginalisation (DREAM)
database were used to compute outcome variables, we had to
exclude these 43 participants in the time-to-event analyses, since
they would erroneously seem to be employed or studying at
baseline.

Randomisation

Copenhagen Trial Unit generated the computer-generated allo-
cation sequence with varying block sizes of 4, 6 and 8, concealed
from the investigators. Randomisation was stratified by four
diagnosis groups (bipolar disorder (F31); affective disorder
(F30, F32-39); phobic anxiety (F40) or other anxiety disorders
(F41)) and two match groups (match groups 2 and 3).

Interventions

Services as usual

Participants all received SAU as offered by the job centres in
Denmark, for instance, courses, company internship programs,
wage subsidy jobs, skill development and guidance, mentor
support or gradual return to employment. Normally, benefits
can be received for a maximum of 52 weeks."* Municipalities
have economic incentives to implement an ‘active and employ-
ment-oriented’ policy.'* If, after participating in prevocational
rehabilitation, a person is not able to return to ordinary employ-
ment, he/she may be referred to a permanent wage-subsidised
job where job demands and working hours are adjusted to his/
her capacity. If the person cannot manage this job, he/she is
eligible to receive disability benefits."®

IPS-MA method

Participants randomised to the intervention group received
support according to the IPS-MA method, described in details
elsewhere.'"’ The method was tested and implemented by a
private company, Sherpa."

Briefly, the intervention consisted of mentor support and
career counselling, providing five basic services: individualised
mentor support based on psychiatric knowledge; coordination
of services provided; career counselling; impartial help to clarify
private economy; and contact with employers to help partici-
pants obtain jobs and keep them. Focus was on competitive
employment and support was time unlimited. '’

A plan of action was created based on goals, resources and
challenges related to work/education, social relations and leisure
activities, and the plan was evaluated regularly. Participants
had the same mentor throughout the intervention, and support
continued for as long as needed. The number and duration
of contacts depended on the individual needs; most met with
their mentor once a week for 1-1 V5 hours. Each mentor had
a maximum caseload of 20 participants in order to secure the
flexibility of the support.

Mentors had a minimum of 10 years’ experience from mental
health services, as nurses, social workers or occupational ther-
apists. Career counsellors had many years of experience from
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career counselling or human resources in the private sector.
Mentors and career counsellors worked closely together.

Newly appointed mentors and career counsellors had a 2-week
introduction to working routines and the IPS-MA method. Team
members received monthly supervision provided by a trained
psychologist.

The intervention was modified according to IPS with
respect to the integration of services, since people with mood
and anxiety disorders are treated in many different settings in
Denmark, either by their general practitioner, private prac-
tising psychiatrist or psychologist, or in mental health centres,
which hampered the integration of IPS-MA with mental health
services. Instead, a coordinating approach was assumed to be
adequate regarding this population. Furthermore, participants
had to find jobs themselves through ordinary job-seeking chan-
nels but got support in choice of career, writing curriculum vitae,

job applications and so on. Lastly, benefits counselling was not
part of the IPS-MA method, but it would be part of the support
in clarifying private economy if necessary.

Fidelity

To ensure implementation of the IPS-MA method, four fidelity
measures were conducted by an independent investigator. Data
were collected through multiple sources and focus was on core
elements of the method.”® The fidelity scale is a 21-item scale
(scores ranging: 0-5 points) with a possible maximum score of 105
points. An organisational index was also developed: a 6-item scale
(scores ranging: 0—5 points) with a maximum score of 30 points.

Data collection and outcomes
Participants were interviewed using clinician-administered scales,
and patient-reported outcomes were scored at baseline and after

Assessed for eligibility (n=333)

Excluded (n=7)
Already employed (n=2)

A 4

Match group 1 (n=1)
Drug abuse (n=1)
Not meeting inclusion criteria (n=3)

[ Randomised (n=326)

Allocated to IPS-MA (n=162)

l

Lost to follow-up
(n=29, 18 %)

PROMS* data 12 months
WHO-5 (n=86, 53%)

SDS (n=86, 53 %)

CQ (n=86, 53 %)

CSQ (n=86, 53 %)
Empowerment (n=86, 53%)

Allocation

Attended Attended .
12 months interview 12 months 12 months interview
(n=133). follow-up (n=109)

Allocated to SAU group (n=164)

Lost to follow-up
(n=55, 34%)

PROMS* data 12 months
WHO-5 (n=67, 41%)

SDS (n=67, 41%)

CQ (n=67, 41%)

CSQ (n=67, 41%)
Empowerment (n=67, 41%)

Attended 24 months Attended
24 months interview follow-up 24 months interview
(n=125) (n=104)
Lost to follow-up (n=37, 23 Lost to follow-up (n=60, 37
%) %)
PROMS* data 24 months PROMS* data 24 months
WHO-5 (n=72, 44%) WHO-5 (n=53, 32%)
SDS (n=72, 44%) SDS (n=53, 32%)
CQ (n=72, 44%) CQ (n=53, 32%)
CSQ (n=72, 44%) CSQ (n=53, 32%)
Empowerment (n=72, 44%) Empowerment (n=53, 32%)
A4 A 2
Intention to treat analyses (n=162) | [ Analysis ] | Intention to treat analyses (n=164)

*PROMS: patient-reported outcome scales

Figure 1

Flow chart of participants in the IPS-MA trial. CSQ, Client Satisfaction Questionnaire; CQ, Changes Questionnaire; IPS-MA, Individual Placement

and Support modified for people with mood and anxiety disorders; MAS, Bech-Rafaelsen Mania Scale; PSP, Personal and Social Performance; ; SAU, services

as usual; SDS, Sheehan Disability Scale; WHO-5, WHO-Five Well-being Index.
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Table 1 Baseline characteristics of 326 participants in the IPS-MA
trial, randomised to intervention (IPS-MA) or control group (SAU)
IPS-MA (n=162) SAU (n=164)
Gender, n (%)
Female 115 (71) 106 (65)
Age, mean (SD) 34 (10) 36 (11)
Diagnosis, n (%)
Depression (F30, F32-39) 112 (69) 113 (69)
Phobic anxiety (F40) 13 (8) 12 (7)
Other anxiety (F41) 19(12) 20(12)
Bipolar disorder (F31) 18 (11) 19(12)
Match group*, n (%)
Match group 2 106 (65) 108 (66)
Match group 3 56 (35) 56 (34)
Education, n (%)
Primary school 29 (18) 23 (14)
High school 34 (21) 26 (16)
Vocational education 47 (29) 47 (29)
Bachelor degree 39 (24) 50 (31)
University degree or higher 13 (8) 17 (10)
Other 0 1(1)
Civil status, n (%)
Married/civil partnership/cohabitant ~ 61 (38) 59 (36)
Single/separated/divorced/widow 101 (62) 105 (64)
Income support, n (%)
Sickness benefit 87 (54) 101 (61)
State education grant (not active) 19(12) 14 (8)
Social security 43 (26) 40 (25)
Other (inheritance, savings, spouse) 5(3) 3(2)
None 8(5) 6 (4)

HAM-D6, mean (SD) (range)
HAM-AG, mean (SD) (range)
MAS, mean (SD) (range)

10.1(3.2) (0-17)
8.3(3.8) (0-17)
0.8(1.9) (0-14)

10.0 (3.3)(0-19)
8.1 (3.6)(0-18)
0.7 (2.1)(0-19)

GAF-F, mean (SD) (range) 42.2 (6.2) 22-65)  42.7 (6.0)(32-70)
PSP, mean (SD) (range) 43.8 (7.1)(21-66) 44.2 (7.1)(30-71)
SDS, mean (SD)t 20.4 (5.2) 19.6 (5.3)
WHO-5, mean (SD)t 31.9(19.4) 34.1(18.2)
Empowerment, mean (SD)t 2.6(0.3) 2.7(0.2)

CQ, mean (SD)t 96.5 (18.8) 98.1 (16.8)

CSQ, mean (SD)t# 22.1 (5.1) 23.5 (4.6)

*Match group 2: able to participate in prevocational training, but not able to
work and be off public benefits within 3 months. Match group 3: severe long-term
problems, cannot work or participate in prevocational training.

1% completed (IPS-MA; SAU): SDS (86; 84); WHO-5: (81; 80); Empowerment: (80;
79); CQ: (79; 77); CSQ: (83; 80).

CSQ, Client Satisfaction Questionnaire; CQ, Changes Questionnaire; GAF-F,

Global Assessment of Functioning; HAM-A6, Hamilton Anxiety 6-Item Scale;
HAM-D6, Hamilton Depression 6-ltem Scale; IPS-MA, Individual Placement and
Support modified for people with mood and anxiety disorders; MAS, Bech-
Rafaelsen Mania Scale; PSP, Personal and Social Performance Scale; SAU, services
as usual; SDS, Sheehan Disability Scale; WHO-5, The WHO-Five Well-being Index.

12 and 24 months after randomisation.'’ The patient-reported
outcomes were answered online.

The primary outcome was competitive employment or educa-
tion at 24 months, extracted from the DREAM database,'® a
register administered by the Danish Agency for Labour Market
and Recruitment.

Secondary outcomes were weeks of competitive employment
or education extracted from DREAM; level of symptoms and
functioning assessed at the interview by the Hamilton Depression

Scale (HAM-D6)," the Hamilton Anxiety Scale (HAM-A6)"
and the Global Assessment of Functioning (GAF-F)'; and
self-reported quality of life by the WHO-Five Well-being Index
(WHO-5),"” measured at 24 months.

Exploratory outcomes included all outcomes above measured
at 12 months, in addition to being ready to work, weeks of
competitive employment or education and time until returning
to employment or education. Level of symptoms of mania
(Bech-Rafaelsen Mania Scale'), level of function (Personal and
Social Performance,?® Sheehan Disability Scale*'), empowerment
(Empowerment Scale’?), readiness to seeking employment or
education (Changes Questionnaire®) and satisfaction with treat-
ment (Client Satisfaction Questionnaire**) measured at 12 and
24 months.

Blinding

It was not possible to blind participants, mentors, career coun-
sellors or care providers. Outcome assessors and research team
were blinded to allocation throughout the trial period, data
collection and statistical analysis. Self-reported online surveys
were answered using an identification number enabling the
research team to remain blinded. The randomisation code was
broken when all analyses were completed, and two conclusions
had been drawn.

Statistical methods

We hypothesised that 45% would return to work or education in
the IPS-MA group, compared with 30% in the control group.'
With a power of 0.80 and a type-I error probability of 5%, 162
participants would be required in each group (a total of 324).%
Power calculations for secondary outcomes have been reported
previously.'’

Logistic regression was used to analyse the primary
outcome. Only allocation status and stratification variables
(diagnosis and match group) were included in the model.

Continuous outcomes were analysed using analysis of cova-
riance?” adjusted for stratification variables. Skewed data were
transformed (log10), or the non-parametric Kruskal-Wallis test*®
was performed.

Time until returning to work or education is presented
descriptively by a Kaplan—Meier plot.*® Hazard ratios are calcu-
lated using Cox regression, unadjusted and adjusted for stratifi-
cation variables.

All analyses were conducted according to the intention-to-
treat (ITT) principles. According to the protocol,'* we would
use mixed model with repeated measurements to handle missing
data, but we chose to use multiple imputations, since we
believed that this would give us a better estimate of the missing
values.”® Predictions were based on variables with full informa-
tion indicative of missing values; 100 imputations were made.
If more than 50% was missing, we chose to report results based
on the actual data, but compared these with results based on
multiple imputations, both being prone to bias, results did not
differ. We had complete data on all register data.

We described'? that results of a 12-month follow-up would be
reported as secondary outcomes. In order to avoid multiplicity,
we changed results of the 12-month follow-up to exploratory.

26 27

Ethical considerations

On the basis of written and verbal information, all partici-
pants gave informed consent prior to inclusion. The trial was
approved by The Regional Ethics Committees of the Capital
Region (journal number: H-2-2011-FSP20), reported to the
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Table 2 Return to work or education after 12 and 24 months of 326 participants included in IPS-MA trial

n (%) OR (exp(B)) 95%Cl p Value OR (exp(B)) 95%Cl p Value
Return to work or education at 24 months
Randomised to
SAU 62 (37.8 %)
IPS-MA 72 (44.2 %) 1.34*% 0.86 10 2.10 0.20 1.321 0.85t0 2.05 0.22
Return to work or education at 12 months
Randomised to
SAU 46 (28.0 %)
IPS-MA 51 (32.5 %) 1.19* 0.7410 1.92 0.48 1.18% 0.73t0 1.90 0.50

*Adjusted for diagnosis and match group at baseline.
tUnadjusted OR.

IPS-MA, Individual Placement and Support modified for people with mood and anxiety disorders.

Danish Data Protection Agency (journal number: 2007-58-
0015, local journal number: RHP-2011-20). The trial was regis-
tered at www.clinicaltrials.gov (identifier: NCT01721824) after
recruitment had started, but before a 1-year follow-up.

RESULTS

Of 326 eligible participants, 162 were randomised to IPS-MA'
in addition to SAU, and 164 were randomised to SAU alone.
CONSORT flow chart and characteristics of participants are
presented in figure 1 and table 1, respectively. The two groups
were comparable at baseline.

Primary outcome

In the IPS-MA group, 44.4% (72/162) had returned to work or
education after 24 months compared with 37.8% (62/162) in the
SAU group (OR=1.34, 95%CI: 0.86 to 2.10, p=0.20) (table 2).

Secondary and exploratory outcomes

No statistically significant difference was found on any employ-
ment outcomes (tables 2 and 3), and there was no difference on
adjusted and unadjusted estimates. Participants regarded ready
for work after 1year was 72.8% (118/162) in IPS-MA versus
72.0% (118/164) in SAU (OR=1.06, 95%CI: 0.65 to 1.74,
p=0.82), and 80.9% (131/162) in the IPS-MA group versus
75.0% (123/164) in SAU after 24 months (OR=1.44, 95%Cl:
0.84 to 2.45, p=0.18).

At baseline, 43 participants were registered as either studying
or without benefits; 33 received educational grant (none was
actively studying); another 10 had been fired but were on payed
sick leave, supported by parents, lived from savings or did not
report their income support. Since they would be categorised
as employed or studying at baseline, we had to exclude the 43
participants from the analysis of time to return to employment
or education. Time until return to work was 71 (SE: 3.0) weeks
in the IPS-MA group and 70 (SE: 3.0) weeks in the SAU group
(HR=0.99, 95%CI: 0.73 to 1.35, p=0.96) (figure 2). We made
subgroup analyses on return to work and education, respectively;
no difference between groups was found (data not shown).

We found no difference in level of symptoms, functioning,
well-being or empowerment between groups after 12 or
24 months, as shown in table 3. However, the patient-reported
outcome scales were at baseline completed by only 81.9% of the
participants. At 24 months follow-up, approximately 40% had
completed the scales (figure 1).

Participants in the IPS-MA group reported to be more satis-
fied with the treatment at 12 and 24 months, and at 1-year
follow-up, participants in the IPS-MA group reported a lower
level of disability and more readiness to return to employment

or education compared with the SAU group, but the difference
was not present at 24 months follow-up (table 3).

During the follow-up period, no difference was seen between
groups according to severity of symptoms, number of inpatient
and outpatient admissions, lengths of admissions, emergency
visits or deaths.

Fidelity

Overall, fidelity results indicated that the method was well
implemented, with fidelity scores of 100, 102, 103 and 103,
respectively (maximum score is 105) and a general organi-
sational index score of 30 (maximum score is 30) at all four
measurements.’’ A reason not to reach maximum fidelity score
was that comments were made concerning the service of contact
to employers (the workplace intervention). All participants were
offered this service, but very few agreed to let their employer
know about their mental illness; consequently, the workplace
intervention was not practised sufficiently.

DISCUSSION

This is the first randomised trial investigating the effect of
IPS-MA on return to work or education for people with mood
or anxiety disorder. Against our primary hypothesis, we did not
find IPS-MA to be superior to SAU regarding return to work or
education.

As mentioned in the introduction, only three smaller
randomised trials investigating return-to-work interventions to
patients less severely ill than our target group had been carried
out when we planned the present trial.”” Four trials have
been published since then®=**: three of which found no effect
on return to work,**>? whereas one large trial (n=1193) by
Reme et al*® found an effect on work participation. This trial®’
compared usual care to integrated work-focused cognitive—
behavioural therapy (CBT) and individual job support based on
IPS for people with mood and anxiety disorders. In the trial by
Reme et al, participants had baseline levels of depression and
anxiety of approximately 8 (mild) and 11 (moderate), respec-
tively, as measured by the Hospital Anxiety and Depression
Questionnaire. In our trial, the participants had baseline mean
levels of depression and anxiety of approximately 10 (moderate)
and 8 (mild), measured by the HAM-D6 and HAM-A®6, respec-
tively (table 1). Altogether, the target groups in the two trials are
similar but not identical when it comes to illness severity. Rather
similar to our finding of a 6.6% points difference between
IPS-MA and SAU (44.4% vs 37.8%), Reme et al found a signif-
icant difference of 7% points (44.2% vs 37.290)% after lyear,
in favour of the intervention. However, p values are not able to
provide an answer to a ‘how much?’ estimation question.”® We
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Figure 2 Time until return to work or education for 283 participants included in the analysis, randomised to IPS-MA (n=136) or SAU (n =147). IPS-MA,
Individual Placement and Support modified for people with mood and anxiety disorders; SAU, services as usual.

may have been too optimistic when planning the present trial
as we based the number of participants needed to include on
a 15% points difference. Therefore, in contrast to Reme et al,
we do not have the power to state if the observed difference of
6.6% points is in fact a true difference, but it is most likely not
of any “clinical’ relevance in a socioeconomic perspective. The
number needed to treat (NNT) in the trial by Reme et al*® was
13, and a positive economic return of their intervention was not
found. The difference of 6.6% in our trial equals an NNT of 15
(1/0.066), but since the IPS-MA intervention is very intensive, an
ongoing health economic analysis will reveal whether this differ-
ence is in fact cost effective.

According to the sparse literature available when planning
this trial, return-to-work interventions were recommended to
have an outreach to the workplace and to be integrated with
mental health services.”” We based the IPS-MA method on
this literature and the principles of IPS,® but IPS-MA differs
in one important aspect: the integration of mental health and
employment services, hampered by the many different treat-
ment settings. Since Sherpa, who provided the IPS-MA method,
already cooperated with mental health services and job centres,
we chose to let Sherpa coordinate services; this deviation from
IPS may have impacted our results. In accordance with our trial,
the three recently published randomised trials**=** with similar
patient groups compared adjuvant occupational therapy,’'
collaborative care aimed at return to work®* or work-related
CBT?® with usual care and did not find enhanced clinical or
vocational care separately to be superior concerning return to
work.*® 32 They, too, did not integrate treatment with vocational
support.’®>? In contrast,” integrated mental healthcare and
individual job support based on IPS had sufficient power to find
an effect on work participation. Moreover, trials of IPS® and two
recent OECD reports®*** conclude that integration of vocational
rehabilitation and mental health services is highly recommended.
Hence, growing evidence support that integration of services is
vital; this may very well be a reason for not finding an effect in
our trial.

Furthermore, the IPS-MA method was well implemented, yet
remarks on the workplace intervention were made at all four

fidelity measures. One fidelity report stated that: ‘reaching
out to the workplace, Sherpa being ‘hotline’ for employer and
giving information to colleagues seem to have been deliberately
deprioritized’. Sherpa argue that they focus on the participant’s
‘healthy self’, and they do not wish to introduce the participant
as a new colleague in need of support. This may indicate that
disclosure has not been a priority in Sherpa, resulting in prac-
tically no participants in IPS-MA choosing to disclose, a fact
that may have hindered sufficient workplace support. The lack
of disclosure is surprising since a literature review® found rates
of disclosure between 35% and 87%, people with mood disor-
ders significantly less likely to disclose than people with severe
mental illness*® though, indicating that they could be more
vulnerable relative to disclosure and may have an increased
need for support in this matter. Disclosure is a process, and
feasible tools have been developed to assist people considering
disclosure in an employment setting.’” “To gain adjustments’ at
work is a common reason for disclosure of mental illness,*® and
once people realise that the workplace support is troubled by
their lack of disclosure, they may change their mind regarding
disclosure. In recent studies of IPS,* ** disclosure is regularly
discussed, pros and cons are evaluated (which have been found
to be strongly correlated with employment) and disclosure is
found to have an impact on how support can be delivered.*
Recent studies of people with mood and anxiety disorders
support the importance of the workplace intervention”*2*! and
thereby disclosure. A Cochrane review from 2014, investigating
interventions to improve return to work in depressed people,
concludes that a workplace-directed intervention including
support in modifying work tasks or working hours in addition
to treatment reduces sickness leave compared with treatment
alone. A recent Dutch trial,** comparing collaborative care with
usual care, reports a poorly applied workplace intervention as
one reason for not finding an effect on return to work. In our
trial, the lack of disclosure may have hampered the workplace
intervention since support could only be provided ‘behind the
scenes’, and it could be another reason why we did not find an
effect of the intervention.
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Notably, 23% of the participants in the IPS-MA group still had
symptoms of moderate to severe depression after 2years, and
19% had symptoms corresponding to moderate to severe anxiety.
This is in accordance with the course of mood and anxiety
disorders in a number of longitudinal studies,** ** reporting
approximately 20% of participants still having symptoms of
depression and only 59% of patients with anxiety** having
remitted 2years after inclusion, supporting that the courses of
illnesses are heterogeneous and that some might be long lasting
and hard to treat. Furthermore, the participants’ level of func-
tioning was surprisingly impaired; according to the GAF-F, 22%
in IPS-MA and 28% in SAU were seriously impaired even after
2 years. Impairments both due to symptoms and level of function
at follow-up bound to impact participants’ ability to work indi-
cate that neither treatment nor the workplace intervention may
have been adequate. This could also be an explanation of our
results; participants may have needed far more treatment in order
to be ready to return to work and more support in managing
employment and negotiating workplace accommodations.

In short, at least three possible explanations for not finding
an effect of IPS-MA emerge: lack of integration of IPS-MA with
mental health services; lack of disclosure, and thereby insuffi-
ciently applied workplace intervention; and lastly, the rather
large proportion of participants still challenged with symptoms
of depression and anxiety and low level of function after 2 years
indicate that they may have needed further treatment in order to
return to work.

Incentives, mostly economic, have been made in SAU to
promote a faster return to work, and focus on return to work
of our target group has increased during the trial period; one
could argue that SAU is ‘as good as it gets’? A systematic review>’
including 15 randomised clinical trials investigating IPS in
patients with severe mental illness found that §9% returned to
work following IPS; hence, 38% returning to work following
SAU in our trial cannot be satisfying in a group of patients
considered less severely ill. Furthermore, in our trial, 75% and
819% were regarded ready to work in the two groups, respec-
tively, after 2years, with only 38%-44% actually returning to
work, and neither IPS-MA nor SAU can be said to have the desir-
able effect. Thus, it is crucial to continue the search for better
interventions to support return to work.

This trial has several strengths: it has been designed in order to
minimise the risks of systematic errors and the risks of random
errors, by means of central randomisation stratified for prog-
nostic factors. Assessors and research team were blinded to allo-
cation, and data were analysed according to the ITT principle.
Furthermore, the use of the DREAM database gave us the unique
possibility of having complete data on all employment outcomes.

Some limitations have to be mentioned though. The follow-up
rate for patient-reported outcome scales answered online was
low. Thus, an algorithm to remind participants not completing
the questionnaires was lacking in our online contact. Conse-
quently, the trial may be underpowered for some outcomes,
which may therefore only be viewed as hypothesis generating.

The DREAM database has some limitations. First, only one
benefit can be recorded per week; consequently, some benefits
overwrite others, and some participants may have been misclas-
sified, but we have no reason to believe this to be different in
the two groups.'® Second, it is possible to receive state educa-
tion grant for a long time without being actively studying, and
participants who do not actively deactivate their grant will be
registered as studying; in IPS-MA, they were encouraged to deac-
tivate their grant, and we do not know if this was the case for
the control group. In order to elucidate possible misclassification

and to validate the database, we compared data from DREAM
with interview data collected at 2-year follow-up. In total, four
participants were registered as receiving state education grant
but reported to be sick-listed; two reported to be studying but
did not receive education grant according to DREAM. Overall,
a kappa coefficient=0.83 was found, indicating sufficient
correlation.

In conclusion, we failed to show superiority of the IPS-MA
method compared with SAU. However, our results, which are in
line with the robust, but non-socioeconomically relevant differ-
ence of 7% found by Reme et al, demonstrate a crucial need
for continued research in order to develop effective vocational
interventions for people with mood and anxiety, which are clin-
ically relevant from an individual as well as a socioeconomic
perspective.
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