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Objectives Both the presence of mental health problems and the absence of an employment contract have been
related to long-term sickness absence and unemployment, indicating a need for return-to-work (RTW) interven-
tions. Our aim was to study the effectiveness of a new participatory, supportive RTW program for workers without
an employment contract, sick-listed 2—14 weeks due to a common mental disorder, in comparison with usual care.

Methods A participatory approach, integrated care and direct placement in a competitive job were part of the new
program. The primary outcome measure was duration until first sustainable RTW in competitive employment. Cox
regression analysis was applied to study this outcome. Secondary outcome measures were average working hours,
duration until any type of employment, sickness benefit duration, and perceived health and functioning.

Results In total, 186 participants were included in the study and randomly allocated to an intervention group
(N=94), or control group (N=92). A hazard ratio (HR) of 1.15 (95% CI 0.61-2.16) for duration until first sustain-
able RTW indicated no significant effect of allocation to the new program, compared to usual care. Furthermore,
no significant differences were found in favor of the intervention group on any secondary outcome.
Conclusions Compared to usual care, the new program did not result in a significant shorter duration until first
sustainable RTW. However, due to low protocol adherence, it remains unclear what the results would have been
if the program had been executed according to protocol.

Key terms occupational healthcare; randomized controlled trial; RCT; RTW; sick leave; sickness absence;

temporary employment; temporary worker; unemployment; vulnerable worker.

Mental health problems are prevalent in the working-age
population of many developed countries (1). Important
consequences are high rates of sickness absence and
unemployment, resulting in enormous societal costs (1)
and individual suffering (2, 3). Common mental health
problems are mild-to-moderate depressive, anxiety,
and stress-related complaints, which have also been
described as common mental disorders (CMD) (1). The
large impact of CMD on society has led to a growing
attention in recent literature for the development and
evaluation of interventions that aim to promote return-
to-work (RTW) of workers on sick leave due to a CMD
(4-14). Many of these studies focused on sick-listed
employees, ie, workers with an employment contract.

Up to now, little attention has been paid to the devel-
opment and evaluation of RTW interventions for sick-
listed workers without an employment contract, such
as temporary agency workers, those with an expired
fixed-term contract, and unemployed workers (15). This
is an important concern as these workers seem to have a
more vulnerable position in the labor market. Compared
to sick-listed employees, they appear to be at risk of
longer disability episodes (16, 17). Moreover, in the last
decennia, flexible forms of employment — such as tem-
porary employment — have globally expanded (18, 19).

In the Netherlands, sick-listed workers without an
employment contract are entitled to sickness benefit
payment and occupational healthcare (OHC) by the
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Dutch Social Security Agency (SSA). Within this group,
mental health problems are the most common reason for
sick-listing (20, 21). Often these workers experience
several (psychosocial) RTW barriers and have a negative
perception of their health condition (22). In many cases,
the absence of a workplace to return to is the main RTW
obstacle (23).

A participatory, supportive RTW program was devel-
oped to promote RTW of workers who filed a sickness
benefit claim at the Dutch SSA due to a CMD. The pro-
gram was based on an existing participatory approach,
which had previously shown promising results among a
similar group of workers sick-listed due to musculoskel-
etal disorders (24). Direct placement in a competitive
job by a vocational rehabilitation agency was added to
the program to overcome the main RTW obstacle, ie, the
absence of a workplace. Moreover, through application
of an integrated care approach, collaboration between
OHC professionals of the Dutch SSA and (mental)
healthcare providers was stimulated within this new
program.

In this study, we present the effects of the participa-
tory, supportive RTW program. The main aim of this
study was to evaluate the program's effectiveness in
reducing the duration until first sustainable RTW in
competitive employment, compared to usual OHC by
the Dutch SSA. Secondary outcome measures were
average working hours, duration until RTW in any type
of employment, sickness benefit duration, and perceived
physical and mental health and functioning.

Methods

Study design and setting

The study design consisted of a randomized controlled
trial (RCT) with two arms — an intervention and control
group — and a follow-up period of 12 months. Entitled
the "Co-WORK study", this trial was conducted in col-
laboration with seven offices of the Dutch SSA, located
in three districts, and three vocational rehabilitation
agencies. The Medical Ethics Committee of the VU
University Medical Center approved the study design
and all participants signed informed consent. The trial
was registered at the Dutch Trial Register (Nederlands
Trial Register) (NTR3563).

Study population and recruitment

Sick-listed workers (18—64 years), who applied for a
sickness benefit at the Dutch SSA due to the (partial)
absence of an employment contract and belonged to one
of the participating SSA offices, received an invitational
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letter together with a short questionnaire 1-2 weeks after
being sick-listed. Because during recruitment it was no
longer possible to recruit on the basis of a registered
mental health complaint, every newly sick-listed worker
received an invitation and was asked to indicate whether
he/she was sick-listed due to mental health problems. Fur-
thermore, the short questionnaire consisted of a screener
for distress (25), questions about the intention to return
to work despite ongoing health complaints, and about the
date of sick-listing. The RTW intention was measured
on a 5-point Likert scale with responses: "certainly not",
"probably not", "maybe", "probably", and "certainly".
Sick-listed workers could only participate if they expe-
rienced an elevated level of distress and were sick-listed
for <14 weeks. Exclusion criteria included: (i) not being
able to complete questionnaires written in the Dutch
language; (ii) having a conflict with the SSA regarding
a sickness benefit claim or a long-term disability claim;
(iii) the presence of a legal conflict, eg, an ongoing injury
compensation claim; (iv) a sickness absence episode due
to a CMD within one month before the current sickness
benefit claim; (v) already having received usual OHC
since the start of the current sickness absence period;
(vi) pregnancy, up until three months after delivery; (vii)
no signed informed consent form; and (viii) probably/
certainly not having the intention to return to work despite
ongoing health complaints. This latter criterion was based
on findings of two earlier studies (12, 24), which showed
that sick-listed workers without this positive RTW inten-
tion require another type of intervention (12). Sick-listed
workers who were willing to participate and met the
criteria for eligibility, were contacted by the researcher
by telephone to screen for other in- and exclusion criteria.

After randomization, intervention group participants
could still be excluded from participation in the RTW
program in case their insurance physician assessed a
(medical) contraindication for participation. However,
these individuals remained in the intervention group,
based on the intention-to-treat principle.

Randomization and blinding

Randomization was performed at participant level.
To ensure an equal distribution, prestratification was
applied to different types of workers (before sick-listing)
— ie, unemployed, temporary agency, and fixed-term
contract worker — and the three participating SSA dis-
tricts. A block randomization table with a fixed block
size of four was generated for each stratum, based on
schemes with random permuted numbers. Randomiza-
tion was performed by a research assistant during an
intake meeting with the participant.

Blinding participants and professionals for the ran-
domization result was not possible due to the nature of
the intervention. To minimize bias caused by self-report,



we collected registered data from the SSA when pos-
sible. A research assistant entered all data into a database
using a unique research number for each participant to
guarantee blinded analyses by the researcher.

Interventions

Dutch SSA usual care. The Dutch SSA provides OHC in
a team of professionals, consisting of a RTW coordina-
tor, an insurance physician and a labor expert. The RTW
coordinator investigates why the sick-listed worker
thinks that he/she is unable to work. He/she monitors
the full vocational rehabilitation process and refers the
worker to the insurance physician or labor expert if nec-
essary. The insurance physician is encouraged to follow
the guidelines for OHC of the Dutch Society of Occupa-
tional Medicine. He/she advises the sick-listed worker
about recovery and RTW based on a medical problem
analysis. If necessary, he/she refers to further treatment
options to prevent work disability. The labor expert
provides vocational rehabilitation support and advises
the sick-listed worker about RTW options, using his/
her expertise of the labor market. He/she can decide to
refer the sick-listed worker for additional support, such
as assistance from a vocational rehabilitation agency.

The RTW program. Participants of both groups received
usual OHC from the SSA. However, participants in the
intervention group were referred to a more standardized
form of OHC that started early after sick-listing, ie, the
participatory supportive RTW program.

Within two weeks after allocation of the participant to
the program, the RTW coordinator conducts an analysis
followed by a medical problem analysis by the insurance
physician. Subsequently, the latter contacts the partici-
pant's healthcare provider(s) to agree on treatment and
RTW. The RTW coordinator encourages the participant
to play an active role in his/her own vocational rehabilita-
tion process and to list all RTW obstacles. This list is then
used as a starting point for a meeting between the worker
and the labor expert, in which all obstacles are jointly
prioritized. Also the RTW coordinator, with help from
the labor expert, makes a list of RTW obstacles facing
this particular worker. Subsequently, in the following two
weeks, the participant has another meeting with both the
RTW coordinator and the labor expert, during which they
jointly search for solutions to overcome the prioritized
obstacles and discuss suitable work. When consensus is
reached, solutions and suggestions to find suitable work
are summarized in a RTW action plan. During the mak-
ing of this action plan, the participant's responsibility in
implementing the action plan is emphasized. To facilitate
the job search, the participant is referred to a vocational
rehabilitation agency. Within another four weeks, this
agency offers the participant >2 competitive jobs with a
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minimum contract period of three months, matching with
the RTW action plan. The RTW coordinator monitors the
process and refers the participant to another vocational
rehabilitation agency for additional support if necessary.

More information about the study design and setting,
procedures used for recruitment, randomization and
blinding, the sample size calculation, and the participa-
tory, supportive RTW program can be found in the study
protocol (26).

Assessment of protocol adherence and contamination

We used findings of our previous process evaluation to
assess the number of intervention group participants that
participated in each step of the program. These findings
have been described in more detail elsewhere (27). For
all participants, we assessed both registered informa-
tion about consultations with SSA professionals and
self-reported information about additional vocational
rehabilitation support or medical cointerventions.

Outcome measures and data collection

Data regarding paid employment, sickness absence, and
type of worker were collected from the SSA database.
Additional data on RTW and sickness absence were
assessed every three months using questionnaires. Other
outcomes were measured every six months. Possible
confounders were measured at baseline, after informed
consent was signed and prior to randomization.

Primary outcome measure

The primary outcome was the duration in calendar days
from the day of enrollment in the study until first paid
employment in a regular work-setting for >28 consecu-
tive calendar days. It was possible that the participant
was still partially at work at the time of enrollment in
the study. In that case, the participant was considered to
have reached the outcome if he/she had returned to work
for the hours for which he/she had been sick-listed. Our
RTW assessment was not restricted to full work resump-
tion. The first and third authors assessed this outcome
while the second author checked this interpretation on
inconsistencies in ten random cases.

Secondary outcome measures

To assess the average working hours per week, we
divided the total working hours by the total number of
weeks in competitive employment during follow-up.

To measure the duration until first employment in
any type of work, both RTW in paid and unpaid labor
were included, regardless of the duration of the work
resumption.
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In line with Vermeulen et al (24), the sickness benefit
period was defined as the duration between the day of
enrollment in the study until ending of this benefit for
>28 days.

The Four-Dimensional Symptom Questionnaire
(4DSQ) (28) and the Dutch translation of the 36-item
Short Form Health Survey (SF-36) (29) were used to
assess perceived mental and physical health and func-
tioning. The 4DSQ consists of four scales measuring
perceived symptoms of distress, anxiety, depression and
somatization (28). The SF-36 consists of eight scales:
physical functioning, role limitations due to physical
health, bodily pain, general health, vitality, social func-
tioning, role limitations due to emotional problems,
and mental health. These scales were used to construct
two summary component scores (physical and mental)
for our population relative to standard scores, with a
standard mean of 50 (29, 30).

Possible confounders

Earlier studies found associations between RTW or sick-
ness absence duration of sick-listed workers with mental
health problems and their age (16, 31, 32), type of worker
(16, 32), RTW expectations (31), and RTW intention (12,
24). Therefore, information was gathered about these pos-
sible confounders. We also assessed other demographic
characteristics, ie, gender and education. To assess type of
worker, we examined type of worker before sick-listing,
the presence of an employment contract at baseline, the
work schedule in the participant’s last job, the average
number of working hours a week, and the years worked
in this kind of employment.

The participant’s expectations of being able to fully
return to work in the next six months were assessed on a
5-point Likert response scale and dichotomized into "very
sure/sure" or "not sure nor unsure/unsure/very unsure".

RTW intention and underlying behavioral determi-
nants, ie, Attitude, experienced Social influence and
self-Efficacy regarding RTW (ASE), were assessed with
a questionnaire developed earlier by Van Oostrom et al
(12, 33). The same item used earlier in the screening
questionnaire was used again to assess the RTW intention
despite ongoing health complaints. In addition, the rela-
tion between health complaints and work resumption was
assessed with the fear avoidance beliefs subscale of the
Dutch Work Reintegration Questionnaire (WRQ) (34, 35).

Statistical analyses

When multiple-scale questionnaires were used, first sum
scores were computed for each scale. In case of missing
items, the average score of the items in the same scale
were imputed for the missing items, but only in cases
where at least half of the items in this scale were valid.
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Descriptive statistics were used to compare baseline
characteristics of the intervention and control groups.
T-tests for continues variables and Pearson Chi-Square
tests for categorical variables were performed to assess
the statistical significance of possible differences
between groups.

Techniques originating from survival analysis were
used to analyze the effects of allocation to the interven-
tion or control group on duration until first sustainable
RTW in a competitive job, duration until RTW in any
type of work, and the sickness benefit duration. Kaplan
Meier curves were plotted to describe the duration until
these outcomes in both groups. When no median dura-
tion could be assessed because <50% of the participants
eventually reached the outcome, we instead assessed the
duration until the outcome was reached by >25% of the
participants. Subsequently, Cox regression analysis was
used to estimate the hazard ratio’s (HR) for these out-
comes and corresponding 95% confidence intervals (CI).
In case the proportion between the Kaplan Meier curves
seemed to change over time, we investigated whether the
HR were significantly different for different time periods
by adding an interaction term between group and a time
dependent covariate to the model.

Linear regression analyses were applied to investi-
gate differences between the two groups in the average
working hours per week.

Linear mixed models were used to investigate the lon-
gitudinal effect on perceived mental and physical health
and functioning. The models were adjusted for differences
in outcomes at baseline. To adjust for the dependency of
multiple measurements in time within the same partici-
pant, a random intercept was included. We also accounted
for possible clustering at the level of participating SSA
offices. Random coefficients were added to the model at
this level in case the difference between the results of the
-2 log (restricted) likelihood tests of the new and previous
model differed at least 3.84 points, after adding a random
intercept, and 5.99 points, after adding a random slope.

All analyses were adjusted block-wise for possible
confounding factors. The analyses were applied accord-
ing to the intention-to-treat principle. In addition, per-
protocol analyses were performed. For all analyses a
P-value of <0.05 (two-tailed) was considered statisti-
cally significant. The analyses were performed in SPSS
22 (IBM, Armonk, NY, USA).

Results

Participant flow

The flow of sick-listed workers in the Co-WORK study
is illustrated in figure 1. Between March 2013 and Sep-



tember 2014, 9822 sick-listed workers were approached
for participation in the study. In total, 186 participants
were included in the study and randomly allocated to an
intervention (N=94) or control (N=92) group.

Loss to follow-up

Data about paid employment, sickness absence, type of
worker, and SSA consultations could be collected from
the SSA database for all participants (100%). Availabil-
ity of self-reported data within each group is illustrated
in figure 1.

Baseline characteristics

Table 1 presents the baseline characteristics of partici-
pants in both groups. There were mainly small, non-sig-
nificant differences between the groups, except for the
expectation regarding RTW within six months (P<0.01).

Occupational healthcare

Figure 1 illustrates the OHC during follow-up in both
groups. Only 36 intervention group participants (38%)
continued with the program after the medical problem
analysis. These participants are referred to as the "per-
protocol group". In case of a medical contraindication
(N=26), the participant continued in usual OHC instead.
Participants whose sickness benefit had already ended
or was likely to end early after randomization because
recovery of workability was established (N=20), were
by law (soon) no longer entitled to OHC by the SSA,
and as such could no longer participate in the program.

Figure 1 shows how many of the per-protocol partic-
ipants (N=36) participated in each step of the program.
The figure also shows the number of participants in the
intervention and control groups that had >1 consulta-
tions with an SSA professional as well as information
about referral to a vocational rehabilitation agency and
medical cointerventions.

Primary outcome measure

In the intervention and control groups, 25 (27%) and 24
(26%) participants, respectively, returned to work sus-
tainably during follow-up. After 327 days in the inter-
vention group and 302 days in the control group, >25%
of the participants had returned to work sustainably.
The range between the minimum and maximum dura-
tion until this outcome in the intervention and control
group was respectively 23-336 days and 8-321 days.
Figure 2 illustrates the unadjusted Kaplan Meier curves
for time until first sustainable RTW in the two groups.
Table 2 presents the crude and adjusted HR. In none of
the models a significant effect of allocation to the inter-
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vention compared to the control group was found. Also
the per-protocol analysis showed no significant effect.

Secondary outcome measures

Working hours per week. Participants in the intervention
and control groups who were employed during follow-
up worked on average respectively 26.3 [standard devia-
tion (SD) 12.6] and 25.6 (SD 14.1) hours per week,
which did not differ significantly (adjusted B -0.62, 95%
CI-10.83-9.59, P=0.90). Also the per-protocol analysis
revealed no significant differences between groups.

RTW in any type of employment. In total, 37 interven-
tion group participants (39%) and 40 control group
participants (43%) returned to work in paid or unpaid
labor. After 181 and 167 days, >25% of the participants
in the intervention and control groups, respectively, had
reached this outcome. The range in duration until this
outcome was 14-342 days in the intervention group
and 8-348 days in the control group. Both the crude
and adjusted HR are presented in table 2. Significant
effect of allocation to the intervention compared to the
control group was found neither in these models nor the
per-protocol analysis.

Sickness benefit period. The sickness benefit ended for
45 (48%) and 47 (51%) participants in the intervention
and control groups, respectively. After 89 days, the sick-
ness benefit had ended for >25% of the participants in
both groups, with a range of 8-336 days in the interven-
tion group and 14-329 days in the control group. The
HR for the intervention compared to control group were
found to differ significantly (P<0.05) before and after
240 days. Table 2 presents the crude and adjusted HR
for both periods and shows no significant differences
between groups. Results of the per-protocol analysis
differed slightly. This analysis revealed a significant
delayed ending of the sickness benefit in the first 240
days for the per-protocol group in comparison with the
control group (adjusted HR 0.30, 95% CI 0.12-0.75,
P=0.01), followed by a non-significant trend towards an
earlier ending of the sickness benefit in this first group
after 240 days (adjusted HR 2.79, 95% CI 0.95-8.15,
P=0.06).

Health related outcomes. Table 3 summarizes the results
of the (adjusted) mixed-model analyses. We found no
significant differences in health outcomes between the
two groups. The per-protocol analyses also revealed
no significant differences between the per-protocol and
control group.

Scand J Work Environ Health, vol 42, no 6 473



RTW program for workers without a contract, sick-listed for mental disorders

Approached for

participation in the study

(n=9822)

1
.......................................................... p Non-response screening
1 questionnaire (n=8058) !
A 4 L 1
Assessed for eligibility PTTTTTTTTTo T mommemmmmmem ey
(n=1764) ! No inclusion in study (n=1578):
- Not willing to participate (n=941)
.......................................................... p! - Excluded based on in- and
\ | exclusion criteria (n=596)

Signed informed
consent and completed
baseline measurement

(n=186)

RANDOMIZATION

ﬁ

A

A

- Unable to contact (n=18)
- Other (n=23)

CONTROL GROUP

Allocated to usual OHC (n=92):

INTERVENTION GROUP

Allocated to Participatory supportive
RTW program & usual OHC (n=94):

No continuation in program (n=58):
- Ending of sickness benefit claim (in
near future) (n=20)

- Medical contra-indication/ absence of

workability (n=26)

‘Per-protocol’ group (n= 36)

- Other reason (n=12)

Insurance physician contacted caregiver
(n=19)

Inventory obstacles for RTW
labor expert and sick-listed worker (n=31)

Inventory obstacles for RTW
labor expert and RTW coordinator (n=27)

Brainstorm session for making RTW action
plan (n=33)

Referral to vocational rehabilitation agency
(n=33)

Job placement (n=9)
Placement in a suitable paid job (n=2)

|

'

OHC consults:

- RTW coordinator
(n=47)

- Insurance physician
(n=79)

- Labor expert

(n=31)

Vocational rehabilitation
(n=18)

Treatment (co-intervention):
(n=78)

Follow-up
self-report:
- 3 months
(n=77)

- 6 months
(n=76)

- 9 months
(n=68)

- 12 months
(n=62)

474

OHC consults:
- RTW coordinator
(n=71)

(n=81)
- Labor expert
(n=46)
(n=44)

(n=81)

- Insurance physician

Vocational rehabilitation

Treatment (co-intervention):

Follow-up
self-report:
- 3 months
(n=78)

- 6 months
(n=69)

- 9 months
(n=69)

- 12 months
(n=62)

study.

Scand J Work Environ Health, vol 42, no 6

Figure 1. Flow diagram of
participants in the Co-WORK
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Table 1. Baseline characteristics. [ASE=attitude experienced social influence and self-efficacy regarding return to work (RTW); SF-36=36-
item short form health survey; SD=standard deviation; 4DSQ=4-dimensional symptom questionnaire.]

Variable Intervention group (N=94) Control group (N=92)
N % Mean SD N % Mean SD
Gender (female) 45 48 47 51
Age (years) 457 10.6 46.3 10.0
Education (low) 2 26 28 23 25
Type of worker
Type of worker before reporting sick
Unemployed 88 94 85 92
Temporary agency 4 4 2 2
Fixed-term contract 2 2 5 5
Employment contract at baseline (yes) 11 12 14 15
Work schedule in last job, day work 72 77 75 82
Working hours per week in last job © 32.6 11.6 31.4 10.8
Years worked in last job ¢ 10.0 10.0 8.7 9.6
Expectation regarding ability for full RTW in 6 months, (very) certain 4 4 16 17
ASE questionnaire ¢
Intention to RTW (yes) 78 83 81 88
Attitude (6-30 score) 15.7 5.2 14.9 42
Normative beliefs (4-20 score) 12.0 341 12.6 2.6
Social modeling (2-10 score) 48 1.9 4.8 1.5
Self-efficacy (2-10 score) 6.3 1.8 6.2 1.6
Fear avoidance beliefs (4—40 score) ¢ 29.0 6.9 28.5 7.0
4DSQf
Distress (0-32 score) 25.8 51 26.3 54
Depression (0-12 score) 6.7 3.7 6.8 3.9
Anxiety (0-24 score) 10.7 6.1 9.8 6.7
Somatization (0-32 score) 14.9 59 15.5 7.2
SF-36 9 (component summary score)
Physical 46.4 95 47.7 9.3
Mental 21.0 8.5 22.1 9.1

2 Low educational level included no education, primary school or lower vocational education.

b N (total) is 183 due to missing cases.
¢ N (total) is 185 due to one missing case.

4 A lower score on these scales corresponds with a more positive attitude regarding RTW (attitude), the belief that other people think work resumption is
important (normative beliefs), finding it more important what other people think (social modelling) and a stronger feeling of self-efficacy regarding RTW

(self-efficacy).

¢ A higher score on this scale, indicates a stronger belief that health complaints could interfere with RTW.

A lower score on these scales, corresponds to fewer complaints.

9 A score on these scales > standard mean of 50 corresponds to better perceived health or functioning.
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Figure 2. Kaplan Meier curves for duration until first sustainable RTW.

Discussion

Main findings

The present study showed no significant superior or
adverse effect of allocation to the participatory, sup-
portive RTW program on the duration until first sus-
tainable RTW in comparison with usual OHC by the
Dutch SSA. Furthermore, no significant differences
were found in favor of the intervention group on any
secondary outcome.

Interpretation of findings

The absence of an intervention effect on the duration
until sustainable RTW could be explained by imple-
mentation failure. A very low number of intervention
group participants actually participated in the RTW
program (N=36), and even in this per-protocol group,
protocol adherence was only low to moderate (27).
We tried to enhance protocol adherence by a detailed
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Table 2. Results of the Cox regression analyses. Reference group is the control group in all models. [95% CI=95% confidence interval;
RTW=return to work.]

HR? 95%Cl P-value HR® 95%Cl P-value HR®¢ 95%Cl P-value HRY 95%Cl P-value
Time to first sustainable RTW 1.02 058178 095 1.00 057-1.75 099 098 055-1.77 096 1.15 0.61-2.16 0.67
in competitive employment
Time to first RTW in any type 0.88 056-137 056 087 056-1.36 054 092 057-1.47 072 099 058167 0.96
of employment
Sickness benefit duration (days)

<240 075 047-119 022 076 047-1.21 024 075 046-122 025 074 045-123 0.24
>240 219 0.84-5.70 0.1 211 0.81-551 013 216 0.82-570 0.12 227 0.85-6.07 0.10
2Crude HR.

® Adjusted for baseline differences in demographic characteristics.
¢ Adjusted for baseline differences in demographic characteristics + type of worker.
4 Adjusted for baseline differences in demographic characteristics + type of worker + RTW expectation + ASE + intention to RTW + fear avoidance beliefs.

Table 3. Results of the mixed model analyses. [95% Cl=95% confidence interval; 4DSQ=4-dimensional symptom questionnaire;
SD=standard deviation; SF-36=36-item short form health survey.]

Outcomes Average intervention effect during follow-up
6 months 12 months
Mean SD Mean SD B¢ 95% Cl P B 95% Cl P Be 95% Cl P Bd 95% Cl P

4DSQ ¢

Distress (0-32 score)

Intervention 19.1 84 175 101 -0.27 -2.54-2.01 0.82 -0.13 -2.37-2.10 0.91 0.20 -2.11-2.50 0.87 -0.10 -2.52-2.32 0.94
Control 201 8.7 179 10.0

Depression (0-12 score)

Intervention 45 41 37 43 -010 -1.02-0.82 0.84 0.04 -0.95-0.86 0.92 -0.01 -0.94-092 098 0.0 -0.98-0.98 1.0
Control 45 40 46 42

Anxiety (0-24 score)

Intervention 6.7 58 6.1 6.3 -0.88 -2.27-0.51 0.21 -0.83 -2.23-0.57 0.24 -0.92 -2.36-0.53 0.21 -1.05 -2.58-0.49 0.18
Control 78 68 69 74

Somatization (0-32 score)

Intervention 125 72 121 7.6 028 -137-1.93 0.74 035 -1.30-2.0 0.68 0.59 -1.11-2.29 049 -0.09 -1.86-1.69 0.92
Control 128 72 114 8.0

SF-36

Physical component

Intervention 47.810.1 461 104 -019 -2.39-2.01 0.87 -045 -2.55-1.65 0.67 -0.47 -2.61-1.68 0.67 -0.69 -2.96-1.58 0.55
Control 47.7 9.0 48.3 10.6

Mental component

Intervention 315116 355 128 131 -1.93-454 043 1.12 -2.08-432 049 089 -2.35-413 059 159 -1.83-5.01 0.36
Control 315123 32.8 13.6

2 Adjusted for baseline differences in outcome.
® Adjusted for baseline differences in outcome + demographic characteristics.
¢ Adjusted for baseline differences in outcome + demographic characteristics + type of worker.

4 Adjusted for baseline differences in outcome + demographic characteristics + type of worker + RTW expectation + ASE + intention to RTW + fear avoid-
ance beliefs.

¢ Improvement in mental disorder symptoms corresponds to a lower score.
fImprovement in functioning or health status corresponds to a higher score

protocol description and organizing follow-up training counseling by contracted vocational rehabilitation agen-
sessions for participating professionals. Still, the main cies. Their explanations for this low protocol adherence
stakeholders in our study experienced several barriers to were similar to the barriers mentioned by the stakehold-

the program's successful execution (36). ers in our study, namely, organizational constraints and
Some aspects of this implementation failure also limited availability of suitable workplaces (36, 37).
played a role in the evaluation of other RTW programs, Furthermore, in a recent study about an integrated work-

which reveals that improving OHC in daily practice is place intervention for Dutch workers with rheumatoid
difficult. For example, a recent Dutch study by Audhoe arthritis, Van Vilsteren et al (38) found that it was diffi-
et al (37) evaluating a new RTW program aimed at a cult to implement an integrated care approach. This is in
comparable population, ie, non-permanent workers with line with an earlier Dutch study by Anema et al (39) that
psychological problems, also revealed low protocol revealed limited collaboration between OHC profession-
adherence by Dutch SSA professionals and unsuccessful als and other healthcare providers in the Netherlands.
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An important consequence of the implementation
failure in our study was less continuity in OHC than
was prescribed in the protocol. Because continuity in
OHC is considered important in enhancing RTW (40,
41), this may have influenced the effectiveness of the
new program. This means that it remains unclear what
the results would have been if the program had been
executed according to protocol.

Nevertheless, comparing the effectiveness of a par-
ticipatory RTW program across studies reveals more
promising results for sick-listed workers with physical
complaints compared to those with mental health prob-
lems. To illustrate, in Canada and the Netherlands, ben-
eficial effects of a participatory RTW program on work-
related outcomes were found for sick-listed employees
with low back pain (42—44) and on the duration until
sustainable RTW of workers without an employment
contract and sick-listed due to musculoskeletal disorders
(24). Whereas, in line with our findings, no superior
(overall) intervention effect on the duration until sustain-
able RTW was found for Dutch sick-listed employees
with a CMD (12), and an adverse effect of a very similar
program was found for Danish sickness absence benefi-
ciaries with mental health problems (7). Furthermore,
although we selected participants with positive RTW
intentions and our analyses were adjusted for possible
changes in this intention, findings were inconsistent
with the beneficial intervention effect found for a similar
subgroup of employees sick-listed due to a CMD with
such positive intention at baseline (12). This suggests
a discrepancy in findings for sick-listed workers with a
CMD who still have an employment contract and those
who no longer have an employment contract.

Although implementation failure will have played a
role in the discrepancy in findings between our and the
aforementioned studies, this discrepancy may also sug-
gest that our RTW program has not properly addressed
specific challenges in improving RTW of workers with-
out an employment contract, sick-listed due to a CMD.
One important challenge may be doubts about the sick-
listed worker’s readiness to return to work. Our evalua-
tion of the program's execution in practice revealed not
only that the participating professionals questioned the
sick-listed workers’” RTW readiness but also the sick-
listed workers themselves were sometimes insecure
about their capabilities (36). This feeling of insecurity
may reflect an anticipated stigma or fear-avoidance
beliefs, both of which have been considered important
risk factors for not returning to work (45, 46). Another
challenge was the absence of a workplace to return to.
The lack of a clear RTW perspective complicated trans-
lating experienced mental health problems into concrete
obstacles for RTW and finding practical solutions to
overcome these obstacles (36). Furthermore, many of
the participants in our study were already unemployed

Lammerts et al

before reporting sick, which may have increased their
distance from the labor market.

The presence of an adverse intervention effect on
the sickness benefit duration, found in the per-protocol
group of our present study, was also visible in Vermeu-
len et al's study (24), albeit not significant. In two ways,
this finding can be related to SSA termination of OHC,
once the sickness benefit ends. Firstly, intervention
group participants, whose sickness benefit was likely
to end soon after randomization according to the insur-
ance physician, were excluded from participation in the
new program as they were soon no longer entitled to
OHC. As a consequence, the per-protocol group mainly
consisted of participants whose sickness benefit was
unlikely to end soon. Secondly, once participation in
the program had started, the insurance physicians pos-
sibly first wanted to await the effectiveness of the new
program before they terminated the sickness benefit.

Strengths and limitations of this study

A strength of this study is the assessment of both first
sustainable RTW in paid employment and first RTW
in any type of employment, which makes it possible
to compare our results with results of multiple studies
on RTW interventions. Moreover, our primary outcome
may be considered robust because it only includes
sustainable RTW (12, 24). Finally, the assessment of
these outcomes with the use of both registered SSA and
self-reported data, minimizes possible bias caused by
self-report. A first limitation of this study is that, because
of its pragmatic design, generalizing our results to other
settings could be difficult. A second limitation is that
we may have insufficiently addressed barriers for a suc-
cessful execution of the participatory, supportive RTW
program before the trial began. More comprehensive
intervention mapping or a pilot study prior to the trial
could possibly have helped to overcome some of these
barriers. A third limitation of this study is the absence
of blinding of both participants and professionals for the
randomization result. A last limitation is that invitations
for participation in the study were sent to a very large
number of sick-listed workers (N=9822) to be able to
include the necessary number of participants in this
study as it was not possible to recruit participants solely
based on a registered mental health problem (27).

Implications for practice and research

Based on the results of this study, we cannot recommend
to implement the RTW program in the Dutch social
security sector in its current form. Firstly, it will be
necessary to overcome several barriers for a successful
implementation. Secondly, it may be necessary to tailor
the program to the specific needs and context of workers
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without an employment contract and sick-listed due to
CMD. Lessons may be learned from successful RTW
interventions aimed at people with more severe mental
illness, such as supported employment. Part of this
approach are regular meetings between all stakeholders,
including employment specialists and healthcare provid-
ers (1). This approach is a good example of how to apply
an integrated care approach so that treatment and voca-
tional needs can be addressed simultaneously. Another
characteristic of supported employment is ongoing
support for both the worker and his/her employer during
placement in work (1). Similar support may also stimu-
late early and sustainable RTW of sick-listed workers
with a CMD and may be an incentive for employers to
hire these workers. This may help to overcome barriers
resulting from a limited availability of suitable jobs.
Placement in a suitable job could further be stimulated
by offering subsidized workplaces, as Vermeulen et al
suggested earlier (24). Future research is needed to care-
fully consider these suggestions for developing a more
suitable RTW intervention.

Concluding remarks

Compared to usual OHC, a participatory, supportive
RTW program did not result in a significant shorter
duration until sustainable RTW of workers without an
employment contract and sick-listed due to a CMD.
Nevertheless, due to implementation failure, it remains
unclear what the results would have been if the program
had been executed according to protocol. For future
evaluation of a RTW program for this type of worker,
it will be important to identify and overcome barriers
for a successful implementation in an early phase. Fur-
ther research may also be needed to consider how the
vocational needs of these vulnerable workers could be
better addressed.
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