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Abstract

Background: Employers express a need for support to facilitate the return to work (RTW) process of employees
with cancer. We have developed the MiLES intervention, an online toolbox targeting employers during the RTW of
employees with cancer. To evaluate the MiLES intervention, we propose the design of a pilot randomised
controlled trial (RCT). The aim of this pilot is to determine whether a future RCT to study the effectiveness of this
intervention on successful RTW of employees with cancer is feasible. Secondary aims are to obtain preliminary
results on the effectiveness of the intervention and to determine the sample size needed in a future definitive RCT.

Methods: A pilot RCT with a 6-month follow-up will be conducted. Using medical specialists at Dutch hospitals, we
aim to enrol 90 participants diagnosed with cancer (<2 years earlier) aged 18–63 years who are in paid employment
with an employer and who are currently sick-listed or partly sick-listed for <1 year. Participants randomised to the
intervention group will be asked to inform their employer about the online toolbox supporting employers during
the RTW process of employees with cancer. Participants in the control group will receive ‘care as usual’ from their
employer. All measures will be assessed at the level of the employee using questionnaires at baseline and after 3
and 6 months of follow-up. The feasibility of a future RCT will be determined using criteria concerning method-
related uncertainties and acceptability of the study protocol. The primary effect measure will be successful RTW
(that is, RTW perceived as being successful by the cancer survivor themselves). This effect measure will be used to
perform the sample size calculation for a future definitive RCT.

Discussion: The design is proposed to determine the feasibility to study the effectiveness of the MiLES intervention
targeting employers on the successful RTW of employees diagnosed with cancer. This pilot RCT can increase the
probability of a successful future definitive RCT on the effectiveness of the intervention and potentially obviate the
need to carry out an unfeasible and resource-intensive study.

(Continued on next page)

© The Author(s). 2020 Open Access This article is licensed under a Creative Commons Attribution 4.0 International License,
which permits use, sharing, adaptation, distribution and reproduction in any medium or format, as long as you give
appropriate credit to the original author(s) and the source, provide a link to the Creative Commons licence, and indicate if
changes were made. The images or other third party material in this article are included in the article's Creative Commons
licence, unless indicated otherwise in a credit line to the material. If material is not included in the article's Creative Commons
licence and your intended use is not permitted by statutory regulation or exceeds the permitted use, you will need to obtain
permission directly from the copyright holder. To view a copy of this licence, visit http://creativecommons.org/licenses/by/4.0/.
The Creative Commons Public Domain Dedication waiver (http://creativecommons.org/publicdomain/zero/1.0/) applies to the
data made available in this article, unless otherwise stated in a credit line to the data.

* Correspondence: m.a.greidanus@amsterdamumc.nl
1Amsterdam UMC, University of Amsterdam, Coronel Institute of
Occupational Health, Amsterdam Public Health research institute,
Meibergdreef 9, Amsterdam, The Netherlands
Full list of author information is available at the end of the article

Greidanus et al. Trials          (2020) 21:363 
https://doi.org/10.1186/s13063-020-04288-0

http://crossmark.crossref.org/dialog/?doi=10.1186/s13063-020-04288-0&domain=pdf
http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/
mailto:m.a.greidanus@amsterdamumc.nl


(Continued from previous page)

Trial registration: Dutch Trial Register (NTR): NL6758, NTR7627. Registered on 30 October 2018.

Keywords: Work, Cancer, Employee, Employer, Manager, Cancer survivors, Clinical trial protocol, Return to work,
Pilot randomised controlled trial protocol, Intervention

Background
Of the 14.1 million persons who are diagnosed with cancer
each year, approximately 50% are of working age [1, 2].
With improved survival rates taken into account, the conse-
quences of a diagnosis of cancer for a person’s work partici-
pation are becoming increasingly important [3]. A relatively
high percentage (8–40%) of employed cancer survivors are
not able to stay in or return to work (RTW) [4]. Personal,
health- and work-related factors may hamper the work par-
ticipation of cancer survivors [5–8]. Work-related factors
include, for example, the negative attitudes of employers
and co-workers, heavy job demands, stigma and discrimin-
ation [5, 7, 8]. Being unable to work is unfortunate for
cancer survivors as work provides social interaction and fi-
nancial security and is also associated with a higher quality
of life [9, 10]. In addition, at both the organisational and the
societal level, improving the work participation of cancer
survivors might reduce the economic burden of a cancer
diagnosis [11]. Increasing the work participation of cancer
survivors is therefore a relevant topic both for the individ-
ual and for organisations and society at large [9–11].
A number of work-related interventions have been

developed to facilitate the work participation of cancer
survivors—for example, occupational training, vocational
counselling, tailored work-related support from the
clinic, or work accommodations [12–15]. These inter-
ventions are mainly focussed on amending the cancer
survivor’s behaviour and drawing attention to work-
related matters in clinical care; however, the results so
far are at best inconclusive [12, 14]. Future work-related
interventions should therefore also include other stake-
holders in the RTW process [14, 16]. Employers are
repeatedly acknowledged as one of the main stake-
holders in the RTW process [17–21], but they find that
supporting the RTW of an employee with cancer is both
complex and demanding [22]. Many different aspects
potentially prevent employers from providing appropri-
ate support—for example, national and organisation
policies, employers’ lack of knowledge about cancer, and
the conflicting interests of the employee with cancer ver-
sus that of the organisation [16].
We used the intervention mapping approach to de-

velop the MiLES intervention, to support employers dur-
ing the RTW of employees with cancer ('MiLES is an
abbreviation for 'the Missing Link: optimising return to
work of Employees diagnosed with cancer, by Support-
ing employers') [23, 24]. This web-based intervention,

which is an ‘online toolbox’, aims to amend the behaviour
of the employer during the various RTW phases of an
employee with cancer: 1) the period between disclosure of
the employee’s illness to the employer and the first
treatment; 2) the period of sick leave during the em-
ployee’s treatment; 3) the period in which the concrete
planning and preparation of the employee’s RTW take
place; and 4) the period after RTW [24]. Since employees
with cancer may experience their work disability
differently, which may result in different support needs
from their employer, the online toolbox allows for tailoring
to this experience as three ‘types of experiences’ are
addressed: 1) an emotional employee with cancer, in which
intense emotions such as sadness and anger can alternate
quickly; 2) the employee with cancer who wants little atten-
tion for their health situation, and prefers to be involved in
work for as long as possible, and return to work as quickly
as possible; and 3) the employee with cancer who starts
looking differently at work and life, and gives other
priorities due to their illness [24, 25]. To the best of our
knowledge, this will be the first scientific study on an inter-
vention solely targeting employers during the RTW process
of an employee diagnosed with cancer [26].
The primary aim of the online toolbox is to promote

the successful RTW of employees diagnosed with cancer
[24]. As ‘just’ returning to work does not guarantee that
an employee is satisfied with their RTW [27, 28], a newly
developed questionnaire will be used to quantify the suc-
cessfulness of RTW: the Successful Return To
Work questionnaire for Cancer Survivors (I-RTW_CS).
This questionnaire incorporates elements that are per-
ceived to be most important for successful RTW accord-
ing to employees with cancer. Since the MiLES
intervention will intervene at the level of the employer
and the outcomes will be measured at the level of the
employee with cancer, an innovative study design is
needed. For example, due to the General Data Protection
Regulation, the exchange of health-related information
between employee and employer is not allowed, which
makes it difficult to develop a study design that is easily
accessible and compliant with those regulations.
Due to the innovative character of the online toolbox,

the outcome measure and the study design, a pilot study
prior to a randomised controlled trial (RCT) to study
the effectiveness of the online toolbox is highly recom-
mended [29, 30]. This will enable protocol and method-
related uncertainties about such an RCT to be studied,
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which in turn can increase the probability of a successful
RCT and potentially obviate the carrying out of an unfeas-
ible and resource-intensive study [30–32]. Other future
studies on RTW interventions involving an employee’s
employer might also benefit from this study design.
The objective of this paper is to describe the design of

a pilot RCT to evaluate the MiLES intervention targeting
employers during the RTW of employees with cancer.
The aim of this pilot is to determine whether an RCT to
study effectiveness of this intervention is feasible in
terms of recruitment, reach and acceptability of the
study protocol. Secondary objectives are to obtain pre-
liminary results on the effectiveness of the intervention
on successful RTW and to determine the sample size
needed in a future definitive RCT to study the effective-
ness of the intervention.

Methods
The study will be conducted as a non-blinded pilot RCT
with a follow-up of 6 months. A schedule of enrolment,

intervention and the timing of measurements is shown
in Fig. 1. The participant flowchart is shown in Fig. 2.
The study will include employees diagnosed with cancer
and will compare the MiLES intervention targeting the
employer of included employees with a waiting-list con-
trol group in which the employer will not receive the
intervention. The CONSORT 2010 statement for rando-
mised pilot trials and the SPIRIT checklist were used to
structure the design of this pilot-RCT [32–34]. The com-
pleted SPIRIT checklists can be found in Additional file 1.

Participants
We aim to include 90 individuals. This number is
thought to be sufficient to provide the appropriate infor-
mation required to determine the feasibility of the study
protocol and to calculate the targeted sample size for a
definitive RCT to study the effectiveness of the online
toolbox on successful RTW. Both are stated as main
considerations for determining the sample size of pilot
trials [29, 31]. The inclusion criteria will be:

Fig. 1 A schedule of enrolment, intervention and assessments
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� Of working age (between 18 and 63 years);
� Diagnosed with cancer <2 years earlier;
� In paid employment under a temporary (>6 months

remaining) or permanent contract on a part-time,
full-time or flexible basis;

� Currently sick-listed or partially sick-listed for
<1 year;

� Able to complete 3 questionnaires in the following 6
months, as assessed by their medical specialist on
the basis of their current health and expectations
about their health in the future;

� Able to understand, speak and read Dutch
sufficiently;

� Having already informed the employer about the
diagnosis of cancer. The aim of this criterion is to
avoid putting unintended pressure on the
participant to disclose the cancer diagnosis, as the
online toolbox provides the participant’s employer
with general information about how to support
employees with cancer.

No restrictions will be applied for any co-interventions
of the participant and/or the participant’s employer.
Participants will be recruited via medical specialists at

various hospitals in the Netherlands, starting in March
2019. Medical specialists will send an invitation letter,

Fig. 2 A participant flowchart of the pilot randomised controlled trial
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information sheet, approach form and return envelope
to potential eligible individuals, based on their age, diag-
nosis, time since diagnosis, their current health and
expectations about their health in the future (to prevent
patients being invited with the unethical request to
participate in a study primarily aimed at enhancing suc-
cessful RTW while their prognosis would most likely not
allow them to work in the future). These materials, and
all other materials that will be used in the study, are
written by a professional text writer in collaboration
with medical specialists and the authors, who have
comprehensive experience with text writing and ques-
tionnaire development for employees with cancer and
employers. All individuals will be asked to indicate on
the approach form whether they meet the inclusion cri-
teria and whether they are interested in participating in
the study and, if not, to indicate why they are not inter-
ested. Individuals will be asked to return this form to the
first researcher of the study (MAG). If an individual is
interested, they will be contacted by the research team
to explain the study, to check the individual’s eligibility
based on all the inclusion criteria and to give the indi-
vidual the opportunity to ask questions. If an individual
is eligible for the study and wants to participate, a digital
informed consent form will be sent to them. After sign-
ing the form, the participant will be assigned a unique
number in chronological order of inclusion, starting at
001, to guarantee the blindness of participant’s data.
After inclusion, participants will be asked to complete
the baseline questionnaire and will thereafter be rando-
mised to the intervention or the control group.

Randomisation
Participants will be randomised with variable block ran-
domisation to the control or the intervention group
using the electronic data capture system CASTOR [35].
The allocation of participants will be definitive, and the
researchers will not be able to influence the process. The
randomisation rate for the intervention and control
group will be set at 2:1 in order to have a larger sample
size in the intervention group and thus provide more
information about the criteria for the feasibility of the
study design. To prevent unequal distribution over the
groups, randomisation will be controlled for the partici-
pant’s RTW status, namely having performed work
activities in their own work or in replacement work dur-
ing the previous 4 weeks (yes versus no). This is import-
ant since it is not possible to evaluate the effect of the
intervention on successful RTW when RTW itself (being
a prerequisite for successful RTW) is already unequally
distributed over the two groups after randomisation.
Neither the participant nor the researchers will be
blinded for the randomisation. We thought it would be
unethical to not inform eligible employees with cancer

about the intervention before their decision to partici-
pate in the study.

The MiLES intervention targeting the participant’s employer
The MiLES intervention will consist of an online toolbox
targeting the participant’s employer [24]. ‘Employer’
refers to the person who is, as direct supervisor, human
resource manager or case manager, in direct contact
with the participant and thus the person who can pro-
vide RTW support. In the Netherlands, where this study
will take place, the employer is responsible—together
with the employee and an occupational physician in a
consultative role—for sickness absence guidance and
RTW guidance for a period of 2 years [36]. To improve
readability, ‘employer’ is used throughout this paper.
The online toolbox is an open-access website contain-

ing information, videos and conversation checklists to
support employers during the RTW process of an em-
ployee diagnosed with cancer. The content of the online
toolbox is tailored per RTW phase and per ‘type of
experience’ of the employee with cancer [24, 25]. The
online toolbox is accessible via a URL that will be ‘hid-
den’ throughout the study period (i.e. the URL will not
be traceable via Google or any other online search en-
gine). A comprehensive overview of the development,
aim and various components of the toolbox has been
published elsewhere [24]. In short, the toolbox has been
developed with input from various scientific sources and
stakeholders: interviews with 30 employers [22], a sys-
tematic review of international literature [16], a Delphi
study with 29 employees with cancer and 23 employers
[37], interviews with eight eHealth experts, focus groups
with seven employees with cancer and seven occupa-
tional physicians specialised in cancer, and walk-through
interviews with five employers.

Intervention group
Participants randomised to the intervention group will
be asked to inform their employer about the online tool-
box either by letter or by email. Participants who prefer
to inform their employer by email will receive a standard
email from the first researcher of the study. This email
will contain a secured PDF file with the following con-
tent: information about the participant’s involvement in
the study; the URL of the online toolbox; and a promo-
tional video (docu-fiction) to encourage the employer to
visit the online toolbox. The PDF will be secured with a
password because the PDF will refer to employees diag-
nosed with cancer. The password will be sent by partici-
pants to their employer via a text message. Participants
who prefer to inform their employer by letter will be
able to do so by post or personally. The standard letter
will contain the same information as the abovemen-
tioned email, supplemented with QR codes and URLs of
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the online toolbox and the promotional video. In all cases,
employers will be asked to watch the promotional video
and use the online toolbox throughout the RTW process
of their employee with cancer (i.e. the participant).

Control group
Participants randomised to the control group will not be
able to inform their employer about the online toolbox
until a period of 6 months has elapsed. Participants will
therefore receive ‘care as usual’ from their employer. The
trial and data collection will end at 6 months. Thereafter,
participants in the control group will be enabled to inform
their employer about the online toolbox. This will there-
fore not contaminate the comparison between the inter-
vention and control group. When a participant in the
control group wants to inform their employer after 6
months, they will be able to use the same materials as the
participants randomised to the intervention group.

Data collection
Study parameters will be assessed using questionnaires
completed either electronically (via the electronic data
capture system CASTOR [35]) or on paper. Question-
naires will be sent to participants at baseline (before ran-
domisation; T0) after 3 months of follow-up (T1) and
after 6 months of follow-up (T2). If a participant fails to
complete one of the questionnaires, they will be
reminded by email and telephone after 1 and 2 weeks,
respectively.

Participant characteristics
At T0, the questionnaire will include questions about
the participant’s characteristics and work (for example
age, gender, diagnosis, time since diagnosis, level of edu-
cation, treatment, treatment duration, work status, type
of contract, type of work, sector and size of the organisa-
tion in which the participant works), and a question to
determine the participant’s type of experience with can-
cer, based on Tiedtke and colleagues [25]. All question-
naires will also assess the participant’s involvement in
any co-intervention and the number of contact moments
with the employer since diagnosis (at T0) or in the pre-
vious 3 months (at T1 and T2) (open questions). Finally,
the RTW phase of participants will be asked in all ques-
tionnaires [24].

Feasibility of an RCT
To determine the feasibility of studying the effectiveness
of the online toolbox using an RCT, the following proto-
col and method-related measures will be tracked: reach
(number of individuals who received an invitation to
participate in the study), recruitment rate (percentage of
potential eligible individuals who are included) and re-
tention rate (percentage of participants not lost before

follow-up) [29, 38]. In addition, the appropriateness of the
inclusion criteria and procedures for randomisation and
informing the employer will be measured by recording the
number of individuals who were not interested in partici-
pating in the study or who dropped out during the differ-
ent phases of the study, and their reasons for non-
participation or dropping out. Finally, we will ask partici-
pants in the intervention group at 6 months of follow-up
whether they have actually informed their employer about
the online toolbox. As such, we will determine whether or
not participants are willing to inform their employer about
the online toolbox to determine the acceptability of the
study protocol [38]. Knowing whether or not participants
actually informed their employer about the online toolbox
is also important since a prerequisite for employers being
able to use the online toolbox is that they are informed by
the employee in the first place.

Effect evaluation
Measures for effect evaluation will be assessed at each
time point (i.e. T0, T1 and T2). The primary effect
measure will be the combined outcome measure ‘suc-
cessful RTW’. This effect measure is a combination of
two components:

1) RTW, about which all participants will be asked.
RTW is defined as ‘having performed work
activities in their own work or in adapted work
during the previous 4 weeks’. We will ask
participants the following: ‘Have you performed any
work activities in the past 4 weeks? This can be
either your own original work activities, or
adapted work activities replacing your original
work [yes/no].’

2) I-RTW_CS, which only those participants who
returned to work will be asked. This measure will
be a questionnaire on the successfulness and
importance of seven items that constitute successful
RTW. Each item’s success score (on a 6-point
rating scale) will be weighted by its perceived
importance (on a 5-point rating scale). For this, the
success score will be multiplied by the importance
score, resulting in the item’s weighted score. All
weighted scores will be summed and divided by the
sum of all items’ importance scores, resulting in the
I- RTW_CS score.

Secondary effect measures will be:

1) The Quality of Working Life
Questionnaire for Cancer Survivors (QWLQ-CS)
[39]. This questionnaire will only be completed
by participants who returned to work according
to the abovementioned definition of RTW, since
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the questionnaire is about the experiences and
perceptions of cancer survivors in the work
environment in the previous 4 weeks [39]. The
answer option ‘does not apply’ for
employer-related questions will be omitted for this
study since this option is intended for self-employed
cancer survivors, who will be excluded for
participation in the current study. The QWLQ-CS
has been tested among employees with cancer and
reveals good psychometric properties among
employed cancer survivors [40, 41].

2) Unwanted work changes since diagnosis (at T0) or
in the previous 3 months (at T1 and T2).

Statistical analysis
Data will be analysed using SPSS 24.0 (IBM, NY, USA).
All data will be analysed according to the intention-to-
treat principle. All participants' characteristics, feasibility
data, and primary and secondary effect measures for ef-
fect evaluation will be assessed and presented using de-
scriptive statistics. P values ≤0.05 will be considered
statistically significant.

Feasibility of RCT
There are no guidelines in the international literature for
assessing the feasibility of an RCT [38, 42]. The present
research team formulated the main uncertainties concern-
ing the feasibility of a definitive RCT to study the effect-
iveness of the online toolbox and specified criteria for
each of these uncertainties: ≥70% of the individuals who
gave permission for telephone contact are willing to
participate in the study (criteria appropriateness inclusion
criteria, criteria recruitment), ≤20% do not want to partici-
pate due to the randomisation procedure or are lost to
follow-up due to randomisation in the control group (cri-
teria appropriateness protocol), ≤20% of the participants
are not willing to inform their employer about the online
toolbox after randomisation into the intervention group
(criteria appropriateness protocol), ≤20% of the partici-
pants are lost to follow-up (criteria retention rate), and
the sample size number of 90 participants are included
within the recruitment period of 6 months, starting when
the first individual is invited by their treating physician
(criteria reach). An RCT to study the effectiveness of the
online toolbox will be considered feasible when all of the
criteria are met. If not, adjustments for the study protocol
will be formulated.

Effect evaluation
Equal distribution of the randomisation at baseline will
be examined for differences between the intervention
and the control group using Student’s t tests for con-
tinuous variables and Chi-square tests for categorical
variables. In the case of a statistically significant unequal

distribution, it will be determined whether this variable
is a prognostic factor for the primary effect measure.
This will be determined for both components of the
primary effect measure separately; for RTW on the
basis of two reviews [43, 44], and for I-RTW_CS on the
basis of a study that is currently being developed (see
below for how we will correct for unequal distribution).
The statistical power of this pilot study will only allow
for the correction of a maximum of one baseline char-
acteristic per component of the primary effect measure
[45]. In the case of no statistically significant unequal
distribution at baseline, the relative risk (RR) will be de-
termined for RTW at T1 and T2. A longitudinal multi-
level analysis will be performed with the group
classification as an independent variable and I-RTW_CS
scores at the different time points (T0, T1 and T2) as
dependent variables. It is hypothesised that: 1) participants
in the intervention group will return to work more often
than participants in the control group; and 2) that the de-
gree of successfulness of RTW (I-RTW_CS score) of the
subgroup of participants that did return to work will be
significantly higher in the intervention group than in the
control group.
In the case of a statistically significant unequal distri-

bution of a prognostic factor for RTW or I-RTW_CS,
this prognostic factor will be used as a covariate for the
analysis of that effect measure. A logistic regression
analysis will be used to examine the differences be-
tween the intervention and the control group with re-
gard to RTW. For the subgroup of participants that did
return to work, a longitudinal multilevel analysis will be
performed to examine the differences between both
groups in I-RTW_CS scores. The outcomes of both ad-
justed and unadjusted analyses will be presented.
For the secondary effect measures, a longitudinal

multilevel analysis will be performed with the group
classification as an independent variable and QWLQ-CS
at the different time points (T0, T1 and T2) as
dependent variables. The RR will be determined for un-
wanted work changes (i.e. at least one unwanted work
change) at T0, T1 and T2.

Sample size calculation for the RCT
For both components of the primary effect measure a
separate sample size calculation will be made using
nQuery Advisor® 7.0. The first sample size calculation
will be based on the RTW percentages of the interven-
tion and the control group. The second sample size will
be based on the average and variance of the intervention
and the control group concerning I-RTW_CS scores.
Here, RTW rates will also be taken into account since
the I-RTW_CS will only be measured in a subgroup of
participants who did return to work. For both sample
size calculations, the following additional data will be
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used: percentage of participants lost to follow-up in this
pilot study, 80% power, a P value of < 0.05, and a random-
isation ratio for intervention versus control group of 1:1.
Once the sample size for both components has been cal-
culated, the final sample size will be the highest of both.

Discussion
The primary aim of this pilot RCT is determine whether
an RCT to study effectiveness of the MiLES intervention
is feasible in terms of recruitment, reach and acceptabil-
ity of the study protocol. The design of this pilot RCT is
described in this paper, including criteria for feasibility.
We hypothesise that an RCT to study the effectiveness
of this intervention is feasible with the current design.
Secondary aims of the pilot are to obtain preliminary
results on the effectiveness of the intervention on suc-
cessful RTW and to determine the sample size needed
in a future definitive RCT to study the effectiveness of
the intervention. For this, we hypothesise that employees
in the intervention group will return to work more often
than employees in the control group, and that their
degree of successful RTW will be higher.

Methodological considerations
The main strength of the proposed design is its innova-
tiveness; it will enable the measuring of outcomes in a
population (i.e. employees diagnosed with cancer) that
differs from the population whose behaviour is intended
to be changed through the intervention (i.e. employers).
Privacy regulations concerning the exchange of health-
related information and ethical concerns will be fully
respected by not collecting data at the level of the
employer and by excluding employees who have not yet
informed their employer about their diagnosis of cancer.
Employees in the intervention group will be asked to in-
form their employer about the online toolbox. As such,
the effectiveness of the online toolbox, which aims to
amend the behaviour of the employer, will be measured
at the level of the employee.
A drawback of not collecting employer data in the

study is that we will lack exposure data of the online
toolbox and will not be able to compute ‘dose–response’
relationships. Alternative methods to determine expos-
ure data were deemed unsuitable or unreliable—that is,
web analytics services would require employers to log on
to the online toolbox, which may increase the threshold
for employers to use the online toolbox. Besides, asking
employees to estimate their employer’s use of the online
toolbox would be unethical and assumedly unreliable.
Instead, priority has been given to stimulate employers
to use the online toolbox by making procedures for
informing the employer about the online toolbox
approachable (materials are written by a professional
text writer, and the online toolbox is an open website

without the need to log in) and tempting (by sending a
short docu-fiction). Stimulating employers to use the online
toolbox is thought to be important since it turned out to be
challenging to involve employers in a previous RTW inter-
vention [46]. With the procedures proposed in the current
design, the involvement of employers is thought to be facili-
tated to optimise the exposure of the online toolbox to the
employer. However, next to this pilot RCT with employees
with cancer, a future study explicitly focusing on the em-
ployers’ use of and perspectives on the online toolbox is
recommended. In addition, given that cancer treatment
may last for months, which may lead to considerable and
lengthy fluctuations in successful RTW [14], we recom-
mend a future study on the effectiveness of the online tool-
box to adopt a follow-up period of at least 1 year.
Employees randomised to the control group will not in-

form their employer about the online toolbox and will
therefore receive care as usual from their employer. It
might be that care as usual is still fairly good care in the
current design, since study participation might lead to
changed behaviour towards their employer (for example,
asking more questions or demanding more support), and
since the Dutch Gatekeeper Improvement Act stimulates
active employer involvement regarding the RTW process
[47]. However, the Dutch legislation is very general and of
limited effect [47], which endorses the added value of the
online toolbox for the intervention group. Employers and
employees diagnosed with cancer have expressed specific
and strong need for more extensive guidance for em-
ployers [18, 22]. This is especially the case for relatively
small organisations, which tend to have less access to sup-
portive resources (e.g. occupational physicians and human
resource services) [37, 48, 49] and to current RTW pro-
grammes [49, 50], and struggle with their far-reaching fi-
nancial and other responsibilities under the Dutch legal
system [47]. Including employees and employers of small
organisations in interventions is therefore of great import-
ance [49, 50]; this is also the case for the current pilot RCT.
To assess the feasibility of a definitive RCT to study the

effectiveness of the online toolbox, the main uncertainties
for feasibility were discussed by the researchers and
formulated as criteria for feasibility. This procedure for
evaluating the feasibility of a definitive RCT is acknowl-
edged in international research [38, 42]. However, there is
serious inconsistency concerning the design, execution
and evaluation of pilot studies, which are even inter-
changeably termed as exploratory or feasibility trails [38].
More specific guidelines concerning the design, execution,
analysis and reporting of pilot studies are therefore
needed, and might be published shortly [51, 52].

Impact of results
This pilot RCT can increase the probability of a success-
ful future definitive RCT on the effectiveness of the
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intervention and potentially obviate the carrying out of
an unfeasible and resource-intensive study [30–32].
Other future RTW interventions might also benefit from
the outcomes of the proposed pilot RCT. First, several
method-related measures will provide insight into the
feasibility of studying the effect of RTW interventions
targeting employers on the work-related outcomes of
employees on sick leave. The present study will, for ex-
ample, provide knowledge on employees’ willingness to
inform their employer about a supportive intervention
aiming to amend the behaviour of the latter. Second, the
study will provide insight into the usability of the in-
novative combined outcome measure of successful
RTW. This is important, since the effectiveness of work-
related interventions is currently mostly evaluated on
the basis of time until full or part RTW [14, 53], even
though this measure does not necessarily correspond to
employees’ views of successful RTW [27]. It is argued
that work-related issues and evaluation should be
approached in a patient-centred manner, taking into
account individual work-related goals [28]. The effect
measure to be used in the present study includes several
items that constitute successful RTW, and weights the
items on the basis of their relative importance for the in-
dividual employee. Knowledge on the usability of and
insight into the psychometric properties of this patient-
centred weighted outcome measure of successful RTW
is an important step towards a more meaningful evalu-
ation of RTW interventions.

Trial status
The study was registered in the Dutch Trial Register on
30 November 2018 (NL6758, NTR7627) at www.www.
trialregister.nl/trial/6758. The current manuscript de-
scribes the same protocol as registered in the Dutch
Trial Register (version 1.0, 30 November 2018). Recruit-
ment of participants started in March 2019 and is ex-
pected to be completed in September 2019. The results
of the pilot RCT are expected in 2020.

Supplementary information
Supplementary information accompanies this paper at https://doi.org/10.
1186/s13063-020-04288-0.
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