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PEER REVIEW HISTORY 

BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   
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VERSION 1 – REVIEW 

 

REVIEWER Wan Mohd Azam Wan Mohd Yunus 
Department of Psychology, Faculty of Social Sciences and 
Humanities, Universiti Teknologi Malaysia 

REVIEW RETURNED 10-Jul-2019 

 

GENERAL COMMENTS This manuscript describes a protocol for a pragmatic randomized 
controlled trial that investigates the effectiveness of an internet 
CBT intervention for young employees. In general, it is well-written 
and comprehensive protocol that fulfills the criteria for publication. 
However, I have several comments and suggestions for the 
manuscript: 
 
Page 9, line 29 Inclusion criteria – the second inclusion criteria is 
being 18 – 34 years old at the time of recruitment and the topic is 
‘young employees’. Kindly provide the rationale of focusing on this 
age group. Ideally, please also cite relevant reference on the 
definition of ‘young’ here in terms of age range 
 
Page 9, line 33 Inclusion criteria – the fourth inclusion criteria is 

-21. Please state which version of the BDI that will 
be used, and whether a different validated version/norms is used 
and referred to. Please also clarify the rationale of 
cutoff score. 
 
Page 11, line 56 Outcomes & Table 1 Outcome measurement, 
time of measurement column – “the data allow for a longer follow-
up to be conducted at a later stage, as register data will be 
updated annually” – while this appear to be beneficial from a 
research point of view, there are possible ethical implications on 
the study participants in terms of the use of data beyond the study 
timeline. Please clarify how this risk is mitigated. 
 
Page 13, line 38 Treatment – it appears that the study participants 
can access the intervention ‘anytime and from anywhere’. Please 
clarify how to monitor the adherence of participants on all 7 
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session. Is it possible to retrieve data regarding the completion 
rates of the intervention? Are participants allowed to access the 
intervention during working hours? Are line managers informed 
about this and are permission gained from them? 
 
Page 14, line 35 Treatment – it would be great if a brief description 
about what each of the session entails is provided. As a 
suggestion this could be done in a table format. 
 
Page 15, line 17 Engagement and usage measures – please 
describe the type of descriptive data that are available and will be 
collected, in relation to the iCBT program and contact with 
therapist/support 
 
Page 16, line 19 Statistical analyses – the TIDieR is a checklist for 
intervention description which is more suitable to be cited in the 
‘Intervention’ section 
 
Page 19, line 10 Strengths and limitations – this section can be 
summarized and integrated with the earlier strengths and 
limitations section. Therefore it may not be required at the end of 
the manuscript 
 
Page 20, line 20 Conclusion – conclusion section needs to be 
excluded in view of this is a study protocol (referring to the 
instructions for reviewers of study protocol). 

 

REVIEWER Iris Arends 
University Medical Center Groningen / University of Groningen, 
the Netherlands 

REVIEW RETURNED 17-Jul-2019 

 

GENERAL COMMENTS The manuscript describes a protocol for a large-scale, pragmatic 
RCT evaluating the effect of internet-delivered cognitive behaviour 
therapy (iCBT) on sickness absence among employees aged 18-
35 of the City of Helsinki who register for a consultation with an 
occupational health nurse and score >9 points on the Beck 
Depression Inventory. 
Overall, the protocol reads well and gives a good impression of the 
study’s design and procedures. There are several points, though, 
that could be further clarified as described below. 
1. I am currently missing an explanation of the theoretical/empirical 
foundations for assessing the effectiveness of an iCBT intervention 
on sickness absence given that iCBT seems to be specifically 
focused on and developed for relieving depressive symptoms and 
has no link to work or sickness absence issues. Previous studies 
have shown weak evidence of psychological interventions, 
including CBT, affecting sickness absence (e.g. Nigatu et al. 2016 
in Pyschological Medicine, Vol 46, pp 3263-74). In case the 
expectation is that improved symptoms may lead to reduced 
sickness absence, there are studies showing that symptom 
improvement and sickness absence do not necessarily go hand-in-
hand (Hees et al. 203 in Journal of Affective Disorders, Vol 148, pp 
272-7 and Arends et al. 2019 in the same journal, volume 257, p 
p263-70). Could the authors add information why they expect the 
intervention will have an impact on sickness absence? 
2. The authors plan to include participants with ≥9 score on the 
Beck Depression Inventory. This implies they could include people 
with very mild to very severe symptoms of depression. Relating 
back to my previous comment on theoretical/empirical foundations; 
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could the authors explain why they expect iCBT will be effective in 
reducing sickness absence in people with very mild as well as very 
severe depressive symptoms? 
3. I have some questions related to the outcomes: 
a. The authors describe that their primary outcome is sickness 
absence days in current or new spells of sickness absence during 
the study period. Could the authors clarify if this means the 
outcome could already have taken place before the intervention 
has started? If so, could the authors explain how this may 
influence their results, as the intervention may last for 7 weeks 
(during which people may already experience sickness absence) 
and I wonder whether it can be expected that the intervention will 
immediately affect those already on sickness absence. 
b. The primary outcome will look at all-cause sickness absence; 
why did the authors not choose to focus on mental health-related 
sickness absence (which is a secondary outcome)? Why do the 
authors expect that iCBT will affect sickness absence for any kind 
of reason (e.g. the flu, a broken limb, etc.)? 
c. In the description of the secondary outcomes, it is not clear 
whether the authors are interested in the incidence/prevalence of 
sickness absence, number of sickness absence events or the 
duration. Later, in describing the statistical analyses, it seems the 
authors are keeping all these options open. I would recommend 
clarifying this already when describing the outcomes. Furthermore, 
could the authors explain why they expect that iCBT will have an 
effect specifically on sickness absence related to musculoskeletal 
disorders? 
4. The authors clearly describe the pragmatic setting in which the 
RCT will take place and both the benefits and limitations. There 
are a few issues that could still be further clarified: 
a. Who will make decisions on what type of CAU participants in the 
intervention group and control group will receive? Will the nurse 
who is responsible for including participants in the trial also talk 
with participants about treatment? Could this nurse also 
recommend iCBT to the control participants? Or could (s)he start 
providing treatment him-/herself during this first meeting? And 
could CAU also imply no treatment at all for participants in the 
control group? 
b. As participants in both the intervention and control group may 
take up various forms of treatment, will the authors be able to 
collect (register) data on other treatments provided? If not, this 
would be an important study limitation to mention. 
5. The authors mention that iCBT has not been evaluated before. 
Does this also refer to effectiveness in reducing depressive 
symptoms? If so, shouldn’t this be considered as a limitation? 
6. Finally, I have some minor comments related to smaller, textual 
clarifications: 
a. Page 3, line 18: The authors write that this study is quasi-
experimental. Why do they use this term given they are planning to 
perform a proper RCT? 
b. Page 6, line 8: The authors’ write depression is the leading 
cause of disability worldwide, while, following the reference they 
use, it would be more accurate to state it is the leading cause 
together with low back pain, or the 2nd leading cause after low 
back pain. 
c. Page 6, line 15-20: The authors mention depression as the 
leading cause of disability benefits in Western Europe, but the 
provided references do not specifically show this (reference 5 does 
not provide data on causes of work disability and reference 6 only 
refers to Finland). Potentially, the authors may think of referencing 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2019-032119 on 5 N

ovem
ber 2019. D

ow
nloaded from

 

http://bmjopen.bmj.com/


4 
 

to reports from the Organisation for Economic Cooperation and 
Development (OECD) on Mental Health and Work, which have 
shown that work disability due to mental disorders has been rising 
and specifically so among young adults across OECD countries. 
However, I do not know of studies/data specifically showing that 
this is primarily due to depression in Western Europe. 
d. Page 6, line 27-31: The authors go into the issue of 
undertreatment of mental health problems, but reference 8 to 10 
do not seem to address undertreatment. Also here, the OECD 
reports on Mental Health and Work may be useful as these have 
data showing undertreatment. 
e. Page 7, line 20: What do the authors mean with ‘worker-
directed’ treatments? Do they imply interventions specifically 
developed for workers/employees? 
f. Page 7, line 43: Here, the authors first mention the word 
‘pragmatic’ trial and they may consider providing a short 
explanation of what is meant with this. 
g. Page 8, line 23-25: The authors write that the study will be 
conducted within ‘Occupational Health Helsinki’. I would 
recommend explaining here to what ‘Occupational Health Helsinki’ 
refers. 
h. Page 8, line 43-46: What do the authors mean by saying that 
the study is separate from the health care provider? 
i. Page 9, line 38: The authors report several types of co-morbidity 
as exclusion criteria, I assume because they want to exclude 
people with more severe mental health problems. As such, I was 
wondering whether people with co-morbid personality disorders 
will be included? 
j. Page 9, line 47-51: The information on the pragmatic trial and 
the potential use of CAU by intervention group participants may fit 
better under the section describing the intervention. 
k. Page 10, line 3: “the” is missing before “nurse”. 
l. Page 10, line 19: It seems as if informed consent needs to be 
signed directly upon first hearing about the study during the 
meeting with the nurse. Did I understand correctly potential 
participants have to decide immediately on participation? 
m. Page 11, line 5/6: Do the authors imply an expected difference 
in sickness absence of 8 days between the control and 
intervention group? Also, the authors continue with mentioning a 
relative risk of 1.45. Could they explain a relative risk of what? And 
by providing a difference in days as well as a relative risk, it 
becomes unclear if the power calculation is based on the outcome 
of sickness absence days or sickness absence incidence. It would 
be helpful to further clarify this. 
n. Page 13, line 38-40: Does the clinical psychologist know about 
the study and which of his/her patients are included in the 
intervention group? 
o. Page 15, line 3: What does the “depression school” stand for? Is 
it a specific group treatment programme in Finland? 
p. Page 15, line 8: I think the authors here refer to results from a 
different iCBT programme not related to their intervention. If so, I 
would recommend to specifically state this. 
q. Page 18, line 30: I would recommend adding that effectiveness 
on sickness absence is being investigated. 
r. Page 19, line 15: The authors refer to an assessment by a 
nurse; what assessment do they specifically refer to here? 
s. Page 19, line 49: The authors write that their results may only 
apply to less severe cases; do they imply less severe cases of 
mental health problems in general or less severe cases of 
depression specifically, because as I understood from the 
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inclusion criteria people with quite severe depressive symptoms 
could also be included. 

 

 

 

VERSION 1 – AUTHOR RESPONSE 

 

Reviewer: 1 

 

This manuscript describes a protocol for a pragmatic randomized controlled trial that investigates the 

effectiveness of an internet CBT intervention for young employees. In general, it is well-written and 

comprehensive protocol that fulfills the criteria for publication. 

 

Response 1: Thank you for this positive feedback. 

 

However, I have several comments and suggestions for the manuscript: 

 

Page 9, line 29 Inclusion criteria – the second inclusion criteria is being 18 – 34 years old at the time 

of recruitment and the topic is ‘young employees’. Kindly provide the rationale of focusing on this age 

group. Ideally, please also cite relevant reference on the definition of ‘young’ here in terms of age 

range 

 

Response 2: As we stated in the Introduction, for mood disorders the median age of onset is 30 

years. We have now provided further rationale for using this age bracket: 

 

“In the present study, the focus is on young employees. The occurrence of mental ill-health and the 

patterns of sickness absence are different in different age groups. The transitions to independence 

are increasingly protracted especially in terms of permanent employment, which typically requires 

post-secondary educational qualifications. The European Commission’s Eurostat defines young 

employees as those aged 15 to 34.[43].” (Page 10). 

 

The relevant reference (Eurostat) has been added also to page 8. 

 

The lower age limit was set to 18 as with the City of Helsinki there are no employees younger than 18 

years of age employed on over 6 months contract (one of the inclusion criteria). 

Similar age categorisations have been used in other recent studies when investigating mental health 

of young employees, e.g., Torvik et al. BMC Public Health 2016 defined young employees as 19- to 

36-year-olds, and Lee et al. (Journal of Youth and Adolescence 2019, Volume 48, Issue 1, pp 30–42) 

as 21- to 33-year-olds. 

 

Page 9, line 33 Inclusion criteria – the fourth inclusion criteria is score ≥ 9 on BDI-21. Please state 

which version of the BDI that will be used, and whether a different validated version/norms is used 

and referred to. Please also clarify the rationale of using ≥ 9 as the cutoff score. 

 

Response 3: Our BDI versionis BDI-IA, which has been widely used in Finnish epidemiological 

studies and clinical work. In comparison studies, it has been reported to give approximately two point 

lower total scores than its successor, the BDI-II (Beck et al. J Pers Assessment 1996;67(3):588-97). 

 

We think the combination of subjective psychological disability and somewhat elevated BDI score is 

the most reasonable set of inclusion criteria for studying the effectiveness of internet-delivered CBT 

(iCBT). We have now clarified the rationale of using the selected cut-off score on page 11 as follows: 

 

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2019-032119 on 5 N

ovem
ber 2019. D

ow
nloaded from

 

http://bmjopen.bmj.com/


6 
 

“The BDI cut-off score was set relatively low in order to ensure sensitivity to work related stress and 

burnout that have been shown to precede more severe depressive states in employee 

populations.[51] Moreover, in comparison studies, BDI-IA has shown lower total scores than the BDI-

II.[52]” 

 

Page 11, line 56 Outcomes & Table 1 Outcome measurement, time of measurement column – “the 

data allow for a longer follow-up to be conducted at a later stage, as register data will be updated 

annually” – while this appear to be beneficial from a research point of view, there are possible ethical 

implications on the study participants in terms of the use of data beyond the study timeline. Please 

clarify how this risk is mitigated. 

 

Response 4: Participants will be made aware of the possibility of a longer follow-up. We have now 

clarified this issue as follows: 

 

“In the participant information sheet it has been stated that register data will be collected from 2019 to 

2024, so the participants have consented to a possibility of a longer follow-up.” (Pages 13-14) 

 

Page 13, line 38 Treatment – it appears that the study participants can access the intervention 

‘anytime and from anywhere’. Please clarify how to monitor the adherence of participants on all 7 

session. Is it possible to retrieve data regarding the completion rates of the intervention? Are 

participants allowed to access the intervention during working hours? Are line managers informed 

about this and are permission gained from them? 

 

Response 5: We have now clarified these points as follows: 

 

“Adherence is monitored through full completion or by session or page completed. For example, 

patients who do not complete all seven sessions can still make substantial improvement by 

completing some of the sessions.” (Page 15) 

 

“The intervention can be accessed anytime and from everywhere except during working hours.” (Page 

15) 

Page 14, line 35 Treatment – it would be great if a brief description about what each of the session 

entails is provided. As a suggestion this could be done in a table format. 

 

Response 6: The developer and the copyright holder of the treatment program, the Helsinki University 

Hospital (HUS), has a policy of not publicly releasing the exact contents of the sessions. We are 

therefore unfortunately unable to provide the exact description of the sessions. However, we have 

added more details about the program to the text and now describe the treatment as follows: 

 

“The Mental Hub can be used on a laptop, PC, tablet or smartphone and can be accessed in Finnish, 

Swedish and English. Mental Hub for Depression is a seven-module (therapy session) online CBT-

based intervention using media-rich interactive content. The patient will access the platform using 

online banking details or a mobile ID (these are the typical means of accessing most public as well as 

many private online services in Finland). The sessions represent best practice principles used in CBT 

programs for depression including behavioural activation, cognitive restructuring, problem solving, 

setting goals and challenging inner beliefs. The program consists of similar treatment structures and 

methods as conventional standardised CBT programs, which are commonly divided into steps or 

therapy sessions. Each module follows a structured format that can incorporate introductory quizzes, 

videos, informational textual content, interactive activities, as well as exercises in written and 

behavioural format, such as thought and behavior recording, and summaries. Participants are 

expected to do their homework tasks prior to completing the next session. In addition, accounts from 

three fictional peer support persons, who are using iCBT and gaining mastery over their symptoms, 
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are incorporated into the presentation of the material. Automatic messages of positive affirmation are 

sent to participants when they complete sessions and to remind them to complete further tasks as 

well as inform them about new resources. The web therapist will give written feedback about progress 

and exercises during the treatment and is available to answer patients’ questions. Patients can 

contact their web psychotherapist via the portal any time and the therapist will answer within seven 

working days. Strict confidentiality rules apply; a therapist has a duty to notify the patient’s health care 

provider only if their patient displays suicidal ideation or tendencies. The tasks and instruments that 

are completed during treatment will be saved in the portal and patients can also make notes and save 

them within the system. 

 

The typical length of the treatment is 7 weeks, with one session completed per week. The expected 

time to complete each session is 60 minutes. After three months of completion, there is a follow-up 

booster session.“ (Pages 16-17) 

 

Page 15, line 17 Engagement and usage measures – please describe the type of descriptive data that 

are available and will be collected, in relation to the iCBT program and contact with therapist/support 

 

Response 7: 

 

“Every patient login, completed page and filled assignment or measurement is time-logged, as are all 

on-platform messages between the patient and the therapist. Engagement can be described e.g., as 

the completion time, sessions/week, the number of messages sent to therapist, and the number of 

total actions performed during the course of the treatment.” (Pages 17-18) 

 

Page 16, line 19 Statistical analyses – the TIDieR is a checklist for intervention description which is 

more suitable to be cited in the ‘Intervention’ section 

 

Response 8: Thank you for pointing this out. We have moved this checklist to the Intervention section 

(page 10), as suggested. 

 

Page 19, line 10 Strengths and limitations – this section can be summarized and integrated with the 

earlier strengths and limitations section. Therefore it may not be required at the end of the manuscript 

 

Response 9: The earlier section the Reviewer refers to is probably the bullet points required by the 

journal. We feel that it would be good to include strengths and limitations also in the body of the 

manuscript, so we have kept this section in the text (in Discussion). 

 

Page 20, line 20 Conclusion – conclusion section needs to be excluded in view of this is a study 

protocol (referring to the instructions for reviewers of study protocol). 

 

Response 10: Thank you for pointing this out, we have removed the Conclusion section from the 

protocol. 

 

Reviewer: 2 

 

The manuscript describes a protocol for a large-scale, pragmatic RCT evaluating the effect of 

internet-delivered cognitive behaviour therapy (iCBT) on sickness absence among employees aged 

18-35 of the City of Helsinki who register for a consultation with an occupational health nurse and 

score >9 points on the Beck Depression Inventory. 

Overall, the protocol reads well and gives a good impression of the study’s design and procedures. 

 

Response 11: Thank you, we appreciate these positive comments. 
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There are several points, though, that could be further clarified as described below. 

1. I am currently missing an explanation of the theoretical/empirical foundations for assessing the 

effectiveness of an iCBT intervention on sickness absence given that iCBT seems to be specifically 

focused on and developed for relieving depressive symptoms and has no link to work or sickness 

absence issues. Previous studies have shown weak evidence of psychological interventions, 

including CBT, affecting sickness absence (e.g. Nigatu et al. 2016 in Pyschological Medicine, Vol 46, 

pp 3263-74). In case the expectation is that improved symptoms may lead to reduced sickness 

absence, there are studies showing that symptom improvement and sickness absence do not 

necessarily go hand-in-hand (Hees et al. 2013 in Journal of Affective Disorders, Vol 148, pp 272-7 

and Arends et al. 2019 in the same journal, volume 257, p p263-70). Could the authors add 

information why they expect the intervention will have an impact on sickness absence? 

 

Response 12: Thank you for this important comment. As described in the Introduction, the evidence 

of iCBT reducing sickness absence is currently mixed and scarce. A study including five RCTs from 

Australia showed that iCBT was associated with reduced sickness absence among adults with 

depression or generalised anxiety disorder (Mackenzie et al. 2014). In contrast, two recent studies 

indicated that there were no significant differences in sickness absence between those adults with 

depressive symptoms who were treated with iCBT and those receiving CAU in a primary care setting 

(Eriksson et al. 2017; Kaldo et al. 2017). A study that looked at this issue in an occupational setting 

also did not find an association (Geraedts et al. 2014). However, in all those studies sickness 

absence was self-reported, and studies on the effects of iCBT on recorded sickness absence are 

lacking. 

 

The systematic review of Nigatu et al. 2016 examines return to work (RTW) interventions for workers 

with common mental disorder so their focus was different from our study; it included only employees 

who were already on sick leave. In a similar way, in Arendt et al. 2019, the focus was on RTW among 

those already on sick leave. 

 

Hees et al. 2013 study which included employees who had had long-term sick leave for major 

depressive disorder (MDD) showed that within-subject changes in the severity of depressive 

symptoms were significantly related to within-subject changes in all work outcomes, including 

sickness absence. In their conclusion Hees et al. 2013 state that “Future studies should examine to 

what extent these findings generalize to less severe populations and those with short-term sickness 

absence”. The present study population consists of employees with longer-term employment in the 

public sector, and mostly mildly elevated depressive symptoms. 

 

A previous study in MDD patients who had not yet been absent from work (Adler et al. 2006 Am J 

Psychiatry) showed that a reduction in depressive symptoms was associated with improvements in 

job performance. 

 

We have modified the Introduction and now write as follows: 

 

“A possible pathway between reduction in depressive symptoms and decreased sickness absence is 

that timely access to adequate treatment can cut waiting times spent on sick leave.[29] Even though 

sickness absence is determined by also many other factors than symptom severity, such as poor 

general health and work stressors,[30] in previous studies within-subject changes in the severity of 

depressive symptoms have been associated with within-subject improvement in sickness 

absenteeism.[31]” (Page 7) 

 

In addition, we have added the following text to Limitations: 
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“Sixth, simultaneously addressing work environment factors would be important when aiming to 

reduce sickness absence. Unfortunately, in the present study we cannot implement workplace 

interventions such as work modifications. However, for all participants, that is, for both those in the 

intervention group and those receiving CAU, addressing work environment such as recommending 

and implementing work modifications can be done, should the employers and OHS so decide. We 

can expect that due to randomisation these interventions do not differ between the intervention and 

the control group. In the present study we are able to test what is the contribution of iCBT to reduction 

of sickness absence.” (Page 23) 

 

 

2. The authors plan to include participants with ≥9 score on the Beck Depression Inventory. This 

implies they could include people with very mild to very severe symptoms of depression. Relating 

back to my previous comment on theoretical/empirical foundations; could the authors explain why 

they expect iCBT will be effective in reducing sickness absence in people with very mild as well as 

very severe depressive symptoms? 

 

Response 13: The present study population consists of employees with longer-term employment in 

the public sector and it can be assumed that they in most cases they have mildly elevated depressive 

symptoms. Nevertheless, iCBT has been shown to be effective both for those with severe depressive 

symptoms and for those with mild and moderate depression. We have added the following text to 

page 7: 

 

“Internet-delivered interventions have generally been shown to be effective in improving 

depression,[12,17,20–23] both for those with severe depressive symptoms,[24] and for those with 

mild and moderate depression;[25,26] as well as in increasing employee psychological well-

being.[14]” 

 

3. I have some questions related to the outcomes: 

a. The authors describe that their primary outcome is sickness absence days in current or new spells 

of sickness absence during the study period. Could the authors clarify if this means the outcome 

could already have taken place before the intervention has started? If so, could the authors explain 

how this may influence their results, as the intervention may last for 7 weeks (during which people 

may already experience sickness absence) and I wonder whether it can be expected that the 

intervention will immediately affect those already on sickness absence. 

 

Response 14: Our outcome is the cumulative length of sickness absence from the day following the 

randomisation (the date on the signed consent form). Our sickness absence follow-up is long, six 

months, and we will have an option for even extending the follow-up. We will therefore be able to pick 

up longer-term effects. We have added this point to study strengths, page 22. 

 

In addition, since the outcomes may differ for those who are on sick leave during the intervention to 

those who have no sickness absence at time of intervention, the following text has been added to the 

Analysis section: 

 

“Stratified analyses can additionally be run separately for those with and without sickness absence 

spells during the intervention.” (Page 18) 

 

b. The primary outcome will look at all-cause sickness absence; why did the authors not choose to 

focus on mental health-related sickness absence (which is a secondary outcome)? Why do the 

authors expect that iCBT will affect sickness absence for any kind of reason (e.g. the flu, a broken 

limb, etc.)? 
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Response 15: This is an important comment. We have now addressed it on pages 8-9 as follows: 

 

“We will focus primarily on all-cause sickness absence but will additionally investigate sickness 

absence separately for mental disorders and musculoskeletal disorders as they commonly co-occur, 

and their co-morbidity is associated with a higher risk of work disability.[44,45] By focusing on all-

cause sickness absence we can demonstrate the overall change in sickness absence. If sickness 

absence days decrease due to mental disorders, it is important to confirm the change also in the total 

absence days. 

 

Moreover, all-cause sickness absence was selected as primary outcome because we have no 

diagnostic data on short sickness absence spells. Short sickness absence spells constitute a large 

bulk of total sickness absence; by excluding these we would have excluded a large number of 

absence days. An earlier study in the present study setting showed that the risk for long sickness 

absence for mental disorders increased with an increasing number of short sickness absence spells 

and days.[46]” 

 

See also our Response 17. 

 

c. In the description of the secondary outcomes, it is not clear whether the authors are interested in 

the incidence/prevalence of sickness absence, number of sickness absence events or the duration. 

Later, in describing the statistical analyses, it seems the authors are keeping all these options open. I 

would recommend clarifying this already when describing the outcomes. 

 

Response 16: This is a good point. We are interested in all these, but the main secondary outcomes 

are the cumulative length of sickness absence days and defined daily doses (DDDs) of psychotropic 

medication; the rest of the outcomes will be only used in additional analyses. We have now clarified 

this in the Outcomes section as follows: 

 

“The secondary outcomes are: 1) the cumulative length of long-term sickness absence both for 

depressive and anxiety disorders (F30-F48 diagnoses) from the SII’s register (over 11 calendar days); 

2) the cumulative length of long-term sickness absence for any musculoskeletal disorder (M00-M99) 

from the SII’s register (over 11 calendar days); 3) the cumulative length of short sickness absence 

from employer’s records (up to 11 days); and 4) defined daily doses (DDDs) of prescribed anxiolytics, 

hypnotics and sedatives, and antidepressant medication purchases (Anatomical Therapeutic 

Chemical (ATC) classification codes: N05B, N05C, N06A with DDDs) from the SII register.” (Page 14) 

 

In Statistical analysis section we have now specified this issue as follows: 

 

“In subsidiary analyses, outcomes with a dichotomous measure, i.e. measurements of incidence or 

recurrence of sickness absence or psychotropic medication purchases, can additionally be assessed 

with the most applicable advanced statistical methods such as Cox regression models, where the 

survival time is defined as the distance between the study entry date and the date of outcome 

occurrence or the end of the follow-up.” (Page 18) 

 

Furthermore, could the authors explain why they expect that iCBT will have an effect specifically on 

sickness absence related to musculoskeletal disorders? 

 

Response 17: Thank you for this important remark. We wanted to include musculoskeletal disorders 

since it is well established that musculoskeletal disorders and depressive symptoms commonly co-

occur, and their co-morbidity is associated with a higher risk of work disability. In the present study 

our aim is to get a comprehensive picture of whether iCBT can decrease overall work disability by 

reducing sickness absence. If we focussed only on sickness absence for mental disorders, we could 
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potentially lose important information, as there are patients whose sickness absence diagnosis is 

musculoskeletal disorders even though they have co-occurring depressive symptoms. In addition, as 

in the present study sickness absence days for mental disorders will also be used as a secondary 

outcome, it will be possible to compare the results using these two outcomes. Furthermore, by 

focusing on all-cause sickness absence we can demonstrate the overall change in sickness absence. 

If sickness absence days decrease due to mental disorders, it is important to confirm also the change 

in the total absence days. We now write as follows: 

 

“We will focus primarily on all-cause sickness absence but will additionally examine sickness absence 

separately for mental disorders and musculoskeletal disorders as they commonly co-occur, and their 

co-morbidity is associated with a higher risk of work disability.[44,45] By focusing on all-cause 

sickness absence we can demonstrate the overall change in sickness absence. If sickness absence 

days decrease due to mental disorders, it is important to confirm the change also in the total absence 

days.” (Page 8) 

 

4. The authors clearly describe the pragmatic setting in which the RCT will take place and both the 

benefits and limitations. There are a few issues that could still be further clarified: 

a. Who will make decisions on what type of CAU participants in the intervention group and control 

group will receive? Will the nurse who is responsible for including participants in the trial also talk with 

participants about treatment? Could this nurse also recommend iCBT to the control participants? Or 

could (s)he start providing treatment him-/herself during this first meeting? And could CAU also imply 

no treatment at all for participants in the control group? 

 

Response 18: The procedure in the Occupational Health Helsinki is that patients experiencing 

depressive symptoms will be offered a second appointment (page 12). The nurse may discuss the 

treatment with the patient but does not start treatment during the first visit. Further referral to 

occupational physician can be made, who will make further decisions about what type of CAU 

participants in the intervention group and control group will receive (e.g. prescribes antidepressants or 

provides a further referral). As has been stated on page 16, outside this trial setting, nurses cannot 

refer patients to iCBT; therefore the nurse cannot refer control group participants to iCBT. 

 

b. As participants in both the intervention and control group may take up various forms of treatment, 

will the authors be able to collect (register) data on other treatments provided? If not, this would be an 

important study limitation to mention. 

 

Response 19: Thank you for pointing this out, we have now added this as a limitation: 

 

“Second, participants in both the intervention and control group may take up other forms of treatment, 

but we will not be able to collect data on such treatments.” (Page 22) 

 

5. The authors mention that iCBT has not been evaluated before. Does this also refer to effectiveness 

in reducing depressive symptoms? If so, shouldn’t this be considered as a limitation? 

 

Response 20: This indeed refers also to the effectiveness of the Mental Hub iCBT in reducing 

depressive symptoms. We have now added this point to limitations: 

 

“Fifth, the effectiveness of the Mental Hub iCBT in reducing depressive symptoms has not been 

evaluated.” (Page 22) 

 

6. Finally, I have some minor comments related to smaller, textual clarifications: 

a. Page 3, line 18: The authors write that this study is quasi-experimental. Why do they use this term 

given they are planning to perform a proper RCT? 
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Response 21: The present RCT is a part of a larger research programme (the whole research 

programme, rather than just the RCT is called “DAQI”), which also includes a separate quasi-

experimental trial element using just register data. We have clarified this now as follows: 

 

“The RCT component of the DAQI (“Depression and sickness absence in young adults: a quasi-

experimental trial and web-based treatment intervention”) project aims to investigate if iCBT is 

effective in reducing sickness absence among young employees with depressive symptoms 

compared to care-as-usual (CAU) in primary care provided in an occupational health setting.” (Page 

3) 

 

b. Page 6, line 8: The authors’ write depression is the leading cause of disability worldwide, while, 

following the reference they use, it would be more accurate to state it is the leading cause together 

with low back pain, or the 2nd leading cause after low back pain. 

 

Response 22: Thank you for pointing this out. We have rephrased the opening sentence as well as 

provided a more recent reference: 

 

“Depression is the single largest contributor to non-fatal health loss worldwide[1]…” (Page 6) 

 

c. Page 6, line 15-20: The authors mention depression as the leading cause of disability benefits in 

Western Europe, but the provided references do not specifically show this (reference 5 does not 

provide data on causes of work disability and reference 6 only refers to Finland). Potentially, the 

authors may think of referencing to reports from the Organisation for Economic Cooperation and 

Development (OECD) on Mental Health and Work, which have shown that work disability due to 

mental disorders has been rising and specifically so among young adults across OECD countries. 

However, I do not know of studies/data specifically showing that this is primarily due to depression in 

Western Europe. 

 

Response 23: Thank you for this useful comment. We have revised these sentences and now provide 

EU-wide data/references: 

 

“Over the past few decades, the proportion of young adults receiving disability benefits has 

considerably increased across Western Europe[4] with mental disorders being the leading cause.[5–

7] Across the 28 EU countries, the total cost of mental ill-health is more than €600 billion, equivalent 

to 4.1% of GDP.[8] (Page 6) 

 

d. Page 6, line 27-31: The authors go into the issue of undertreatment of mental health problems, but 

reference 8 to 10 do not seem to address undertreatment. Also here, the OECD reports on Mental 

Health and Work may be useful as these have data showing undertreatment. 

 

Response 24: We have removed the earlier references and provided more suitable references: 

Craven MA, Bland R. Depression in primary care: Current and future challenges. Can J Psychiatry 

2013;58:442–8. Becker AE, Kleinman A. Mental Health and the Global Agenda. N Engl J Med 

2013;369:66–73. (Page 6) 

 

e. Page 7, line 20: What do the authors mean with ‘worker-directed’ treatments? Do they imply 

interventions specifically developed for workers/employees? 

 

Response 25: We have removed the term “worker-directed” as here we simply meant interventions 

conducted in employee populations. 
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f. Page 7, line 43: Here, the authors first mention the word ‘pragmatic’ trial and they may consider 

providing a short explanation of what is meant with this. 

 

Response 26: We have now added a short explanation for this term: 

 

“Pragmatic trial is a trial that is designed to evaluate the effectiveness of an intervention in real-life 

routine practice conditions; in other words, to test if the intervention works in real life. The aim of 

pragmatic trial is to maximise the applicability and generalisability of the results.[37]” (Page 8) 

 

g. Page 8, line 23-25: The authors write that the study will be conducted within ‘Occupational Health 

Helsinki’. I would recommend explaining here to what ‘Occupational Health Helsinki’ refers. 

 

Response 27: We have added a clarification that Occupational Health Helsinki is the occupational 

health care provider for the City of Helsinki employees. 

 

“The City of Helsinki is the largest employer in Finland, and its occupational health care provider 

Occupational Health Helsinki provides primary care services for all of the municipality’s circa 38,000 

employees.” (Page 9) 

 

h. Page 8, line 43-46: What do the authors mean by saying that the study is separate from the health 

care provider? 

 

Response 28: We mean that the PI and her research team are not responsible for the medical care of 

the participants and therefore the study is separate from their health care provider, Occupational 

Health Helsinki. This has now been added to page 9. 

 

i. Page 9, line 38: The authors report several types of co-morbidity as exclusion criteria, I assume 

because they want to exclude people with more severe mental health problems. As such, I was 

wondering whether people with co-morbid personality disorders will be included? 

 

Response 29: The reviewer is correct that we wanted to exclude employees with more severe mental 

disorders. Personality disorders are not included in the list since they are complex syndromes and 

difficult to diagnose, particularly in a primary care setting such as ours. 

 

j. Page 9, line 47-51: The information on the pragmatic trial and the potential use of CAU by 

intervention group participants may fit better under the section describing the intervention. 

 

Response 30: Thank you for this useful suggestion, we have now moved these sentences to the 

intervention description section. 

 

k. Page 10, line 3: “the” is missing before “nurse”. 

 

Response 31: This has been corrected. (Page 11) 

 

l. Page 10, line 19: It seems as if informed consent needs to be signed directly upon first hearing 

about the study during the meeting with the nurse. Did I understand correctly potential participants 

have to decide immediately on participation? 

 

Response 32: In Occupational Health Helsinki the procedure is that patients experiencing depressive 

symptoms will routinely be offered a second appointment. If s/he wishes, the potential participant can 

thus take the participant information sheet home and decide on participation during the second visit. 

This has now been mentioned in the text. (Page 12) 
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m. Page 11, line 5/6: Do the authors imply an expected difference in sickness absence of 8 days 

between the control and intervention group? Also, the authors continue with mentioning a relative risk 

of 1.45. Could they explain a relative risk of what? And by providing a difference in days as well as a 

relative risk, it becomes unclear if the power calculation is based on the outcome of sickness absence 

days or sickness absence incidence. It would be helpful to further clarify this. 

 

Response 33: Thank you for pointing this out. We have now further clarified this as follows: 

 

“A power calculation with expected 8 days of sickness absence for each control group member during 

the follow-up, an incidence rate ratio (IRR) of 1.45 (control vs. treatment) and dispersion parameter of 

0.41 in negative binomial regression, a significance level of 5% and a power of 0.80 indicated that 290 

participants per group are required. IRR of 1.45 for controls means that those in the intervention 

group will have 0.69 (1/1.45) times the SA days compared to those in the control group. Thus, the 

sample size calculation was based on expected 8 sickness absence days per a control group 

participant and 5.52 sickness absence days per a treatment group participant.” (Pages 12-13) 

 

n. Page 13, line 38-40: Does the clinical psychologist know about the study and which of his/her 

patients are included in the intervention group? 

 

Response 34: The clinical psychologist will not know which of his/her patients are included in the 

intervention group. They may become aware of the existence of this study as the research project has 

been presented in the media, collaborators’ platforms etc. (creating social impact is the funder’s and 

the collaborator’s requirement). 

 

o. Page 15, line 3: What does the “depression school” stand for? Is it a specific group treatment 

programme in Finland? 

 

Response 35: “Depression school” is a Finnish self-help manual and associated group prevention and 

treatment programme that uses materials adapted from the “Control your Depression” book 

(Lewinsohn, P. M., Munoz, R. F., Youngren, M. A., & Zeiss, A. M. Control your depression. 

Englewood Cliffs, N.J.: Prentice-Hall, 1978). We have added this clarification to page 17. 

 

p. Page 15, line 8: I think the authors here refer to results from a different iCBT programme not 

related to their intervention. If so, I would recommend to specifically state this. 

 

Response 36: We have now added this. (Page 17) 

 

q. Page 18, line 30: I would recommend adding that effectiveness on sickness absence is being 

investigated. 

 

Response 37: Thank you for this useful suggestion, we have added this. (Page 21) 

 

r. Page 19, line 15: The authors refer to an assessment by a nurse; what assessment do they 

specifically refer to here? 

 

Response 38: We refer to the BDI assessment. This has now been clarified. (Page 22) 

 

s. Page 19, line 49: The authors write that their results may only apply to less severe cases; do they 

imply less severe cases of mental health problems in general or less severe cases of depression 

specifically, because as I understood from the inclusion criteria people with quite severe depressive 

symptoms could also be included. 
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Response 39: The reviewer is correct that employees with quite severe depressive symptoms could 

indeed be included. We have now removed our earlier statement from the limitations (from page 20). 

 

 

 

VERSION 2 – REVIEW 

 

REVIEWER Wan Mohd Azam Wan Mohd Yunus 
Faculty of Social Sciences and Humanities, Universiti Teknologi 
Malaysia 

REVIEW RETURNED 15-Sep-2019 

 

GENERAL COMMENTS Thank you for submitting the revised version. Overall the authors 
have adequately addressed my comments. 

 

REVIEWER Iris Arends   
University Medical Center Groningen / University of Groningen, the 
Netherlands  

REVIEW RETURNED 13-Sep-2019 

 

GENERAL COMMENTS Review bmjopen-2019-032119.R1 
“Effectiveness of internet-delivered cognitive behaviour therapy 
(iCBT) in reducing sickness absence among young employees 
with depressive symptoms: study protocol for a large scale 
pragmatic randomised controlled trial” 
 
Comments to the authors: 
I would like to thank the authors for the thoroughness of their 
response to the reviewer comments. They have addressed my 
suggestions for clarification fully and satisfactory. I have only a few 
small remarks the authors may consider to check for the final 
manuscript version. 
 
Authors’ response #15: 
The additional information provided on the outcome is very helpful. 
Potentially, the authors could consider moving this information 
from the introduction to the methods, where they describe the 
outcomes. 
 
Authors’ response #29: 
Reading the authors’ reaction, I realise my comment should have 
been phrased differently. I meant to ask why personality disorders 
were not included as an exclusion criteria together with the other 
more severe mental disorders mentioned as exclusion criterion. 
I.e. the authors may suggest adding personality disorders to the 
list of excluded mental disorders as psychiatric co-morbidity. 
 
Also, I spotted a few typo’s in some of the newly added text (the 
page and line numbers refer to the track-changes document): 
 
Page 7, line 36-38: The authors write “Even though sickness 
absence is determined by also many other factors …” I think “also” 
better follows after “sickness absence is” 
 
Page 8, line 14/15 and 19/20: I think it should be “a pragmatic trial” 
instead of “pragmatic trial” 
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Page 11, line 47: It should probably “BDI-IA” instead of “BDI-1A” 
 
Page 23, line 10: “the” is missing between “addressing work 
environment” 

 

 

 

 VERSION 2 – AUTHOR RESPONSE 

 

Reviewer: 2 

 

I would like to thank the authors for the thoroughness of their response to the reviewer comments. 

They have addressed my suggestions for clarification fully and satisfactory. I have only a few small 

remarks the authors may consider to check for the final manuscript version. 

 

Response 1: Thank you for this positive feedback. 

 

Authors’ response #15: 

The additional information provided on the outcome is very helpful. Potentially, the authors could 

consider moving this information from the introduction to the methods, where they describe the 

outcomes. 

 

Response 2: Thank you for this helpful suggestion, we have now moved this information to the 

Methods section, to page 14. 

 

Authors’ response #29: 

Reading the authors’ reaction, I realise my comment should have been phrased differently. I meant to 

ask why personality disorders were not included as an exclusion criteria together with the other more 

severe mental disorders mentioned as exclusion criterion. I.e. the authors may suggest adding 

personality disorders to the list of excluded mental disorders as psychiatric co-morbidity. 

 

Response 3: We have followed this suggestion and added diagnosed personality disorders to the list 

of excluded mental disorders. Please see the revised Figure 1 and page 11. 

 

Also, I spotted a few typo’s in some of the newly added text (the page and line numbers refer to the 

track-changes document): 
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Page 7, line 36-38: The authors write “Even though sickness absence is determined by also many 

other factors …” I think “also” better follows after “sickness absence is” 

 

Page 8, line 14/15 and 19/20: I think it should be “a pragmatic trial” instead of “pragmatic trial” 

 

Page 11, line 47: It should probably “BDI-IA” instead of “BDI-1A” 

 

Page 23, line 10: “the” is missing between “addressing work environment” 

 

 

Response 4: Thank you for pointing these out; these typos have now been corrected. 
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Correction: Effectiveness of internet- delivered cognitive 
behavioural therapy in reducing sickness absence among 
young employees with depressive symptoms: study protocol 
for a large- scale pragmatic randomised controlled trial

Kouvonen A, Mänty M, Harkko J, et al. Effectiveness of internet- delivered cognitive 
behavioural therapy in reducing sickness absence among young employees with 
depressive symptoms: study protocol for a large- scale pragmatic randomised controlled 
trial. BMJ Open 2019;9:e032119. doi: 10.1136/bmjopen-2019-032119

This article was previously published with errors.
 
We found two small errors in description of the inclusion and exclusion criteria. First, 
the requirement of further 6 months job contract is not needed as this information will 
be obtained from the employer’s register. Second, even though the Mental Hub portal 
itself is available also in Swedish and English, its iCBT for Depression programme is 
currently available only in Finnish.
 
The errors are corrected by first amending the inclusion criterion (3) in the 'Inclusion 
criteria' sub- section of the methods as follows: “continuously employed by the City of 
Helsinki for at least 6 months before recruitment” as well as similarly removing the 
words “permanent contract or a minimum of 6 months of fixed- term contract left” 
from the exclusion criteria presented in figure 1. The revised figure is included below:

   

In addition, the exclusion criterion number (3) in the 'Exclusion criteria' sub- section 
of the methods needs to read as follows: “not able to read Finnish well (the interven-
tion is available only in Finnish)”; as well as similarly removing the words “Swedish or 
English” from the exclusion criteria presented in figure 1 (above).
 
Moreover, the wording “at least 6 months of contract left” should be removed from 
the 'Recruitment' sub- section of the methods. In the 'Treatment' sub- section of the 
methods the sentence on accessing the Mental Hub needs to be amended as follows: 

Correction

http://bmjopen.bmj.com/


2 BMJ Open 2020;10:e032119corr1. doi:10.1136/bmjopen-2019-032119corr1

Open access 

“The Mental Hub can be used on a laptop, PC, tablet or smartphone and can be 
accessed only in Finnish”.

Open access This is an open access article distributed in accordance with the Creative Commons Attribution Non 
Commercial (CC BY- NC 4.0) license, which permits others to distribute, remix, adapt, build upon this work non- commercially, 
and license their derivative works on different terms, provided the original work is properly cited, appropriate credit is given, 
any changes made indicated, and the use is non- commercial. See: http:// creativecommons. org/ licenses/ by- nc/ 4. 0/.
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