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	Comments
	Response (Y/PY/PN/N/NI)

	Signalling questions
	

	Domain 1: Risk of bias arising from the randomization process

	
	Van Egmond
	Grunfeld
	Van Egmond
	Grunfeld

	1.1 Was the allocation sequence random?
	Three different strata were distinguished, i.e., 1) workers whose temporary employment contract ended during sick leave; 2) temporary agency workers; and 3) unemployed workers, i.e., workers who were in-between jobs and, when diagnosed with cancer. Within each stratum, participants were randomly allocated. 

A researcher not involved in the inclusion performed the randomization procedure.  
	The researchers utilized an online and text-based randomization system (Sealed Envelope Ltd) to randomize participants at a ratio of 1:1 between the intervention group and usual care group.

“In order to prevent participants from undertaking activities in the workbook the information sheets and pre-randomization discussion did not include the content or focus of the intervention and participants were not offered the workbook until after their 12-month follow-up.”
	Y
	Y

	1.2 Was the allocation sequence concealed until participants were enrolled and assigned to interventions?
	
	
	Y
	Y

	1.3 Did baseline differences between intervention groups suggest a problem with the randomization process?
	Slight differences between groups but no indication that it may cause a problem.
	There were 2 strata, 1 for age (18-50 and 51 and over) and 1 for cancer type. 

The small sample size was likely insufficient to detect subtle differences between group. The small sample size might have caused difficulties in the randomization process.
	N
	PY

	Risk-of-bias judgement
	
	Mainly concerns about the effect of the small sample size on the randomization process.
	Low
	Some concerns

	Optional: What is the predicted direction of bias arising from the randomization process?
	
	
	Not appliccable
	Unpredictable

	Domain 2: Risk of bias due to deviations from the intended interventions (effect of assignment to intervention)

	
	Van Egmond
	Grunfeld
	Van Egmond
	Grunfeld

	2.1. Were participants aware of their assigned intervention during the trial?
	 This study was not blinded
	Yes. They were aware because they received the workbook. The control group received the workbook after 12 months. 
It was a self-monitored intervention.
	Y
	Y

	2.2. Were carers and people delivering the interventions aware of participants' assigned intervention during the trial?
	
	
	Y
	NI

	2.3. If Y/PY/NI to 2.1 or 2.2: Were there deviations from the intended intervention that arose because of the trial context?
	Not because of trial context.
	None mentioned
	PN
	PN

	2.4 If Y/PY to 2.3: Were these deviations likely to have affected the outcome?
	
	
	NA
	NA

	2.5. If Y/PY/NI to 2.4: Were these deviations from intended intervention balanced between groups?
	
	
	NA
	NA

	2.6 Was an appropriate analysis used to estimate the effect of assignment to intervention?
	Per protocol analyses
	Only descriptively. Intervention group was slightly higher educated, and did more flexible working compared to control group.
	Y
	PN

	2.7 If N/PN/NI to 2.6: Was there potential for a substantial impact (on the result) of the failure to analyse participants in the group to which they were randomized?
	
	None mentioned
	NA
	PN

	Risk of bias judgement
	
	No baseline comparisons between two groups
	Some concerns
	Some concerns

	Optional: What is the predicted direction of bias due to deviations from intended interventions?
	
	
	Unpredictable
	Unpredictable

	Domain 2: Risk of Bias due to deviations from the intended interventions (effect of adhering to intervention)

	
	Van Egmond
	Grunfeld
	Van Egmond
	Grunfeld

	2.1. Were participants aware of their assigned intervention during the trial?
	 There was no blinding
	2.2 is not relevant as the intervention was self-guided.
	Y
	Y

	2.2. Were carers and people delivering the interventions aware of participants' assigned intervention during the trial?
	
	
	Y
	NI

	2.3. [If applicable:] If Y/PY/NI to 2.1 or 2.2: Were important non-protocol interventions balanced across intervention groups?
	
	It is not clear how much time participants spent on the exercises and on the plan that they have to make according to the work book.
	No information
	NI

	2.4. [If applicable:] Were there failures in implementing the intervention that could have affected the outcome?
	Yes, among other issues, the most prominent deviation from the protocol is that less than half of the participants in the intervention group received the program according to protocol.
	
	Y
	N

	2.5. [If applicable:] Was there non-adherence to the assigned intervention regimen that could have affected participants’ outcomes?
	Probably yes, people who better adhered to the program showed a stronger intervention.
	Participants were not monitored and they could follow the workbook at their own pace. However in interviews they said the intervention was acceptable.
	PY
	PN

	2.6. If N/PN/NI to 2.3, or Y/PY/NI to 2.4 or 2.5: Was an appropriate analysis used to estimate the effect of adhering to the intervention?
	Less than half of the participants in the intervention group received the program according to protocol. Per protocol analyses were performed. In the first one all participants in the intervention group who did not start with the program were not analysed and in de the second analysis all participant who did not receive the intervention according to protocol were not analysed. 

	
	Y
	PN

	Risk of bias judgement
	
	
	Some concern
	Some concerns

	Optional: What is the predicted direction of bias due to deviations from intended interventions?
	
	
	Favours comparator
	Unpredictable

	Domain 3: Missing outcome data

	
	Van Egmond
	Grunfeld
	Van Egmond
	Grunfeld

	3.1 Were data for this outcome available for all, or nearly all, participants randomized?
	 In the intervention group 64/85 (75%) completed the follow-up. In the control group this was 58/86 (67%)
	Attrition rates (determined by non-return of the questionnaire at that time-point) from point of randomisation to one month (T1), six months (T2) and 12 months (T3) follow-up were 24.5% (29% in intervention and 20% in control group), 28% (29% in intervention and 27% in control group) and 31% respectively (32% in intervention and 30% in control group).
	N
	PN

	3.2 If N/PN/NI to 3.1: Is there evidence that the result was not biased by missing outcome data?
	
	There was no difference between those who returned the questionnaires and those who did not on any of the demographic or clinical measures, site of recruitment, size of employer, or randomized group.
	N
	N

	3.3 If N/PN to 3.2: Could missingness in the outcome depend on its true value?
	Participants who did not succeed in returning to work durably might feel less motivated and stop participating (i.e. not complete the follow up).
	
	PY
	Y

	3.4 If Y/PY/NI to 3.3: Is it likely that missingness in the outcome depended on its true value?
	
	
	PY
	N

	Risk of bias judgement
	
	High attrition rate.
	Some concern
	Some concerns

	Optional: What is the predicted direction of bias due to deviations from intended interventions?
	
	
	Favours comparator
	Unpredictable

	Domain 4: Risk of bias in measurement of the outcome

	
	Van Egmond
	Grunfeld
	Van Egmond
	Grunfeld

	4.1 Was the method of measuring the outcome inappropriate?
	 Questionnaires
	
	N
	PY

	4.2 Could measurement or ascertainment of the outcome have differed between intervention groups?
	
	No reason to believe so
	N
	NI

	4.3 If N/PN/NI to 4.1 and 4.2: Were outcome assessors aware of the intervention received by study participants?
	The outcome was self-reported and participants were not blinded to the intervention.
	Outcome measures were self reported and not blinded.
	Y
	Y

	4.4 If Y/PY/NI to 4.3: Could assessment of the outcome have been influenced by knowledge of intervention received?
	No reason to assume this
	
	Y
	Y

	4.5 If Y/PY/NI to 4.4: Is it likely that assessment of the outcome was influenced by knowledge of intervention received?
	
	
	No information
	PN

	Risk of bias judgement
	
	The outcome measures were self reported and we have insufficient information about the influence of knowledge of the intervention on these reports.
	Some concerns
	Some concerns

	Optional: What is the predicted direction of bias due to deviations from intended interventions?
	
	
	Unpredictable
	Unpredictable

	Domain 5: Risk of bias in selection of reported result

	
	Van Egmond
	Grunfeld
	Van Egmond
	Grunfeld

	5.1 Were the data that produced this result analysed in accordance with a pre-specified analysis plan that was finalized before unblinded outcome data were available for analysis?
	 See published protocol. All pre-specified outcomes were reported.
	Yes, in a published protocol.
	Y
	Y

	Is the numerical result being assessed likely to have been selected, on the basis of the results, from...
	
	
	
	

	5.2. ... multiple eligible    outcome measurements (e.g. scales, definitions, time points) within the outcome domain?
	Days until return to work was defined as planned in the protocol
	Return to work can not be measure very differently.
	N
	N

	5.3 ... multiple eligible analyses of the data?
	
	
	N
	N

	Risk of bias judgement
	
	
	Low
	Low

	Optional: What is the predicted direction of bias due to deviations from intended interventions?
	
	
	Not applicable
	Not applicable

	Overal risk of bias

	
	Van Egmond
	Grunfeld
	Van Egmond
	Grunfeld

	Risk of bias judgement
	The concern relates specifically to a lack of adherence to the intervention. This could lead to wrong assumptions about the effectiveness of the intervention.
	There are some concerns related to the primary outcome in relation to the intervention (outcomes were self-reported and there was no blinding). Because participants are not really monitored it is difficult to say something about the effectiveness of the intervention because it is not clear how much time participants spend using the workbook. Furthermore there are no analyses accounting for assignment to intervention group. Participants who received the intervention also might have been more motivated to actively look for jobs for example.
	Some concerns
	Some concerns

	Optional: What is the predicted direction of bias due to deviations from intended interventions?
	Not in favour of the intervention.
	
	Towards null
	Unpredictable










	
	Study methods & Comments
	Rating of Reporting

	
	Chan, 2008 & Strauser, 2010
	Lo, 2021
	Chan, 2008 & Strauser, 2010
	Lo, 2021

	1. Study Participation
	
	
	
	

	Source of target population
	RSA Database
	125 participants in intervention and 125 matched participants in the control group. 
Elaborate information about eligibility and descriptive characteristics.
	Yes
	Yes

	Method used to identify population
	
	
	Yes
	Yes

	Recruitment period
	Fiscal year, 2005
	
	Yes
	Yes

	Place of recruitment
	No information
	
	Yes
	Yes

	
Inclusion and exclusion criteria
	Cancer survivors with disability who received rehabilitation services.
	
	Yes
	Yes

	Adequate study participation
	
	No information about active participation but outcome data for all participants.
	NA
	Probably yes

	Baseline characteristics
	
	Elaborate data on baseline demographics and clinical characteristics. Some information that might be important such as SES, type of treatment is missing.
	Yes
	Partial

	Rating of "Risk of bias"
	
	
	Low
	Low/moderate

	2. Study Attrition
	
	
	
	

	Proportion of baseline sample available
for analysis
	Yes, large number
	Outcome data of all participants are available
	Yes
	Yes

	Attempts to collect information on participants who dropped out 
	
	Participants did not follow up because they died. 19 (15.2%) matched control participants died prior to claim closure compared with 13 (10.4%) in the intervention group. Other claim closures (other than return to work or death) are elaborately described.
	NA
	NA

	Reasons and potential impact of
subjects lost to follow-up
	Retrospective research, no follow up provided. Data is complete.
	Yes, see above. Only participants who died were lost, but where analyzed regardless.
	NA


	Yes

	Outcome and prognostic factor information on those lost to follow-up
	
	There is a lot of information about claim closure other than return to work or dead.
	Yes
	Yes

	
	
	None provided. However, participants who did not follow up (because they died) could be less healthy at baseline and therefore also less likely to get a job/work in general.
	NA
	Probably no

	Rating of "Risk of bias"
	
	
	Low
	Low

	3. Prognostic Factor
Measurement
	
	
	
	

	Definition of the PF
	Different components are well described.
	Cancer aid program + baseline characteristics
	Yes – very elaborate
	Yes

	Valid and Reliable Measurement of PF
	
	
	Yes
	Yes

	
	Register based data so not applicable.
	
	NA
	Yes

	Method and Setting of PF Measurement
	Nationwide data, measured the same for all participants.
	
	Yes
	Yes

	Proportion of data on PF available for
analysis
	
	All participants
	Yes
	Yes

	Method used for missing data
	Not relevant
	
	NA
	NA

	Rating of "Risk of bias"
	
	
	Low
	Low

	4. Outcome
Measurement
	
	
	
	

	Definition of the Outcome
	
	Yes for both primary and secondary outcomes
	Yes
	Yes

	
Valid and Reliable Measurement of Outcome
	Very elaborate data.
	Outcome measures were derived from insurance claims data as standard business practice
	Yes
	Yes

	Method and Setting of Outcome
Measurement
	Some , but not all, data is collected when the cases were closed, so there may be some recall bias.
	
	Partial
	Yes

	Rating of "Risk of bias"
	
	
	Low
	Low

	5. Study Confounding
	
	
	
	

	Important Confounders Measured
	Some confounders are measured but some information that might be relevant such as type of treatment & diagnosis is not included.
	Type of treatment not and SES not, other confounding variables are considered. A lot of information is given about the variables but not many are considered for analysis.
	Partial
	Partial

	Definition of the confounding factor
	
	
	Yes
	Yes

	Valid and Reliable Measurement of Confounders
	Risk of recall bias
	no randomization but they used propensity score matching in order to reduce the bias of confounding variables.
	Partial
	Partial

	Method and Setting of Confounding
Measurement
	Nationwide data, so there is no controlled setting for any of the participants.
	Data from insurance claims
	No
	Partial

	Method used for missing data
	Not relevant
	
	NA
	NA

	
Appropriate Accounting for Confounding
	
	
	Yes
	Yes

	
	Propensity Score Matching.
	
	Yes
	Partial

	Rating of "Risk of bias"
	
	
	Moderate
	Moderate

	6. Statistical Analysis
and Reporting
	
	
	
	

	Presentation of analytical strategy
	
	
	Yes
	Yes

	
Model development strategy
	
	
	Yes
	Yes

	
	
	
	Yes
	Yes

	Reporting of results
	There is no protocol, so it is not possible to draw conclusions about selective reporting. 
	There is no protocol, so it is not possible to draw conclusions about selective reporting. 

	Partial
	Partial

	Rating of "Risk of bias"
	Mainly based on the possibility of selective reporting. 
	
	Moderate
	Moderate




