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1b-i) Key features/functionalities/components of the intervention and 

comparator in the METHODS section of the ABSTRACT 

Mention key features/functionalities/components of the intervention and comparator in the abstract. If 

possible, also mention theories and principles used for designing the site. Keep in mind the needs of 

systematic reviewers and indexers by including important synonyms. (Note: Only report in the abstract 

what the main paper is reporting. If this information is missing from the main body of text, consider 

adding it) 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem 1b-i? * 

Copy and paste relevant sections from the manuscript abstract (include quotes in quotation marks "like 

this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

In the methods section of the abstract the measures applied to assess the feasibility of 

online recruitment is described. 

1b-ii) Level of human involvement in the METHODS section of the ABSTRACT 

Clarify the level of human involvement in the abstract, e.g., use phrases like "fully automated" vs. 

"therapist/nurse/care provider/physician-assisted" (mention number and expertise of providers involved, 

if any). (Note: Only report in the abstract what the main paper is reporting. If this information is missing 

from the main body of text, consider adding it) 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem 1b-ii? 

Copy and paste relevant sections from the manuscript abstract (include quotes in quotation marks "like 

this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

This item in the CONSORT checklist is not applicable for this study
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1b-iii) Open vs. closed, web-based (self-assessment) vs. face-to-face 

assessments in the METHODS section of the ABSTRACT 

Mention how participants were recruited (online vs. offline), e.g., from an open access website or from a 

clinic or a closed on line user group (closed usergroup trial), and clarify if this was a purely web-based 

trial, or there were face-to-face components (as part of the intervention or for assessment). Clearly say if 

outcomes were self-assessed through questionnaires (as common in web-based trials). Note: In 

traditional offline trials, an open trial (open-label trial) is a type of clinical trial in which both the 

researchers and participants know which treatment is being administered. To avoid confusion, use 

"blinded" or "unblinded" to indicated the level of blinding instead of "open", as "open" in web-based trials 

usually refers to "open access" (i.e. participants can self-enrol). (Note: Only report in the abstract what 

the main paper is reporting. If this information is missing from the main body of text, consider adding it) 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem 1b-iii? 

Copy and paste relevant sections from the manuscript abstract (include quotes in quotation marks "like 

this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

This item in the CONSORT checklist is not applicable for this study

1b-iv) RESULTS section in abstract must contain use data 

Report number of participants enrolled/assessed in each group, the use/uptake of the intervention (e.g., 

attrition/adherence metrics, use over time, number of logins etc.), in addition to primary/secondary 

outcomes. (Note: Only report in the abstract what the main paper is reporting. If this information is 

missing from the main body of text, consider adding it) 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 
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Does your paper address subitem 4a-ii? * 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

It was a web-based trial. 

4a-iii) Information giving during recruitment 

Information given during recruitment. Specify how participants were briefed for recruitment and in the 

informed consent procedures (e.g., publish the informed consent documentation as appendix, see also 

item X26), as this information may have an effect on user self-selection, user expectation and may also 

bias results. 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem 4a-iii? 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

"Participants were led from the advertisements to a web page for the study, where 

information about the study and data collection was provided. From this web page, 
participants could click their way further to the baseline questionnaire, if they had given 

informed consent to participate in the study.

4b) Settings and locations where the data were collected 

Does your paper address CONSORT subitem 4b? * 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

The baseline survey and follow-up survey are described in the methos sections subchapter 

"Randomization and Surveys". 
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4b-i) Report if outcomes were (self-)assessed through on line questionnaires 

Clearly report if outcomes were (self-)assessed through online questionnaires (as common in web-based 

trials) or otherwise. 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem 4b-i? * 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 
information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

It is clearly stated that data is retrieved from online questionnaires. 

4b-ii) Report how institutional affiliations are displayed 

Report how institutional affiliations are displayed to potential participants [on ehealth media], as 

affiliations with prestigious hospitals or universities may affect volunteer rates, use, and reactions with 

regards to an intervention.(Not a required item - describe only if this may bias results) 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem 4b-ii? 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

This is reported in the affiliations

5) The interventions for each group with sufficient details to allow replication,

including how and when they were actually administered
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Does your paper address subitem 5-viii? * 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

The setup of the advertisements is well described and so is the intervention which will be 

evaluated in a large-scale RCT 

5-ix) Describe use parameters

Describe use parameters (e.g., intended "doses" and optimal timing for use). Clarify what instructions or 

recommendations were given to the user, e.g., regarding timing, frequency, heaviness of use, if any, or 

was the intervention used ad libitum. 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem 5-ix? 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

Dit svar 

5-x) Clarify the level of human involvement

Clarify the level of human involvement (care providers or health professionals, also technical assistance) 

in the e-intervention or as co-intervention (detail number and expertise of professionals involved, if any, 

as well as "type of assistance offered, the timing and frequency of the support, how it is initiated, and the 

medium by which the assistance is delivered". It may be necessary to distinguish between the level of 

human involvement required for the trial, and the level of human involvement required for a routine 

application outside of a RCT setting (discuss under item 21 - generalizability). 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 
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Does your paper address CONSORT subitem 12b? * 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

"To assess whether self-reported questions on online behavior is a valid measure for actual 

behavior, a subsample of participants, who had given informed consent to access their 

browser history, was contacted and invited to the National Institute of Public Health (NIPH). 

Here they met a project employee, who coded the participants' browser history (in all 

available browsers) related to the use of Mind helper for the intervention period from the 

devices they bought (usually their laptop and mobile phone). All coding was done manually, 

and thus nothing was downloaded from the participants' devices. The participants were 

present during the coding and had full insight into the process." 

X26) REB/IRB Approval and Ethical Considerations [recommended as 

subheading under "Methods"] (not a CONSORT item) 

X26-i) Comment on ethics committee approval 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem X26-i? 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

"(...) ethically approved by The Research Ethics Committee of the University of Southern 
Denmark (case number: 20/68029)."
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x26-ii) Outline informed consent procedures 

Outline informed consent procedures e.g., if consent was obtained offline or online (how? Checkbox, 

etc.?), and what information was provided (see 4a-ii). See [6] for some items to be included in informed 

consent documents. 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem X26-ii? 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

"It was clearly stated that participation in the study was voluntary, and participants gave 

consent that their data could be used for research purposes." 

X26-iii) Safety and security procedures 

Safety and security procedures, incl. privacy considerations, and any steps taken to reduce the likelihood 

or detection of harm (e.g., education and training, availability of a hotline) 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem X26-iii? 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

Dit svar 

RESULTS ] 
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16-ii) Primary analysis should be intent-to-treat

Primary analysis should be intent-to-treat, secondary analyses could include comparing only "users", with 

the appropriate caveats that this is no longer a randomized sample (see 18-i). 

1 2 3 4 5 

subitem not at all important 0 0 0 0 0 essential 

Does your paper address subitem 16-ii? 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

This item in the CONSORT checklist is not applicable for this study

17a) For each primary and secondary outcome, results for each group, and the 

estimated effect size and its precision (such as 95% confidence interval) 

Does your paper address CONSORT subitem 17a? * 

Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to 

indicate direct quotes from your manuscript), or elaborate on this item by providing additional 

information not in the ms, or briefly explain why the item is not applicable/relevant for your study 

The item in the CONSORT checklist is not applicable for this study as we focused on the 

feasibility of recruitment 
























