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Article Preparation Status/Stage *
At which stage in your article preparation are you currently (at the time you fill in this
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TITLE AND ABSTRACT
1a) TITLE: Identification as a randomized trial in the title
1a) Does your paper address CONSORT item 1a? *
I.e does the title contain the phrase "Randomized Controlled Trial"? (if not, explain the reason
under "other")
yes
Other:
1a-i) Identify the mode of delivery in the title
Identify the mode of delivery. Preferably use “web-based” and/or “mobile” and/or
“electronic game” in the title. Avoid ambiguous terms like “online”, “virtual”, “interactive”.
Use “Internet-based” only if Intervention includes non-web-based Internet components
(e.g. email), use “computer-based” or “electronic” only if offline products are used. Use
“virtual” only in the context of “virtual reality” (3-D worlds). Use “online” only in the
context of “online support groups”. Complement or substitute product names with
broader terms for the class of products (such as “mobile” or “smart phone” instead of
“iphone”), especially if the application runs on different platforms.
1
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5

subitem not at all important

essential

Does your paper address subitem 1a-i? *
Copy and paste relevant sections from manuscript title (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
Yes. “web-based” is included in the title
1a-ii) Non-web-based components or important co-interventions in title
Mention non-web-based components or important co-interventions in title, if any (e.g.,
“with telephone support”).
1
subitem not at all important
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5
essential

Does your paper address subitem 1a-ii?
Copy and paste relevant sections from manuscript title (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
No. There are no non-web-based components included in our intervention.
1a-iii) Primary condition or target group in the title
Mention primary condition or target group in the title, if any (e.g., “for children with Type I
Diabetes”) Example: A Web-based and Mobile Intervention with Telephone Support for
Children with Type I Diabetes: Randomized Controlled Trial
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subitem not at all important

essential

Does your paper address subitem 1a-iii? *
Copy and paste relevant sections from manuscript title (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
“Acute Coronary Syndrome” is the target patient population, and is included in the title.
1b) ABSTRACT: Structured summary of trial design, methods, results, and conclusions
NPT extension: Description of experimental treatment, comparator, care providers,
centers, and blinding status.
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
subitem not at all important
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3

4

5
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
Yes. Key features/functionalities/components of the intervention: “fully automated, webbased tailored”; “intervention plus a brief booster”; “is based on the Strengths-Based
Nursing Care orientation to nursing practice, and the Self-Determination Theory of
human motivation. The intervention is centered on videos of a nurse who delivers the
content tailored to baseline levels of self-reported autonomous motivation, perceived
competence, and walking behaviour.”
Comparator: “publicly available websites”
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)
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subitem not at all important

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
Yes. “fully-automated” is included but in the OBJECTIVE section of the ABSTRACT
rather than in the METHODS.
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 online 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
subitem not at all important
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5
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
Yes. “Most outcome data are collected online.”; “Blinding is implemented only during
data analysis.”
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)
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subitem not at all important

essential

Does your paper address subitem 1b-iv?
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
Not applicable. This is a protocol, therefore we indicated that “This RCT is currently
recruiting.”
1b-v) CONCLUSIONS/DISCUSSION in abstract for negative trials
Conclusions/Discussions in abstract for negative trials: Discuss the primary outcome - if
the trial is negative (primary outcome not changed), and the intervention was not used,
discuss whether negative results are attributable to lack of uptake and discuss reasons.
(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)
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subitem not at all important

essential

Does your paper address subitem 1b-v?
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
Not applicable. No outcomes are reported yet because this RCT is recruiting.
INTRODUCTION
2a) In INTRODUCTION: Scientific background and explanation of rationale
2a-i) Problem and the type of system/solution
Describe the problem and the type of system/solution that is object of the study:
intended as stand-alone intervention vs. incorporated in broader health care program?
Intended for a particular patient population? Goals of the intervention, e.g., being more
cost-effective to other interventions, replace or complement other solutions? (Note:
Details about the intervention are provided in “Methods” under 5)
1
subitem not at all important
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5
essential

Does your paper address subitem 2a-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

Yes. We state that although “alternative ways of delivering these programs are being
examined in research, including the use of the Web…” there is a “paucity of strong
evidence” and “need for future full-sized RCTs testing web-based tailored interventions
on objective physical activity outcomes in ACS populations.”
2a-ii) Scientific background, rationale: What is known about the (type of) system
Scientific background, rationale: What is known about the (type of) system that is the
object of the study (be sure to discuss the use of similar systems for other
conditions/diagnoses, if appropiate), motivation for the study, i.e. what are the reasons
for and what is the context for this specific study, from which stakeholder viewpoint is the
study performed, potential impact of findings [2]. Briefly justify the choice of the
comparator.
1
subitem not at all important
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5
essential

Does your paper address subitem 2a-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.
Yes. We reviewed the four full-size RCTs that tested web-based interventions powered
on objective physical activity outcomes in acute coronary syndrome patients. We
conclude that there is a “paucity of strong evidence” and “need for future full-sized RCTs
testing web-based tailored interventions on objective physical activity outcomes in ACS
populations.” The description of the comparison group in our RCT is found in the
METHODS section.
2b) In INTRODUCTION: Specific objectives or hypotheses
Does your paper address CONSORT subitem 2b? *
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
Yes. All hypotheses are mentioned.
METHODS
3a) Description of trial design (such as parallel, factorial) including allocation ratio
Does your paper address CONSORT subitem 3a? *
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
Yes. We state: “The study design is a two-group parallel multicenter RCT” The allocation
ratio is stated in the RANDOMIZATION AND ALLOCATION section.

3b) Important changes to methods after trial commencement (such as eligibility criteria),
with reasons
Does your paper address CONSORT subitem 3b? *
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
No. This information will be included in the report of the RCT results, rather than in this
RCT protocol.
3b-i) Bug fixes, Downtimes, Content Changes
Bug fixes, Downtimes, Content Changes: ehealth systems are often dynamic systems. A
description of changes to methods therefore also includes important changes made on
the intervention or comparator during the trial (e.g., major bug fixes or changes in the
functionality or content) (5-iii) and other “unexpected events” that may have influenced
study design such as staff changes, system failures/downtimes, etc. [2].
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subitem not at all important
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essential

Does your paper address subitem 3b-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.
No. This information will be included in the report of the RCT results, rather than in this
RCT protocol.
4a) Eligibility criteria for participants
Does your paper address CONSORT subitem 4a? *
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
Yes.
Patients are eligible if they are home at the third week after an ACS-related
hospitalization, have no serious medical condition that would impede adhering to
moderate intensity physical activity, report access in any location to a computer with a
USB port that is connected to the Internet, and report the ability to read and speak
French. Patients are ineligible if they self-report sufficient physical activity during 6
months prior to the hospitalization where they are recruited (i.e., performed at least 150
minutes [30 minutes five days a week] of moderate intensity physical activity per week or
at least 75 minutes [25 minutes three days per week] of vigorous intensity physical
activity per week), have documented New York Heart Association Class III to IV heart
failure, or reported planned involvement in intensive regular clinical follow-up (e.g., an
outpatient heart failure clinic) during TAVIE en m@rcheTM. One hospital center asked
that those who are eligible for participation in their onsite secondary prevention program

(i.e., new diagnosis of ACS and age < 75 years) are ineligible for study participation to
avoid delivery of parallel secondary prevention interventions at that center.
4a-i) Computer / Internet literacy
Computer / Internet literacy is often an implicit “de facto” eligibility criterion - this should
be explicitly clarified.
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subitem not at all important

essential

Does your paper address subitem 4a-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
No. But, “During participation, the first author is available by phone and email to resolve
technical difficulties in accessing the intervention, and questionnaires.” (end of the
TIMELINE AND PROCEDURES section) Therefore, potential issues with individual
computer/Internet literacy will be addressed as they arise.
4a-ii) Open vs. closed, web-based vs. face-to-face assessments:
Open vs. closed, web-based vs. face-to-face assessments: Mention how participants
were recruited (online vs. offline), e.g., from an open access website or from a clinic, 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), i.e., to what degree got the study team to
know the participant. In online-only trials, clarify if participants were quasi-anonymous
and whether having multiple identities was possible or whether technical or logistical
measures (e.g., cookies, email confirmation, phone calls) were used to detect/prevent
these.
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subitem not at all important

essential

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
Yes. We explain in the TIMELINE AND PROCEDURES that patients are met face-toface during recruitment in hospital. We note that this intervention is “fully-automated”
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.
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subitem not at all important

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.
Yes. We explain information given during recruitment in the TIMELINE AND
PROCEDURES section.
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
Yes. In the STUDY DESIGN AND SETTINGS SECTION “Study settings are at four
major teaching hospital centers in Montreal, Canada.”
4b-i) Report if outcomes were (self-)assessed through online questionnaires
Clearly report if outcomes were (self-)assessed through online questionnaires (as
common in web-based trials) or otherwise.
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subitem not at all important

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
Yes. We explain in the TIMELINE AND PROCEDURES section that the accelerometer
data is uploaded wirelessly, most measures are completed by online questionnaires
(self-reported energy expenditure, perceived autonomy support, autonomous and
controlled motivations, perceived competence, barrier self-efficacy, quality of life,
smoking, optimal medication use, and secondary prevention program enrollment). Only
health care utilization data are collected through the medical charts.

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
subitem not at all important
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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
No. Organizations that funded the development of TAVIE en m@rcheTM are displayed on
both the experimental and control group websites, but we did not report this in the
manuscript.
5) The interventions for each group with sufficient details to allow replication, including
how and when they were actually administered
5-i) Mention names, credential, affiliations of the developers, sponsors, and
owners
Mention names, credential, affiliations of the developers, sponsors, and owners [6] (if
authors/evaluators are owners or developer of the software, this needs to be declared in
a “Conflict of interest” section or mentioned elsewhere in the manuscript).
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subitem not at all important

essential

Does your paper address subitem 5-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
Yes. Names, credential, affiliations of the developers, and sponsors are in the
acknowledgements section, and owners are in the conflict of interest section.
5-ii) Describe the history/development process
Describe the history/development process of the application and previous formative
evaluations (e.g., focus groups, usability testing), as these will have an impact on
adoption/use rates and help with interpreting results.
1
subitem not at all important
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5
essential

Does your paper address subitem 5-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
Yes. Development of the TAVIE platform is referenced in the Experimental Group
section: “The TAVIETM platform has simple web-page layouts, and is easy to navigate
[41].” Also, development of the tested intervention is based primarily on literature review:
“These strategies are operationalized by 19 behaviour change techniques whose
terminologies were made consistent with those of the CALO-RE taxonomy [44] (Table
1). These behaviour change techniques were drawn from three main literary sources…”

5-iii) Revisions and updating
Revisions and updating. Clearly mention the date and/or version number of the
application/intervention (and comparator, if applicable) evaluated, or describe whether
the intervention underwent major changes during the evaluation process, or whether the
development and/or content was “frozen” during the trial. Describe dynamic components
such as news feeds or changing content which may have an impact on the replicability
of the intervention (for unexpected events see item 3b).
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subitem not at all important

essential

Does your paper address subitem 5-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
No. Revisions and updating will be reported in the RCTs results rather than the present
RCT protocol.
5-iv) Quality assurance methods
Provide information on quality assurance methods to ensure accuracy and quality of
information provided [1], if applicable.
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subitem not at all important

essential

Does your paper address subitem 5-iv?
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.
Not applicable
5-v) Ensure replicability by publishing the source code, and/or providing
screenshots/screen-capture video, and/or providing flowcharts of the algorithms
used
Ensure replicability by publishing the source code, and/or providing screenshots/screencapture video, and/or providing flowcharts of the algorithms used. Replicability (i.e.,
other researchers should in principle be able to replicate the study) is a hallmark of
scientific reporting.
1
subitem not at all important
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5
essential

Does your paper address subitem 5-v?
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

Yes. The Experimental Group section comprises greater than one third of the
METHODS section that describes the tested intervention. In addition, Table 1 and figure
1 present further information about the behaviour change technics, and the algorithm
respectively.
5-vi) Digital preservation
Digital preservation: Provide the URL of the application, but as the intervention is likely
to change or disappear over the course of the years; also make sure the intervention is
archived (Internet Archive,webcitation.org, and/or publishing the source code or
screenshots/videos alongside the article). As pages behind login screens cannot be
archived, consider creating demo pages which are accessible without login.
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subitem not at all important

essential

Does your paper address subitem 5-vi?
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
No. Digital preservation will be considered after the RCT completion.
5-vii) Access
Access: Describe how participants accessed the application, in what setting/context, if
they had to pay (or were paid) or not, whether they had to be a member of specific
group. If known, describe how participants obtained “access to the platform and Internet”
[1]. To ensure access for editors/reviewers/readers, consider to provide a “backdoor”
login account or demo mode for reviewers/readers to explore the application (also
important for archiving purposes, see vi).
1
subitem not at all important
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5
essential

Does your paper address subitem 5-vii? *
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
Yes. Access to the intervention is presented in the TIMELINE AND PROCEDURES
section: “Randomization (T0) and allocation to the experimental or control groups occur
upon submission of the baseline questionnaire at the fourth or fifth week post-hospital
discharge, allowing participants the window of 2 weeks to complete baseline
assessments. Each participant receives, by automated email from the TAVIETM platform,
access to either TAVIE en m@rcheTM or the control group involving publicly available
websites.”
5-viii) Mode of delivery, features/functionalities/components of the intervention
and comparator, and the theoretical framework

Describe mode of delivery, features/functionalities/components of the intervention and
comparator, and the theoretical framework [6] used to design them (instructional strategy
[1], behaviour change techniques, persuasive features, etc., see e.g., [7, 8] for
terminology). This includes an in-depth description of the content (including where it is
coming from and who developed it) [1],” whether [and how] it is tailored to individual
circumstances and allows users to track their progress and receive feedback” [6]. This
also includes a description of communication delivery channels and – if computermediated communication is a component – whether communication was synchronous or
asynchronous [6]. It also includes information on presentation strategies [1], including
page design principles, average amount of text on pages, presence of hyperlinks to
other resources, etc. [1].
1

2

3

4

5

subitem not at all important

essential

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
Yes. Table 1 presents the behaviour change technics. Modes of delivery, the
EXPERIMENTAL GROUP section are stated: “the pre-recorded videos of the virtual
nurse… online text that appears beside the videos to allow simultaneous reading of the
video’s content, and downloadable PDF files referred to by the nurse.”
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

subitem not at all important

5
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
Yes. We state in the EXPERIMENTAL GROUP section: “Access to TAVIE en m@rcheTM
starts at randomization between the fourth and fifth week post-hospitalization, which
depends on when the baseline online assessment is submitted. The suggested
completion time of the intervention is 4 weeks but access to the intervention ends at 11
weeks post-randomization. An additional brief ‘booster’ is added at 8 weeks postrandomization. We estimate about 60 to 75 minutes is sufficient to complete the
intervention. TAVIE en m@rcheTM consists of 73 videos, each lasting on average nearly
one minute with most (n = 68) lasting less than two minutes.”
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).
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subitem not at all important

essential

Does your paper address subitem 5-x?
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
Yes. We state that the intervention is fully-automated.
5-xi) Report any prompts/reminders used
Report any prompts/reminders used: Clarify if there were prompts (letters, emails, phone
calls, SMS) to use the application, what triggered them, frequency etc. It may be
necessary to distinguish between the level of prompts/reminders required for the trial,
and the level of prompts/reminders for a routine application outside of a RCT setting
(discuss under item 21 – generalizability).
1
subitem not at all important
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Does your paper address subitem 5-xi? *
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
Yes. prompts/reminders are stated in the TIMELINE AND PROCEDURES section: “In
conjunction with an email, participants are contacted by phone to confirm willingness to
participate. This email includes a hyperlink to download and install software into the
participants’ computers that allows the accelerometer data to be synced to the
company’s server. Thereafter, the data can then be downloaded into the researcher’s
computer. During the same phone call, participants are instructed to wear the
accelerometer daily for 7 days from awakening to bedtime. After 7-days of
accelerometer wear, a second email is sent that includes a hyperlink to access the first
online questionnaire. Although we expect that most participants will complete the
baseline accelerometer wear followed by the online questionnaire within one week, a
maximum window of 2 weeks is allowed to complete baseline assessments. … At both
follow-ups, participants in both groups (experimental and control) are sent an email with
instructions to wear the accelerometer for 7 days. If participants accept, a brief Short
Message Service (SMS) is sent to remind them to read the email.”

5-xii) Describe any co-interventions (incl. training/support)
Describe any co-interventions (incl. training/support): Clearly state any interventions that
are provided in addition to the targeted eHealth intervention, as ehealth intervention may
not be designed as stand-alone intervention. This includes training sessions and support
[1]. It may be necessary to distinguish between the level of training required for the trial,
and the level of training for a routine application outside of a RCT setting (discuss under
item 21 – generalizability.
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Does your paper address subitem 5-xii? *
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
Not applicable. No training was provided for this RCT.
6a) Completely defined pre-specified primary and secondary outcome measures,
including how and when they were assessed
Does your paper address CONSORT subitem 6a? *
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
Yes. “The primary outcome is change in steps per day measured by an accelerometer
between randomization and 12 weeks… “Secondary outcomes are change in steps per
day measured by an accelerometer between randomization and 5 weeks, and in selfreported energy expenditure for walking, and for moderate to vigorous physical activity
measured by the French short version International Physical Activity Questionnaire
(IPAQ) [52] between randomization, and 5 and 12 weeks.”
6a-i) Online questionnaires: describe if they were validated for online use and
apply CHERRIES items to describe how the questionnaires were
designed/deployed
If outcomes were obtained through online questionnaires, describe if they were validated
for online use and apply CHERRIES items to describe how the questionnaires were
designed/deployed [9].
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subitem not at all important
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Does your paper address subitem 6a-i?
Copy and paste relevant sections from manuscript text
No.
6a-ii) Describe whether and how “use” (including intensity of use/dosage) was
defined/measured/monitored

Describe whether and how “use” (including intensity of use/dosage) was
defined/measured/monitored (logins, logfile analysis, etc.). Use/adoption metrics are
important process outcomes that should be reported in any ehealth trial.
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subitem not at all important
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Does your paper address subitem 6a-ii?
Copy and paste relevant sections from manuscript text
No. 6a-ii will be reported in the RCT results rather than the present RCT protocol.
6a-iii) Describe whether, how, and when qualitative feedback from participants
was obtained
Describe whether, how, and when qualitative feedback from participants was obtained
(e.g., through emails, feedback forms, interviews, focus groups).
1

2

3

4

5

subitem not at all important
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Does your paper address subitem 6a-iii?
Copy and paste relevant sections from manuscript text
Not applicable.
6b) Any changes to trial outcomes after the trial commenced, with reasons
Does your paper address CONSORT subitem 6b? *
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
No. Changes in trial outcomes will be reported in the future publication of the results.
7a) How sample size was determined
NPT: When applicable, details of whether and how the clustering by care provides or
centers was addressed
7a-i) Describe whether and how expected attrition was taken into account when
calculating the sample size
Describe whether and how expected attrition was taken into account when calculating
the sample size.
1
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Does your paper address subitem 7a-i?
Copy and paste relevant sections from manuscript title (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
Yes. “To detect a difference in change between randomization and 12 weeks of 1,500
steps per day (SD = 2,824) in favor of the experimental group compared with the control
group, a total of 148 participants (n = 74 participants per group [57 plus 17 for attrition],
and n = 37 per recruitment center) is needed, given a two-sided 5% significance level,
power of 80%, and an expected attrition of 23%.”
7b) When applicable, explanation of any interim analyses and stopping guidelines
Does your paper address CONSORT subitem 7b? *
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
Not applicable.
8a) Method used to generate the random allocation sequence
NPT: When applicable, how care providers were allocated to each trial group
Does your paper address CONSORT subitem 8a? *
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
No. “Randomization was planned by an off-site coordinating center” and their method is
not reported.

8b) Type of randomisation; details of any restriction (such as blocking and block size)
Does your paper address CONSORT subitem 8b? *
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
Yes. “Per stratum, the coordinating center will generate random numbers for each
assignment. Random assignments will follow a 1:1 allocation using random block sizes
determined by the coordinating center…”
9) Mechanism used to implement the random allocation sequence (such as sequentially
numbered containers), describing any steps taken to conceal the sequence until
interventions were assigned
Does your paper address CONSORT subitem 9? *
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

Yes. “The assignment sent by the coordinating center in electronic list (.xls) format was
uploaded in the TAVIETM platform. The allocation sequence is concealed. Upon
submission of the baseline questionnaire, the TAVIETM platform sends an automated
email of the assignment to the participant. This email includes the hyperlink and
password to access the experimental TAVIE en m@rcheTM, or to receive a different
hyperlink to access the control of publicly available websites.”

10) Who generated the random allocation sequence, who enrolled participants, and who
assigned participants to interventions
Does your paper address CONSORT subitem 10? *
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
Yes. “off-site coordinating center”
11a) If done, who was blinded after assignment to interventions (for example,
participants, care providers, those assessing outcomes) and how
NPT: Whether or not administering co-interventions were blinded to group assignment
11a-i) Specify who was blinded, and who wasn’t
Specify who was blinded, and who wasn’t. Usually, in web-based trials it is not possible
to blind the participants [1, 3] (this should be clearly acknowledged), but it may be
possible to blind outcome assessors, those doing data analysis or those administering
co-interventions (if any).
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Does your paper address subitem 11a-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
Yes. “Care providers during hospitalization (treating physicians, nurses, and others) are
blinded to group assignment because randomization occurs post-hospitalization. The
first author must know of the assignment after it is revealed to manage the emails sent to
the participants in either the experimental or control group. The outcome data completed
online are anonymized allowing blinding to group assignment.”
11a-ii) Discuss e.g., whether participants knew which intervention was the
“intervention of interest” and which one was the “comparator”
Informed consent procedures (4a-ii) can create biases and certain expectations discuss e.g., whether participants knew which intervention was the “intervention of
interest” and which one was the “comparator”.
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Does your paper address subitem 11a-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
Yes. “Although participants are not informed as to which website is experimental versus
control, they are informed that one website takes about 60 to 75 minutes to complete
(i.e., experimental), and the other website takes an undetermined number of minutes to
complete (i.e., control).”
11b) If relevant, description of the similarity of interventions
(this item is usually not relevant for ehealth trials as it refers to similarity of a placebo or
sham intervention to a active medication/intervention)
Does your paper address CONSORT subitem 11b? *
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
Yes. Descriptions of both conditions are found in the INTERVENTIONS section.
12a) Statistical methods used to compare groups for primary and secondary outcomes
NPT: When applicable, details of whether and how the clustering by care providers or
centers was addressed
Does your paper address CONSORT subitem 12a? *
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
Yes. “For the analyses of single continuous variables (e.g., the primary outcome of
change in steps per day), repeated measures ANCOVA models will be used with
covariates that include sex, age, diabetes, intermittent claudication, baseline smoking
status, depression symptoms, and fatigue. For analyses of multiple continuous variables
(e.g., the secondary outcomes of change in walking and moderate to vigorous physical
activity), repeated measures MANCOVA models will be used with the same covariates
as the above model. For single dichotomous variables with baseline values (e.g.,
smoking status), sequential logistic regression models will be used. For single
dichotomous variables without baseline values (e.g., hospitalizations), chi-square
models will be used. A mediation analysis will use a sequence of one-way ANOVA
models with Bonferroni adjustments, in which the alpha will be divided by the number of
tests performed. Adjusted and unadjusted means or proportions in each group
(experimental and control) will be provided along with a 95% confidence interval. No
adjustments in p-value will be made for the hypotheses on secondary and tertiary
outcomes because these are aimed at supporting the primary hypothesis on steps per
day rather than claiming intervention effect [66].”

12a-i) Imputation techniques to deal with attrition / missing values
Imputation techniques to deal with attrition / missing values: Not all participants will use
the intervention/comparator as intended and attrition is typically high in ehealth trials.
Specify how participants who did not use the application or dropped out from the trial
were treated in the statistical analysis (a complete case analysis is strongly discouraged,
and simple imputation techniques such as LOCF may also be problematic [4]).
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Does your paper address subitem 12a-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
No. This will be reported in the RCT results rather than this RCT protocol.
12b) Methods for additional analyses, such as subgroup analyses and adjusted analyses
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
No. This will be reported in the RCT results rather than this RCT protocol.
X26) REB/IRB Approval and Ethical Considerations [recommended as subheading
under "Methods"] (not a CONSORT item)
X26-i) Comment on ethics committee approval
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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
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.
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Does your paper address subitem X26-ii?
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5
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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
Yes. “Ethics approval for this multicenter RCT was obtained from the Scientific and
Ethics Committee of the Montreal Heart Institute Research Center (Reference number
MP-33-2015-1887). Procedures follow the mechanism of multicenter studies outlined by
the Québec Ministry of Health and Social Services [67].”
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)
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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
Yes. “Participants that respond “yes” to having identified symptoms of exercise
intolerance are provided an onscreen video message asking them to not initiate the
intervention, to consult a free 24-hour province-wide phone service for general health
problems if the symptoms are non-urgent, or to call 9-1-1 or go to the emergency
department if the symptoms are urgent, and then to log out of the intervention. Two
weeks thereafter, participants are asked to login to the intervention, and only if no
symptoms of exercise intolerance are identified by the participant, they are invited to
continue the intervention.”
RESULTS
Not applicable
DISCUSSION
22) Interpretation consistent with results, balancing benefits and harms, and considering
other relevant evidence

NPT: In addition, take into account the choice of the comparator, lack of or partial
blinding, and unequal expertise of care providers or centers in each group
22-i) Restate study questions and summarize the answers suggested by the data,
starting with primary outcomes and process outcomes (use)
Restate study questions and summarize the answers suggested by the data, starting
with primary outcomes and process outcomes (use).
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Does your paper address subitem 22-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
Not applicable
22-ii) Highlight unanswered new questions, suggest future research
Highlight unanswered new questions, suggest future research.
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Does your paper address subitem 22-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
Not applicable

20) Trial limitations, addressing sources of potential bias, imprecision, and, if relevant,
multiplicity of analyses
20-i) Typical limitations in ehealth trials
Typical limitations in ehealth trials: Participants in ehealth trials are rarely blinded.
Ehealth trials often look at a multiplicity of outcomes, increasing risk for a Type I error.
Discuss biases due to non-use of the intervention/usability issues, biases through
informed consent procedures, unexpected events.
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subitem not at all important
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Does your paper address subitem 20-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
Yes. The Discussion section presents potential limitations of our RCT concerning the
outcomes, intervention, and generalizability.
21) Generalisability (external validity, applicability) of the trial findings

NPT: External validity of the trial findings according to the intervention, comparators,
patients, and care providers or centers involved in the trial
21-i) Generalizability to other populations
Generalizability to other populations: In particular, discuss generalizability to a general
Internet population, outside of a RCT setting, and general patient population, including
applicability of the study results for other organizations
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Does your paper address subitem 21-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
Yes. “Concerning generalizability, our sample will likely have similar characteristics as
the four other RCTs testing a web-based intervention using steps per day or another
objective physical activity outcome in an ACS population [27-30]. Such populations have
no important co-morbidities or environmental constraints that would impede performance
in moderate-intensity physical activity. ACS populations with important co-morbidities are
neither eligible to participate in our study nor eligible to receive the recommendation to
gradually attain moderate intensity walking beginning the fourth or fifth week after
hospitalization, as is recommended in TAVIE en m@rcheTM. Therefore, the eligibility
criteria for our RCT is comparable to the ACS population intended for TAVIE en
m@rcheTM. Another related cardiac population that could benefit from TAVIE en
m@rcheTM, after some minor modifications, are those with stable coronary artery
disease, such as stable angina patients requiring elective percutaneous coronary
intervention. However, our future results will not be generalizable in stable coronary
artery disease populations.”
21-ii) Discuss if there were elements in the RCT that would be different in a routine
application setting
Discuss if there were elements in the RCT that would be different in a routine application
setting (e.g., prompts/reminders, more human involvement, training sessions or other
co-interventions) and what impact the omission of these elements could have on use,
adoption, or outcomes if the intervention is applied outside of a RCT setting.
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Does your paper address subitem 21-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
No. This will be reported in the RCT results rather than the RCT protocol.

OTHER INFORMATION
23) Registration number and name of trial registry
Does your paper address CONSORT subitem 23? *
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
Yes. The trial registry is after the abstract.
24) Where the full trial protocol can be accessed, if available
Does your paper address CONSORT subitem 24? *
Cite a Multimedia Appendix, other reference, or 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
No. This will be reported in the RCT results rather than the RCT protocol.
25) Sources of funding and other support (such as supply of drugs), role of funders
Does your paper address CONSORT subitem 25? *
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
Yes. This information is indicated in the acknowledgments.
X27) Conflicts of Interest (not a CONSORT item)
X27-i) State the relation of the study team towards the system being evaluated
In addition to the usual declaration of interests (financial or otherwise), also state the
relation of the study team towards the system being evaluated, i.e., state if the
authors/evaluators are distinct from or identical with the developers/sponsors of the
intervention.
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Does your paper address subitem X27-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
Yes. “John W. Kayser1,2, Sylvie Cossette1,2, and José Côté1,3 are free to commercialize
TAVIE en m@rcheTM in the future.”

