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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? *

1a-i) Identify the mode of delivery in the title

Does your paper address subitem 1a-i? *

"Smartphone

App–Based"

Your response is too large. Try shortening some answers.



1b) ABSTRACT: Structured summary of trial design, 
methods, results, and conclusions

NPT extension: Description of experimental treatment, comparator, care providers, 

centers, and blinding status.

1a-ii) Non-web-based components or important co-

interventions in title

Does your paper address subitem 1a-ii?

no non-web-based components. 

1a-iii) Primary condition or target group in the title

Does your paper address subitem 1a-iii? *

"Overweight Adults"

Your response is too large. Try shortening some answers.



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

intervention and comparator in the METHODS section of 

the ABSTRACT

Does your paper address subitem 1b-i? *

"ImpulsePal intervention or a waiting list control group" Key components 

of the intervention include food inhibition training, visuospatial loading, 

implementation intentions, urge-surfing, location-based goal reminders, 

and an emergency button. 

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

section of the ABSTRACT

Your response is too large. Try shortening some answers.



Does your paper address subitem 1b-ii?

This intervention is fully-automated

1b-iii) Open vs. closed, web-based (self-assessment) vs. 

face-to-face assessments in the METHODS section of the 

ABSTRACT

Does your paper address subitem 1b-iii?

Participants were recruited through a weight management referral hub, 

newsletters, and posters in local general practice surgeries, gym 

facilities, and noticeboards. The study included face-to-face 

assessment at baseline, 1-montha and 3-month follow-up. 

Your response is too large. Try shortening some answers.



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

Does your paper address subitem 1b-iv?

"We screened 179 participants for eligibility, and 58 were randomized 

to the intervention group and 30 to the control group. Data were 

available for 74 (84%, 74/88) participants at 1 month and 67 (76%, 

67/88) participants at 3 months. The intervention group (n=43) lost 

1.03 kg (95% CI 0.33 to 1.74) more than controls (n=26) at 1 month 

and 1.01 kg (95% CI −0.45 to 2.47) more than controls (n=43 and 

n=24, respectively) at 3 months" 

In the intervention group, 56 participants had usable app usage 

statistics. Median app usage for the first month was 39.2 minutes, 

1b-v) CONCLUSIONS/DISCUSSION in abstract for 

negative trials

Your response is too large. Try shortening some answers.



INTRODUCTION

2a) In INTRODUCTION: Scientific background and 
explanation of rationale

Does your paper address subitem 1b-v?

this reports a feasibility study. Moreover, primary outcome was positive. 

2a-i) Problem and the type of system/solution

Your response is too large. Try shortening some answers.



Does your paper address subitem 2a-i? *

"However, people often struggle to lose or maintain weight, despite 

their strong intentions to do so [5,6]. This is thought to be due to, at 

least in part, people’s tendency to make food choices impulsively with 

little conscious awareness [7,8]."   + "This study has presented data 

from a feasibility randomized controlled trial (RCT) of a smartphone 

app–based weight management intervention, ImpulsePal, that was 

developed to support dietary behavior change by helping people learn 

how to modify impulsively regulated eating of unhealthy foods, using 

evidence-based strategies that explicitly target impulsive processes 

identified in a recent systematic review [13]. This study encompassed 

the second stage of the Medical Research Council framework for 

complex interventions [23] and was designed to (1) inform the 

planning of a fully powered trial to determine the clinical 

effectiveness of the intervention in overweight adults and (2) inform 

2a-ii) Scientific background, rationale: What is known 

about the (type of) system

Your response is too large. Try shortening some answers.



2b) In INTRODUCTION: Specific objectives or 
hypotheses

Does your paper address subitem 2a-ii? *

"This has resulted in the development and evaluation of a range of 

impulse management techniques with some showing promise in 

terms of changing eating-related outcomes such as snack intake, 

craving strength, and body

weight [13]. Impulsive processes are triggered by situational cues (eg,

[10,11,14]) and individuals may therefore benefit from in-the-moment 

(or just-in-time) support to modify or otherwise manage such 

processes for successful behavior change. In 2016, the UK user base 

for smartphones reached 18% of the population (91% among those 

aged 18 to 44 years) [15]. Smartphone use continues to permeate 

daily life with people carrying their phones with them most of the time 

and looking at them frequently throughout the day [16-18]. Therefore, 

smartphone apps provide a useful platform for such intervention.

Meta-analyses suggest modest effectiveness of mobile health 

(mHealth) apps targeting weight loss [19,20]. However, reviews of 

weight loss mHealth apps show that such apps incorporate few 

theory- and evidence-based features, primarily relying on reflective 

behavior change techniques such as goal setting and self-monitoring 

Your response is too large. Try shortening some answers.



METHODS

3a) Description of trial design (such as parallel, 
factorial) including allocation ratio

3b) Important changes to methods after trial 
commencement (such as eligibility criteria), with 
reasons

Does your paper address CONSORT subitem 2b? *

"The objectives for this feasibility trial were to

1. Assess feasibility of the trial procedures, including rates of

recruitment, data collection methods, and retention.

2. Obtain estimates of the SDs of continuous outcome

measures to inform sample size calculations for a full-scale

trial. 

3. Assess the usability of, and satisfaction with, the ImpulsePal

intervention and trial methods and procedures."

Does your paper address CONSORT subitem 3a? *

"This was a parallel randomized controlled feasibility study with nested 

quantitative and qualitative process evaluation. Participants were 

randomized in a 2:1 ratio to the intervention or a waiting list control arm 

to maximize data on engagement with the intervention."

Your response is too large. Try shortening some answers.



4a) Eligibility criteria for participants

Does your paper address CONSORT subitem 3b? *

"Our original protocol required a minimum BMI of 30 kg/m2 (and 27.5 

for specific ethnicities) but we reduced this to 25 kg/m2 to facilitate 

recruitment and capture a broader range of experiences with the 

3b-i) Bug fixes, Downtimes, Content Changes

Does your paper address subitem 3b-i?

"This study incorporated a nested Action Research (AR) study [27,28], 

with 2 cycles of intervention delivery and user feedback. Refinements 

were made to

intervention content at the end of each cycle, informed by qualitative 

Your response is too large. Try shortening some answers.



Does your paper address CONSORT subitem 4a? *

"People were eligible to take part if they (1) were aged at least 16 

years, (2) had a body mass index (BMI) of 25 kg/m2 or more, (3) 

owned an Android-based smartphone, and (4) lived within a 45-min 

travelling distance of Exeter, United Kingdom (Devon’s capital city). 

Exclusion criteria included (1) pregnancy within the last 6 months or 

planned pregnancy during the study period, (2) not speaking or 

understanding written English, (3) participation in concurrent weight-

related interventional research (though participants could be 

accessing weight loss services outside of the research), and (4) 

currently receiving treatment

4a-i) Computer / Internet literacy

Does your paper address subitem 4a-i?

Your response is too large. Try shortening some answers.



4a-ii) Open vs. closed, web-based vs. face-to-face 

assessments:

Your response is too large. Try shortening some answers.



Does your paper address subitem 4a-ii? *

"Once a week, a staff member of the HPD referral hub ran a database 

search to generate a list of people who met the study inclusion 

criteria and checked for any recorded exclusion criteria (ie, pregnancy 

and referral to concurrent interventional research). Where appropriate, 

a study invitation on the HPD letterhead was sent out with the 

Participant Information Sheet, a reply slip,

and a freepost envelope addressed to the researcher (SvB)." + 

"additional recruitment routes were added. These included (1) 

displaying study posters in 3 local GP surgeries, 3 local gym facilities, 

and 2 local Web-based community noticeboards; (2) offering study 

flyers to individuals referred to local Tier 3 (hospital-based) weight 

management services in Devon; (3) inserting a study advert in the 

university’s newsletter; and (4) placing 2 separate adverts in the 

Exeter 10,000 project’s (ExTend) yearly newsletter." + 

"At the baseline visit, after obtaining written consent, the researcher 

(1) asked for the questionnaire and checked for completeness and 

understanding, (2) took other baseline measurements, and (3) 

randomized the participant to either the intervention or control group. 

Participants randomized to the intervention group (see below) were 

provided with instructions for downloading and installing the 

ImpulsePal app and an anonymized username and password. Follow-

up assessments were carried out in the same way at 1 month and 3 

months post baseline, although semistructured interviews were 

Your response is too large. Try shortening some answers.



4b) Settings and locations where the data were 
collected

4a-iii) Information giving during recruitment

Does your paper address subitem 4a-iii?

"Potential participants who were eligible and provided oral consent to 

take part were invited to attend a baseline assessment visit. A 

baseline invitation pack was sent with information about the visit, and 

a baseline questionnaire was sent for completion in advance. At the 

baseline visit, after obtaining written consent,

the researcher (1) asked for the questionnaire and checked for 

completeness and understanding, (2) took other baseline 

measurements, and (3) randomized the participant to either the 

Does your paper address CONSORT subitem 4b? *

"Data collection primarily took place at the University of Exeter Medical 

School. However, home visits were offered to those who were not able 

to attend

study visits at the university."

Your response is too large. Try shortening some answers.



4b-i) Report if outcomes were (self-)assessed through 

online questionnaires

Your response is too large. Try shortening some answers.



Does your paper address subitem 4b-i? *

"For this feasibility study, the main outcomes of interest were (1) 

uptake rate, (2) study completion rate (the proportion providing data 

at 3 months), and (3) the SD of weight loss at 3 months of follow-up. 

Other feasibility outcomes of interest were measures completion 

rates (the proportion of participants who

completed each measure at each time point) and acceptability of the 

intervention and study procedures (percent satisfied with the 

ImpulsePal app and study procedures). Questionnaires and study 

records were used to record

demographic data at baseline in terms of age, gender, level of 

education, ethnicity, and area deprivation using the Index of Multiple 

Deprivation derived from postcode and national census data, which is 

the official measure of relative deprivation for localities in England 

[47]. In addition, participants reported their smoking status, any 

medications or diagnoses that might affect

weight (such as thyroid problems), or diet (such as food allergies) and 

concurrent participation in other lifestyle-related weight management 

program at baseline, and any changes in these at 1-month and 

3-month follow-up." + 

"Body weight in kilograms (primary outcome) was measured using 

calibrated scales (Seca 899 Weighing Scale). Height was measured 

using the Seca 213 portable stadiometer at baseline only to calculate 

BMI."+ 

"At the baseline visit, after obtaining written consent, the researcher 

(1) asked for the questionnaire and checked for completeness and 

understanding, (2) took other baseline measurements, and (3) 

randomized the participant to either the intervention or control group. 

Participants randomized to the intervention group (see below) were 

provided with instructions for downloading and installing the 

ImpulsePal app and an anonymized username and password. Follow-

up assessments were carried out in the same way at 1 month and 3 

Your response is too large. Try shortening some answers.



5) The interventions for each group with sufficient 
details to allow replication, including how and when 
they were actually administered

4b-ii) Report how institutional affiliations are displayed

Does your paper address subitem 4b-ii?

5-i) Mention names, credential, affiliations of the 

developers, sponsors, and owners

Does your paper address subitem 5-i?

Your response is too large. Try shortening some answers.



5-ii) Describe the history/development process

Does your paper address subitem 5-ii?

5-iii) Revisions and updating

Does your paper address subitem 5-iii?

Your response is too large. Try shortening some answers.



5-iv) Quality assurance methods 

Does your paper address subitem 5-iv?

5-v) Ensure replicability by publishing the source code, 

and/or providing screenshots/screen-capture video, 

and/or providing flowcharts of the algorithms used

Does your paper address subitem 5-v?

Your response is too large. Try shortening some answers.



5-vi) Digital preservation

webcitation.org

Does your paper address subitem 5-vi?

5-vii) Access

Your response is too large. Try shortening some answers.



Does your paper address subitem 5-vii? *

"Participants randomized to the intervention group (see below) were 

provided with instructions for downloading and installing the 

ImpulsePal app and an

anonymized username and password."

ImpulsePal was only available to participants by using a password to 

access the download page on the ImpulsePal website and following 

5-viii) Mode of delivery, 

features/functionalities/components of the intervention 

and comparator, and the theoretical framework

Your response is too large. Try shortening some answers.



Does your paper address subitem 5-viii? *

Your response is too large. Try shortening some answers.



"The ImpulsePal intervention was developed using Intervention 

Mapping methods [31] to (1) support the reduction of unplanned and 

unhealthy snacking, drinking, and overeating for weight management 

in people who are overweight, (2) include components for which there 

was promising evidence that they could modify or otherwise assist in 

managing impulsive processes related to  unhealthy eating, and (3) 

have the potential for delivery on a large scale. Drawing on dual-

process approaches (eg, Reflective Impulsive Model [10]), the

intervention contains techniques that help manage the impulsive 

processes by either preventing their initiation or modifying the 

direction or strength of the triggered impulse (impulse-focused 

techniques) or using cognitive resources in identifying and 

suppressing the impulsively activated behavioral schemas (reflective 

techniques) [13]. As well as building on our systematic review of 

techniques to modify impulsive processes [13], the development 

process involved extensive consultation with service users and 

behavior change experts.

The intervention is described in the Multimedia Appendix 1, and fuller 

details of the intervention and its development are described 

elsewhere [24,29]. Briefly, ImpulsePal is a self-delivered smartphone 

app that aims to help people modify

or manage impulsive processes to facilitate dietary changes (such as 

reductions in snack consumption). Table 1 presents the key 

components of ImpulsePal comprising techniques informed by the 

review [13], their respective mechanisms of action, recommended 

timing of use, and the operationalization of the technique into a 

workable app component.

Additional components, which were identified from service user and 

expert consultations and additional engagement literature, were also 

incorporated. These included an emergency button to provide easy 

access to specific impulse management techniques to be used in-the-

moment, as well as providing quick

access to other techniques (see Table 1). Once the user presses the 

emergency button, they are presented with text congratulating them 

on putting their impulse on hold and prompting further action 

(pressing the next button) by saying “Now let’s see if you can take 

control of the situation....” This emergency button text is displayed 

against a background of dynamic visual noise to induce visuospatial 

loading, which aims to reduce craving strength by preventing the 

elaboration of craving imagery. Further strategies were included to 

Your response is too large. Try shortening some answers.



5-ix) Describe use parameters

Does your paper address subitem 5-ix?

5-x) Clarify the level of human involvement

Does your paper address subitem 5-x?

Your response is too large. Try shortening some answers.



5-xi) Report any prompts/reminders used

Does your paper address subitem 5-xi? *

Reminders were sent when the user had not engaged with the Brain 

Training component on 2 consecutive days (detailed in Multimedia 

5-xii) Describe any co-interventions (incl. training/support)

Does your paper address subitem 5-xii? *

No additional intervention used. 

Your response is too large. Try shortening some answers.



6a) Completely defined pre-specified primary and 
secondary outcome measures, including how and 
when they were assessed

Your response is too large. Try shortening some answers.



Does your paper address CONSORT subitem 6a? *

Your response is too large. Try shortening some answers.



"(1) uptake rate, (2) study completion rate (the proportion providing 

data at 3 months), and (3) the SD of weight loss at 3 months of follow-

up. Other feasibility outcomes of interest were measures completion 

rates (the proportion of participants who completed each measure at 

each time point) and acceptability of the intervention and study 

procedures (percent satisfied with

the ImpulsePal app and study procedures).

Questionnaires and study records were used to record demographic 

data at baseline in terms of age, gender, level of education, ethnicity, 

and area deprivation using the Index of Multiple Deprivation derived 

from postcode and national census data, which is the official 

measure of relative deprivation for

localities in England [47]. In addition, participants reported their 

smoking status, any medications or diagnoses that might affect 

weight (such as thyroid problems), or diet (such as food allergies) and 

concurrent participation in other lifestyle-related weight management 

program at baseline, and any changes in

these at 1-month and 3-month follow-up.

A full measurement schedule can be found in the Multimedia 

Appendix 1 (see Table S1). All measures intended for use in the full-

scale trial were also taken (at baseline and follow-up, unless 

otherwise stated) as follows.

Body Measurements

Body weight in kilograms (primary outcome) was measured using 

calibrated scales (Seca 899 Weighing Scale). Height was measured 

using the Seca 213 portable stadiometer at baseline only to calculate 

BMI.

Secondary Outcomes

We measured unhealthy snack food/drink consumption using a 7-day 

recall 11-item food frequency questionnaire (FFQ) adapted from a 

questionnaire used by Churchill and Jessop [48]. This FFQ asked 

participants to rate how often they had eaten food from specific 

categories over the course of the last week.

The items in the FFQ included crisps, chocolate, ice cream, chips, 

sweets, cakes, biscuits, pastries/sweet pies, soft drinks, low 

sugar/diet soft drinks, and alcoholic drinks. A 7-point response scale 

Your response is too large. Try shortening some answers.



6a-i) Online questionnaires: describe if they were validated 

for online use and apply CHERRIES items to describe how 

the questionnaires were designed/deployed

Does your paper address subitem 6a-i?

6a-ii) Describe whether and how “use” (including intensity 

of use/dosage) was defined/measured/monitored

Does your paper address subitem 6a-ii?

Your response is too large. Try shortening some answers.



6b) Any changes to trial outcomes after the trial 
commenced, with reasons

7a) How sample size was determined

NPT: When applicable, details of whether and how the clustering by care provides 

or centers was addressed

6a-iii) Describe whether, how, and when qualitative 

feedback from participants was obtained

Does your paper address subitem 6a-iii?

Does your paper address CONSORT subitem 6b? *

No changes were made to outcomes after trial commenced. 

Your response is too large. Try shortening some answers.



7b) When applicable, explanation of any interim 
analyses and stopping guidelines

8a) Method used to generate the random allocation 
sequence 

NPT: When applicable, how care providers were allocated to each trial group

7a-i) Describe whether and how expected attrition was 

taken into account when calculating the sample size

Does your paper address subitem 7a-i?

Does your paper address CONSORT subitem 7b? *

No quantitative interim analyses conducted. Thematic analysis of the 

semi-structured interviews was conducted following cohort 1 to inform 

refinements to the intervention and again following cohort 2. 

Your response is too large. Try shortening some answers.



8b) Type of randomisation; details of any restriction 
(such as blocking and block size)

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 8a? *

"Participants were allocated in a 2 (intervention) to 1 (control) ratio 

using a centralized Web-based randomization service [30]."

Does your paper address CONSORT subitem 8b? *

"The allocation sequence was stratified in an attempt to achieve 

balance across the groups in terms of gender, age group (16 to 24, 25 to 

35, 36 to 54, and 55+ years), and BMI categories (<35, 35 to 40, >40 

kg/m2). Block randomization was used, with a block size of 6, to ensure 

minimal variation from the desired 2:1 ratio. Following entry of a unique 

participant number and the participant’s gender, age, and BMI, the 

participant’s allocation code was generated."

Does your paper address CONSORT subitem 9? *

"Participants were allocated in a 2 (intervention) to 1 (control) ratio 

using a centralized Web-based randomization service [30]."Your response is too large. Try shortening some answers.



10) Who generated the random allocation sequence, 
who enrolled participants, and who assigned 
participants to interventions

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

Does your paper address CONSORT subitem 10? *

"Following entry of a unique participant number and the participant’s 

gender, age, and BMI, the participant’s allocation code was generated. 

Neither the participant nor the researcher was aware of group allocation 

until this point. The

same researcher (SvB) enrolled participants and assigned participants 

to the study arms." 

11a-i) Specify who was blinded, and who wasn’t

Your response is too large. Try shortening some answers.



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 subitem 11a-i? *

"Blinding

Post randomization, blinding of the participant was not possible as 

participants were by necessity aware of whether they were receiving an 

app or not. In addition, the researcher was not blinded to group 

allocation at follow-up as interviews with the intervention group 

participants were conducted during the

assessment visit. Blinding to group allocation during analyses was not 

possible either because of the uneven group sizes (2:1 allocation to 

intervention or control group)."

11a-ii) Discuss e.g., whether participants knew which 

intervention was the “intervention of interest” and which 

one was the “comparator”

Does your paper address subitem 11a-ii?

Your response is too large. Try shortening some answers.



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 11b? *

control group received no intervention. 

Your response is too large. Try shortening some answers.



Does your paper address CONSORT subitem 12a? *

"To assess recruitment and retention, participant flow through the 

study was summarized using a CONSORT diagram. Recruitment and 

attrition rates were also summarized using descriptive statistics with 

95% CIs. Completion rates are

reported using frequency (N) and group percentages (%). Sample 

characteristics were analyzed using descriptive statistics reporting 

mean and SDs for continuous data and N (%) for categorical data.

Although the study was not statistically powered for between-group 

comparisons, we conducted exploratory analyses based on the 

intention-to-treat (ITT) principle where participant data were analyzed 

in the groups they were allocated to following randomization. 

Moreover, we followed a complete

case principle to deal with missing outcome data (including only 

participants who provide data at both time points; in this study ITT 

and missing outcome data are considered separate issues, for a 

detailed discussion on the use of ITT analyses and guidance for 

reporting see Alshurafa et al [54]). We used analysis of covariance 

(ANCOVA) to compare differences in weight loss (reported as mean 

difference with 95% CIs) between intervention and control groups at 1 

month and 3 months controlling for baseline BMI. Where baseline  

characteristics suggested potential differences between groups, 

analyses were

conducted including and excluding the potential covariates to explore 

the sensitivity of the findings to baseline differences. We also 

calculated the mean changes in secondary outcomes between 

baseline and follow up time points for each group. Where 

questionnaire data were incomplete, scores were imputed

using the participant’s average for the respective scale if at least 80% 

of the items were completed.App usage data were analyzed using 

descriptive statistics  reporting median and interquartile ranges, and 

Your response is too large. Try shortening some answers.



12b) Methods for additional analyses, such as 
subgroup analyses and adjusted analyses

12a-i) Imputation techniques to deal with attrition / 

missing values

Does your paper address subitem 12a-i? *

"Although the study was not statistically powered for between-group 

comparisons, we conducted exploratory analyses based on the 

intention-to-treat (ITT) principle where participant data were analyzed 

in the groups they were allocated to following randomization. 

Moreover, we followed a complete

case principle to deal with missing outcome data (including only 

participants who provide data at both time points; in this study ITT 

and missing outcome data are considered separate issues, for a 

detailed discussion on the use of ITT analyses and guidance for 

reporting see Alshurafa et al [54]). We used analysis of coariance 

(ANCOVA) to compare differences in weight loss (reported as mean 

difference with 95% CIs) between intervention and control groups at 1 

month and 3 months controlling for baseline BMI." +

"Where questionnaire data were incomplete, scores were imputed 

using the participant’s average for the respective scale if at least 80% 

of the items were completed."

"To explore the potential utility of ImpulsePal as a standalone 

Your response is too large. Try shortening some answers.



X26) REB/IRB Approval and Ethical Considerations 
[recommended as subheading under "Methods"] (not a 
CONSORT item)

Does your paper address CONSORT subitem 12b? *

"Where baseline characteristics suggested potential differences 

between groups, analyses were conducted including and excluding 

the potential covariates to explore the sensitivity of the findings to 

baseline differences." +

X26-i) Comment on ethics committee approval

Does your paper address subitem X26-i?

x26-ii) Outline informed consent procedures

Your response is too large. Try shortening some answers.



RESULTS

13a) For each group, the numbers of participants who 
were randomly assigned, received intended treatment, 
and were analysed for the primary outcome

NPT: The number of care providers or centers performing the intervention in each 

group and the number of patients treated by each care provider in each center

Does your paper address subitem X26-ii?

X26-iii) Safety and security procedures

Does your paper address subitem X26-iii?

Your response is too large. Try shortening some answers.



13b) For each group, losses and exclusions after 
randomisation, together with reasons

14a) Dates defining the periods of recruitment and 
follow-up 

Does your paper address CONSORT subitem 13a? *

This is addressed in Figure 1. Table 4 and Table 5. 

Does your paper address CONSORT subitem 13b? (NOTE: 

Preferably, this is shown in a CONSORT flow diagram) *

This is addressed in Figure 1. 

13b-i) Attrition diagram

Does your paper address subitem 13b-i?

Your response is too large. Try shortening some answers.



14b) Why the trial ended or was stopped (early)

Does your paper address CONSORT subitem 14a? *

"Participants were recruited between September 2015 and March 2016 

for Cycle 1 and October 2016 and April 2017 for Cycle 2 in the county of 

Devon in the United Kingdom."

14a-i) Indicate if critical “secular events” fell into the study 

period

Does your paper address subitem 14a-i?

Does your paper address CONSORT subitem 14b? *

trial completed

Your response is too large. Try shortening some answers.



15) A table showing baseline demographic and clinical 
characteristics for each group

NPT: When applicable, a description of care providers (case volume, qualification, 

expertise, etc.) and centers (volume) in each group

16) For each group, number of participants 
(denominator) included in each analysis and whether 
the analysis was by original assigned groups

Does your paper address CONSORT subitem 15? *

This is addressed in Table 2

15-i) Report demographics associated with digital divide 

issues

Does your paper address subitem 15-i? *

This is addressed in Table 2. 

Your response is too large. Try shortening some answers.



16-i) Report multiple “denominators” and provide 

definitions

Does your paper address subitem 16-i? *

This is addressed in Table 4

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

Does your paper address subitem 16-ii?

Your response is too large. Try shortening some answers.



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? *

"An ITT complete case analysis (see Tables 4 and 5) showed that the 

intervention group lost 0.88 kg at 1 month and continued to lose weight, 

with an average weight loss of 1.63 kg at 3 months. The control group 

initially gained 0.12 kg at 1 month but then lost 0.95 kg by 3 months. 

Adjusting for baseline BMI, this resulted in mean differences in weight 

loss between groups (favoring the intervention group) of 1.03 kg at 1 

month (95% CI 0.33 to 1.74), P=.005, and d=0.2 and 1.01 kg at 3 months 

(95% CI −0.45 to 2.47), P=.17 and d=0.2. Our sample showed a pooled 

SD of weight loss of 1.48 kg at 1 month and of 3.11

kg at 3 months."

17a-i) Presentation of process outcomes such as metrics 

of use and intensity of use

Your response is too large. Try shortening some answers.



17b) For binary outcomes, presentation of both 
absolute and relative effect sizes is recommended

18) Results of any other analyses performed, including 
subgroup analyses and adjusted analyses, 
distinguishing pre-specified from exploratory

Does your paper address subitem 17a-i?

Does your paper address CONSORT subitem 17b? *

Not applicable. 

Your response is too large. Try shortening some answers.



Does your paper address CONSORT subitem 18? *

"Adjusting for differences in baseline BMI, the pattern of weight loss

remained the same, with the intervention group losing 0.91 kg more 

weight than the control group at 1 month, 95% CI (0.30 to 1.52), and 

0.84 kg more at 3 months, 95% CI (−0.35 to 2.02). In addition, 

sensitivity to baseline differences in snacking behavior, 

cointerventions, weight-affecting medications, and ethnicity 

distribution was examined, and none of these factors substantially 

altered the pattern of the findings." +

"To explore the potential utility of ImpulsePal as a standalone 

intervention, a subgroup analysis (using an ITT with complete case 

analysis, see above) was conducted exploring variations in weight 

change alongside cointerventions. Among the control participants, 

those who took part in other weight  management programs (23% 

(6/26)) lost 2.12 kg more than those who did not (85% (22/26); 95% 

CI 0.55 to 3.70) and 3.42 kg more at 3 months (21% (5/24) vs 79% 

(19/24); 95% CI −0.96 to 7.81). In the intervention group, those who 

engaged in cointerventions (31% (15/48)) only lost 0.49 kg more than 

those who used ImpulsePal as a standalone intervention (69% 

18-i) Subgroup analysis of comparing only users

Your response is too large. Try shortening some answers.



19) All important harms or unintended effects in each 
group

(for specific guidance see CONSORT for harms)

Does your paper address subitem 18-i?

Does your paper address CONSORT subitem 19? *

No harms or unintended effects raised. 

19-i) Include privacy breaches, technical problems

Does your paper address subitem 19-i?

Your response is too large. Try shortening some answers.



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

19-ii) Include qualitative feedback from participants or 

observations from staff/researchers

Does your paper address subitem 19-ii?

22-i) Restate study questions and summarize the answers 

suggested by the data, starting with primary outcomes 

and process outcomes (use)

Your response is too large. Try shortening some answers.



Does your paper address subitem 22-i? *

"This study examined the feasibility of conducting a full-scale trial of 

the ImpulsePal intervention. We successfully recruited a sample of 

overweight adults seeking weight management support in the South 

West of England, suggesting that people are willing to use 

smartphone apps to support their weight management. This study 

showed acceptable uptake and retention rates and high participant 

satisfaction with, and use of, an intervention targeting impulsive 

processes to support changes in eating behavior for weight 

management. Moreover, this feasibility study showed high participant 

satisfaction with, and completion of, the trial procedures. The 

exploratory analysis of differences in weight loss between groups 

suggests that approximately 1 kg of weight loss may be achievable at 

the 1- and 3-month follow-up with medium and small effect sizes, 

respectively. It is interesting to note that app usage (total times or 

number of days) was not significantly associated with weight loss. 

This is further explored in the process evaluation [24]. On the basis of 

our findings, a fully powered RCT would need to recruit a total of 457 

participants, assuming a pooled SD of 3.1 kg and the lower bound CI 

of retention (67%) to have 80% power to detect a 1.0 kg difference 

between groups at 3 months of follow-up at the 5% significance level. 

22-ii) Highlight unanswered new questions, suggest future 

research

Your response is too large. Try shortening some answers.



20) Trial limitations, addressing sources of potential 
bias, imprecision, and, if relevant, multiplicity of 
analyses

Does your paper address subitem 22-ii?

20-i) Typical limitations in ehealth trials

Your response is too large. Try shortening some answers.



Does your paper address subitem 20-i? *

Your response is too large. Try shortening some answers.



"This study had a low uptake rate from the initial intended recruitment 

route through an existing weight management referral system (3% of 

those invited), which may be due to the timing of the invitation. 

Referrals were invited to take part in this feasibility study once they 

had been referred to existing local weight management groups but 

before commencement of their program. Therefore, this population 

had already been offered another service and may not have felt the 

need for additional support (study involvement was offered in 

addition to their weight management program, not as a replacement). 

Thus, this study failed to recruit a representative sample of the 

individuals referred to existing weight management interventions via 

primary care. However, the study successfully recruited a volunteer-

based sample through additional community-based routes, which 

targeted overweight individuals who wanted to lose weight. However, 

these self-selected individuals may have been more motivated to 

change and do well compared with participants who are referred to 

weight management.

Second, because of limited resources, blinding of the researcher was 

not feasible. Although we used objective methods for body 

measurements to reduce the risk of bias, blinding of researchers 

collecting follow-up data would be preferable in a full-scale trial [62]. 

Moreover, offering the control group an alternative app with no active 

components would allow for blinding of the participants as well. This 

would minimize the potential for social desirability bias affecting self-

report assessments differently between groups but would also 

remove any difference between the groups in motivation to stay in the 

trial, which was present in the current study where control 

participants were told they

would receive the ImpulsePal at the end of their study participation 

(incentive). Similarly, face-to-face interviews were only conducted 

with intervention group participants. This qualitative evaluation may 

have a therapeutic effect, which may have influenced these 

participants over and above the ImpulsePal intervention, resulting in 

better outcomes in this group. The greater likelihood of a motivation 

to change and do well in volunteer-based samples, the potential for 

social desirability bias in the nonblinded assessments, and the 

potential therapeutic effects from the qualitative interviews may have 

resulted in an overestimation of the potential effect size and more 

favorable reports of acceptability. Moreover, satisfaction with the app 

Your response is too large. Try shortening some answers.



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

Does your paper address subitem 21-i?

21-ii) Discuss if there were elements in the RCT that 

would be different in a routine application setting

Your response is too large. Try shortening some answers.



OTHER INFORMATION

23) Registration number and name of trial registry

24) Where the full trial protocol can be accessed, if 
available

25) Sources of funding and other support (such as 
supply of drugs), role of funders

Does your paper address subitem 21-ii?

Does your paper address CONSORT subitem 23? *

"International Standard Randomized Controlled Trial Number (ISRCTN): 

14886370; http://www.isrctn.com/ISRCTN14886370 (Archived by 

WebCite at http://www.webcitation.org/76WcEpZ51)"

Does your paper address CONSORT subitem 24? *

"International Standard Randomized Controlled Trial Number (ISRCTN): 

14886370; http://www.isrctn.com/ISRCTN14886370 (Archived by 

WebCite at http://www.webcitation.org/76WcEpZ51)"

Your response is too large. Try shortening some answers.



X27) Conflicts of Interest (not a CONSORT item)

About the CONSORT EHEALTH checklist

Does your paper address CONSORT subitem 25? *

"This study was funded through a University of Exeter Medical School 

PhD Scholarship. SBvB’s input was supported by a University of Exeter 

Medical School PhD scholarship. CA and CJG’s input was supported by 

the UK National Institute for Health Research (NIHR) through the 

Collaboration for Leadership in Applied Health Research and Care in the 

South West Peninsula (PenCLAHRC) and a Career Development 

Fellowship (CDF-2012-05-259), respectively."

X27-i) State the relation of the study team towards the 

system being evaluated

Does your paper address subitem X27-i?

Your response is too large. Try shortening some answers.



As a result of using this checklist, did you make changes 

in your manuscript? *

What were the most important changes you made as a 

result of using this checklist?

No changes made, however, this is because the manuscript is already in 

proofing stage and can not be amended. 

How much time did you spend on going through the 

checklist INCLUDING making changes in your manuscript 

*

1hr

As a result of using this checklist, do you think your 

manuscript has improved? *

Your response is too large. Try shortening some answers.
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