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Title of your manuscript *

Effect and Process Evaluation of e-Powered Parents, a

Web-Based Support Program for Parents of Children With a

Chronic Kidney Disease: a feasibility randomized controlled trial

Name of your App/Software/Intervention *

e-Powered Parents

Evaluated Version (if any)

Language(s) *

Dutch

URL of your Intervention Website or App

URL of an image/screenshot (optional)

Accessibility *

Primary Medical Indication/Disease/Condition *

Chronic Kidney Disease

Primary Outcomes measured in trial *

Childs quality of life, parental stress, parental fatigue, self efficacy in communication with health care professionals, perceptions of family management
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Secondary/other outcomes

Recommended "Dose" *

Approx. Percentage of Users (starters) still using the app as 

recommended after 3 months *

Overall, was the app/intervention effective? *
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TITLE AND ABSTRACT

1a) TITLE: Identification as a randomized trial in the title

Article Preparation Status/Stage *

Journal *

Is this a full powered effectiveness trial or a pilot/feasibility trial? 

*

Manuscript tracking number *

9547

1a) Does your paper address CONSORT item 1a? *
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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-i) Identify the mode of delivery in the title

Does your paper address subitem 1a-i? *

"Web-Based Support Program for Parents of Children With a Chronic Kidney 

Disease"

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

in title

Does your paper address subitem 1a-ii?

No

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

Does your paper address subitem 1a-iii? *

"Parents of Children With a Chronic Kidney Disease"
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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? *

"it is an online program consisting of (1) medical information, (2) an interactive

part, and (3) four training modules (stress management, setting limits, 

communication, and coping)." Program is developed using Intervention 

Mapping, but this is not mentioned in the abstract but in the method section. 

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

the ABSTRACT

Does your paper address subitem 1b-ii?

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?
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INTRODUCTION

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

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

Does your paper address subitem 1b-iv?

1b-v) CONCLUSIONS/DISCUSSION in abstract for negative trials

Does your paper address subitem 1b-v?

2a-i) Problem and the type of system/solution
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2b) In INTRODUCTION: Specific objectives or hypotheses

METHODS

Does your paper address subitem 2a-i? *

"Parents play a key role in the management of their child’s illness. However, 

parents of children with chronic kidney disease (CKD) experience high levels of 

stress. Complications such as infections, bone diseases, poor growth and 

development, and kidney failure are frequently seen among such children [1,2].

Mortality among children with CKD remains 30 times higher than that among 

healthy children, despite renal replacement therapy or kidney transplantation [2]. 

Moreover, care for these children is complex due to complicated medication 

schedules, nutritional restrictions, and procedures such as hemodialysis or

peritoneal dialysis [2]. It is, therefore, not unusual that parents experience 

difficulties in balancing the needs of their sick child with their own 

responsibilities, such as other children, family members, work, and social life [3]. 

Parents with significant emotional distress of their own and poor family 

function can negatively affect their child’s health outcomes as well as their

quality of life [4]. Supporting these parents is, therefore, necessary to help them 

cope with the difficulties encountered in all the stages of their child’s CKD."

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

(type of) system

Does your paper address subitem 2a-ii? *

"In recent years, more attention has been paid to the development of 

psychoeducational support programs for parents of children with chronic 

diseases to assist families with the day-to-day management of their child’s 

chronic disease and its consequences [3,5]. Support programs for parents can 

take many forms, consisting, for example, of a simple provision of information 

via written materials, computer programs, internet programs, and group 

interventions. Eccleston et al [5] concluded in their Cochrane review that more 

psychological interventions are needed that directly target the parents of 

children with chronic illness. In 2008, Swallow et al [6] described how parents

of children with CKD needed continuously available, accessible, and reliable 

support. Although in recent years, an increasing number of online support 

programs have been developed for parents of children with chronic diseases, 

such as diabetes mellitus [7,8], cystic fibrosis [9,10], and asthma [11], online

support programs for parents of children with CKD are as yet lacking". 

Does your paper address CONSORT subitem 2b? *

"The aims of this feasibility study were to identify outcome measures that are 

most likely to capture the potential benefit and to evaluate the potential 

effectiveness and effect size of the program. We also conducted a process

evaluation to understand the results of the effect evaluation". 
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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

4a) Eligibility criteria for participants

Does your paper address CONSORT subitem 3a? *

"For the effect evaluation, we conducted a feasibility, two-armed RCT at the 

Pediatric Nephrology Unit of a single university medical center in the 

Netherlands. In the course of the study, we changed the design to a wait-list 

RCT (as described below). For the process evaluation, we conducted a 

quantitative and qualitative study alongside the RCT.

Does your paper address CONSORT subitem 3b? *

" After 6 months (May 2016), we conducted an extra measurement (T2) to 

measure the effect of a longer exposure to the improved program. The design 

of the study changed thereby from a two-armed RCT to a two-armed, wait-list 

RCT (Figure 2)."

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

Does your paper address subitem 3b-i?

Does your paper address CONSORT subitem 4a? *

"Dutch-speaking parents of children aged 0-18 years in 5 different CKD groups 

were eligible; we included parents of children (1) with hereditary kidney disease 

(CKD stage I); (2) with nephrotic syndrome (CKD stage I); (3) with

chronic kidney failure (CKD stage II-IV); (4) using dialysis (CKD stage V); and (5) 

with renal transplantation. Both parents of each child were invited to participate. 

Parents were excluded when their child was not living at home anymore."

Je reactie is te lang. Probeer enkele antwoorden in te korten.
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4b) Settings and locations where the data were collected

4a-i) Computer / Internet literacy

Does your paper address subitem 4a-i?

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

Does your paper address subitem 4a-ii? *

"They received an information letter, which included an informed consent form. 

After 3 weeks, reminders were sent and Phone calls made, while health care 

professionals (JK and EC) informed the parents about the study during 

consultation in the outpatient clinic."

4a-iii) Information giving during recruitment

Does your paper address subitem 4a-iii?

Does your paper address CONSORT subitem 4b? *

"Pediatric Nephrology Unit of a single university

medical center in the Netherlands"
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5) The interventions for each group with sufficient details to 
allow replication, including how and when they were actually 
administered

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

questionnaires

Does your paper address subitem 4b-i? *

"See Table 1 for data collection regarding the effect evaluation and process 

evaluation. We collected data after randomization (T0), 6 months (T1), and 1.5 

years (T2) through a Web-based questionnaire. Additional data were collected 

by extracting the log-in data of e-Powered Parents as well as through a focus

group interview."

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?

5-ii) Describe the history/development process
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Does your paper address subitem 5-ii?

5-iii) Revisions and updating

Does your paper address subitem 5-iii?

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?

5-vi) Digital preservation

webcitation.org
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Does your paper address subitem 5-vi?

5-vii) Access

Does your paper address subitem 5-vii? *

"received email reminders, including log-in codes and a manual"

5-viii) Mode of delivery, features/functionalities/components of 

the intervention and comparator, and the theoretical framework

Does your paper address subitem 5-viii? *

Theoretical framework: Intervention Mapping (see introduction for more 

information) In figure 1 are the components of e-Powered Parents 

described: "an online community consisting of an informative part comprising 

information and videos about various kidney diseases, treatment possibilities, 

diets, and (financial) regulations and an interactive part comprising a forum, 

chat room, and option to send private messages to share parents’ experiences 

with other parents and health care professionals. A Web-based training platform 

consisting of 4 different training modules (stress management, setting limits, 

communication, and coping; Figure 1)."

5-ix) Describe use parameters

Je reactie is te lang. Probeer enkele antwoorden in te korten.

pagina 13 van 29CONSORT-EHEALTH (V 1.6.1) - Submission/Publication Form

27-7-2018https://docs.google.com/forms/d/e/1FAIpQLSfZBSUp1bwOc_OimqcS64RdfIAFvmrT...



Does your paper address subitem 5-ix?

5-x) Clarify the level of human involvement

Does your paper address subitem 5-x?

5-xi) Report any prompts/reminders used

Does your paper address subitem 5-xi? *

" After 3 weeks, reminders were sent and Phone calls made, while health care 

professionals (JK and EC) informed the parents about the study during 

consultation in the outpatient clinic."  "Parents who did not log in to the 

e-Powered Parents received email reminders, including log-in codes and a 

manual. Furthermore, we regularly posted newsletters on e-Powered Parents; 

parents, who had logged in once, received this newsletter via email"

"After group 2 gained access to e-Powered Parents as well and e-Powered 

Parents became part of the daily care, JK and MK regularly discussed the 

program with the parents at the outpatient clinic. Meanwhile, leaflets for parents 

about e-Powered Parents were distributed during the outpatient visits. 

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

Je reactie is te lang. Probeer enkele antwoorden in te korten.
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6a) Completely defined pre-specified primary and secondary 
outcome measures, including how and when they were 
assessed

Does your paper address subitem 5-xii? *

There are no co interventions. e-Powered Parents was a stand alone 

intervention. 

Does your paper address CONSORT subitem 6a? *

1. Child’s quality of life was measured using the validated Dutch version [19] of 

the Child Vulnerability Scale (CVS) [20], a proxy instrument measuring the 

parental perceptions of a child’s vulnerability, which is related to the child’s 

health-related quality of life [21]. 2. Pediatric-related parental stress was 

measured using the validated Dutch version [22] of the Pediatric Inventory for 

Parents (PIP) [23]. 3. Parental fatigue was measured using the validated Dutch 

version of the Multidimensional Fatigue Inventory (MFI) [24]. 4. Self-efficacy in 

the communication with health care professionals was measured using the 

validated Dutch version [25] of the Perceived Efficacy in Patient-Physician 

Interactions (PEPPI-5) [26].  5. Parental perceptions of the family management 

of chronic conditions were measured using the Family Management Measure 

(FaMM) [27]. For more information see method section. 

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?
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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

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

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 in trial outcomes. 

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? *

Not relevant for our study
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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

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 8a? *

"Randomization, stratified on CKD stages at the family level (see subsection 

Participants and Recruitment) and performed blind by a statistician using a 

computer random number generator, was used to allocate equal numbers of 

parents to the intervention group (group 1) and control group (group 2). 

Does your paper address CONSORT subitem 8b? *

Using a computer random number generator, was used to allocate equal 

numbers of parents to the intervention group (group 1) and control group (group 

2)."

Does your paper address CONSORT subitem 9? *

No, Healthcare professionals were not blinded. 

Does your paper address CONSORT subitem 10? *

"performed blind by a statistician"

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

Je reactie is te lang. Probeer enkele antwoorden in te korten.
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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)

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 subitem 11a-i? *

Participants and Healthcare professionals were not blinded

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?

Does your paper address CONSORT subitem 11b? *

No: e-health intervention

Does your paper address CONSORT subitem 12a? *

Objective 2:"linear mixed models with time of measurement (T1 and T2) and 

exposure to e-Powered Parents (at T0, no exposure; at T1, only parents in group 

1 exposed, and at T2, parents in both groups exposed) as fixed variables. Three 

outcome measures (CVS, PIP, and FaMM) were child specific: participating 

families that consisted of 2 children with CKD had to fill in these questions 

twice (for every child each). For the analysis of these three outcomes, we took 

random child effects into account for potential correlation. For nonchild-specific 

questionnaires (PEPPI-5 and MFI), we took random family effects into account 

for potential correlation because both partners participated in the study. Also, 

we conducted intention-to-treat analysis, followed by per-protocol analysis. 

Results were considered significant if P<.05. We calculated the standardized 

effect sizes (Cohen d) by dividing the mean difference in the change score 

between groups 1 and 2 by SD at the baseline. Effect sizes>0.8 were considered

as large, between 0.5 and 0.8 as medium, between 0.2 and 0.5 as small, and 

<0.2 as very small."
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12b) Methods for additional analyses, such as subgroup 
analyses and adjusted analyses

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

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

values

Does your paper address subitem 12a-i? *

No imputation techniques were used

Does your paper address CONSORT subitem 12b? *

No additional analysis or subgroup analysis were performed

X26-i) Comment on ethics committee approval

Does your paper address subitem X26-i?

x26-ii) Outline informed consent procedures

Does your paper address subitem X26-ii?
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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

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

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

X26-iii) Safety and security procedures

Does your paper address subitem X26-iii?

Does your paper address CONSORT subitem 13a? *

"146 parents of 89 families who were willing to participate were randomized 

into group 1 (n=74) and group 2 (n=72). After randomization, 13 parents did not 

fill in the baseline questionnaire, resulting in a total of 133 parents: 68 parents 

(43 families) in group 1 and 65 parents (42 families) in group 2 (Figure 3)." For 

more information see figure 3. 

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

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

See figure 3. 

13b-i) Attrition diagram

Does your paper address subitem 13b-i?
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14b) Why the trial ended or was stopped (early)

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

Does your paper address CONSORT subitem 14a? *

"Parents were recruited between September and December 2014." "After the 

baseline survey (T0) in January 2015, parents in group 1 were given access to 

the intervention e-Powered Parents, while parents in group 2 received the usual 

care (Figure 2). After the first follow-up measurement (T1) in June 2015, the 

Pediatric Nephrology Unit implemented e-Powered Parents as part of

daily care for children with CKD. Subsequently, parents in group 2 were given 

access to e-Powered Parents as well. 

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? *

The trial ended according to plan/ protocol. 

Does your paper address CONSORT subitem 15? *

See table 2. 

15-i) Report demographics associated with digital divide issues

Does your paper address subitem 15-i? *

See tabel 2
Je reactie is te lang. Probeer enkele antwoorden in te korten.
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16) For each group, number of participants (denominator) 
included in each analysis and whether the analysis was by 
original assigned groups

17a) For each primary and secondary outcome, results for 
each group, and the estimated effect size and its precision 
(such as 95% confidence interval)

16-i) Report multiple “denominators” and provide definitions

Does your paper address subitem 16-i? *

See figure 3 and multimedia appendix

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

Does your paper address subitem 16-ii?

Does your paper address CONSORT subitem 17a? *

See multimedia appendix 3 and 4. 

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

and intensity of use

Does your paper address subitem 17a-i?
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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

19) All important harms or unintended effects in each group

(for specific guidance see CONSORT for harms)

Does your paper address CONSORT subitem 17b? *

Not relevant 

Does your paper address CONSORT subitem 18? *

Not relevant. 

18-i) Subgroup analysis of comparing only users

Does your paper address subitem 18-i?

Does your paper address CONSORT subitem 19? *

Not relevant. 

19-i) Include privacy breaches, technical problems

Does your paper address subitem 19-i?
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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)

Does your paper address subitem 22-i? *

" objective 1: the chosen outcome measures were likely to capture the potential 

effect, except for self-efficacy in communication with health care professionals, 

measured by the PEPPI-5 scale; this scale shows ceiling effects and high 

percentages of parents showing no change between the measurement times. [..]

"objective 2: although the parents and health care professionals were 

enthusiastic about e-Powered Parents, no statistically significant effect was 

found on children’s quality of life, parental stress and fatigue, family 

management, or parents’ self-efficacy in communication in both intention-to-

treat and per-protocol analyses. 

objective 3: "we noticed that the majority of the parents used the community to 

read the information and that only a few parents actually used the training 

platform. This could explain the very small effects found in this study: 

knowledge only does not lead to behavioral changes [31].  [...] Even so, the Web-

based interaction options of e-Powered Parents were not often used. [..] 

However, the option to send private messages on e-Powered Parents (which 

could not be monitored by the health care professionals) was not used very 

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

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

22-ii) Highlight unanswered new questions, suggest future 

research

Does your paper address subitem 22-ii?

20-i) Typical limitations in ehealth trials

Does your paper address subitem 20-i? *

" First, the intervention e-Powered Parents consisted of two websites part) and 

the training platform. As described in the Methods section, each website 

comprised different systems to register and analyze the log-in data and could, 

therefore, not be interpreted in the same way. [...]. Moreover, after T1, when the 

program became part of the daily care, we were not able to exclude parents who 

were not a part of the trial. Hence, the presented log-in data of the community 

could be an overestimation. [...] Second, a formal power calculation was not 

possible in this study, leading us to include as many parents as possible. 

Although 133 parents filled in the baseline questionnaire, only 38.3% (51/133) 

parents filled in the questionnaire at T2. This high lost to the follow-up rate 

could severely comprise the study’s validity and reduce the chances of 

detecting a true effect [..] We decided to conduct an extra measurement, aiming 

to gain insights into the long-term effects; however, the parents were not aware 

of this extra measurement at the start of the study".

21-i) Generalizability to other populations
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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

X27) Conflicts of Interest (not a CONSORT item)

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

Does your paper address subitem 21-ii?

Does your paper address CONSORT subitem 23? *

"Trial Registration: Netherlands Trial Registry NTR4808"

Does your paper address CONSORT subitem 24? *

"Geense W, van GB, Knoll J, Cornelissen E, Schoonhoven L, Kok G. Online 

Support Program for Parents of Children With a Chronic Kidney Disease Using 

Intervention Mapping: A Development and Evaluation Protocol. JMIR research 

protocols 2016;5(1):1-12 [FREE Full text] [doi: 10.2196/resprot.4837] [Medline: 

26764218]"

Does your paper address CONSORT subitem 25? *

Dutch Kidney Foundation
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About the CONSORT EHEALTH checklist

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

being evaluated

Does your paper address subitem X27-i?

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?

How much time did you spend on going through the checklist 

INCLUDING making changes in your manuscript *

60 minutes

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

has improved? *

Would you like to become involved in the CONSORT EHEALTH 

group?

Any other comments or questions on CONSORT EHEALTH
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STOP - Save this form as PDF before you click submit

To generate a record that you filled in this form, we recommend to generate a PDF of this 

page (on a Mac, simply select "print" and then select "print as PDF") before you submit it. 

When you submit your (revised) paper to JMIR, please upload the PDF as supplementary 

file. 

Don't worry if some text in the textboxes is cut off, as we still have the complete information 

in our database. Thank you!

Final step: Click submit !

Click submit so we have your answers in our database! 

VERZENDEN
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