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Introduction
Background and rationale
Postpartum depression (PPD) is a common and serious condition affecting approximately 9.5% of women in high-income countries (1), and around 8% in Denmark (2). It shares core features with major depression, including low mood, loss of interest, and impaired functioning (3, 4). Untreated PPD can persist for months, negatively impacting maternal well-being, child development, and family dynamics (5, 6). In Denmark, systematic screening using the Edinburgh Postnatal Depression Scale (EPDS) is standard practice, but access to psychological treatment varies widely (7, 8).
Cognitive behavioral therapy (CBT) is the most effective psychological intervention for perinatal depression (9, 10), yet limited availability and long wait times create barriers to care (7). Internet-based CBT (iCBT) offers a scalable, cost-effective alternative that can be delivered flexibly at home (11, 12). Evidence supports the efficacy of self-guided iCBT for depression (13, 14),  though challenges such as dropout have been reported (15-17). International trials in Norway, Portugal, Iran, South Korea, and the US have shown promising results for iCBT in perinatal populations (16-23), but this approach has not yet been tested and evaluated in Denmark. Some recent iCBT based interventions have also incorporated elements of Acceptance and Commitment Therapy (ACT) — which emphasizes psychological flexibility via mindfulness-based acceptance and values-driven action—and have demonstrated efficacy in reducing postpartum depression symptoms (24). These kinds of interventions (either iCBT or iCBT + ACT) have not yet been tested and evaluated in Denmark.
Objectives
The primary objective of this randomized controlled trial (RCT) is to investigate the effectiveness of an digital therapy intervention, called iCARE, in addition to treatment as usual (TAU) targeting mothers with symptoms of PPD, compared to TAU. Effectiveness will be measured as reduction in depressive symptoms with the EPDS from baseline to two-months follow-up (primary endpoint) and six-months follow-up (secondary endpoint) (25). 
Key secondary objectives include:
1) To determine the effectiveness of the intervention compared to TAU on changes in anxiety, measured by the Generalized Anxiety Disorder assessment (GAD7), and changes in disability measured by the World Health Organization disability assessment schedule 2.0 (WHODAS 2.0) from baseline to two- and six-months follow-up (26, 27).

2) To determine the effectiveness of the intervention compared to TAU on differences  at 2-months follow-up in automatic thoughts, measured by the 8 item version of Automatic Thoughts Questionnaire (ATQ-8), in difficulties in emotion regulation, and in parental stress, measured by the Danish Parental Stress Scale (DPSS) (28-30). 
Study methods
Trial design
This trial is a randomized (allocation 1:1), controlled, parallel-group superiority trial. Participants are recruited through health nurses in 21 municipalities or self-recruitment on the recruitment webpage (national). The recruitment through health nurses is based on the existing screening procedures used by Danish municipalities, where all mothers are offered screening with the EPDS at approximately two months after childbirth. To support self-recruitment, awareness will be raised through news outlets and targeted campaigns on social media platforms. Mothers who have given birth within the past six months can visit the study website, complete an online screening questionnaire, and, if eligible, proceed to inclusion in the trial.
The iCARE intervention is described in detail in the trial protocol. The primary endpoint is the 2-months follow-up, while a secondary endpoint is the 6-months follow-up. 
The statistical analysis plan (SAP) and trial protocol are reported in accordance with the existing guidelines (31, 32). 
Trial registration was performed at ClinicalTrials.gov (NCT07384273) in January 2026. Participant enrolment starts in February 2026. The trial has been approved by the Medical Research Ethics Committees a part of the Danish National Centers for Ethics (Journal No 16-0302-23). The study is a multi-site collaboration, data management and processing are recorded in institutional GDPR directories for each participating institution: Region of Southern Denmark (Journal no.: 23/15327), University of Southern Denmark (Notification no.: 12.250), University of Copenhagen (Case no.: 514-1114/25-3000) and Aarhus University (Journal no.: 2022-0367531)
Randomization
After the baseline survey, participants are randomized to iCARE or TAU with a 1:1 allocation per a computer-generated randomization schedule. The computer-generated list of random numbers was developed using the randomization tool in Research Electronic Data Capture (REDCap) by an independent data manager (33). The randomization is stratified by recruitment pathway, distinguishing between participants recruited online and those recruited through health nurses and at EPDS level (<11, 11-18, >18) to ensure balance in depression severity across groups. Blinding of the administrators during the whole trial period of the randomization procedure is present. The author group will not have access to the randomization code, which is stored in REDCap. Health nurses will not be blinded, as they maintain ongoing contact with participants; however, they are not involved in data analysis, ensuring this does not influence interpretation of trial results.
Sample size and power calculation
The power calculation is based on two randomization arms with an equal number in each. The outcome is measured on the EPDS scale, where a change of 3 is considered relevant (24). The EPDS scale is not normally distributed, hence, we cannot use the standard deviation (which is 5) alone to take the variation into account. Instead, we applied sqrt (2) * SD. We set a significance level of 5% and a power of 80%. This results in a calculation indicating a need for 89 participants in each arm (178 in total). Because the intervention is self-guided, we expect a (worst case) dropout rate of 50% at two months follow-up (21). This results in doubling the number of participants needed in each arm, resulting in 356 participants in total. 
Statistical interim analysis and stopping guidance
No statistical interim analyses are planned on the primary endpoint of the EPDS change scores (baseline to 2-months follow-up) between the two groups (iCARE and TAU). The deadline for participant recruitment was set to 48 months a priori (February 2028), but the recruitment will be terminated before if the sample size is reached before the deadline. During the trial, the author group will monitor the recruitment and attrition rates at regular intervals.
Timing of final analysis
The final analysis for the between-group comparison for the primary endpoint (baseline to 2-months follow-up) is planned to be performed after all randomized participants have completed the 6-months follow-up (August 2028, or before if sample size is reached earlier). 
Timing of outcome assessment
The overview of trial procedures and time-point of each outcome assessment is presented in Table 2 in the trial protocol. The intervention start date (iCARE and TAU) for each participant is used to calculate follow-up time points of 2 and 6 months, by adding 8 and 26 weeks to the intervention start date to determine the expected dates for follow-up.
Statistical principles
Confidence intervals and p-values
All statistical tests and confidence intervals (CI) will be two-sided, and a p-value < 0.05 will be considered statistically significant. Estimates will be reported with 95% CIs. As only a limited number of prespecified analyses are planned, no formal adjustment for multiple testing will be applied. Key secondary analyses will be evaluated at the same nominal significance level as the primary analysis; however, the potential impact of multiplicity will be considered in the interpretation of secondary results.
Adherence and protocol deviations
[bookmark: _Hlk215579433]Adherence with the intervention in the iCARE group will be measured using the number of logins to the iCARE intervention as well as the number of words per text box in the modules in the intervention. These data are automatically logged into the intervention platform. Completion of the iCARE intervention is defined as completing all 4 main modules. Descriptive results of adherence to the intervention will be presented in terms of time used, modules completed, and number of participants completing (Table 4). Detailed analyses of effect of the intervention in the completers/non-completers will be described in another publication, as well as characteristics of completers/non-completers as part of the evaluation of the intervention, including generalizability of the findings, possible biases, and recommendations for future implementation of the intervention.
Analysis population
The primary analysis will be based on Intention To Treat (ITT), analyzing participants as members of the group they are randomized to regardless of their adherence (34). A Per Protocol (PP) analysis will also be conducted, excluding participants who did not adhere to the intervention (completed <4 modules), as well as an As Treated (AT) analyses, where non-adherent participants will be included in the control group (35).
Trial population
Screening data
The total number of participants screened for eligibility will be presented in a CONSORT flowchart (Figure 1) to describe representativeness of the trial sample. If any ineligible participants are randomized by mistake, the number will be reported including reason for ineligibility.
Eligibility
Mothers with symptoms of PPD in the period ≤6 months postpartum will be offered to participate in the study if they meet the outlined inclusion criteria listed below and live in one of the 21 participating municipalities. Participants can also be recruited nationwide through online self-referral via the recruitment webpage.
The inclusion criteria are:
· Given birth within 6 months
· Edinburgh Postnatal Depression Scale (EPDS) score 7-30
· ≥age 18
· Access to the internet

Exclusion criteria are:
· Do not understand Danish language,
· Substance abuse or dependence
· Alcohol abuse, defined by a weekly consumption of alcohol exceeding 10 units,
· A diagnosis of schizophrenia, other psychotic disorders or in immediate need of psychiatric treatment.
Recruitment
The flowchart will present, for both recruitment forms (health nurses and online self-recruitment), the number of participants screened, excluded, eligible for inclusion, randomized, receiving iCARE, withdrawals, lost to follow-up, and a collective presentation of numbers included in the ITT-, PP-, and AT analysis (Figure 1).
Withdrawal/follow-up
In case of withdrawal of consent, the number will be reported in the flowchart, as well as the timing of the withdrawal (baseline, 2-months follow-up or 6-months follow-up). The number lost to follow-up will be reported at baseline, 2- and 6-months follow-up with reason for lost to follow-up, if applicable.
Baseline characteristics
The participants will be described by using the following baseline information: age, educational level, marital status, social isolation (Berkman-Syme Social Network index), region, number of children, complications during pregnancy/delivery, breastfeeding, age of baby, antidepressant use, nonpharmacological depression treatment, Six-Item Adult ADHD Self-Report (ASRS-6), other mental disorders than depression, previous depression, previous treatment for depression past 5 years, previous treatment for anxiety, partner's mental disorder (36, 37).
For categorical variables, counts and percentages will be presented. For continuous variables, means and SD will be computed and presented if data follows a normal distribution, otherwise median and interquartile range will be presented. No tests of statistical significance will be conducted for any baseline characteristic variables. However, imbalances with clinical importance will be noted (Table 1). 
Analysis
Outcome definitions
The primary and key secondary outcomes will be presented as illustrated in Table 2 and 3.
Primary outcome
Edinburg Postnatal Depressions scale (EPDS)
The primary outcome measure will be the between-group difference in change from baseline to 2- months follow-up in the EPDS (∆EPDS2-months follow-up - EPDS baseline), and the changes at the secondary endpoint at 6-months follow-up will also be evaluated. The EPDS is a self-reported questionnaire used worldwide to screen women for depression in the postpartum period with a total score ranging from 0 (no symptoms) to 30 (severe symptoms) (25). It is translated and validated in a Danish version (8).
A clinically meaningful response is a priori defined as a reduction of at least 3 points in the EPDS score from baseline to 2-months follow-up. Each participant in both groups will be categorized as responder (change ≥3 points change) or non-responder (<3 points change). Intervention effectiveness will be presented dichotomized (i.e. responder and non-responder) as number (and percentages) responders for both groups. 
Key secondary outcome
Generalized Anxiety Disorder assessment (GAD7)
A key secondary outcome will be the between-group difference in change from baseline to 2- months follow-up in the GAD7 (∆GAD72-months follow-up – GAD7 baseline), as well as at 6-moth follow-up. GAD7 screens levels of anxiety and consists of 7 items scored on a 0-3 scale from 0 (no symptoms) to 21 (severe symptoms) (Beard and Björgvinsson, 2014, Löwe et al., 2008). While the GAD-7 was originally developed to measure Generalized Anxiety Disorder, it has also been validated as a general measure of symptom severity of anxiety across different anxiety disorders in heterogeneous samples (26).
World Health Organization disability assessment schedule 2.0 (WHODAS 2.0)
A key secondary outcome will be the between-group difference in change from baseline to 2- months follow-up in the WHODAS (∆WHODAS2.0 2-months follow-up – WHODAS2.0 baseline), as well as at 6-month follow-up. WHODAS2.0 is a generic measure of disability/functioning across diseases, countries, and cultures. Each of the 12 items is scored from 0-4, resulting in a total score of 0 (no disability) to 48 (severe disability) (27).
Automatic Thoughts Questionnaire– 8 item version (ATQ-8)
A key secondary outcome will be the between-group difference in the final value at the 2-months follow-up in ATQ-8 score (ATQ-8 2-months follow-up). The ATQ-8 measures the frequency of occurrence of automatic negative thoughts (negative self-statements). The shortened version consists of 8 items with a 5-point Likert scale that assesses the frequency of negative automatic thoughts experienced during the past week resulting in a composite score from 0 (best) to 32 (worst) (28). 
Danish Parental Stress Scale (DPSS)
A key secondary outcome will be the between-group difference in the final value at the 2-months follow-up in DPSS score (DPSS 2-months follow-uo). The DPSS measures the level of stress associated with raising children. It is an 18-item measure of parental stress that is rated on a five-point scale (Strongly disagree, Disagree, Undecided, Agree, Strongly agree). Total score range is from 18 (best) to 90 (worst) (30).
Exploratory outcomes
Exploratory outcomes regarding the potential effect on the children of the participating mothers will be investigated in another publication. These outcomes include withdrawal symptoms (measured with the health nurse reported Alarm Distress Baby Scale), social and emotional challenges (measured with Ages and Stages Questionnaire, ASQ-SE), general wellbeing (including crying and feeding patterns), and medical care (including emergency room visits and all hospitalizations including infections, respiratory and digestive system disorders from population registers) (38, 39). 
Analysis methods 
The effect of intervention group (two levels: iCARE or TAU)  on EPDS, GAD7, and WHODAS2.0 over time (baseline, 2 months, and 6-months) will be analyzed using mixed effects linear regression with fixed effects for group, time (categorical), and the group x time interaction, adjusting for recruitment pathways (two levels: health nurses or self-referred). Baseline measurements will be included as dependent observations. A participant-specific random intercept (participant ID) will be included to account for within-participant correlation. Parameters will be estimated using a restricted maximum likelihood (REML) estimation. The group x time interaction provides the between-group differences at each follow-up time point and test whether trajectories differ between groups over time. Model assumptions will be assessed using residual diagnostics (inspection of residual and Q-Q plots). If deviation from model assumptions is detected, we will consider transformation of the outcome and/or use heteroskedasticity-robust (sandwich) standard errors as a sensitivity analysis. If table 1 shows that the randomization was not successful, it will be evaluated if additional adjustments should be included in the analyses to avoid confounding.
Between-group differences of continuous outcomes (ATQ-8, DPSS) at 2-months-follow-up will be estimated using linear regression models adjusted for recruitment (through health nurses or online self-referral) using a restricted maximum likelihood (REML) estimation.
Differences in the clinically meaningful response to treatment between groups will be analyzed using logistic regression.
To assess robustness to chance baseline imbalances, we will conduct prespecified sensitivity analyses additionally adjusting for selected baseline prognostic covariates (e.g., other treatment offered).
Sensitivity and exploratory analyses will be performed in terms of PP analysis and AT analysis to assess the robustness of the primary analysis. Sub-group analyses will be performed to determine if the treatment effect differs across participant subgroups with/without other treatment and type of treatment, using interaction analyses if sample size allows.
The blinded results will be presented for the author group, who will formulate two written interpretations. Prior to unsealing the randomization code, the authors will agree to these consensus interpretations. 
Missing data and sensitivity
In case of dropout, we will first attempt to follow up all randomized participants to get them to fill in the questionnaire, no matter what their adherence level and previous missingness in surveys. If missingness is still an issue, we will use the available data on participants to conduct multiple imputations (MI) with chained equations to handle missing data, which will be utilized in the primary analysis. As a sensitivity analysis, we will make a complete case analysis.
Additional analysis
No additional analysis of the primary and key secondary outcomes is planned at time of submission.
Harms
Harms are defined as worsening in depression score (EPDS score>18), thoughts of self-harm, and negative effects (NEQ). NEQ measures experienced negative effects during treatment (40). To adapt it to the self-guided delivery format, we will remove the three questions pertaining to the therapist interaction, since no therapist interaction is available (items 21, 23, and 25), resulting in 29 items each score from 0-4 (total score 0-116). The NEQ is measured at two-month follow-up. The number (and percentage) of occurrences of all harms will be presented for each group (Table 5).
Statistical software
All statistical analyses and calculations will be performed using STATA (Statacorp, College Station, Texas, USA).


	Table 1. Baseline Characteristics of the Participants in the Intention-to-Treat (ITT) population.

	N(%)
	iCARE
(n=??)
	TAU
(n=??)

	Demographics
	
	

	Age* — years
Age of baby (days)*
	
	

	Educational level
  Low (up to secondary school)
  Middle
  High (bachelor and higher)
	
	

	Marital status
  Married/partner
  Single/widow
  Other
	
	

	Region
  Capital
  Central
  North
  South
  Zealand
	
	

	Maternal measures
	
	

	Number of children
  Primiparous
  Multiparous
	
	

	Complications during pregnancy/delivery (y/n)
	
	

	Breastfeeding (y/n)
	
	

	Mental health measures
	
	

	Social Isolation*
Antidepressant use (y/n)
Nonpharmacological depression treatment (y/n)
	
	

	ADHD symptoms*
	
	

	Other mental disorders than depression (y/n)
Previous depression (y/n)
Treatment for depression past 5 years (y/n)
	
	

	Treatment for anxiety-disorders (y/n)
	
	

	Partner’s mental disorder (y/n)
	
	


* Continuous variables are presented as mean ±SD.
[bookmark: _Hlk218842839]Social isolation: Berkman-Syme social network index, ADHD symptoms: Six-Item Adult ADHD Self-Report,
iCARE: internet-based cognitive behavioral therapy intervention, TAU: treatment as usual



	Table 2. Change from Baseline in Primary and Key Secondary Outcomes at 2 months using the Intention To Treat Population. *

	Primary endpoint
	Baseline
	2 months follow-up
	Changes from baseline to 2-months
	Between group difference in changes

	Mean (SD)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	2-months (95% CI)

	Primary outcome (changes)
EPDS score – 0-30
	
	
	
	
	
	
	

	Secondary outcomes (changes)
GAD7
WHODAS 2.0
	
	
	
	
	
	
	

	Secondary outcomes (differences)
ATQ-8
DPSS
	N/A
	N/A
	
	
	N/A
	N/A
	

	Response to treatment
EPDS clinical important change † – n (%)
	N/A
	N/A
	N/A
	N/A
	
	
	**

	Secondary endpoint
	Baseline
	6 months follow-up
	Changes from baseline to 6-months
	Between group difference in changes

	
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	6-months (95% CI)

	Primary outcome
EPDS score – 0-30
	
	
	
	
	
	
	

	Secondary outcomes (changes)
GAD7
WHODAS 2.0
	
	
	
	
	
	
	

	Response to treatment
EPDS clinical meaningful change† – n (%)
	N/A
	N/A
	N/A
	N/A
	
	
	**


* All analyses will be based on the Intention-To-Treat population: mixed effects linear regression (with imputation for missing data); Estimates are least squares means (LSMeans) and standard errors with difference between groups reported with 95% confidence intervals.
**Logistic regression
EPDS: Edinburg Postnatal Depressions scale, GAD7: Generalized Anxiety Disorder assessment, WHODAS 2.0: World Health Organization disability assessment schedule 2.0. iCARE: internet-based cognitive behavioral therapy intervention, TAU: treatment as usual
† Participant are classified as having a clinically meaningful change if the EPDS score improves by 3 points or more.



	Table 4. Adherence to the intervention in the iCARE group at 2 months follow-up

	Time used (min) (mean (SD))
	

	Modules completed (n (%))
	

	Completed 4 modules:
   Yes (n (%))
   No (n (%))
	



	Table 5. Harms at 2 and 6 Months in All Participants

	N (%)
	iCARE
(n=??)
	TAU
(n=??)

	Follow-up
	2-months
	6-months
	2-months
	6-months

	Worsening in depression score (EPDS score >18)
	
	
	
	

	Thoughts of self-harm
	
	
	
	

	Negative Effects Questionnaire (NEQ)
	
	N/A
	N/A
	N/A


EPDS: Edinburg Postnatal Depressions scale, NEQ: Negative Effects Questionnaire, iCARE: internet-based cognitive behavioral therapy intervention, TAU: treatment as usual


	Appendix Table 1. Change from Baseline in Primary and Key Secondary Outcomes at 2 months using the Per-Protocol Population. *

	Primary endpoint
	Baseline
	2 months follow-up
	Changes from baseline to 2-months
	Between group difference in changes

	Mean (SD)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	2-months (95% CI)

	Primary outcome
(changes)
EPDS score – 0-30
	
	
	
	
	
	
	

	Secondary outcomes (changes)
GAD7
WHODAS 2.0
	
	
	
	
	
	
	

	Secondary outcomes (differences)
ATQ-8
DPSS
	N/A
	N/A
	
	
	N/A
	N/A
	**

	Secondary endpoint
	Baseline
	6 months follow-up
	Changes from baseline to 6-months
	Between group difference in changes

	
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	6-months (95% CI)

	Primary outcome
EPDS score – 0-30
	
	
	
	
	
	
	

	Secondary outcomes (changes)
GAD7
WHODAS 2.0
	
	
	
	
	
	
	


* All analyses will be based on the Per-Protocol population: Using mixed effects linear regression; Estimates are least squares means (LSMean) and standard errors with difference between groups reported with 95% confidence intervals.
EPDS: Edinburg Postnatal Depressions scale, GAD7: Generalized Anxiety Disorder assessment, WHODAS 2.0: World Health Organization disability assessment schedule 2.0. iCARE: internet-based cognitive behavioral therapy intervention, TAU: treatment as usual


	Appendix Table 2. Change from Baseline in Primary and Key Secondary Outcomes at 2 months using the As Treated Population. *

	Primary endpoint
	Baseline
	2 months follow-up
	Changes from baseline to 2-months
	Between group difference in changes

	Mean (SD)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	2-months (95% CI)

	Primary outcome
(changes)
EPDS score – 0-30
	
	
	
	
	
	
	

	Secondary outcomes (changes)
GAD7
WHODAS 2.0
	
	
	
	
	
	
	

	Secondary outcomes (differences)
ATQ-8
DPSS
	N/A
	N/A
	
	
	N/A
	N/A
	**

	Secondary endpoint
	Baseline
	6 months follow-up
	Changes from baseline to 6-months
	Between group difference in changes

	
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	6-months (95% CI)

	Primary outcome
EPDS score – 0-30
	
	
	
	
	
	
	

	Secondary outcomes (changes)
GAD7
WHODAS 2.0
	
	
	
	
	
	
	


* All analyses will be based on the As Treated population: Using mixed effects linear regression; Estimates are least squares means (LSMean) and standard errors with difference between groups reported with 95% confidence intervals.

EPDS: Edinburg Postnatal Depressions scale, GAD7: Generalized Anxiety Disorder assessment, WHODAS 2.0: World Health Organization disability assessment schedule 2.0. iCARE: internet-based cognitive behavioral therapy intervention, TAU: treatment as usual



	Appendix Table 3. Change from Baseline in Primary and Key Secondary Outcomes at 2 months using Complete Case population. *

	Primary endpoint
	Baseline
	2 months follow-up
	Changes from baseline to 2-months
	Between group difference in changes

	Mean (SD)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	2-months (95% CI)

	Primary outcome
EPDS score – 0-30
	
	
	
	
	
	
	

	Secondary outcomes (changes)
GAD7
WHODAS 2.0
	
	
	
	
	
	
	

	Secondary outcomes (differences)
ATQ-8
DPSS
	N/A
	N/A
	
	
	N/A
	N/A
	**

	Secondary endpoint
	Baseline
	6 months follow-up
	Changes from baseline to 6-months
	Between group difference in changes

	
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	iCARE (n=???)
	TAU
(n=???)
	6-months (95% CI)

	Primary outcome
EPDS score – 0-30
	
	
	
	
	
	
	

	Secondary outcomes (changes)
GAD7
WHODAS 2.0
	
	
	
	
	
	
	


* All analyses will be based on the Complete Case population: Using mixed effects linear regression; Estimates are least squares means (LSMean) and standard errors with difference between groups reported with 95% confidence intervals.
iCARE: internet-based cognitive behavioral therapy intervention, TAU: treatment as usual, EPDS: Edinburg Postnatal Depressions scale, GAD7: Generalized Anxiety Disorder assessment, WHODAS 2.0: World Health Organization disability assessment schedule 2.0. 
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Figure 1. CONSORT flow-chart. Intervention group (iCARE intervention), control group (treatment as usual: TAU).


Figure 2. Trajectory in the Edinburg Postnatal Depressions scale (EPDS) in the intervention group (iCARE) and control group (treatment as usual: TAU) group at baseline, 2-months (primary endpoint), and 6-months follow-up. Values are mean (95% confidence intervals). This figure is illustrated with anticipated changes.
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