Evaluating the Effectiveness of a Digital Therapy Intervention (iCARE) to Treat Symptoms of Postpartum Depression: description of intervention in the two—armed randomized controlled trial

Item 1: Name
A self-guided internet-based cognitive behavioral intervention with elements of Acceptance and Commitment Therapy (ACT) called iCARE.

Item 2: Why
The iCARE intervention is designed to reduce symptoms of postpartum depression by providing accessible, evidence‑based psychological support in a self‑guided digital format. It is grounded in cognitive behavioural therapy (CBT), which targets negative thoughts and behaviours associated with depression, and incorporates elements from Acceptance and Commitment Therapy (ACT) to enhance psychological flexibility, emotional regulation, and self‑compassion.
The intervention aims to address barriers commonly faced by postpartum women—such as limited access to therapy, stigma, time constraints, and caregiving demands—by offering a flexible, private, and scalable online treatment that can be completed at home at any preferred time. Through structured modules focusing on behavioural activation, cognitive restructuring, mindfulness, and self‑compassion, iCARE seeks to improve mood, reduce negative thinking patterns, and support maternal well‑being during the postpartum period.

Item 3: What
The iCARE program is a self-guided internet-based cognitive behavioral therapy (iCBT) intervention that also incorporates selected exercises and approaches from Acceptance and Commitment Therapy (ACT). The iCARE program consists of four core modules and four optional modules. The core modules focus on self-care (Module 1), identifying and reframing unrealistic expectations about motherhood with self-compassion (Module 2), increasing positive experiences and countering self-critical thoughts (Module 3), and recognizing and challenging thinking traps (Module 4). Together, these exercises aim to support behavioral activation through self-care, reduce negative thinking, enhance psychological flexibility, and promote well-being in daily life. The additional optional modules provide strategies for practicing being present, communicating needs and asking for support, bonding with the baby, and coping with scary thoughts. In addition, before participants start with the core modules, they are invited to a short introduction (Module 0), where they are introduced to the intervention. 
Core Modules
Module 1 – ”Omsorg for dig selv” (Self‑care)
Exercises:
· Planning and engaging in pleasant or meaningful activities (CBT – behavioral activation).
· Mindfulness practices using sensory attention to anchor in the present moment (ACT – mindfulness).
Content focus:
· Building small, realistic self-care routines.
· Noticing obstacles or judgments that arise and responding with acceptance.
Goal:
Strengthen self-care habits, support behavioral activation, and foster greater presence and acceptance in everyday life.
Module 2 – ”Forventninger til dig selv” (Expectations of Yourself)
Exercises:
· Identifying unrealistic, rigid, or perfectionistic expectations about motherhood (CBT – cognitive monitoring).
· Reframing these expectations with self-compassion and values-based perspectives (ACT – values / self‑compassion) .
Content focus:
· Understanding how expectations influence emotions and behavior.
· Creating more flexible expectations aligned with personal values.
Goal:
Promote kinder, more realistic expectations of oneself.
Module 3 – ”Gode oplevelser i hverdagen” (Positive Experiences in Daily Life)
Exercises:
· Tracking moments of positive affect in daily activities (CBT – activity monitoring / positive reinforcement).
· Identifying self-critical thoughts and formulating more caring, balanced responses (CBT – cognitive restructuring, ACT – self‑kindness).
Content focus:
· Becoming more aware of small positive moments.
· Noticing how thoughts shape mood.
· Practicing compassionate self-talk.
Goal:
Increase positive emotions, Reduce self-critical thought.
Module 4 – “Tankefælder” (Thinking Traps)
Exercises:
· Recognizing common cognitive distortions such as catastrophizing or all‑or‑nothing thinking (CBT – cognitive identification).
· Challenging distortions with structured cognitive restructuring (CBT – reappraisal techniques).
Content focus:
· Understanding how thinking traps influence mood.
· Learning step-by-step tools to question and modify unhelpful thoughts.
· Creating more flexible, realistic thinking patterns.
Goal:
Reduce automatic negative thoughts and strengthen adaptive cognitive responses.

Extra Modules
Module 5 – “Ro gennem mindfulness” (Calm Through Mindfulness)
Exercises:
· Additional guided mindfulness practices for settling the mind (ACT – mindfulness / acceptance).
· Self-compassion exercises for offering oneself care and space (ACT – self‑compassion).
Content focus:
· Creating moments of calm in a busy day.
· Strengthening emotional regulation.
Goal:
Increase calm, presence, and acceptance during daily stress.
Module 6 – ”Kommunikation om behov” (Communicating Needs)
Exercises:
· Noticing and naming one’s own needs (ACT – values / self‑connection).
· Practicing clear and assertive communication with others (CBT – assertiveness training).
Content focus:
· Recognizing signals of unmet needs.
· Communicating support needs to partners or family.
· Reducing guilt around asking for help.
Goal:
Improve communication skills and strengthen the ability to seek support.
Module 7 – “Nærvær med din baby” (Being Present With Your Baby)
Exercises:
· Mindful interaction and shared attention with the baby
· Practicing simple bonding and communication routines 
Content focus:
· Enhancing emotional attunement to the baby.
· Increasing confidence in responding to infant cues.
· Creating moments of connection.
Goal:
Strengthen parent–infant bonding and confidence in caregiving.
Module 8 – ”Bekymringer og ubehagelige tanker” (Worries and Distressing Thoughts)
Exercises:
· Setting daily “worry time” to contain and structure worrying (CBT – worry scheduling).
· Practicing letting distressing/scary thoughts come and go without engaging (ACT – cognitive defusion).
Content focus:
· Understanding how worry affects mood and functioning.
· Learning strategies to create distance from scary intrusive thoughts.
· Reducing the impact of scary or distressing thoughts.
Goal:
Reduce worry-related distress 

Item 4: Materials
iCARE intervention platform
The iCARE program is delivered digitally through the secure MindDistrict e‑health platform and can be accessed via any modern internet browser on a smartphone, tablet, or computer or through the MindDistrict app. Participants receive access through a secure link sent to their digital mailbox (Digital post).
Intervention content
The program includes written psychoeducational material, graphics, videos, audio clips, and guided CBT/ACT‑based exercises. All content is embedded within MindDistrict and accessible only to enrolled participants. The modules also include short audio clips featuring a fictional mother sharing experiences related to symptoms of postpartum depression.
Recruitment materials
To support recruitment, health nurses receive printed informational flyers they can hand out to the mothers (Supplementary material 1), a recruitment manual (Supplementary material 2), explaining study procedures, so the health nurses can use it as a working tool during their conversations with the mothers. Flyers include a QR code linking mothers to the redcap database and screening questionnaire.
Before recruitment begins, the research team also conducts an online PowerPoint introduction session for health nurses. This session provides an overview of study procedures, inclusion criteria, the consent process, and appropriate use of recruitment materials.
Online advertisement materials
Online advertisements and social‑media posts (Supplementary material 3) are used to direct mothers to the iCARE study website, where they can access study information and complete the initial screening questionnaire in the redcap database.

Item 5: Procedures
Access to the intervention
Participants in the intervention group receive a secure link via their digital mailbox (Digital Post) granting access to the iCARE program on the MindDistrict platform. There is also a direct link to the iCARE program on the webpage, it can only be used if you already have a user profile on the MindDistrict platform. An introductory module guides participants on how to navigate the program, understand the module structure, and report if symptoms.
Intervention and technical support
The program consists of eight modules (four core, four optional), completed at the participant’s own pace over a two‑month period. A start op call is offered after 7 days, if the participant has accepted contact with the iCARE team and haven’t finished filling out the baseline questionnaire. Also, a brief technical-support phone call is offered approximately two weeks after access is granted to assist with navigation or access issues only.
Safety monitoring
Participants complete the EPDS before each core module. Scores are automatically calculated, and predefined safety procedures are triggered if a participant reports an EPDS score >18 or self‑harm ideation. In these cases, research staff contact the participant by phone to conduct a safety assessment following the internal protocol for assessing suicide risk and determining the need for acute psychiatric intervention, based on the SAFE‑T framework and the Columbia Suicide Severity Rating Scale (C‑SSRS). Participants are also advised to contact their health nurse or general practitioner if symptoms worsen. A detailed, standardized procedure guides how research staff contact participants to ensure consistent handling of safety concerns, and all contacts with participants are documented in REDCap.
Control group and usual care
Participants in both groups continue to receive treatment as usual (TAU) provided by their municipality and general practitioner, and the research team does not influence or modify usual care.
Assessments
All questionnaires (baseline, 2‑month, 6‑month follow‑up) are administered electronically via REDCap. Participants who have consented receive phone assistance if follow‑up questionnaires are not completed.

Item 6: Who
The iCARE intervention is self‑guided, and no direct therapeutic contact is provided. However, several groups contribute to its development, technical implementation, and participant support:
Intervention developers:
iCARE was created by a multidisciplinary research team with expertise in postpartum mental health, cognitive‑behavioural therapy, and digital psychiatry. The content was informed by user involvement (interviews with mothers with lived experience) and reviewed by an advisory board of clinicians, researchers, and patient‑organisation representatives.
Technical developers:
Graphic designers, software engineers, and platform specialists at the Centre for Digital Psychiatry (CEDIP) programmed and implemented the intervention on the Minddistrict e‑health platform in close collaboration with the research team. They also developed the iCARE project webpage with study information.
Support staff:
A project coordinator or trained research staff member provides a brief technical‑support phone call just after randomization and approximately two weeks after access is granted. Research staff also monitor daily EPDS alerts and follow predefined safety procedures when thresholds are triggered. Staff are trained in the internal protocol for assessing suicide risk.
Health nurses (recruitment only):
Health nurses identify eligible mothers, provide study information, and support enrolment but do not deliver any part of the intervention.

Item 7: How
The iCARE intervention is delivered entirely online as a self‑guided program accessed through a secure link sent to participants’ digital mailbox (Digital post). All modules, exercises, and multimedia materials are completed individually through the MindDistrict platform, with no face‑to‑face or direct therapeutic contact. Participants progress through the content independently and at their own pace.
Safety monitoring is integrated into the system through automated EPDS scoring and alerts. If a participant reports an EPDS score >18 or self‑harm ideation, a research team member contacts them by phone to conduct a safety check following the study’s predefined risk protocol.
Participants continue to receive treatment as usual during the intervention period, and both intervention and control participants may receive follow‑up contact if questionnaires are not completed.

Item 8: Where
The iCARE intervention is delivered entirely online through the secure MindDistrict platform, which participants can access from any location using their own smartphone, tablet, or computer.
All safety monitoring and study coordination take place at the Centre for Digital Psychiatry (CEDIP) and the Research Unit of Child and Adolescent Psychiatry in Odense, where research staff oversee EPDS alerts, technical-support calls, and data collection.
Recruitment occurs across 21 Danish municipalities, where health nurses provide information about the study, and participants may also self‑refer through the study website. No components of the intervention itself are delivered in municipal settings.

Item 9: When and How much
Participants receive access to the iCARE program immediately after randomisation. The intervention is intended to be completed over two months, during which participants work through eight modules: four core modules completed sequentially and four optional modules that can be completed in any order.
Participants are encouraged to progress at roughly one module per week, spending approximately 20–40 minutes per module. This results in an estimated 2.5–5 hours of direct engagement with the core content, with additional time depending on whether participants choose to complete optional modules or revisit material. Participants retain access to the program until the study ends (mid‑2027).

Item 10: Tailoring
Tailoring in iCARE is limited to participant‑driven choices. All participants receive access to the same eight modules, including four core modules that are advised to be completed in a fixed sequence. Participants are recommended to do modules 1 to 4 in order, leaving some days in between to be able to practice the exercises, but they can choose to skip a module. This information is provided in Module 0, where the intervention is presented. In addition, the program includes four optional modules, which participants may choose to complete based on their individual needs and preferences. Participants can also progress through the program at their own pace within the two‑month access period and pause the modules, if needed. No therapist‑led customization or individualized feedback is provided.

Item 11: Modifications
No modifications will be made to the iCARE intervention during the trial. The version used in the RCT reflects the final content developed following extensive usability testing conducted in December 2024 and pilot-testing in 2025. This usability testing involved interviews with mothers with lived experience of postpartum depression and input from an advisory board of clinical researchers, psychologists, and patient‑organisation representatives. Their feedback informed adjustments to the content, graphics, structure, and user‑friendliness of the program before the pilot study began. 
The original version of iCARE (Version 1.0) that was pilot tested differed slightly from the current version. In the initial design, the program consisted of seven modules that participants were required to complete sequentially; one module had to be finished before the next became accessible. In addition, the Edinburgh Postnatal Depression Scale (EPDS) was embedded in every module. The therapeutic content in Version 1.0 focused primarily on cognitive behavioral therapy (CBT) and included only a few Acceptance and Commitment Therapy (ACT) components—specifically one mindfulness exercise, one cognitive defusion exercise, and some compassionate language woven throughout the text.
During the pilot study, we experienced high attrition. We were able to interview only one mother, who reported several challenges: difficulty progressing to the next module, too many references to postpartum depression, and an introduction that felt too long. Furthermore, insights from experts in digital psychiatry and feedback from the initial nine interviews conducted at the beginning of the project (prior to developing Version 1.0) suggested that the program required substantial adjustments.
Based on this feedback, we made the following adaptations to the iCARE content:
1. Created four open core modules to reduce participant burden and allow mothers to move freely between modules without needing to complete them in a strict sequence.
2. Shortened the text to make the content more accessible and easier to navigate.
3. Expanded the ACT component by adding more mindfulness, acceptance, and defusion exercises.
4. Limited explicit references to postpartum depression and instead focused on “postpartum reactions,” a term that mothers and nurses preferred and used in their own practice.
These changes were made to improve usability, reduce attrition, and align the content more closely with mothers’ needs and clinical insights from practitioners. To ensure the revised modules would be more intuitive and user‑friendly, the new core modules were tested using cognitive walkthroughs with four mothers. Their feedback indicated that the modules were easy to follow and required only minor adjustments to further improve the clarity of the exercises.
These changes were made to improve usability, reduce attrition, and align the content more closely with mothers’ needs and clinical insights from practitioners.

Item 12: How well (actual)
Fidelity is monitored throughout the trial using system‑generated data from the MindDistrict platform, including module completion, time spent in modules, and engagement with exercises. Automated EPDS scoring ensures consistent implementation of safety procedures, with the research team completing and documenting follow‑up calls when predefined thresholds are triggered (EPDS > 18 or self‑harm ideation).
The planned technical‑support call is tracked to ensure it is delivered as intended. Completion rates for EPDS check‑ins and follow‑up questionnaires (2‑ and 6‑month assessments) are monitored to assess participant adherence to study procedures.
A qualitative process evaluation, conducted as an embedded study within the RCT, further explores implementation fidelity, acceptability, contextual influences, and mechanisms of impact. Semi‑structured interviews with participants (intervention and control) will examine how iCARE was used, what supported or hindered engagement, and how the program may have influenced thoughts, emotions, and behaviours. This qualitative evaluation provides complementary insight into whether the intervention was delivered and experienced as intended.
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Introduktion

Digital behandling uden ventetid
Ubenandiede eterfadselsreakioner, vor madre oplever at have det svasrt
efter fodslen, kan have store konsekvenser for bide mor, barn og familien
<om helhed. Flere kommuner har pa nuvasrende tidspunk, imilertid ke et
behandiingstilbud, som sikrer macire med symptomer pa en efterfodsels.
reaktion hurtig hselp. ICARE forskningsprojektet byager pa et dentifceret
behov for at skabe et ensartet tlbud, som gar det muligt at tlbyde alle madre
med symptomer pi en efterfadselsreaktion effektiv behandiing uden
Ventetid, uanset hvor i andet de er bosat.

Forskningsprojektets mal
Fokus for forskningsprojektet e at udikle og teste effekten af et ny,
supplerende digitalt friab, som kan bidrage tl a skabe storre ighed
tigangeligheden af tibud  de enkelte kommuner og samtidig nedsaette
ventetiden pa opstart af behaning. Der har ke tidligere eksisteret et
igitalt forlab mélrettet denne gruppe | Danmark, men lignende

forlb er med suicces afpravet { anche europiske ande.

Digital terapi har effekt
Forskning har vist, a digialterapi kan vaere ige s effektfuld som tradtionel
terapi il behandiing af mild til moderat depression, Et selv-guidet digialt
forlob har samicig den fordel, at behandlingen

kan pabegyndes med det samme og

foreg inden for familiens egne rammer,

A tidspunkter hor det passer bedst ind

i den enkeltes dagligdag og rytme.

Mlszstningen er at give alle madre, som har
det svaert efter fodslen, hurtig, lige og
fleksibel adgang il jzelp og stotte via

en lettilgaengelig og tryg
behandiingsplatform.
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Hvad er iCARE?

ICARE forlobet bestar af digital kognitiv adfaerdsterapi,saerigt tilpasset
modre med symptomer p3 en efterfdselsreaktion, leveret genner en online.
behandiingsplatform. Indholdet kombinerer fiere udvalge terapiformer med
smd opgaver og er bygget op som en blanding af tekst, ydfiler, animationer
og korte videoklip.

Moduler

Forlobet er inddelt | otte moduler, hvoraf fire er hovedmoduler, og fire er
ekstramoduler. Det anbefales at gennemfore hovedmodulerne | raskkefolge,
mens ekstramodulerne kan tilgés enten sidelabende eller efterfalgende.

I hvert modul er der praktiske ovelser, som er en del af behandlingen.
Formlet er at give madrene adgang til vaerdifulde ressourcer og vasrktajer,
som kan hjzelpe dem med at handtere deres aktuell livssituation og
derigennem understatte mental bedring

Alvorlige symptomer
Hvisden enkele mor har
alvorlige symptomer, vl hun
i det forste modul iive
anbefalet at soge akut hislp.

Programmet indeholder links.
med kontaktinformatianer ti
psykiatriske skadestuer | de
enkelte regioner.

Derudover afsiuttes hvert
modul med en besked om,

at moren skal kontakte sin egen
laege eller sundhedsplejersice,
hvis hun oplever, at hun fr det
vaprre, eller ke har tlstraekielig
gavn af forlebet
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Hvordan forlober forskningsprojektet?

Pilotstudiet er allerede gennemfart og forte il justeringer af
interventionen pa baggrund af de modtagne tilbagemeldinger.

Det primaere studie igangsattes | begyndelsen af 2026 ag omfatter
rekruttering af modre via sundhedsplejersker i 21 kemmuner samt online
rekruttering gennem ICARE's hjemmeside.

Lodtraekning
1 det primaere studie inddeles deltagerne i to grupper ved ladtrakning. En
Gruppe gennemarer ICARE-forlabet samiig med at de modtager den van-
lige behandiing i kommunen, mens den anden gruppe udelukkende falger
den vaniige behandiing og dermed fungerer som kontroigruppe.

Screening med EPDS

Madrene deltager i forskningsprojektet ved at biive screenet for symptomer
pé fodselsdepression med EPDS (Edinburgh Postnatal Depression Scale)

Hyis en mor scorer mellem 7 og 30 pa EPDS-skalaen i screeningen, kan hun
deltage i forskningsprojektet, forudsat at hun opfyider inklusions- o
eksklusionskiterier. For forskningsprojektets start sam to maneder efter start
skal begge grupper besvare et online sporgeskema. Der vil vasre yderligere
opfalgning efter seks maneder, hvor deltagerne igen skal udfylde et online
sporgeskema.

Selvhenvendelse via hjemmeside

Medrene kan ogs3 tilga forskningsprojektet ved selvhenvendelse b3
projektets hjsmmeside. Denne mulighed giver medrene adgang tl at sage
stotte, uden farst at skulle g3 gennem en fagperson.
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Hvad er sundhedsplejerskens rolle?

Det digitale ICARE forlab udbydes og afprves som udgangspunkt i 21
udvalgte kommuner og skl ses som et supplerende tilbud til den behanding,
som allerede forefindes | den enkelte kommune. ICARE kraever ikke.
praksisaendringerog erstatter ikke eksisterende tilbud. De sundhedsplejersker,
som deltager  forskningsprojektet, vil modtage en uddybende introduktion tl
ICARE, som gor dem i stand til at videreformidie forskningsprojektet og ICARE
forlabet il bade madre og kalleger.

Invitere til deltagelse i forskningsprojektet
Hyis moren er interesseret | undersogelsen, vl sundhedsplejersken give
hends et informationskort med en QRkode, som giver adgang til ot kort
sporgeskema, der er baseret pé inklusions- og eksklusionsiciterierne.

Hvis hunoptyider kiteriere, inviteres hun il at deltage | forskningsprojektet
0g modtager en samiykkeerkizring i sin elekironiske postkasse (o-Eoks).
Deltagerne vil ke modtage nogen skanormisk kompensation for deres
deltagelse | undersagelsen. Hiis deltageren udelukies fra deltagelse, efter det
indledende spergeskema, vil hun bive spurgt, om hun il give samtykke tl at
data fra spergeskemaet bilver brugt. Det er vigtit for frskningsprojektet,at
forskningsgruppen ved, hvorfor deltagerne udelukkes
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Hvad sker der, nir en mor scorer over 7 pa
EDPS-skalaen?

Mundtlig og skriftlig information
Hvis en mor scorer mellem 7 og 30 pa EPDS-skalaen og har fadt inden for 6
maneder, vil sundhedsplejersken invitere tldeltagelse i forskningsprojektet.
Sundhedsplejersken informerer mundiigt om forskningsprojektets formal,
samt at et er frivligt at detage. Den potentielle deltager il ogsa bive
informeretom, a hun tl enfer td kan traskie sg fra ICARE forlobet og
forskningsprojektet uden forklaring, og uden at det har konsekvenser for
andre benandiingsmuligheder Ved samme efighed udleverer sundheds-
plejersiken skifig nformation Huis den enkelte mor har sporgsmal il
forskningsprojektet, vl sundhedspiejersken svare pa dem 53 vidt muli, og
elers henwise tl e forsker pa ICARE forskningsprojektet via telefon eler mal
(se kontaktinformation pa sidste side).

Informationskort

Hvis moren er interesseret | undersagelsen, vil sundhedsplejersken give
hende et informationskort med en QR-kode, som giver adgang til et kort
spargeskera, der er baseret pé inklusions- og eksklusionskriterierne. Hvis hun
opfylder kriterierne, inviteres hun tl at deltage | forskningsprojektet og.
modtager en samtykkeerklaering i sin elektroniske postkasse (o-Boks).
Deltagerne vil ikke modtage nogen skonomisk kompensation for deres
deltagelse i undersagelsen. Huis deltageren udelukkes fra deltagelse, efter det
indlledende spargeskema, vl hun biive spurgt, om hun vi give samtykke tl, at
data fra sporgeskemaet biiver brugt. Det er vigtigt for forskningsprojektet, at
forskningsgruppen ved, hvorfor deltagerne udelukkes.
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Rekrutteringsinformation

Sundhedsplejersken vi prassentere medrene for forskningsprojektet og
snakke med moren om, hvad deltagelsen vil indebasre. Denne information er
o954 inkluderet | et dokument om information om forskningsprojektet, som
madrene il tilsendt | deres digitale postkasse, inden de udfylder samtykie-
formularen.

Folgende information skal gives mundtiigt af sundhedsplejersken og kan
benyties som et manuskript i rekrutteringsdialogen:

En gruppe forskere fra Syddansk Universitat, Aarhus Universitet
09 Kebenhavns Universitet er | gang med et forskningsprojekt, der
skal undersoge effekten af et nyt digitalt forlob til madre med
efterfadselsreaktioner, som oplever at have det svasrt efter fadslen.
Forlobet hedder ICARE.

Da du udfyidte EPDS®en, bemaerkede jeg, at du har nogle symptomer
pé fadselsdepression. Du har derfor mulighed for at deltage | dette
forskningsprojekt.

Hvis du er interesseret,vil jeg nu give dig flere oplysninger.

Forskernes mal er at finde ud af, om dette nye forlab hizslper madre,
Som har det svaart efter fadslen (sasom tristhed, ritabilitet eller angst].
For at undersoge dette fordeles de deftagende madre tilfeldigt i to
‘grupper: Den ene gruppe tilbydes det nye forlgb og vanlig behandiing,
mens den anden gruppe modtager den szedvaniige behandiing i
Kommunen og fungerer som kontrolgruppe. Denne tiideling sker
gennem lodtraskning.

Hvis du beslutter dig for at deltage, kan du blive en del af gruppen,
Som vilf4 adgang til en online behandlingsplatform med otte moduler,
der er designet il at forsta og handtere symptomer pé en efterfadsels
reaktion,
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Uanset om du kommer  kontrol- eller behandlingsgruppen, vil du
modtage de samme bespg og den samme statte, som vi normalt tilbyder.
Kontrolgruppen er lige s vigtig som behandlingsgruppen, da kontrol
gruppen giver mulighed for at se om der er forskelle mellem grupperne,
09 om ICARE derfor virker efter hensigten. Deltagelse e frivilig og vl ikke
pavirke andre tigaengelige behandlingsmuligheder. Du kan stadiig ga til
dinlaege eller udforske andre muligheder, som feks. psykolog eller
gruppeterapi

ICARE forlebet er ikke afpravet endnu. Derfor kan det ke siges med
Sikkerhed, om aller huilken effekt det matte have, og om der er eventuelle
Uforudsete risicieller belastninger forbundet med forskningsprojektet.

His du beslutter dig for at deltage, skal du scanne QR-koden pa

informationskortet, som giver adgang tl et kort sporgeskema. Nar du har
besvaret spargeskemaet, og hvis du opfylder kriterierne for deltagelse, vil
du biive bedt om at indtaste dit CPR-nummer. Du vil modtage yderligere

information om projektet, en samtykkeerkizeringsformular og et onlfine
spergeskema via e-Boks. Nar du har besvaret spargeskemact, vil du biive
informerat om, hvilken gruppe du biiver placeret i Lignende sperge-
Skemaer il biive sendt via e-Boks efter henholdsvis to og seks maneder
for at undersoge effekten af forlabet.

Efter vores samtale og svar pé de spargsmal, du métte have, har du ret til
en betankningsperiode. Det betyder, at du ikke behpver at beslutte
dignu

Du kan il enfver tid traskke dig fra forskningsprojektet uden forkiaring,
g det vilikke pévirke din deltagelse i andre behandlingstilbud.
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Spargsmal og svar

Hvem er ICARE til?
ICARE e til madre med symptomer pé en efterfodselsreaktion, inklusive
angst,irftabilitet og tristhed. En diagnose er kie et kray for deltagelse.

Erstatter ICARE andre tilbud?
Ne, ICARE forlgbet er et supplerende tilbud. Det erstatter ikke behandiing ved
egen lge eller sundhedsplejerske, eller andre tilbud, sisom medregrupper
eller kommunale tilbud. Man m3 derfor gerne felge andre behandiingsforiab
samtidigt med deltagelse i forskningsprojektet.

Om deltagelse i forskningsprojektet:

Hvad er inklusionskriterierne for deltagelse i forskningsprojektet?
Inklusionskiterierne for deltagelse i forskningsprojektet er: ) En score pa.
fodselsdepressionsskalaen (Edinburgh Postnatal Depression Scale) imellem
70630, (2) Maksimum 6 méneder siden fodsel.(3) Moren skal vere minimurm
18 4r og (4) adgang tilinternet via computer eller smartphone.
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Hvad er eksklusionskiterierne for deltagelse i forskningsprojektet?
Exskiusionskriterierne for deltagelse i forskningsprojektet er: (1) kan ik laese.
0 tale dansk eller (2) diagnosen skizofreni, psykose eller akut behov for
psykiatrisk hjaelp (3) indlaeggelseskraevende behandling, sisom kemoterapi,
dialyse eller blodtransfusion (4) misbrug af stoffer ellr alkohol

Kan madre, som ikke deltog i behandlingsgruppen modtage behandling
pd et senere tidspunkt?

De madre, som i lodtraskningsforsaget biiver en del af kontrolgruppen, og
derfor ikke biiver tilbud behandling, kan ikke deltage i ICARE forlabet pé et
senere tidspunkt. Bade kontrolgruppen og behandiingsgruppen v modtage
information om andre tiigangelige selvhizelpsressourcer.

Hvad med madre, som scorer under 7 pd EPDS-skaloen?
Forskning viser, at selv-guidede, digitale forlgb virker bedst ved betydelige
symptomer. Derfor kan madre, som scorer under 7 p3 EPDS-skalaen,

ikke deltage forskningsprojektet.

Hvad med madre, som ikke taler dansk?
ICARE er forelabigt udviklet til madie, der taler dansk. Forskningsgruppen v
senere tilpasse ICARE-forlobet tl arabisk- og engelsktalende medre.

Hvad hvis symptomer forveerres under deltagelse i forskningsprojektet?
For hvert hovedmodul biver deltagerne bedit om at udfyide et symptomtiek
(EPDS).Scorer deltageren hojere end 18 pa EPDS-skalaen, il kontakt-
information til psykiatrisk akutmodtagelse bive vist, g mdrene opfordres il
at kontakie egen laege elfer sunchedsplejerske | forlaengelse heraf vildeft-
ageren biive kontaktet af en person fra forskningsaruppen, hvor hun biiver
sereenet for sevmordstanker, og der vil efterfalgende bive udarbeidet en
handleplan

Er der nogle bivirkninger ved iCARE?
Kognitiy adfaerdsterapi er en anerkend psykologisk behandling, ogsa nar
den tibycies via internettet. Der of ingen kendte negative bivrkninger,
riscieller ulemper forbundet med terapiformen. | forskningsprojektet
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Undersages der via et spargeskema, om deltagerne har oplevet negative
virkninger ved at banytte ICARE-forlobet.
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Hvod er tidsrammen for deltagelse?
Forskningsprojektet varer seks maneder fra deltageren bliver informeret
om forskningsprojektet af sundhedsplejersken,tl den sidste opfaIgning.
Inden deltagerne far adgang il frlabet, skal de besvare et spargeskema
horefter der gar henholdsis to og seks maneder, inden de igen vi
modtage et spargeskema

Kan deltagerne stoppe midt i et modul?
Man kan til enhver tid holde pause | ICARE programmet. Nar man vender
tlbage, vil man automatisk fortssette derfra, hvor man er kommet tl

Om partnerens mulighed for deltagelse:

Hvad med partnerne?
P4 nuvasrende tidspunkt er CAREforlabet udvikiet tl madre, men pa sigt
Vil forskningsaruppen udforske mulighederne for at udvikle forlabet tl
partnere. For nu findes der et modul og et dokument med information tl
partnere og pérerende  programmet, som madene sely kan dele.
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Det kan vaere en stotte og virke inddragende at have ens partner eller en
parerende med il at gennemg3 programmet. Det er man velkommen tl
Derudover har partneren mulighed for bde at lasse om ICARE | et modul pa
platformen og i en sarskiltskrivelse, henvendt tl partneren. Begge dele giver
information om efterfadselsreaktioner. Det kan bade styrke forstaelsen og
skabe et fslles udgangspunk for stette i hverdagen. Det kan ogsa vasre en
hjaelp, at der blot er nagen hjemme, eller at nogen kan passe ens baby, imens
man gennemgér et modul

©Om sundhedsplejerskens rolle:

B3de sundhedsplejersken og deltageren har
mulighed for at kontakteforskningsgruppen
med spergsmal. Kontaktinformation

findes pa sidste side | denne folder
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M madrene fortcelle sundhedsplejersken om deres deltagelse i ICARE?
Selvialgelig mé de det. Det er forventeligt, a deltagende madre vil tale med
sundhedspiejersken om deres oplevelser med at deltage i forskningsprojeket,
ikike mindst hvis de biver en del af kontrolgruppen og sledes ikke vil
modtage behandiingen.

Skal vi rekruttere et bestemt antal madre?
I det primasre studie skal der samiet rekrutteres 356 medre med hizslp fra
sundhedspiejersker fra de 21 kommuner, der daltager i forskningsprojektet.
Modrene kan ogs3 melde sig til studiet online pa en hiammeside tilknyttet
ICARE; disse indgr i det samiede deltagerantal.

Falger forskningsgruppen op pd deltagerne?

Da iCARE-forigbet er selv-guidet, vilforskningsgruppen som udgangspunkt
ikike kontakte deltagerne p baggrund af deres besvarelser eller fremgang i
programmet. Deltagerne vil dog biive kontaktet efter to uger med henblik pa
teknisk hjaelp. Ligelecies skalforskningsgruppen kontake deltagerne, huis det
rderes nadvendigt for deres mentale velbefindende, for eksempel ved en
score over 18 p3 EPDS-skalaen eller hvis deltageren svarer, at hun har tanker
om selvskade. His deltagerne har spergsmil, kan de kontakte sundheds-
plejersken eller forskningsaruppen (se kontaktinformation pa sidste sidel.

Om forskningsprojektet:

Hvem stdr bag iCARE?
Forskningsgruppen bestar af forskere fra Forskningsenheden for Barne- og
Ungdomspsykiatr pa Syddansk Universitet, Kabenhavns Universitet og
Aarhus Universitet, sam konsulenter fra Center for Digital Peykiatri

Hvem statter forskningsprojektet?
Forskningsprojektet er finansieret af Novo Nordisk Fonden og Helsefonden.
Derer ingen i forskergruppen, som har tilknytning tilfondene, og fondene har
ikike nogen indfiydelse pé forskningsprojektets udfarelse.
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Hvordan behandles og beskyttes data?
Personoplysninger bliver behandiet efter databeskyttelsesioven og data-
beskyttelsesforordningen. Personfalsomme oplysninger behandles af Center
for Digital Pykiatri og Peykiatrsk Forskningsenhed, Region Syddanmark, s
laenge det er nadvendigt for forskningsformalet og i overensstemmelse med
reglerne om opbevaring efter ansvarii forskningspraksis.

Hvordan kan vi hare om forskningsprojektets resultater?
Efter forskningsprojektets evalueringsfase vil effekten af folabet biive
undersogt, og resutaterne vi bive delt med alle deltagende kommuner.
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Noter til dig selv:
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Har| eller deltagerne i forskningsprojektet spargsmal, e | velkommen il
atkontakte os

E-mail: CARE@rsyd.dk
Telefon: +45 24 9147 40

A
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Annonce #1.2 - lang version:
9 IR forskningsprjekter
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ICARE er et forskningsprojekt, der undersoger efekten of et nyt
cigiat sehvhielpsioriab tl madre med eferfodselsreaktion.

Projeket udfores som et odtraekningsforsag, hvor 0% af deltagerne.
i adgang tl det digiale selvhelpsforob, mens de resterende 50%
deltager i sammenligningsgruppen.
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Har du det svaert, efter du er blevet mor?
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kommeti

Vi sendor dig ot login, hvis du fér adgang til det
digitale forlob

Har du sporgsmal eller vil
du gerne vide mere om
projektet?

Lo mere pa icare codipak

Kontakt ICARE teamet pa:





