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WP7 - Objectives

1. To tailor, optimize and evaluate detailed implementation strategies for the Digital Mobile 
Mental Health intervention (DMMH) at each site and identify putative contextual factors based 
on an a priori assessment using the NASSS framework (task 7.1, with WP5, task 5.1, 5.2)

2. To investigate i) Reach, ii) Effectiveness, iii) Adoption, iv) Implementation and v) Maintenance of 
implementing the DMMH in routine care (RE-AIM) as a basis for assessing the public health 
impact of implementation and scale-up of the DMMH (task 7.2)

3. To examine the process of implementing the DMMH in routine care and identify in vivo 
configurations of contexts, mechanisms of change, and how these are associated with outcomes 
of implementation and intervention (task 7.3, with WP5, task 5.3)

4. To investigate the economic costs of implementing the DMMH intervention, determine cost-
utility and extended cost-utility of the intervention vis à vis standard care (task 7.4)

Phase 1 Phase 2
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Phase1: study design
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Participatory field study using a) a questionnaire and b) qualitative interviews in: 

- Service users

- Clinicians

- Support network members

- Administrators 

Data has been collected in all 4 countries. 
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1) Survey data
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Type Participant Source Number of
forms per time 
point

Example

Outcomes

Self-report 
Service users Redcap (2 instances UMM, 

KULeuven)
8

Self-report Support network Redcap (2 instances UMM, 
KULeuven)

6

Self-report Clinicians Redcap (2 instances UMM, 
KULeuven)

8

Self-report Admins Redcap (2 instances UMM, 
KULeuven)

8



This project has received funding from the European Union’s 
Horizon 2020 research and innovation Programme under grant 
agreement 945263 (IMMERSE)

2) Interview data
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Type Participant Source Number of
forms per time 
point

Example

Outcomes

Qualitative 
Interview

Service users Codes according to common
code book

-

Qualitative 
Interview

Support network Codes according to common
code book

-

Qualitative 
Interview

Clinicians Codes according to common 
code book

-

Qualitative 
Interview

Admins Codes according to common
code book

-
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Phase 1 Overview
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Trial design
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Pragmatic, multi-centre, parallel-group cluster Randomized Controlled Trial (cRCT)
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Trial design and data sources

9

• eCRF (MaganaMed) to collect
outcome data

• MovisensXS in 50% of all
participants to collect process
Experience Sampling (ESM) data

• MovisensXS to collect fidelity data

• TherapyDesigner to collect
process data of the MoMent app
+ dashboard

• MovisensXS to collect mobile
sensing data

Experimental condition only (for max. 12 months):

• Process evaluation interviews
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1) Outcome data
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Type Source Number of forms per 
time point

Time points Example

Outcomes

Patient self-report eCRF ( 1 MaganaMed
data base for all 
countries)

19
Optional measures: 3

t0, t1, t2, t3 1 Primary outcome
(Service
Attachement 
Questionnaire) and
secondary outcomes

Clinian-reported
questionnaires

eCRF ( 1 MaganaMed
data base for all 
countries)

7 t0, t1, t2, t3 Secondary outcomes
(e.g. Service 
Engagement 
Questionnaire)

Researcher ratings eCRF ( 1 MaganaMed
data base for all 
countries)

2 t0, t1, t2, t3 e.g. Adverse events
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1) Outcome data: for economic evaluation
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Type Source Number of forms per 
time point

Time points Example

Outcomes

Patient self-report eCRF ( 1 MaganaMed
data base for all 
countries)

3 t0, t1, t2, t3 CSRI, EQ5D5L, SAQ
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2) ESM
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Type Source Number of forms per 
time point

Time points Example

Outcomes

Patient self-report MovisensXS studies: 

7 „studies“ per time 
point (T0_GE, T0_BE, 
T0_UK, T0_SK, 
T0_SK_female, 
T0_Kosice, 
T0_Kosice_femal)

6-day ESM with 8 
prompts per day

Measures: Positive
affect, negative affect, 
location, activity
context, social context, 
social appraisal, quality
of life

t0, t1, t2, t3 Secondary outcomes
(Momentary quality
of life, social
functioning)

Statistical analysis plan:

• 50% of participants are randomly allocated (1:1) to participating in a 6-day ESM phase.
• As movisensXS runs on Android only, study smartphones will be provided in case it is necessary
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3) TherapyDesigner data
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Type Source Number of forms per 
time point

Time points Example

Process data

Usage data

(app usage by patients
in experimental 
condition)

Therapydesigner Based on ESM-principles
with 8 prompts per day
(i.e. 8 „interactions“): 

30 items:
a) Core items (20)
b) Additional items (10)

Between t0 
and t3 (i.e. for
at least 4 
weeks within
the first 8 
weeks, but 
then until end 
of study
participation)

e.g., core measures: 
Positive affect, 
negative affect, 
location, activity
context, social
context, social
appraisal, 
e.g. additional: 
therapy goals, main
complaints, 
medication…

• 66% of units are allocated to the experimental condition (2:1) and have patients that can use the
MoMent app running via the app TherapyDesigner on Android and iOS.
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3) TherapyDesigner data
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Type Source Number of forms per 
time point

Time points Example

Process data

Usage data

(Dashboard usage by
clinicians in 
experimental condition)

Therapydesigner Passive data: 
Configuration of items,
display of visualisations

Between t0 
and t3 (i.e. for
at least 4 
weeks within
the first 8 
weeks, but 
then until end 
of study
participation)

Log-in information, 
duration of log-in

• 66% of units are allocated to the experimental condition and their clinicians can use the
TherapyDesigner dashboard.
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4) Fidelity data
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Type Source Number of forms per 
time point

Time points Example

Fidelity data

Patient self-report MovisensXS 1 t1, t2, t3 Satisfaction with the
app

Clinician self-report MovisensXS 1 t1, t2, t3 Satisfaction with the
dashboard

• We collect fidelity of using the TherapyDesginer in patients and clinicans allocated to the
experimental condition
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5) Mobile sensing data
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Type Source Number of forms per 
time point

Time points Example

Mobile sensing data

Passive data MovisensXS 1 Between t0 
and t3 (i.e. for
at least 4 
weeks within
the first 8 
weeks, but 
then until end 
of study
participation)

Battery, screen
on/off, 
Steps, movement, 
GPS, 
usage of
TherapyDesigner
App

• In patients with a) in the experimental condition, b) with Android smartphone, and c) who agreed to
it, we collect mobile sensing data over the course of the intervention period.
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6) Process evaluation data
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Type Source Number of forms per 
time point

Time points Example

Process evaluation data

Interview with patients Codes of transcribed
interviews

- t1 or later

Interview with clinicians Codes of transcribed 
interviews

- t1 or later

Interview with team
leads

Codes of transcribed
interviews

- t1 or later

Self-report? ? Questionnaire to be
developped

- -

• Interviews are conducted with patients, clinicians and team leads per site
• Questionnaire is developped (and used?)
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Trial design and data sources
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• eCRF (MaganaMed) to collect
outcome data

• MovisensXS in 50% of all
participants to collect Experience
Sampling (ESM) data

• MovisensXS to collect fidelity data

• TherapyDesigner to collect
process data of the MoMent app
+ dashboard

• MovisensXS to collect mobile
sensing data

Experimental condition only (for max. 12 months):

• Process evaluation interviews

Access after „Last patient, last assessment“

Access after „Last patient, last assessment“

Access available

Access available

Access after „Last patient, last assessment“

Access available
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Statistical Analysis Plan

• Preregistration with OSF

Available at: https://osf.io/egpys

• Study protocol has been submitted to Implementation Science (08.02.2024)

20

https://osf.io/egpys
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Discussion and questions?
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Thank you for your attention
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Data quality/ availability: ESM
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• 50% of participants are randomly allocated (1:1) to participating in a 6-day ESM phase:
• Target sample: n=216

• Allocated to ESM (by 8.4.24): n=150 (69% of target)

1 day



This project has received funding from the European Union’s 
Horizon 2020 research and innovation Programme under grant 
agreement 945263 (IMMERSE)

Data quality/ availability: ESM
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• Allocation to ESM or NoESM per site at Baseline:

Site ESM NoESM Refused (%)

Bierbeek 20 23 1 (2%)

Leuven 8 16 0

Bratislava 11 17 6 (17%)

Kosice 20 23 5 (10%)

Lothian+CAMSH 33 32 0

Mannheim 31 32 0

Wiesloch 27 27 0

total 150 170 12 (4%)
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Data quality/ availability: ESM
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• Coupled with movisensXS per site at Baseline:

Site ESM coupled allocated Refused (%)

BI/LE 27 28

Bratislava 11 11

Kosice 19 20

Lothian+CAMSH 22 33

MA/WI 54 58

total 135 150 15 (10%)



This project has received funding from the European Union’s 
Horizon 2020 research and innovation Programme under grant 
agreement 945263 (IMMERSE)

Data quality: ESM
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• Compliance with ESM per site at Baseline:

The majority of studies reported satisfactory compliance rates ranging from 52% to 98% of scheduled assessments. 
One third of publications reviewed did not report on compliance at all.  
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Data quality: ESM
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• Compliance with ESM per site at Baseline:

Site Compliance

BI/LE

Bratislava

Kosice

Lothian+CAMSH

MA/WI 58%

total
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RE-AIM table
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RE-AIM table
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RE-AIM table
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RE-AIM table
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RE-AIM table
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