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Data Management Architecture (1)
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MaganaMed

▪ Content: Participant eCRFs

▪ Status: interface in production use
− weekly manual exports & backup at UKER

− extraction & transformation of data dictionary

▪ Formats: 
− source: CSV (1 file per questionnaire)

− available: CSV

− dummy data available (CSV)

Data Management Architecture (2)
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movisensXS

▪ Content: 
− sensing data (7 modalities)

− ESM & fidelity forms

▪ Status: interface in production use
− weekly manual exports & backup at UKER

▪ formats: 
− source: CSV (sensing, 1 file per modality/participant), 

JSON & Excel (ESM & fidelity)

− available: CSV, Excel

− dummy data: available for ESM forms (CSV)

Data Management Architecture (3)
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TherapyDesigner/MoMent

▪ Content: 
− primary ESM forms

− prompt & usage data

▪ Status: interface still to be implemented
− manual exports available on request by movisens

▪ formats: 
− source: JSON (metadata file + 1 file per site)

− available: CSV

− dummy data: not yet implemented

Data Management Architecture (4)
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Additional Data Sources

▪ Phase I REDCap eCRF data
− available in REDCap source systems

▪ Phase I Qualitative Data
− available in Erlangen (de-identified transscripts, QPDX files)

▪ Erlangen REDCap
− used for trial coordination

− weekly manual export

− CSV files (1 per site & eCRF)

Data Management Architecture (5)
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Research Database

▪ Content: 
− collection of data from all IMMERSE sources

▪ Status:
− file-based exports from source systems

− import of MaganaMed data into SQL database in production

− import of TherapyDesigner data in development

▪ formats: 
− source: JSON (metadata file + 1 file per site)

− available: CSV

− dummy data: not yet implemented

Data Management Architecture (6)
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Pseudonymisation

▪ Purpose: 
− secondary pseudonymisation of datasets for analysis

▪ Status: in production use

▪ concept: 
− carried out by independent trust center of UKER using gPAS software

− replacement of original study pseudonyms with individually
generated set of random IDs for each data use project

− assignment list is used by WP3 only during data preparation

− assignment list is archived by trust center for legitimized access

Data Management Architecture (7)
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Additional Infrastructure

▪ UKER Cloud 
− shared data space hosted securely at UKER

− ingest of data provided by other partners (e.g. Phase I data)

− provision of exports for data use projects

▪ Status Dashboard
− graphical overview of data entry status by site & eCRF

▪ Dummy data
− “fake“ datasets to be used for analysis script development

− based on trial metadata (e.g. MaganaMed data dictionary)

Data Management Architecture (8)
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Data Availability (1)

Phase II
Baseline T1 T2 T3Phase I

Qualitative data
130 participants
MaxQDA format

REDCap eCRF
data cleaning
currently ongoing; 
limited coding of
free-text items yet

MaganaMed eCRF data (58 forms)
participants: 592 registered (includes screened, but not recruited)

movisensXS ESM & fidelity data
participants: 156 (Baseline), 82 (T1), 53 (T2), 20 (T3)

movisensXS sensing data
19 (Activity), 22 (AppUsage), 22 (DeviceRunning), 6 (DisplayOn), 19 (Location), 19 (Notification), 22 (Steps)

TherapyDesigner ESM & usage data
participants: 276 (from 11/2024 data); currently manual exports on demand
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Data Availability (2): MaganaMed Visite/Form vs Site
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Data Availability (3): Structure of MaganaMed Exports

participant ID 
& site

time informations
(creation / completion)

visit name Variable names for each question
& their answers
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Data Availability (4): Structure of movisensXS ESM/Fidelity Data

participant
ID

Trigger information
(time, count)

form
(Initial, EMA, Missing)

Variable names for each question
& their answers

time (response)

Missing form
( Ignored, Incompleted)
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Data Availability (5): Structure of movisensXS Geotrack data

participant id

Relative time 
from the enrollment

anonymized
location data

Meta data about the location information
extracted using OpenStreetMap

(osm type, osm key, osm value, geotype)
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Data Availability (6): Structure of Tabular TherapyDesigner Data

participant id Response information
(COMPLETED, INCOMPLETE,     
IGNORED)

items, status & answers
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Data Availability (7): Structure of TherapyDesigner Forms Metadata

Interaction & configuration informations Question typeDefault value
of answer

Interaction ids
& question name
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Intention

▪ provide early access to similarly structured datasets to enable analysis script
implementation
− circumvents data protection & trial pre-clouseout issues

Method

▪ based on metadata of actual datasets (e.g. MaganaMed data dictionary)

▪ data items are filled with randomly chosen values from the respective set or missings

Dummy Data (1)



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

What it can & can‘t do

▪ data is identically structured to the real data & syntactically correct

▪ however, the data is not at all medically plausible
− it does not reflect frequencies or correlations from the original data

▪ data can be used to develop & test analysis scripts regarding correct implementation
− analysis results of dummy data will of course not reflect content of the actual data

Availability

▪ currently available for ManaMed eCRF and movisensXS ESM data

Dummy Data (2)
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Data Use Process (1)

Data Use 

Process

Data Request Data Prep Data Use Archiving
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Data Use Process (2)

Data Use 

Process

Data Request Data Prep Data Use Archiving

Commenting by participants

preliminary data availability
check by WP3

Commenting by participants

final data availability
check by WP3
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Data Use Process (3)

Data Use 

Process

Data Request Data Prep Data Use Archiving

Cross-check with
Data Users

alignment of formats,
if necessary
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Data Use Process (4)

Data Use 

Process

Data Request Data Prep Data Use Archiving

Creation of analysis
scripts by Data Users

Creation of derived
datasets by Data Users
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Data Use Process (5)

Data Use 

Process

Data Request Data Prep Data Use Archiving

sensitive data? discovery

priority on internal use?

choice of suitable repository
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Priority from our side

▪ finalization of import of all source data into SQLite database

▪ implementation of interface to TherapyDesigner

▪ finalization of metadata annotation & FHIR conversion

Requirements from the consortium?

▪ e.g. extension of dummy data?

▪ e.g. data quality aspects?

Research Data Management: Next Steps


