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Register: German Clinical Trials Register

Last refreshed on: 20 April 2020

Main ID: DRKS00017320

Date of registration: 18/06/2019

Prospective 
Registration: 

Yes

Primary sponsor: Universitätsklinikum HeidelbergAbteilung Allgemeinmedizin und Versorgungsforschung

Public title: 
Development and evaluation of a digital symptom diary for supporting the self-management 
of multimorbid patients in GP's practices

Scientific title: 
Development and evaluation of a digital symptom diary for supporting the self-management 
of multimorbid patients in GP's practices - TelePraCMan 

Date of first 
enrolment: 

01/10/2019

Target sample size: 200

Recruitment status: Pending

URL:  http://www.drks.de/DRKS00017320

Study type:  interventional

Study design:  
Allocation: Randomized controlled trial;. Masking: Open (masking not used). Control: Other. 
Assignment: Parallel. Study design purpose: Health care system;

Phase:  N/A

Countries of recruitment

Germany

Contacts

Name: Aline Kunz

Address:  Im Neuenheimer Feld 130.3 69120
Heidelberg Germany

Telephone: 06221-568206

Email: aline.kunz@med.uni-heidelberg.de

Affiliation:  
Abteilung Allgemeinmedizin und 
Versorgungsforschung

Name: Lars Wiezorreck

Address:  Im Neuenheimer Feld 130.3 69120
Heidelberg Germany

Telephone: 06221-5632542

Email: lars.wiezorreck@med.uni-heidelberg.de

Affiliation:  
Abteilung Allgemeinmedizin und 
Versorgungsforschung

Key inclusion & exclusion criteria

Inclusion criteria: Potential participants must be able to agree to participate in a study. In addition, all study participants 
must declare their informed consent to study participation and data analysation. 

Special inclusion criteria according to study phases:

Feasibility study: Participating patients have to be part of the PraCMan-programme have to have an iOS or Android 
smartphone/tablet. In Addition their consent to the terms of use of the digital symptom diary is a necessary 
prerequisite for participation.
Participating practices must have actively participated in PraCMan at least 6 months before the start of the 
TelePraCMan-study.
Furthermore, they have to have at least 20 patients within the PraCMan-programme. The use of PraCMan must be 
covered by a contract with AOK-Baden-Württemberg. The participating practices require at least one GP who is 
trained in using the PraCMan-software and would like to participate voluntarily in the study, as well as at least one 
VERAH, who has been trained for PraCMan and is willing to participate actively in the project.
Exclusion criteria: Persons who have no or only very limited skills in speaking German are excluded from study 
participation. Except in the case of expert panels and field research, persons who suffer from severe visual 
impairment or other physical or psychological circumstances (e.g. tremor, other serious illness), which hamper the use 
of a smartphone are also excluded from participation.



Age minimum: 18 Years
Age maximum: no maximum age
Gender: Both, male and female

Health Condition(s) or Problem(s) studied 

Multimorbidity

Intervention(s)

Intervention 1: The project consists of a multi-stage process. 
Phase 1 (development project): The first step is the development of the digital symptom diary. For this purpose, expert 
panels and a field research phase in GP practices will be carried out.
Based on the user requirements collected, a first prototype of the digital symptom diary will be developed. 
Phase 2 (feasibility study): The digital symptom diary will then be tested during a 6-month intervention of up to 100 
patients. At the same time, a control group receives the symptom diaries in paper form for completion. All patients will 
receive questionnaires before and after the beginning and end of the test use. GPs and VERAHS (care assistant in 
the family doctor's practice) from participating practices are also asked to complete questionnaires. 
Furthermore, Interviews will be conducted with some intervention group patients, family doctors and VERAHs. 
Intervention 2: symptom diaries in paper form

Primary Outcome(s)

Feasibility study: Effects of the digital symptom diary on the self-management ability of patients (SF-12 questionnaire).
The data will be collected individually for each patient at baseline T0 at the beginning of the intervention (start of app 
use) and as a follow-up at T1 after 6 months of app use.

Secondary Outcome(s)

Development project:
- Requirements and expectations for TelePraCMan (from the point of view of multimorbid patients, care assistants in 
the GP's practice and GP's)
- Technical affinity (TA-EG questionnaire)
- potential acceptance with regard to use in real supply processes
- User experience of the digital symptom diary

Feasibility study: 
- Patient self-activation (PAM-13)
- Disease-related self-management (SCI-R German, 9-Item European Heart Failure Self-Care Behaviour Scale 
German, CAF Questionnaire German)
- User Experience and Feasibility (User Experience Questionnaire)

The data will be collected individually for each patient at baseline T0 at the beginning of the intervention (start of app 
use) and as a follow-up at T1 after 6 months of app use.

Secondary ID(s)

S-092/2019

U1111-1233-4857

Source(s) of Monetary Support

Ministerium für Soziales und Integration Baden-Württemberg

Secondary Sponsor(s)

Ethics review

Status: approved
Approval date: 25/04/2019
Contact:
(leading) Ethics Committee-No. (Ethik-Kommission I der Medizinischen Fakultät Heidelberg)

Results

Results available: 
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