Implementation and evaluation of
personalized care for patients with
amyotrophic lateral sclerosis (ALS): ALS
Home monitoring & Coaching

No registrations found.

Ethical review Positive opinion

Status Recruiting

Health condition type -

Study type Observational non invasive
Summary

ID

NL-OMON25302

Source
Nationaal Trial Register

Brief title
TBA

Health condition
amyotrophic lateral sclerosis (ALS), progressive muscular atrophy (PMA), primary lateral

sclerosis (PLS)

Sponsors and support

Primary sponsor: University Medical Center Utrecht, Division Neurosciences, Department of
Rehabilitation
Source(s) of monetary or material Support: ZonMw (number 516006009)

Intervention
Outcome measures

Primary outcome
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The main study parameters will be user experience of both patients and healthcare providers
of ‘ALS Home monitoring & Coaching’ in terms of usability, acceptability, appropriateness and
feasibility as measured by questionnaires and interviews.

Secondary outcome

Secondary study parameters will be data regarding adoption, fidelity and costs of ‘ALS Home
monitoring & Coaching’, that will be extracted from patients- and hospital records and
researcher notes. For example, total number of patients that have been asked to participate,
total number of patients that decided to participate; user-data from the (web)app, such as
the number of planned measurements that have been performed; any local changes that
have been made to the original plan or to ‘ALS Home monitoring & Coaching’; and time spent
on monitoring of the dedicated healthcare providers.

Study description

Background summary

Background:

The e-health innovation ‘ALS Home monitoring & Coaching’ that has been developed by and
implemented in UMC Utrecht in 2016, will now be implemented in 10 multidisciplinary ALS
teams that are part of the ALS Care Network in the Netherlands. ‘ALS Home monitoring &
Coaching’ is a care innovation for patients with ALS, PMA and PLS based on home monitoring
of relevant aspects of functioning (such as walking, dressing, swallowing and breathing),
body weight and quality of life. Patients transfer these monitoring data through a (web)app to
their care providers. The (web)app also allows the patient to chat with the health care
professional. The monitoring data is viewed by a dedicated health care provider (nurse
specialist or other member of the multidisciplinary ALS team) who, in consultation with the
rehabilitation specialist and the ALS team, takes action if necessary, such as giving advice,
providing information, and making an appointment with other healthcare professionals within
the ALS care team.

Aim:
The aim of this project is to evaluate the implementation and user experiences of both
patients and healthcare providers that have been using ‘ALS Home monitoring & Coaching’.

Methods:

The implementation of ‘ALS Home monitoring & Coaching’ will be done with an Action
Research based approach, taking into account local preferences, facilitators and barriers. The
implementation in each ALS care team consists of three stages with a total duration of
approximately 5-6 months. In the first phase we will explore the starting point and the
expected barriers and facilitators. The second phase will be characterized by developing
strategies to deal with the expected barriers. In the last phase the ALS care teams will
include 10 patients and provide care with ‘ALS Home monitoring & Coaching’. After
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approximately three months the implementation outcomes and user experiences will be
evaluated using both qualitative (e.g. focus groups, interviews) and quantitative methods
(e.g. online questionnaires, digital observation with the (web)app, document review).

Study objective

The user experiences of patients and healthcare providers with ‘ALS Home monitoring &
Coaching’ are positive.

Study design

The implementation of ALS Home monitoring & Coaching will take place in three cycles. In
each cycle, ALS Home monitoring & Coaching will be simultaneously implemented in 2, 4 and
4 ALS care teams respectively. The duration of each cycle is 5-6 months. The approximate
time points for each cycle are described below.

TO = presentation to provide information to the ALS care team

T1 (at 2 weeks after project start)= focus group to explore expected barriers and facilitators
T2 (at 1.5 months after project start) = group discussion to develop strategies to deal with
expected barriers

T3 (at 2 months after project start) = start pilot phase by including 10 patients and provide
care with 'ALS Home monitoring & Coaching’

T4 (at 5 months after project start) = to evaluate implementation outcomes and user
experiences using both qualitative (e.g. focus groups, interviews) and quantitative methods
(e.g. online questionnaires based at the evaluation framework by Proctor, technology
acceptance model (TAM) and System Usability Scale (SUS), digital observation with the
(web)app, document review)

Intervention

‘ALS Home monitoring & Coaching’ is considered as care innovation not as an intervention.

Contacts

Public
University Medical Center Utrecht
Manon Dontje

+31 6 38555078

Scientific

University Medical Center Utrecht
Manon Dontje

+31 6 38555078
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Eligibility criteria
Inclusion criteria

- All patients that have been diagnosed with amyotrophic lateral sclerosis (ALS), progressive
muscular atrophy (PMA), or primary lateral sclerosis (PLS), that are under the care of one of
the ALS care teams can be offered the option to use ‘ALS Home monitoring & Coaching’ for
their care. To be eligible for the evaluation of ‘ALS Home monitoring & Coaching’ patients
should have consented to use ‘ALS Home monitoring & Coaching’.

- All healthcare providers that have been involved in the care for patients that have been
using ‘ALS Home monitoring & Coaching’ are eligible to participate.

Exclusion criteria

Patients or healthcare providers who do not speak Dutch cannot participate, because the
(web)app is only available in Dutch (at this moment).

Study design

Design

Study type: Observational non invasive
Intervention model: Other

Allocation: Non controlled trial
Masking: Open (masking not used)
Control: N/A , unknown
Recruitment

NL

Recruitment status: Recruiting

Start date (anticipated): 01-02-2020

Enrollment: 100

Type: Anticipated
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IPD sharing statement

Plan to share IPD: No

Plan description
N/A

Ethics review

Positive opinion
Date: 15-04-2020

Application type: First submission

Study registrations

Followed up by the following (possibly more current) registration
No registrations found.

Other (possibly less up-to-date) registrations in this register

No registrations found.

In other registers

Register ID
NTR-new NL8542
Other METC UMC Utrecht : METC 20-204/C

Study results

Summary results
N/A
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