Armed4Stroke: Allied Rehabilitation
using caregiver MEDiated Exercises for
Stroke

No registrations found.

Ethical review Positive opinion
Status Pending
Health condition type -

Study type Interventional

Summary

ID

NL-OMON22043

Source
NTR

Brief title
Armed4Stroke

Health condition

stroke, telerehabilitation, caregiver mediated exercises

Sponsors and support

Primary sponsor: Amsterdam UMC
Source(s) of monetary or material Support: Wetenschappelijk College Fysiotherapie,
WCF call 2017

Intervention

Outcome measures

Primary outcome

Mobility domain of the Stroke Impact Scale (SIS version 3.0), which measures self-reported
health status.
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Secondary outcome

For the patient:

1) Length of inpatient stay, for those patients that will be included during inpatient
rehabilitation.

2) Self-reported health status, measured by the other domains of the Stroke Impact Scale
and the Rivermead Mobility Index (RMI)

3) Extended Activities of daily living, measured by the Nottingham Extended ADL (NEADL).
4) Quality of life, measured with the EQ-5D.
5) Self-efficacy, measured by the stroke self-efficacy questionnaire.

6) Walking ability, assessed with Functional Ambulation Categories, the 10 metre walking
speed and an instrumental 6 minute walking test using the MOX activity monitor.

7) Functional outcome, measured by Modified Rankin Scale (MRS)

8) Balance, assessed with the Berg Balance Scale (BBS)

9) Strength of the lower limb, assessed with the Motricity Index (Ml).

10) The amount of daily activity during one week (MOX Activity monitor)

11) Community Ambulation Questionnaire.

For the caregiver:
1) The experienced strain of the caregiver measured by the Caregiver Strain Index. (CSI).

2) Quality of life, measured with the CarerQOL.

For both:
1) Care Transition Measure, short version CTM-4

2) Emotional functioning, measured with the Hospital Anxiety and Depression Scale (HADS)
and Patient-Reported Outcomes Measurement Information System (PROMIS) Anxiety and
Depression item banks,
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3) Fatigue, measured by the Fatigue Severity Scale.
4) Self-efficacy, measured by the General Self-Efficacy Scale (GSES).

5) Family functioning, measured by the general functioning subscale of the McMaster Family
Assessment Device (FAD).

Study description

Background summary

Rationale: Several systematic reviews have indicated that additional exercise therapy and
repetitive task-oriented training have a significant effect on functional outcome after stroke.
Exercise therapy typically focuses on restoring and/or improving motor function, especially
recovery of walking ability is an important goal for patients post stroke. Stroke rehabilitation
and exercise therapy is typically front loaded, with resources mainly focused on inpatient
care. Consequently, stroke survivors and their caregivers experience the transition from
inpatient care to the community as a significant hurdle. Support tapers off and the majority of
stroke survivors become physically inactive. The Armed4Stroke program is directed at
training caregivers as co-therapist to increase the level of exercises at home and to
smoothen the transition from inpatient rehabilitation to the community.

Objective: The primary objective of the present study is to assess the added values of using
tele-rehabilitation services, combined with caregiver mediated exercises to improve the level
of self-reported mobility at home. Secondary objectives are to assess the added value of
Armed4Stroke on length of inpatient stay, activities of daily living and psychosocial
measures.

Study design: Single-blind randomized controlled trial.
Study population: Stroke patients who follow in- or outpatient rehabilitation.

Intervention: The Armed4Stroke program consists of eight weeks of complementary exercise
therapy done with a caregiver, supported by tele-rehabilitation, next to the usual therapy.
The couple has regular face-to-face sessions with the physical therapist. The web based tele-
rehabilitation system is complementary to the face-to-face support. Through this system, the
patient can communicate a-synchronically with the physical therapists. This communication
takes place in a messaging environment, which means that communication takes place
through the exchange of text messages.

Main study parameters/endpoints: Mobility domain of the self-reported health status following
the Stroke Impact Scale (SIS version 3.0).

Study objective
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We hypothesize that the Armed4stroke program will:
1) Increase patients self-reported level of mobility, measured with the Stroke Impact Scale.

2) Smoothen the transition to patients own home situation, which will shorten the length of
stay for patients who start armed4stroke during clinical rehabilitation.

3) Have a positive influence on the psychosocial measures in terms of anxiety and
depression, health-related quality of life and self-efficacy.

Study design

Outcome measures will be measured at baseline prior to randomization, after the eight week
intervention period and again 6 months after randomisation (follow-up) by a blinded assessor
who is not involved in training. The BBS, Ml and CSI are part of regular clinical practice and
results of these tests will be used whenever possible.

Intervention

The Armed4Stroke program consists of eight weeks of complementary exercise therapy done
with a caregiver, supported by tele-rehabilitation, next to the usual therapy.

Complementary exercise therapy:

When starting the intervention, the couple will receive a tailor-made exercise program,
containing task-specific exercises focusing on gait and gait related activities. The exercise
program is progressive in nature and is developed to achieve important milestones for
community ambulation, where goals will be based on. The program is supported by videos of
the exercise, which are built into a web-based tele-rehabilitation system. The patient and
their caregiver are asked to do exercises minimally 5 times a week for 30 minutes. The tele-
rehabilitation system also includes exercises that the patient can perform independently.
Towards the end of the intervention period, one of the goals should also be to reduce the
involvement of the caregiver and increase independency of the patient. The couple has
regular face-to-face sessions with the physical therapist. There will be at least 4 face-to-face
sessions during the whole intervention period. In these sessions, the exercise program will be
adapted according to the progress of the patient and to (adjusted) goals. The face-to-face
support will also aim to assist study participants in maintaining motivation to continue the
program and to identify and address any barriers to exercise together or alone.

Tele-rehabilitation:

The web based tele-rehabilitation system is complementary to the face-to-face support.
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Through this system, the patient can communicate a-synchronically with the physical
therapists. This communication takes place in a messaging environment, which means that
communication takes place through the exchange of text messages. The therapist can use
the web-based tele-rehabilitation system to monitor the adherence to the CME. In addition,
the therapist can communicate with the patient and is able to monitor the patient's progress
by regularly to asking questions to the patient regarding the exercises that have been done
and by giving feedback about the progress. Messages can be sent in which the goals and
exercises are repeated to keep the couple motivated.

The participants in the control group will receive usual care according the Royal Dutch
Guidelines of Physical Therapy.

Contacts

Public

Postbus 58271
Rinske Nijland
Amsterdam 1040 HG
The Netherlands
020-6071931
Scientific

Postbus 58271
Rinske Nijland
Amsterdam 1040 HG
The Netherlands
020-6071931

Eligibility criteria

Inclusion criteria

Inclusion criteria for the patient will be:
1) < 3 months after stroke
2) 18 years or older

3) Written informed consent
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4) Able to understand the Dutch language (on sufficient level to understand instructions and
complete the questionnaires)

5) Knowing and able to appoint a caregiver who he/she wants to participate in the
programme (with a maximum of two caregivers)

6) Living independently before the stroke

7) Living at home or planned to be discharged home

8) Being able to follow instructions (a MoCA score > 20 points)
9) Sufficiently motivated for CME

Inclusion criteria for the caregiver:

1) 18 years or older

2) Written informed consent

3) Able to understand the Dutch language (on sufficient level to understand instructions and
complete the questionnaires)

4) Sufficiently motivated for CME

5) Medically stable and physically able to perform the exercises together with the patient.

Exclusion criteria

Exclusion criteria for both patient and caregiver will be a serious comorbidity that interferes
with participation. To determine suitability of patient and partner, one exercise session with a
trained therapist will be scheduled prior randomisation. The therapist will check the
inclusion/exclusion criteria and judge if the exercises can be done adequately and safely.

Study design

Design

Study type: Interventional

Intervention model: Parallel

Allocation: Randomized controlled trial
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Masking: Single blinded (masking used)

Control: Active
Recruitment

NL

Recruitment status: Pending
Start date (anticipated): 02-09-2019
Enrollment: 72

Type: Anticipated

IPD sharing statement

Plan to share IPD: Undecided

Ethics review

Positive opinion
Date: 11-12-2018

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 NL7422

NTR-old NTR7664

Other NL67357.029.18 METC : 858001102 WCF
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Study results

Summary results
N/A
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