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Rationale: Stroke is a major cause of long-term adult disability with many survivors

living in the community relying on family members for on-going support. However,

reports of inadequate understanding of rehabilitation techniques are common. A

self-management DVD-based observational learning tool may help improve func-

tional outcomes for survivors of stroke and reduce caregivers’ burden. Aims: This
article describes the methodology of the stroke self-management rehabilitation trial.

The overall aim of this pilot trial is to assess the feasibility and preliminary efficacy of

a DVD-based intervention for improving functional outcomes of survivors of stroke

2months postrandomization to inform the design of a full-scale randomized clinical

trial.Design: Recruitment of a minimum of 20 survivors of stroke and their informal

caregivers (where available) in each of the participating centers will occur across

multiple international sites. After baseline assessments, participants will be

randomly assigned to an intervention or standard care group. The intervention com-

prises a structured DVD observation and practice schedule over 8 weeks. All partic-

ipants will complete follow-up assessments. Study outcomes: The outcomemeasures

will include a global shift in the Rankin Scale scores and dichotomized scores,

changes in quality of life, general health, depression, and caregiver burden at

2 months postrandomization. A qualitative analysis of the effects of the intervention

will also be undertaken. Discussion: The results of the pilot study will provide

knowledge of whether observational learning techniques delivered via DVD can
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effectively improve recovery after stroke and reduce caregiver burden. Key Words:

Stroke—rehabilitation—clinical trials—methodology—protocols—treatment.
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Introduction

Stroke is a leading cause of long-term disability, with

recent projections forecasting a worldwide rise to 200

million disability-adjusted life years lost per annum by

2030.1 After acute hospitalization, at least 45% of stroke

survivors return home usually relying on family mem-

bers for any further care and support.2-4 Caregivers

often report insufficient knowledge or skills to care for

Rehabilitation Specialists / Clinicians to identify eligible patients with stroke for SMART trial.
Check ALL Inclusion / Exclusion criteria detailed in Study Protocol and

seek verbal consent to forward contact details to study team
(within 3 days before their discharge home or no later than 3 years after stroke onset)

Research Assistant to contact patient with stroke to provide study information and to seek verbal consent to participate.

BASELINE ASSESSMENT FOR ALL PARTICIPANTS AND CONSENTING FAMILY MEMBERS/CAREGIVERS
(4 weeks – 3 years post-stroke)

Week 1: Research Assistant to seek informed written consent and to confirm participant eligibility

Request online randomisation to
Treatment or Non-treatment
group and assign study ID

NON-TREATMENT GROUP
(Standard care)

TREATMENT GROUP
(DVD self-management and usual

standard care)

Review of DVD content with Rehabilitation
Specialist / Clinician who will advise on any

additional viewing of DVD segments
throughout the trial, where available

SCREENING
Using the CES-D

If CES-D score is 27 or greater
the individual is not eligible for

participation.

FOLLOW-UP ASSESSMENT
(2-months after randomisation via postal
questionnaire or telephone interview)

FAMILY MEMBER /
CAREGIVER ASSESSMENT
(2-months after participant

randomisation)

Review of specified DVD segments, ideally
5 days per week
Week 2 – Week 7

Weekly phone call from RA – limited support
only

Figure 1. Standard trial design. Abbreviation: CES-D, Center for Epidemiological Studies—Depression.13
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