BM) Open

BMJ Open is committed to open peer review. As part of this commitment we make the peer review
history of every article we publish publicly available.

When an article is published we post the peer reviewers’ comments and the authors’ responses online.
We also post the versions of the paper that were used during peer review. These are the versions that
the peer review comments apply to.

The versions of the paper that follow are the versions that were submitted during the peer review
process. They are not the versions of record or the final published versions. They should not be cited or
distributed as the published version of this manuscript.

BMJ Open is an open access journal and the full, final, typeset and author-corrected version of record of
the manuscript is available on our site with no access controls, subscription charges or pay-per-view fees
(http://bmjopen.bmj.com).

If you have any questions on BMJ Open’s open peer review process please email
info.bmjopen@bmj.com

'salIfojouyoal Jejiwis pue ‘Buiuresy |v ‘Buluiw elep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybliAdod Aq paloalold

* (s3gv) Jnauadns juswaublasug
| @p anbiydeibollqig sousby 1e Gzoz ‘TT aunc uo /wod (wg uadolway/:dny wouj pspeojumod "6T0Z AINC 2 U0 0/8520-8T0Z-uadolwg/9ETT OT Se paysiignd 1su1) :usdo NG


http://bmjopen.bmj.com/
info.bmjopen@bmj.com
http://bmjopen.bmj.com/

BMJ Open

BM) Open

Evaluation of an intervention addressing a Reablement
program for older, community-dwelling persons in Sweden
(ASSIST 1.0) - A protocol for a feasibility study.

Journal: | BMJ Open

Manuscript ID | bmjopen-2018-025870

Article Type: | Protocol

Date Submitted by the

Author 06-Aug-2018

Complete List of Authors: | Bergstrém, Aileen; Karolinska Institutet Department of Neurobiology
Care Sciences and Society

Borell, Lena; Karolinska Institutet Department of Neurobiology Care
Sciences and Society

Meijer, Sebastiaan; Health Care Logistics at KTH Royal Institute of
Technology, Stockholm, Sweden

Guidetti, Susanne; Karolinska Institutet, Neurobiology, Care Sciences
and Society

occupational therapy, COPM, ICT, Canadian Occupational Performance
Keywords: | Measure, digitalisation, Telemedicine < BIOTECHNOLOGY &
BIOINFORMATICS

o

SCHOLARONE™

O HOLA
SUHULA

Manuscripts

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

‘saiIfojouyoal Jejiwis pue ‘Buiuresy | ‘Buluiw elep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybliAdoo Aq paloaloid

* (s3gv) Jnauadns juswaublasug
| @p anbiydeibollqig sousby 1e Gzoz ‘TT aunc uo /wod fwg uadolway/:dny wouj pspeojumod '6T0Z AINC 2 U0 0/8520-8T0Z-uadolwg/9ETT 0T Se paysiignd 1su1) :usado NG


http://bmjopen.bmj.com/

Page 1 of 25 BMJ Open

us]
1 =
2 S
3 BMJ Open version 3
4 Evaluation of an intervention addressing a Reablement program for older, community- =
. . . g U)
Z dwelling persons in Sweden (ASSIST 1.0) - A protocol for a feasibility study iy
7 %
8 Aileen Bergstrdm', Lena Borell', Sebastiaan Meijer”, Susanne Guidetti' S
9 g
QD
1(1) 'Department of Neurobiology, Care Sciences and Society, Division of Occupational Therapy, a'? %
12 Karolinska Institute, Stockholm, Sweden T =
— w
. . . (1]
13 ? Health Care Logistics at KTH Royal Institute of Technology, Stockholm, Sweden - %
14 < 2
15 . L : . g S
16 Corresponding author: Susanne Guidetti, Department of Neurobiology, Care Sciences and z S
17 Society, Division of Occupational Therapy, Karolinska Institute, Stockholm, Sweden a B
> B
18 Email address: susanne.guidetti@ki.se -
]

o Phone number: +46 739661636 5 b
21 g— S
. . (@]
22 Trial sponsor: Karolinska Institutet, Lena Borell (?; >
23 Email address: lena.borell@ki.se c o

[
24 Phone number: +46 8 524 83 810 055
25 =N
26 saR
27 Word count: 5327 (excluding title page, abstract, references, figures, and tables). T3 g
28 532
;g Protocol version gos
. "o
31 December 28", 2017. Version 1.0 209
32 222
2o
33 >3
34 ERE
35 208
36 Abstract e =
37 > 2
38 Introduction: Older persons with functional limitations often need assistance from home care 5 E
23 staff to thrive and continue to live in their home environments. Reablement, a proactive, 3 g
a1 preventative approach administered by home care staff, stimulating active engagement of the '% E'
42 older person, is often recommended. Even though reablement has a potential to become a new o 3
43 rehabilitation model and has been implemented in different countries in various degrees, there 3 3
j‘; is a lack of knowledge regarding the process of establishing reablement, the theoretical gj cg"
46 underpinnings and the conditionality and outcomes in different contexts. This knowledge is § NA
47 needed before full-scale recommendations can be made for implementation in specific 3 :
48 contexts. S §
49 & =
g? Aim: This study protocol aims to present a feasibility study of the intervention, ASSIST 1.0., <
52 a theory based reablement program, which includes coaching of home care staff and digitally §
53 based smart products, in a Swedish context. g
54 =
55 Q
56 3
57 g
58 1 D
59 o

60 For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

BMJ Open

Methods and analysis: This feasibility study will evaluate the perceived value and
acceptability of ASSIST 1.0 intervention program regarding fidelity, reach and dose, and
potential outcomes by using a pre-post-test design involving an intervention group and a
control group (n=30) of older persons living at home, needing home care services. Qualitative
interviews with home care staff delivering ASSIST and the older participants receiving the
intervention as well as their significant others will be conducted to explore aspects affecting
the intervention.

Ethics and dissemination: This study has been approved by the regional ethics board. The
results of the feasibility study will form the base for refinement of the ASSIST program and
for the subsequent planning of a full-scale randomized, controlled trial investigating the effect
of the program on a larger scale. Dissemination will include peer-reviewed publications and
presentations at national and international conferences as well as information to involved
stakeholders.

Trial Registration number: ClinicalTrials.gov NCT03505619

Strengths and limitations of the study

e The present study will evaluate the feasibility and potential outcomes of a theory
based reablement intervention program which involves coaching of home care staff so
that the staff can provide innovative services to support older, home-dwelling persons’
active participation in everyday life.

e The study is interventional, non-randomized with an intervention and control group
and has a pre-post-test study design.

e Smart products, introduced to the home care staff in a process of co-creation, will be
used to support the reablement intervention.

e A combination of qualitative and quantitative data involving both older persons, their
significant others, and home care staff are systematically collected before, during and
after the intervention period and will reflect the e.g. older participants self-efficacy,
health, and well-being.

e The main outcome reflects the older person’s self-assessed performance and
satisfaction of chosen, important activities in everyday life, measured with the
Canadian Occupational Performance Measure (COPM).

INTRODUCTION

Background and rationale

Aging societies worldwide are growing, creating a strong need for identifying sustainable
solutions for older people to be able to continue to live and thrive in their home environments.
In order to continue to live at home, many older adults with functional limitations receive
assistance from home care staff. However, the assistance must be appropriate; helping the
older person with daily activities that they cannot do but at the same time stimulating the
older person to do what they find meaningful and want to do and thereby increasing the older
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persons own activity. Since older persons describe health as doing things in their everyday life
that “keep them moving and are meaningful” (1, 2), miss-directed assistance has the potential
to be detrimental and inadvertently contribute to the pacification of the older person. This
could negatively affect the older persons’ health and well-being and ultimately impact their
ability to continue to live in their home.

To support older people to continue to live at home, the European Commission, in the ‘Social
Investment Initiative’(2013) recommends member states to implement reablement services
(3). Reablement services also referred to as restorative care, are described as a home-based
intervention to support older persons to manage their everyday lives in order for them to live
as independently as possible (4). Reablement services are preventative and proactive with the
active engagement of the older persons (5) where home care staff ‘do with’ the older persons
rather than ‘do for’ or ‘do to’ them (4). In this way, reablement represents a fundamental
break with traditional ways of working within home care services for older people in their
home. Authors identify different aspects of reablement such as being person-centered (6),
goal-directed (6-8), time-limited (6-12 weeks) (6, 8-10), intensive (7-10), multidisciplinary (7,
9-13) and as a multi-component type of rehabilitation (8, 11). Despite this, there are claims
that reablement is an ill-defined intervention for an ill-defined problem (5).

For the purpose of this project, the authors define reablement as:
= A specialty service delivered by home care staff on a regular basis but time-limited (8

to 12 weeks). Reablement consists of a person-centered approach aimed to facilitate
the recipient's own active involvement and performance of valued activities in
everyday life, including participating in society. Reablement should start with a
person-centered assessment, where the reablement recipient is enabled to identify
issues and state goals that can be either directed towards maintaining a daily activity
or for achieving new or re-instating previous valued activities in everyday life.
Reablement services will be initiated by rehabilitation professionals (occupational and
physical therapists) and consists of the rehabilitation professionals’ support of home
care staff. This support includes facilitating continuous reflection and critical thinking
regarding the foundations of the approach as well as direct "hands-on" support
together with the recipient. Reablement is evaluated by the reablement recipient
together with the rehabilitation professionals and the home care staff.
Older persons that perceive themselves as having no issues in doing valued activities
in everyday life are exempted from reablement programs.

Even though reablement is implemented in different countries in various degrees, there is a
dearth of knowledge about the process of establishing reablement (13). Reablement could be
considered a complex intervention and is context dependent and therefore important to study
within the conditions of a certain context with consideration for existing services, geographic
and demographic conditions (13). Furthermore, there is a lack of systematic research
regarding the conditionality and outcomes in different contexts as well as inconsistent results
from existing studies (4). Even though reablement may seem to be “the right thing to do”, a
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greater understanding of this service is essential before full-scale recommendations can be
made for implementation in specific contexts (4, 14).

This study including the intervention program ASSIST 1.0 is designed in accordance with the
Medical Research Council (MRC) guidelines on how to develop and evaluate complex
interventions (15). The MRC guidance prescribes the process of developing and evaluating
complex interventions based on four main stages 1.) development, 2.) feasibility/piloting, 3.)
evaluation, and 4.) implementation.

In the present study, the first phase regarding development will include a process of co-
creation with important stakeholders. This includes the involvement of researchers with a
technical background together with home care staff, older persons and their significant others,
to develop digitally based products in order to integrate them with the ASSIST reablement
program. The project planners draw upon experiences within the research group dealing with
Information and Communication Technology (ICT) solutions in interdisciplinary
rehabilitation interventions (16-18). The smart products (digitally based) will be used to
facilitate and manage the reablement program in this study. Smart products in reablement
programs have been suggested but have not as yet, been integrated into services (19) making
this study unique.

The second phase is related to evaluating the feasibility of the program and piloting the
applied methods. Evaluation of feasibility is considered a prerequisite for evaluating the
effectiveness of an intervention in order to perform a full-scale randomized controlled trial
(RCT) (20). In the present study, the feasibility of the first version of ASSIST 1.0 program
will, therefore, be evaluated in terms of perceived value and acceptability of the intervention
considering fidelity, reach and dose; and potential outcomes. Since ASSIST 1.0 is a new
approach to providing home care, the chosen comparator in this intervention study will be
home care services practiced as usual.

The reablement program presented in the present study is not intended to replace
rehabilitation performed by rehabilitation professionals and should be seen as a complement
to hospital rehabilitation.

Objectives

The main purpose of this study is to contribute new knowledge to support older persons’
active participation in everyday life by enabling innovative and unique services carried out by
home care staff in older persons’ home settings.

More specifically, this study protocol aims to present a feasibility study in order to gather
information on ASSIST 1.0., a theory based reablement intervention program, which includes
coaching of home care staff and digitally based smart products, compared with ordinary home
care services, in a Swedish context.

In response to the above-named challenges, this feasibility study intends to answer the
following research questions:
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O
; 1. Is ASSIST 1.0 design feasible regarding a.) The intervention components, b.) -‘E
4 Mechanisms of change, c.) Perceived value, benefits and unintended consequences of =
> the intervention, d.) Feasibility and acceptability of intervention in practice and e.) ﬁ'
? Fidelity, reach and the dose of intervention? %
8 2. Can ASSIST1.0 performed by home care staff and facilitated by occupational %
9 therapists together with smart products support older adults' performance and o
1(1) satisfaction with the performance of activities in everyday life? a'? %
12 3. Is there a difference in the older adults’ levels of performance and satisfaction with g E
13 doing activities in everyday life when the home care staff received education and g 2
14 coaching by facilitators, compared to the older adults that did not receive the support g 32
15 of home care staff that had been educated but did not receive coaching? _§ }g,,
1? 4. Does the professional reasoning change over time among the staff involved in E ?'8
18 implementing the above-described reablement program? A

[ee]
;? METHODS AND ANALYSIS «% S
;g Trial design 5 §
24 This feasibility study will be conducted using a non-randomised, comparative trial with a pre- g é”;
;2 post-test, two group design with 15 older persons in each arm, i.e. an intervention group (IG) 3 §-§
27 and a control group (CG). §‘3° g
28 The study will evaluate the aspects of the intervention’s feasibility and potential outcomes. 532
29 Further, a process evaluation, recommended by the MRC guidelines will be conducted, T w3
;? including qualitative interviews (15), studying the older adults and their significant others gg %
32 who have received the ASSIST 1.0 intervention as well as the home care staff who have y g;
33 delivered the intervention program. The present protocol follows the Standard Protocol Items: %3‘;%
34 Recommendations for Intervention Trials (SPIRIT) 2013 statement (21, 22), which defines g a =
35 standard protocol items for clinical trials. évi
2 | S 3
38 Study setting 3 %
39 . . o . . 2 &
40 The study will be conducted in cooperation with home care providers located in two @ 3
41 designated geographical areas of Stockholm (one for the intervention, and a separate area for 8 g
42 the control group) and will include; home care staff, older persons, and their designated ; S
ji significant others. All home care staff (n = 218) permanently employed by the same employer % E
45 in both of the designated areas (intervention and control areas) have received a basic = %
46 education organized as half-day seminars (approximately 3 hours on 3 separate occasions) % B
47 regarding reablement, during the fall of 2017. The objective of this basic education was to SN
jg inform the home care staff regarding the basic principles of reablement and give them an E- E}j
50 opportunity to reflect on their own ways of working. Home care staff included in the R
51 intervention arm will, through workshops and coaching sessions led by the researchers, offer E
52 the reablement program to promote and support older persons own activity so that the older ®
g i person can achieve their goals of doing valued activities in everyday life (4). g
55 . o erere ep e “—%
56 Participants: Eligibility criteria £

>0
57 =
58 5 o
59 o
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Older persons potentially eligible for the reablement study will be identified by a
representative for the home care staff and notify the researchers with relevant information
regarding the older person. The older person will be included if they fulfil the following
inclusion criteria a) >65 years or older and live at home, b) home care has been granted and
the user is deemed not to need home rehabilitation performed by rehabilitation professionals,
¢) two or more identified challenges in everyday activities that can benefit from reablement,
d) are able to understand and express themselves in Swedish. One or more of the following
reasons will result in exclusion from the study: cognitive limitations that make reablement
inappropriate, in need of care in an institutional dwelling or are terminally ill, or if the older
adult has had home help services for more than three years.

When the older person in either the intervention or control group agrees to be involved in the
study, they will be asked if they could consider involving a significant other.

The intervention program “ASSIST 1.0” a program for reablement in a Swedish context

The foundations of the reablement program presented here rest on theoretical models such as
The Canadian Model of Occupational Performance and Engagement regarding a person-
centered approach (23, 24) and the “Do, Live, Well” framework describing the positive
connections between engaging in meaningful everyday activities and health and well-being
(25). Furthermore, both the workshops and coaching sessions will integrate principles based
on the older person’s and the care staffs’ unique lived experiences (26). The ASSIST 1.0
intervention also includes smart products such as mobile phones and tablets to be used by the
staff as reminders or encouragement regarding the older persons stated goals.

Duration and specific content of the intervention program

ASSIST 1.0. is an eight to twelve-week intervention program and uses a person-centered
approach. This program aims to empower the older person so they can do what they want and
need to do, and in turn, increase their self-efficacy, perceived health, and well-being (27).

By using the Canadian Occupational Performance Measure (COPM), occupational therapists
(i.e. the researchers) will support the older person to identify issues in activities in everyday
life (28). Goals will be formulated based on the identified activities that the older person
wants or needs to do in everyday life and will then be presented to the home care staff. The
expectations are that the older person will experience improved satisfaction and performance
of the stated activities at the end of the intervention. The strategies to fulfill the goals will be
discussed both with the home care staff and the older adults since the objective for the home
care staff is to support and enable the older person to reach their stated goals.

During the intervention period, a smart application in the home care staff mobile phone or
tablet will display the set goals as well as send reminders and feedback regarding the older
persons’ activity goals. The ASSIST 1.0 app will also request documentation; for example, if
the activity was attended to and the possible results.
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1 =
2 S
3 After the goalsetting process, occupational therapists (i.e. the researchers) will provide both 2
4 workshops and coaching sessions for the home care staff responsible for the reablement =
5 program for the specific older person. Both the workshop sessions and coaching occasions ﬁ*
? will deal with the challenges met by the home care staff and the older person. %
8 3
9 Workshops and coaching of the intervention providers N
10 e
11 Thus, the ASSIST intervention encompasses two parts, the workshop sessions, and the 2 o
12 coaching occasions. The workshop sessions will be held at the regular home care staff 2 Q
12 meetings (with approximately 6 to 10 home care staff, one hour every other week), and will ; g
15 continue for a minimum of 10 weeks or until all of the older persons have completed the 9 :g
16 entire program. During the workshop sessions, the home care staff together with the g 3
17 researchers will discuss relevant issues regarding reablement, supporting the home care staffs’ é :§
12 reflection process. Issues regarding the digital smart products developed as part of the ; %
20 ASSIST 1.0 will also be addressed. % &
= o

;; The coaching sessions will be on a smaller scale, including both the home care staff together ‘i I%
23 with the older person and will be based primarily on the needs and wishes of the older c 2
;‘; participant. There w'ill be the. possi?i?i"[y to support problem-solving, en‘ablin{?I the.old'er person ‘é %15
% to become engaged in the daily activities he/she needs and wants to do in their daily life. The g§§
27 researcher will, when needed, be present in the participants' environment (home or other e o g
28 relevant places, i.e. nearby store) together with the home care provider to give “hands-on” 532
29 advice and/or training regarding how the home care provider can best continue supporting the 0] w3
;? participant. The researcher will be able to inform and demonstrate how to best advance the g@%
32 level of assistance concerning the amount, duration, and frequency with the goal that the older Q_g -
33 person becomes more confident in performing their daily activities. Approximately three g”;‘;%
34 coaching sessions per included older adult will be scheduled. Both the workshops and g a =
35 . . e . o =T
36 coaching occasions will integrate principles based on a person-centered approach (23), initiate a- =
37 from the older person’s unique lived experiences, and his/her wishes and needs (26). § %
38 Whenever relevant, significant others will be involved in the coaching sessions. S o
39 2 Z
40 Since reablement presents a new and different approach to home care staff, a process of i %
j; change in the knowledge and practice of home care is anticipated. Narratives can be a useful a2 S
43 source to access the home care staffs’ professional reasoning and the present project will ‘é §
44 strive to discern any changes in the staffs’ professional reasoning during the course of the 5 <
45 program. The theoretical model supporting both the workshops and the coaching used in the T o
j? present study is based on situated learning, where knowledge is seen as integral to doing and :ST E
48 where knowledge and practice are inseparable (29). Likewise, Lauvas and Handal (2015) g §
49 argue that a great deal of what takes place in the field of practice is tacit, and therefore needs 3 =
50 to be reflected upon (30) in order for practice to become an object to change. Lauvas and S
51 Handal describe a praxis triangle for the three phases of a reflection process that ties together %
gg actions/experiences, theoretical base, and values and argue that active, professional coaching E
54 is essential for becoming aware of one's actions. Based on this knowledge, the authors %
55 hypothesize that receiving education regarding reablement is not sufficient for home care staff E
g? to accomplish a change in praxis without the central aspect of reflection upon practice. E
Qo

58 . o
59 o
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Additionally, the workshops and coaching sessions will be based on co-design principles,
including a focus on home care staffs’ previous experiences and their active participation in
learning (31).

The researchers will use both the workshops and coaching sessions to emphasize adherence to
the reablement ideals. They will also use field-notes to record procedural processes and issues
as well as any reasons for non-adherence to the program (regarding both the older participants
and the home care staff) as well as non-retention issues in both of these groups.

The control group: standard home care

The home care staff in the control group (CG) have received the basic education only and will
provide home care services as usual to older adults participating in the control group. Home
care staff in the CG will identify potential older persons to participate in the control group
according to the same procedure and criteria as the intervention group.

Outcomes
Feasibility data

A combination of qualitative and quantitative data will be collected among the older adults
and their significant others as well as the home care staff

The perceived degree of e.g. older adults' involvement, meaningfulness, and confidence in
relation to intervention delivery will be based on the older adults' ratings on a VAS-scale from
one to five.

Outcome data

The primary outcome measure will be the Swedish version of the Canadian Occupational
Performance Measure (COPM) (28). The COPM measures the self-assessed performance and
satisfaction of valued activities in everyday life within the areas of self-care, productivity, and
leisure. For the initial evaluation, the COPM starts with a semi-structured interview during
which the older person identifies activities in everyday life that they consider to be important,
but difficult to do. Each activity is documented and the older person rates the importance of
each activity on a 10-point scale. The older person is asked to choose up to five relevant
activities and to rate their performance and satisfaction with the performance of each activity
on separate scales, where a higher score reflects greater importance, better performance, and
greater satisfaction. For the re-evaluation at the end of the intervention period, the participant
is again asked to rate their performance and satisfaction with each activity. A difference of
two or more points between the two evaluations indicates a clinically relevant change (28).
The COPM is a valid and reliable measure, has been translated into the language of the
participants and previously used in this type of study (8, 28, 32).

Secondary outcomes

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 8 of 25

'salIfojouyoal Jejiwis pue ‘Buiuresy |v ‘Buluiw elep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybliAdod Aq paloalold

* (s3gv) Jnauadns juswaublasug
| @p anbiydeibollqig sousby 1e Gzoz ‘TT aunc uo /wod (wg uadolway/:dny wouj pspeojumod "6T0Z AINC 2 U0 0/8520-8T0Z-uadolwg/9ETT OT Se paysiignd 1su1) :usdo NG


http://bmjopen.bmj.com/

Page 9 of 25 BMJ Open

us]
1 =
2 S
3 The secondary outcome measures used with the older participants include; Barthel/Katz ADL 2
4 index which measures dependence/ independence of assistance in ADL (33, 34), and Frenchay =
5 Activity Index (FAI) which measures participation of performing social activities and ﬁ'
? everyday activities in the areas of domestic chores, leisure/work, and outdoor activities (35). %
8 The Swedish version of the General Self-Efticacy Scale (GSE) which measures ones %
9 perceived belief in one’s ability in different situations (36), EQ5-D which measures self- o
1(1) reported health (37), Hospital Anxiety and Depression Scale (HAD) which measures anxiety a'? %
12 and depression (38), Mental Health Continuum-short form, Swedish version (MHC-SF) g E
13 which measures emotional well-being, social well-being and psychological well-being (39), g 2
14 Reintegration to Normal Living (RNL) measuring community integration (40) and Sense of g 32
1 2 Coherence (short form) which measures one’s sense of health (salutogenesis) (41, 42) will be _§ }'z
17 used. E N
18 All data will be analyzed according to the norms of the measure. A
20 Significant Others c &
21 3 9
;g The following standardized outcome measures will be used with the participants significant S) §
24 others: Life Satisfaction Questionnaire (LiSat -11) which measures life satisfaction globally § m c
25 and in ten areas (43), Caregiver Burden Scale which measures caregivers perception of 28
26 burden in caring (44), Sense of Coherence — short form which measures one’s sense of health %‘?D E
;é (salutogenesis)(41, 42), Mental Health Continuum —short form (MHC-SF) which measures %‘E 9
29 emotional well-being, social well-being and psychological well-being (39) and Hospital = (’D'g
30 Anxiety and Depression Scale (HAD) which measures anxiety and depression (38). 5% §
;; Qualitative Studies — Participants and the Significant others §§§
> ualitative 1% g 5 % S
34 Qualitative interviews will be performed with approximately 20 older participants and their 2 ag
22 significant others. They will be chosen through purposeful sampling, chosen from the total év =
37 sample. Interviews will also be performed with approximately 15 home care staff. These pd %-
38 interviews will be performed before and after the intervention is completed and will be s E
39 analyzed with appropriate qualitative analysis. The aim of the semi-structured qualitative § g
2(1) interviews is to explore aspects of a) perceived value, benefits, harms or unintended '% g
42 consequences of the intervention, b) acceptability of the intervention and c) fidelity, reach and o 3
43 dose of intervention (45) according to the older persons, significant others and the home care 3 3
44 staff respectively. 2 g
45 g @
46 o . S e
47 Qualitative Studies — Home care staff 3 :
48 . . . a 8
49 Data on age, gender, education, and the number of years working in home care will be o g
50 collected from all staff participating in the project. Furthermore, the number of older adults ' Z
g; met by each of the home care staff will be collected. %

(0]
33 Before and after the intervention is ended the following questionnaires will be administered: g
gg Creative Climate Questionnaire (CCQ) which measures perceptions of organizational climate ‘5_52.
56 (46), strain in Dementia Care Scale (SDCS) which measures occupational strain in dementia 3
57 E
58 9 o
59 o

60 For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

BMJ Open

care (47), QPS Nordic which measures psychological and social factors in the workplace (48)
and Health Complaints which measures staff satisfaction with work (49).

Qualitative data will be collected to identify how professional reasoning develops over time
among the home care staff involved in implementing the reablement program ASSIST 1.0.
The home care staff involved in the project will be selected based on purposeful sampling
(50). Data will be generated through focus-group methodology (51). Participants will be
invited to tell significant stories from their professional practice during two focus groups
meetings before and after the intervention. Data will be analyzed with interpretative narrative
methodology following guidelines in Josephsson & Alsaker (2015) (52).

Please refer to Figure 1. for a schematic description of the study.

Participant timeline

Participant enrolment will be initiated in January 2019 and the last qualitative interview is
scheduled to be before 31% January 2020. During this period, 15 older adults will be enrolled
in the intervention program. At the time of submission of this study protocol, the planning
phase of the trial is ongoing.

For each participant, demographic data and baseline assessments will be conducted during the
first week after enrolment and post-intervention re-evaluation within one week after finalizing
the program.

Please see the timeline, Figure 2.
Sample size and power considerations

As this study is a feasibility study, a sample size calculation is not required (53, 54).
However, the sample should be representative of the target population and be large enough to
provide information related to the feasibility and the potential outcome of the program (54). If
the program is feasible and reveals positive outcomes, the intention is to evaluate the
outcomes of the program in a future large-scale randomized controlled trial (RCT). Initially,
such a study will include a pilot period. If no adjustments of the ASSIST program are
required, the data from the pilot period might be included in the large-scale RCT (internal
pilot) (55). Furthermore, the results of the feasibility study and the pilot period will be the
basis for a power calculation for the future large-scale study and thereafter, a sample size
justification should (53) be presented for Phase III — the RCT design in this project (Figure

1).

All statistics and tests will be reported in accordance with the CONSORT 2010 Statement
(56) in conjunction with the CONSORT 2010 Extensions for randomized trials of
nonpharmacological treatment (57, 58).

Recruitment and informed consent
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1 z
O

; The home care staff will identify a potential study participant and inform the potential older -‘E
4 person verbally of the study and ask permission to contact the researcher. The final decision ;:
5 regarding inclusion will be taken together with the researchers and according to the inclusion ﬁ'
? criteria. The potential participant will be informed both verbally and in writing and given a %
8 chance to ask questions before the researcher asks for written informed consent. If the %
9 potential older adult accepts, they will then be included in the study. This procedure will be o
1(1) adapted in the intervention group as well as the control group. a'? é
g B

:g If the potential older person declines to participate in the study the older person will receive é g’
14 standard home care (home care as usual). g g
15 S
16 If the participant identifies a significant other they will receive verbal and written information g 3
17 describing what the study entails for their significant other (documentation of demographic é :§
12 data, as well as questionnaires). If the older adult agrees, the researchers will ask permission ; %
20 to contact this person. After contact, the significant other will then be informed by the 2 g
21 researcher of the study and be asked for written permission to participate in the study. E §
22 3~
23 Data collection c o
24 omc
25 All of the instruments measuring primary and secondary outcomes will be collected at gé.g
;? baseline (before intervention) and at the end of the intervention (approximately 10 weeks after %g ©
28 the baseline evaluations) for the IG and CG by the researchers preferably in the participant’s g% g;
29 home, after permission from the participant. Whenever possible, a member from the home ) (2%
30 care staff will be present. Designated trained research assistants, not involved with the o328
;; workshops or coaching and with no professional relation to the municipality or to the home §§§
33 care staff or participants involved in the interventions, will conduct the follow-up %%g
34 assessments. 32z
35 =X
36 Demographic data will be collected at the onset for both the CG and IG including age, gender, i ' 53\’
;; previous home care services, living conditions, as well as a subjective medical/health ;T:a ;QD'
39 descriptions. (Figure 2.) g: il
40 e 3
41 All questionnaires are downloaded on to a secure electronic database allowing the g2 3
42 participants’ responses to be downloaded digitally on the data collectors' devices (tablets or ; 3
43 laptop computers). All authorized users will receive training prior to the start of data 3 E
jg collection to define standardized coding practices and ensure data accuracy. All data will be 9:; %
46 without personal identification but a code number will be connected with the responses. A S e
47 code key of participant’s names and personal identification numbers will be kept in a locked é g
48 room at the sponsoring university and only three researchers (Bergstrom, Borell, & Guidetti) < &
gg will have access. All of the collected data stored in the results database is temporary and will @ Qi
51 be exported to the sponsoring university’s database and then erased from the trials results L('E
52 database. In order to identify data, one must have access to all three data areas (results ®
53 database, university database and the code key), assuring the security of the information. The 5
g;" database allows the authorized researchers and research assistants to both enter and to store g
56 data, facilitating effective and secure data management. 2
57 é’
58 o
59 11 o
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All interviews will be digitally recorded and transcribed verbatim. All identifying factors will
be eradicated (i.e. names) during transcription. Copies of the digital recordings will be
destroyed after transcription is completed. Interview transcriptions will be stored in the
universities database

Data Analyses

Feasibility of the intervention

Descriptive statistical analyses will be conducted on the data from the older adults, significant
others, and the home care staff.

The number of older persons being recruited will be presented in a flowchart; the retention
rate and the adherence to intervention will be presented based on frequencies and percentages.
Based on registrations of time use at each session of the ASSIST program for each older
adult, the mean number of minutes used for each session will be presented. The number of
older adults seen by each home care staff will be presented based on frequencies and
percentages. Furthermore, conditions facilitating and/or hindering the delivery of the sessions
and potential positive and/or negative side effects will be registered by the home care staff
and presented. The home care staff will rate the delivery of the intervention on a VAS-scale.

Feasibility of the intervention: qualitative interviews

The interviews with the older adults, significant others and the home care staff will be
transcribed verbatim. A method of constant comparison (45, 59) will be used to analyze the
semi-structured interviews describing a) perceived value, benefits, harms or unintended
consequences of the intervention, b) acceptability of intervention in practice and c) fidelity,
reach and the dose of intervention.

Evaluation of outcomes

The participants’ change in perceived performance and satisfaction of their stated valued
activities will be presented based on the COPM, the primary outcome measure. The clinically
meaningful changes in the primary and secondary outcomes will also be presented.

A feasibility study such as this warrants the collection and assessment of any and all adverse
events or other unintended effects. However, due to the person-centered nature of the
intervention, the authors do not expect any adverse events related to the intervention. There is
no data monitoring committee appointed for the present study due to the short duration and
the known minimal risks, but may be considered prior to testing the intervention in a full-
scale RCT. Pre-specified interim analyses may be useful, however, for adapting i.e. the
intervention or the number of outcomes.

Analysis of effect

12

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 12 of 25

'salIfojouyoal Jejiwis pue ‘Buiuresy |v ‘Buluiw elep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybliAdod Aq paloalold

* (s3gv) Jnauadns juswaublasug
| @p anbiydeibollqig sousby 1e Gzoz ‘TT aunc uo /wod (wg uadolway/:dny wouj pspeojumod "6T0Z AINC 2 U0 0/8520-8T0Z-uadolwg/9ETT OT Se paysiignd 1su1) :usdo NG


http://bmjopen.bmj.com/

Page 13 of 25 BMJ Open

us]
1 =
2 3
3 To assess the cost-effectiveness of ASSIST 1.0, we will need to estimate health outcomes and o
4 costs. The health outcomes will be measured using the EQ-5D and the costs will include =
n
3 healthcare sector costs. To estimate costs, we will include the cost of the intervention, which =
6 . . . c
7 includes the hours, frequency, and type of service as well as the time used for the workshops =2
8 and coaching, for the older adults. =
g

9
QD
10 Furthermore, the use of other health care services (home care services, rehabilitation, and e JA
1 institutional) will be recorded for both the intervention and control groups over a period of 6 = 2
'_\
:g months. Standard methods for economic evaluation will be applied and the cost-effectiveness é &
14 will be calculated as the incremental cost-effectiveness ratio, which is defined by the cost per g S
15 incremental quality-adjusted life years (QALY) (60). 8 -(SD
16 Z =
1{73 Discussion ‘g g
— 'o
;g The present study will contribute knowledge about the feasibility of the ASSIST 1.0 § g
21 intervention program, a theory based reablement program in a Swedish context, aiming to = 3
22 empower the older person so they can do what they want and need to do in everyday life. The ‘?; S
N
23 reablement program, which includes coaching of home care staff and digitally based smart c
24 products, will strive to increase the older person’s self-efficacy, perceived health, and well- ‘é (5:5
25 . = DN
% being. e g
27 235
28 The process of developing the ASSIST intervention program is in line with the MRC 53¢
29 guidelines on how to develop and evaluate complex interventions (20). Accordingly, this first T w3
; (1) version of the program was developed based on several steps, where the first step was to gg %
32 search for and review existing evidence regarding reablement services from evaluations in y é;
33 different countries. %';; S
34 ERE
35 . . S . C . . ER%2%s]
36 It is expected that this feasibility study will provide information on aspects related to 3.5
37 perceived value and acceptability of the intervention; fidelity, reach and dose; and potential > %
38 outcomes to be used to further develop and refine the program. If the study results find that s 3
39 ASSIST is feasible and positive outcomes are indicated, the intention is to evaluate the s =
2(1) outcomes of the intervention in a future large-scale RCT. i %
42 2 3
w -~
43 3 S
44 ETHICS AND DISSEMINATION p
45 g 3
46 This study has been approved by the regional ethics board 2017/1439-31/1 and 2017/2172-32 Eg
47 S N
. oy . . . S g
48 Each participant will sign a consent form of voluntary participation, which emphasizes the <. x
gg rights to withdraw from the study. A copy of the form is provided to the participants. Each 2 Qi
51 participant (older adults, significant others, home care staff) will receive an ID number. The ®
>
52 analysis and the results will, therefore, be performed and presented anonymously. It is the 3
53 responsibility of the recruiting personnel to ensure that any potential participant has gained an g
gg understanding of the information given. Study participation is not expected to be associated E
56 5
57 g
c
58 13 a
59 @
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with risks or complications. The applied intervention will be delivered by educated and
experienced researchers with relevant qualifications.

The findings will be reported to the funder and in papers published in peer-reviewed journals.
In addition, the results will be presented to staff and decision makers at the municipality
involved in the study, health care professionals, and the public in general, through various
national and international events.
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Figure 1. Overall plan for the ASSIST 1.0 project.

PHASE 1: Development & modelling year 2017-2018
1) Identifying the evidence base, 2) Identifying the theory and 3) Modelling the processes

Activities: Literature search, meetings with different stakeholders.

All home care staff (n = 218) in the designated areas have

received a basic education organized as half day seminars

(approximately 3 hours on 3 separate occasions) regarding
reablement during the fall of 2017.

Co-creation workshops with important stakeholders including the
involvement of to develop digitally based products in order to
integrate them with the reablement services.

Researcher, home care staff,
administrative personnel

Home care staff, educators from the

organization.

Researchers with a technical
background, home care staff,
significant others, older adults

PHASE 2 Feasibility/ -piloting The ASSIST 1.0 January 2019
1) Testing the procedure, 2) Estimating the recruitment process and 3) determining sample size

Activities: Workshops lead by the researchers
including group discussions regarding:
- the lived experiences of aging
- a person-centred approach
- activities and health

Home care staff
in groups of
approximately 6-10

Every other week for
a minimum of 10
weeks

Two different interventions directed to the persons i

n need of home-care and the

ir significant others

Researchers provide
specific support and
coaching to the home
care staff in the IG
Intervention group (IG) concerning smart
versus Control Group products and specific
(CG) participants

3 groups of 6-10 home
care staff conducting
ASSIST including
Group workshops +
coaching occasions with
the older person
Intervention group (IG)

30 home care staff
conducting ordinary
home help service
Control group (CG)

ASSIST versus ordinary Older persons

home help services (according to inclusion
criteria) in need of
home-care services

n=15 older persons (IG)
will received ASSIST
(duration: approx. 6-12
weeks)

n=15 older person (CG)
receiving ordinary home
help services

Older persons
significant others

n=15 significant others
from IG

n= 15 significant others
from CG

Assessments
Focus groups interviews / individual interviews before and after Home care 5710 5710
education sessions and implementation staff
Data collection according to work environment, stress, Home care IG n=30 home-care
implementation process for all 218 home care staff in the area staff providers/ CG n=188

a total of 218

Pre-post assessment sociodemographic, provision of informal Older persons | IG=15
care, clinical characteristics at baseline, and the outcome CG=15

measures at all time points

In depth qualitative interviews

Pre-post assessment sociodemographic, provision of informal
care, clinical characteristics at baseline, and the outcome

measures at all time points

In depth qualitative interviews

Significant
others

Minimum of 5. Numbers
dependent on the older
participants.

PHASE 3:Full-scale RCT- Evaluation
1) Evaluation 2) Understanding the change process 3) assessing the cost-effectiveness.

Extend the study settings to other parts of Sweden (representing urban and rural areas) with cohorts in a)
Stockholm, b) Ostersund and ¢) Umead in order to fulfill a full-scale RCT

PHASE 4: Implementation
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Figure 2. Participant timeline and data collection

Study period

Enrolment | Intervention Group (n=15) Control Group 2 (n=15) After last
participant’s
Week Week Week | Week | Week | Week last visit

9 . . 1 10 11-12 1 10 11-12
Time point

oNOYTULT D WN =

1 Enrolment

Eligibility screening
Oral and written information
Informed consent

14 Intervention
15 ASSIST 10-12 week program

16 Evaluations
17 Demographic data
Baseline COPM
Post intervention COPM
19 Secondary outcomes
20 Registration forms
21 Focus-group interviews
22 (home care staff)
Individual interviews (older adults,
significant others)
ASSIST 1.0 = The reablement intervention program, COPM= Canadian Occupational Therapy Measure
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change in response to harms, participant request, or improving/worsening disease)
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Sample size
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Primary, secondary, and other outcomes, including the specific measurement variable (eg, systolic blood
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pressure), analysis metric (eg, change from baseline, final value, time to event), method of aggregation (eg,
median, proportion), and time point for each outcome. Explanation of the clinical relevance of chosen
efficacy and harm outcomes is strongly recommended

Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for Figure 1, Timeline
participants. A schematic diagram is highly recommended (see Figure)

Estimated number of participants needed to achieve study objectives and how it was determined, including Page 10
clinical and statistical assumptions supporting any sample size calculations
Strategies for achieving adequate participant enrolment to reach target sample size Page 11

Methods: Assignment of interventions (for controlled trials)

Allocation:

Sequence
generation

Allocation
concealment
mechanism

Implementation

Blinding (masking)

Methods: Data collection, management, and analysis

16a

16b

16¢

17a

17b

Method of generating the allocation sequence (eg, computer-generated random numbers), and list of any

Not applicable

factors for stratification. To reduce predictability of a random sequence, details of any planned restriction
(eg, blocking) should be provided in a separate document that is unavailable to those who enrol participants

or assign interventions

Mechanism of implementing the allocation sequence (eg, central telephone; sequentially numbered,

Not applicable

opaque, sealed envelopes), describing any steps to conceal the sequence until interventions are assigned

Who will generate the allocation sequence, who will enrol participants, and who will assign participants to

interventions

Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome

Page 10

Not applicable

assessors, data analysts), and how

If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s

Not applicable

allocated intervention during the trial
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Plans for assessment and collection of outcome, baseline, and other trial data, including any related
processes to promote data quality (eg, duplicate measurements, training of assessors) and a description of
study instruments (eg, questionnaires, laboratory tests) along with their reliability and validity, if known.
Reference to where data collection forms can be found, if not in the protocol

Plans to promote participant retention and complete follow-up, including list of any outcome data to be
collected for participants who discontinue or deviate from intervention protocols

Plans for data entry, coding, security, and storage, including any related processes to promote data quality
(eg, double data entry; range checks for data values). Reference to where details of data management
procedures can be found, if not in the protocol

Statistical methods for analysing primary and secondary outcomes. Reference to where other details of the
statistical analysis plan can be found, if not in the protocol

Methods for any additional analyses (eg, subgroup and adjusted analyses)

Definition of analysis population relating to protocol non-adherence (eg, as randomised analysis), and any
statistical methods to handle missing data (eg, multiple imputation)

Composition of data monitoring committee (DMC); summary of its role and reporting structure; statement of
whether it is independent from the sponsor and competing interests; and reference to where further details
about its charter can be found, if not in the protocol. Alternatively, an explanation of why a DMC is not
needed

Description of any interim analyses and stopping guidelines, including who will have access to these interim
results and make the final decision to terminate the trial

Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse
events and other unintended effects of trial interventions or trial conduct

Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent
from investigators and the sponsor
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Research ethics 24 Plans for seeking research ethics committee/institutional review board (REC/IRB) approval
approval
Protocol 25 Plans for communicating important protocol modifications (eg, changes to eligibility criteria, outcomes,
amendments analyses) to relevant parties (eg, investigators, REC/IRBs, trial participants, trial registries, journals,

regulators)

Consentorassent 26a  Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and
how (see Item 32)

26b  Additional consent provisions for collection and use of participant data and biological specimens in ancillary
studies, if applicable

Confidentiality 27 How personal information about potential and enrolled participants will be collected, shared, and maintained
in order to protect confidentiality before, during, and after the trial

Declaration of 28 Financial and other competing interests for principal investigators for the overall trial and each study site
interests
Access to data 29 Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that

limit such access for investigators

Ancillary and post- 30 Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial
trial care participation

Dissemination policy 31a  Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals,
the public, and other relevant groups (eg, via publication, reporting in results databases, or other data
sharing arrangements), including any publication restrictions

31b  Authorship eligibility guidelines and any intended use of professional writers

31c  Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code

Appendices

Informed consent 32 Model consent form and other related documentation given to participants and authorised surrogates
materials
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Biological 33 Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular Not applicable
specimens analysis in the current trial and for future use in ancillary studies, if applicable

*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items.
Amendments to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons
“Attribution-NonCommercial-NoDerivs 3.0 Unported” license.
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Abstract

Introduction: Older persons with functional limitations often need assistance from home care
staff to thrive and continue to live in their home environments. Reablement, a proactive,
preventative approach administered by home care staff, stimulating active engagement of the
older person, is often recommended. Even though reablement has a potential to become a new
rehabilitation model and has been implemented in different countries in various degrees, there
is a lack of knowledge regarding the process of establishing reablement, the theoretical
underpinnings and the conditionality and outcomes in different contexts. This knowledge is
needed before full-scale recommendations can be made for implementation in specific
contexts.

Aim: This study protocol aims to present a feasibility study of the intervention, ASSIST 1.0.,
a theory based reablement program, which includes coaching of home care staff and digitally
based smart products, in a Swedish context.

Methods and analysis: This feasibility study will evaluate the perceived value and

acceptability of ASSIST 1.0 intervention program regarding fidelity, reach and dose, and
potential outcomes by using a pre-post-test design involving an intervention group and a
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control group (n=30) of older persons living at home, needing home care services. Qualitative
interviews with home care staff delivering ASSIST and the older adults receiving the
intervention as well as their significant others will be conducted to explore aspects affecting
the intervention.

Ethics and dissemination: This study has been approved by the regional ethics board. The
results of the feasibility study will form the base for refinement of the ASSIST program and
for the subsequent planning of a full-scale randomized, controlled trial investigating the effect
of the program on a larger scale. Dissemination will include peer-reviewed publications and
presentations at national and international conferences as well as information to involved
stakeholders.

Trial Registration number: Clinical Trials. gov NCT03505619

Strengths and limitations of the study

e A major strength of this study lies in the use of a theory based reablement intervention
program which involves coaching of home care staff so that the staff can provide
innovative services to support older, home-dwelling persons’ active participation in
everyday life.

e The study is unique, including smart products for the home care staff to support the
reablement philosophy and intervention

e An additional strength lies in the combination of qualitative and quantitative data
involving both older persons, their significant others, and home care staff, contributing
different perspectives and thereby enriching the results.

e A potential limitation of this study protocol is the relatively small proposed sample
size and the lack of randomization of the intervention and control groups.

e An additional strength of this study is the strong adherence to a person-centred
philosophy as well as using an outcome measure reflecting the older person’s self-
assessed performance and satisfaction of chosen, important activities in everyday life,
the Canadian Occupational Performance Measure (COPM).

INTRODUCTION

Background and rationale

Aging societies worldwide are growing, creating a strong need for identifying sustainable
solutions for older people to be able to continue to live and thrive in their home environments.
In order to continue to live at home, many older adults with functional limitations receive
assistance from home care staff. However, the assistance must be appropriate; helping the
older person with daily activities that they cannot do but at the same time stimulating the
older person to do what they find meaningful and want to do and thereby increasing the older
persons own activity. Since older persons describe health as doing things in their everyday life
that “keep them moving and are meaningful” (1, 2), miss-directed assistance has the potential
to be detrimental and inadvertently contribute to the pacification of the older person. This
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could negatively affect the older persons’ health and well-being and ultimately impact their
ability to continue to live in their home. In Sweden, the standard home care services are
covered by the Social Services Act, a legislation that covers all forms of elderly care, mainly
home care and nursing homes. This law ensures a general right to assistance if the needs
cannot be met in any other way and that services should be provided in a way that ensures a
‘reasonable standard of living’.

To support older people to continue to live at home, the European Commission, in the ‘Social
Investment Initiative’ (2013) recommends member states to implement reablement services
(3). Reablement services also referred to as restorative care, are described as a home-based
intervention to support older persons to manage their everyday lives in order for them to live
as independently as possible (4). Reablement services are preventative and proactive with the
active engagement of the older persons (5) where home care staff ‘do with’ the older persons
rather than ‘do for’ or ‘do to’ them (4). In this way, reablement represents a fundamental
break with standard home care services for older people in Sweden, the context in which this
study will be performed. Authors identify different aspects of reablement such as being
person-centred (6), goal-directed (6-8), time-limited (6-12 weeks) (6, 8-10), intensive (7-10),
multidisciplinary (7, 9-13) and as a multi-component type of rehabilitation (8, 11). Despite
this, there are claims that reablement is an ill-defined intervention for an ill-defined problem

(5).

For the purpose of this project, the authors define reablement as:
= A specialty service delivered by home care staff on a regular basis but time-limited (8

to 12 weeks). Reablement consists of a person-centred approach aimed to facilitate the
recipient's own active involvement and performance of valued activities in everyday
life, including participating in society. Reablement should start with a person-centred
assessment, where the reablement recipient is enabled to identify issues and state goals
that can be either directed towards maintaining a daily activity or for achieving new or
re-instating previous valued activities in everyday life. Reablement services will be
initiated by rehabilitation professionals (occupational and physical therapists) and
consists of the rehabilitation professionals’ support of home care staff. This support
includes facilitating continuous reflection and critical thinking regarding the
foundations of the approach as well as direct "hands-on" support together with the
recipient. Reablement is evaluated by the reablement recipient together with the
rehabilitation professionals and the home care staff.
Older persons that perceive themselves as having no issues in doing valued activities
in everyday life are exempted from reablement programs.

Even though reablement is implemented in different countries in various degrees, there is a
dearth of knowledge about the process of establishing reablement (13). Reablement could be
considered a complex intervention and is context dependent and therefore important to study
within the conditions of a certain context with consideration for existing services, geographic
and demographic conditions (13). Furthermore, there is a lack of systematic research
regarding the conditionality and outcomes in different contexts as well as inconsistent results
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from existing studies (4). Even though reablement may seem to be “the right thing to do”, a
greater understanding of this service is essential before full-scale recommendations can be
made for implementation in specific contexts (4, 14).

This study including the intervention program ASSIST 1.0 is designed in accordance with the
Medical Research Council (MRC) guidelines on how to develop and evaluate complex
interventions (15). The MRC guidance prescribes the process of developing and evaluating
complex interventions based on four main stages 1.) development, 2.) feasibility/piloting, 3.)
evaluation, and 4.) implementation.

The first phase regarding development will include a process of co-creation with important
stakeholders. This includes the involvement of researchers with a technical background
together with home care staff, older persons and their significant others, to develop digitally
based products in order to integrate them with the ASSIST reablement program. The project
planners draw upon experiences within the research group dealing with Information and
Communication Technology (ICT) solutions in interdisciplinary rehabilitation interventions
(16-18). The smart products (digitally based) will be used to facilitate and manage the
reablement program in this study. Smart products in reablement programs have been
suggested but have not as yet, been integrated into services (19) making this study unique.

The second phase is related to evaluating the feasibility of the program and piloting the
applied methods. Evaluation of feasibility is considered a prerequisite for evaluating the
effectiveness of an intervention in order to perform a full-scale randomized controlled trial
(RCT) (20). In the present study, the feasibility of the first version of ASSIST 1.0 program
will, be evaluated in terms of perceived value and acceptability of the intervention
considering fidelity, reach and dose; and the potential outcome measures used. Since ASSIST
1.0 is a new approach to providing home care, the chosen comparator in this intervention
study will be home care services practiced as usual.

The reablement program presented in the present study is not intended to replace
rehabilitation performed by rehabilitation professionals and should be seen as a complement
to hospital rehabilitation.

Objectives

The main purpose of this study is to contribute new knowledge to support older persons’
active participation in everyday life by enabling innovative and unique services carried out by
home care staff in older persons’ home settings.

More specifically, this study protocol aims to gather information on ASSIST 1.0., a theory
based reablement intervention program, which includes coaching of home care staff and
digitally based smart products, compared with ordinary home care services, in a Swedish
context. In this feasibility phase, we therefore would like to identify and address problems
which might undermine the acceptability and delivery of the intervention or the transference
of the ASSIST intervention.
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1

2

3 In response to the above-named challenges, this feasibility study intends to answer the

g following research questions:

? 1. Is ASSIST 1.0 design feasible regarding a.) The interventions components, b.)

8 Mechanisms of action, c.) Fidelity, reach and the dose of intervention and, d.) The

9 acceptability of intervention in practice?

:(1) 2. Can ASSISTI1.0 performed by home care staff and facilitated by occupational

12 therapists together with smart products support older adults' performance and

13 satisfaction with the performance of activities in everyday life?

1;’ 3. How do the older adults’ experience their performance and satisfaction with doing
16 activities in everyday life when the home care staff received education and coaching
17 by facilitators, in relation to the older adults that did not receive the support of home
:g care staff that had been educated but did not receive coaching?

20 4. What are the home care staffs’ perceived value, benefits, harms or unintended

21 consequences of the intervention and the acceptability of intervention in principle

;g among the staff involved in implementing the above-described reablement program?
24

> METHODS AND ANALYSIS

27 Trial design

28

29 This feasibility study will be conducted using a non-randomised, comparative trial with a pre-
2(1) post-test, two group design with 15 older persons in each arm, i.e. an intervention group (IG)
32 and a control group (CG).

33 The study will evaluate the aspects of the intervention’s feasibility and potential outcomes.
gg Further, a process evaluation, recommended by the MRC guidelines will be conducted, to
36 explore the way in which the intervention under study is implemented and could provide

37 valuable insight into how the intervention works and how it can be optimised. The process
gg evaluation will assess the fidelity and quality of implementation, clarify causal mechanisms,
40 and identify contextual factors associated with variation in outcomes (15). The process

41 evaluation will include qualitative interviews studying the older adults and their significant
g others who have received the ASSIST 1.0 intervention as well as the home care staff who

44 have delivered the intervention program. The present protocol follows the Standard Protocol
45 Items: Recommendations for Intervention Trials (SPIRIT) 2013 statement (21, 22), which
j? defines standard protocol items for clinical trials.

jg Study setting

50

51 In phasel, home care staff (n = 218) in a designated area within Stockholm county, have

52 received a basic education organized as half-day seminars (approximately 3 hours on 3

gi separate occasions) regarding reablement, during the fall of 2017. This basic education was to
55 inform the home care staff regarding the basic principles of reablement and give them an

56 opportunity to reflect on their own ways of working. This data will be used for the

g; development and modelling of the intervention. Phase 2, organized to pilot the feasibility of
59 the ASSIST, will include home care staff located in two designated geographical areas of

60 Stockholm (one for the intervention, and a separate area for the control group) as well as older

5
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persons, and their designated significant others. (See Figure 1). A registered Occupational
Therapist (OT) working as a research assistant will conduct the pre- and post-evaluation as
well as conducting the workshops and coaching sessions for the home care staff. Home care
staff included in the intervention arm will, through workshops and coaching sessions offer the
reablement program to promote and support older persons own activity so that the older
person can achieve their goals of doing valued activities in everyday life (4).

Recruitment and informed cons

The home care staff will identify potential study participants and inform them verbally
regarding the study and ask permission to contact the researcher. The final decision regarding
inclusion will be taken together with the researchers and according to the inclusion criteria.
The potential participant will be informed both verbally and in writing and given a chance to
ask questions before the researcher asks for written informed consent. If the potential older
adult accepts, they will then be included in the study. This procedure will be adapted in the
intervention group as well as the control group.

If the participant identifies a significant other they will receive verbal and written information
describing what the study entails for their significant other (documentation of demographic
data, as well as questionnaires). If the older adult agrees, the researchers will ask permission
to contact this person. After contact, the significant other will then be informed by the
researcher of the study and be asked for written permission to participate in the study.

If the potential older person declines to participate in the study the older person will receive
standard home care (home care as usual).

Participants: Eligibility criteria

The older person will be included if they fulfil the following inclusion criteria a) >65 years or
older and live at home, b) home care has been granted and the user is deemed not to need
home rehabilitation performed by rehabilitation professionals, c) two or more identified
challenges in everyday activities that can benefit from reablement, d) are able to understand
and express themselves in Swedish. One or more of the following reasons will result in
exclusion from the study: cognitive limitations that make reablement inappropriate, in need of
care in an institutional dwelling or are terminally ill, or if the older adult has had home care
services for more than three years. The OT will perform the initial assessment and judge the
older person’s cognitive level through the interview. If the older person cannot describe his or
hers activities in everyday life and cannot identify an issue in performing these activities, as
well as not be able to follow simple commands, the person will be disqualified. Thus, persons
with milder forms of cognitive impairments will be included in the study.

When the older person in either the intervention or control group agrees to be involved in the
study, they will be asked if they could consider involving a significant other. This, however, is
not a criterion for participation in the study. A significant other is decided on by the older
person and is defined as any person that does not have a professional relation with the older
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person, is deemed close to the older person and could possibly provide assistance, and is
either living with the older person or not. This could involve partners, friends or children.

The intervention program “ASSIST 1.0” a program for reablement in a Swedish context

The foundations of the reablement program presented here rest on theoretical models such as
The Canadian Model of Occupational Performance and Engagement regarding a person-
centred approach (23, 24) and the “Do, Live, Well” framework describing the positive
connections between engaging in meaningful everyday activities and health and well-being
(25). Furthermore, both the workshops and coaching sessions will integrate principles based
on the older person’s and the care staffs’ unique lived experiences (26). The ASSIST 1.0
intervention also includes smart products such as mobile phones and tablets to be used by the
staff as reminders or encouragement regarding the older persons stated goals.

Duration and specific content of the intervention program

ASSIST 1.0. is a ten-week intervention program and uses a person-centred approach. This
program aims to empower the older person so they can do what they want and need to do, and
in turn, increase their self-efficacy, perceived health, and well-being (27).

By using the Canadian Occupational Performance Measure (COPM), the older person will
identify issues in activities in everyday life (28). Goals will be formulated based on the
identified activities that the older person wants or needs to do in everyday life and will then be
presented to the home care staff. The expectations are that the older person will experience
improved satisfaction and performance of the stated activities at the end of the intervention.
The OT will discuss the strategies to fulfil the goals with both the home care staff and the
older adults since the objective for the home care staff is to support and enable the older
person to reach their stated goals.

New advice for how the staff could best support the older person in goal achieving and
developed from the coaching sessions will be included. During the intervention period, a
smart application in the home care staff mobile phone or tablet will display the set goals as
well as send reminders and feedback regarding the older persons’ activity goals. The ASSIST
1.0 application will also request documentation; for example, if the activity was attended to
and the possible results. The purpose of this application is to enhance the communication and
documentation regarding the older person’s goals since home care staff at present do not use
mobile phone devices in this way.

After the goalsetting process, the OT will provide both workshops and coaching sessions for
the home care staff responsible for the reablement program for the specific older person. Both
the workshop sessions and coaching occasions will deal with the challenges met by the home
care staff and the older person.

Workshops and coaching of the intervention providers
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Thus, the ASSIST intervention encompasses two parts, the workshop sessions, and the
coaching occasions. The workshop sessions will be held at the regular home care staff
meetings (with approximately 6 to 10 home care staff, one hour every other week), and will
continue for a minimum of 10 weeks or until all of the older persons have completed the
entire program. During the workshop sessions, the home care staff together with the OT will
discuss relevant issues regarding reablement, supporting the home care staffs’ reflection
process. Issues regarding the digital smart products developed as part of the ASSIST 1.0 will
also be addressed.

The coaching sessions will include both the home care staff together with the older person and
will be based primarily on the needs and wishes of the older participant. There will be the
possibility to support problem-solving, enabling the older person to become engaged in the
daily activities he/she needs and wants to do in their daily life. The OT will, when needed, be
present in the older persons' environment (home or other relevant places, i.e. nearby store)
together with the home care provider to give “hands-on” advice and/or training regarding how
the home care provider can best continue supporting the older person. The OT will be able to
inform and demonstrate how to best advance the level of assistance concerning the amount,
duration, and frequency with the goal that the older person becomes more confident in
performing their daily activities. Approximately three coaching sessions per included older
adult will be scheduled and will be done on an as - needed basis determined from the
information provided by the staff in the workshops alternatively after approximately a week
after starting, and with then with about 2-3 week intervals thereafter. Both the workshops and
coaching occasions will integrate principles based on a person-centred approach (23), initiate
from the older person’s unique lived experiences, and his/her wishes and needs (26).
Whenever relevant, significant others will be involved in the coaching sessions.

Since reablement presents a new and different approach to home care staff, a process of
change in the knowledge and practice of home care is anticipated. Narratives can be a useful
source to access the home care staffs’ professional reasoning and the present project will
strive to discern any changes in the staffs’ professional reasoning during the course of the
program. The theoretical model supporting both the workshops and the coaching used in the
present study is based on situated learning, where knowledge is seen as integral to doing and
where knowledge and practice are inseparable (29). Likewise, Lauvés and Handal (2015)
argue that a great deal of what takes place in the field of practice is tacit, and therefore needs
to be reflected upon (30) in order for practice to become an object to change. Lauvéas and
Handal describe a praxis triangle for the three phases of a reflection process that ties together
actions/experiences, theoretical base, and values and argue that active, professional coaching
is essential for becoming aware of one's actions. This will be achieved by asking the
workshop participants to talk about what they do in their daily work with the older persons
and any issues in the provision of reablement services, encouraging the other group members
to provide support and solve reablement issues together. The OT will guide these discussions,
ensuring that the reablement philosophy will be upheld. Based on this knowledge, the authors
hypothesize that receiving education regarding reablement is not sufficient for home care staff
to accomplish a change in praxis without the central aspect of reflection upon practice.

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 8 of 27

‘salfojouyoal Jejiwis pue ‘Bulurel |y ‘Buiuiw elep pue 1xal 0] pale|al sasn 1o} Buipnjoul ‘1ybliAdoo Ag paloaloid

e e

* (s3gv) Inalladns juswaublasug


http://bmjopen.bmj.com/

Page 9 of 27

oNOYTULT D WN =

BMJ Open

Additionally, the workshops and coaching sessions will be based on co-design principles,
including a focus on home care staffs’ previous experiences and their active participation in
learning (31).

The control group: standard home care

The home care staff in the control group (CG) will provide home care services as usual to
older adults participating in the control group. Home care staff in the CG will identify
potential older persons to participate in the control group according to the same procedure and
criteria as the intervention group.

Outcomes
Feasibility data

A combination of qualitative and quantitative data will be collected among the older adults
and their significant others as well as the home care staff and the OT providing the support
(see Figurel). The aim of the interviews is to explore aspects of perceived value, benefits,
harms or unintended consequences of the intervention, acceptability of the intervention and
fidelity, reach and dose of the intervention according to the participants.

The perceived degree of e.g. older adults' involvement, meaningfulness, and confidence in
relation to intervention delivery will also be based on the older adults' ratings on a VAS-scale
from one to five. The OT will write a log book including field notes and reflections after the
workshops and coaching sessions in order to follow the process of implementation. To
evaluate adherence to the intervention both the OT and the home care staff will register their
follow-up meetings with the older adults, and all other services related to the intervention.

Outcome data

The primary outcome measure will be the Swedish version of the Canadian Occupational
Performance Measure (COPM) (28). The COPM measures the self-assessed performance and
satisfaction of valued activities in everyday life within the areas of self-care, productivity, and
leisure. For the initial evaluation, the COPM starts with a semi-structured interview during
which the older person identifies activities in everyday life that they consider to be important,
but difficult to do. Each activity is documented and the older person rates the importance of
each activity on a 10-point scale. The older person is asked to choose up to five relevant
activities and to rate their performance and satisfaction with the performance of each activity
on separate scales, where a higher score reflects greater importance, better performance, and
greater satisfaction. For the re-evaluation at the end of the intervention period, the participant
is again asked to rate their performance and satisfaction with each activity. A difference of
two or more points between the two evaluations indicates a clinically relevant change (28).
The COPM is a valid and reliable measure, has been translated into the language of the
participants and previously used in this type of study (8, 28, 32).

Secondary outcomes
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The secondary outcome measures used with the older participants include; Barthel/Katz ADL
index which measures dependence/ independence of assistance in ADL (33, 34), and
Frenchay Activity Index (FAI) which measures participation of performing social activities
and everyday activities in the areas of domestic chores, leisure/work, and outdoor activities
(35). The Swedish version of the General Self-Efficacy Scale (GSE) which measures ones
perceived belief in one’s ability in different situations (36), EQ5-D which measures self-
reported health (37), Hospital Anxiety and Depression Scale (HAD) which measures anxiety
and depression (38), Mental Health Continuum-short form, Swedish version (MHC-SF)
which measures emotional well-being, social well-being and psychological well-being (39),
Reintegration to Normal Living (RNL) measuring community integration (40) and Sense of
Coherence (short form) which measures one’s sense of health (salutogenesis) (41, 42) will be
used. Also the number of falls will be self-assessed before and after the study by the older
adults.

Significant Others

The following standardized outcome measures will be used with the participants significant
others: Life Satisfaction Questionnaire (LiSat -11) which measures life satisfaction globally
and in ten areas (43), Caregiver Burden Scale which measures caregivers perception of
burden in caring (44), Sense of Coherence — short form which measures one’s sense of health
(salutogenesis)(41, 42), Mental Health Continuum —short form (MHC-SF) which measures
emotional well-being, social well-being and psychological well-being (39) and Hospital
Anxiety and Depression Scale (HAD) which measures anxiety and depression (38).

Home care staff

To be able to describe the working situation for the home care staff (n=30 from each group)
the following questionnaires will be administered before and after the study is ended: Creative
Climate Questionnaire (CCQ) which measures perceptions of organizational climate (45),
strain in Dementia Care Scale (SDCS) which measures occupational strain in dementia care
(46), QPS Nordic which measures psychological and social factors in the workplace (47) and
Health Complaints which measures staff satisfaction with work (48). The hypothesis is that
with support from the OT there will be a perceived positive change for the home care staffs’
working situation.

Qualitative Studies —Older adults and the Significant others

Qualitative interviews will be performed by the researchers (SG, AB) after informed consent
of the older persons (n= 15 from each group) and their significant others (minimum of 5 from
each group (IG/CG) dependent on the older participants). The significant others will be
chosen through purposeful sampling from the total sample. These interviews will be
performed before and after the intervention is completed and will be analysed with
appropriate qualitative analysis. The aim of the semi-structured qualitative interviews are to
explore aspects of a) perceived value, benefits, harms or unintended consequences of the
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intervention, b) acceptability of the intervention and c) fidelity, reach and dose of the
intervention (49) according to the older persons, significant others and the home care staff
respectively that have participated in ASSIST. The semi-structured interviews with the
participants from the CG aim to describe the content and the experiences of the ordinary home
help services.

Qualitative Studies — Home care staff

Data on age, gender, education, and the number of years working in home care will be
collected from all staff participating in the project. Furthermore, the number of older adults
met by each of the home care staff will be collected.

Qualitative data will be collected by the researchers (SG, AB) from the home care staff before
and after their participation in the study (in total n=15). The participants involved in the IG
will be asked to decribe the perceived value, benefits, harms or unintended consequences of
the intervention and the acceptability of the intervention in principle among the staff involved
in implementing the reablement program ASSIST 1.0. Also, the interviews will include
reflections about the staffs professional reasoning in relation to reablement in order to explore
if they develop over time during participation in the implementation of the intervention. The
participants in the CG will be invited to tell significant stories from their professional practice
(50). The home care staff involved in the project will be selected based on purposeful
sampling (51).

Please refer to Figure 1. for a schematic description of the study.

Participant timeline

Participant enrolment will be initiated in January 2019 and the last qualitative interview is
scheduled to be before 315 January 2020. During this period, 15 older adults will be enrolled
in the intervention program. At the time of submission of this study protocol, the planning
phase of the trial is ongoing.

For each participant, demographic data and baseline assessments will be conducted during the
first week after enrolment and post-intervention re-evaluation within one week after finalizing
the program.

Please see the timeline, Figure 2.
Sample size and power considerations

As this study is a feasibility study, a sample size calculation is not required (52, 53).
However, the sample should be representative of the target population and be large enough to
provide information related to the feasibility and the potential outcome of the program (53). If
the program is feasible and reveals positive outcomes, the intention is to evaluate the
outcomes of the program in a future large-scale randomized controlled trial (RCT). Initially,
such a study will include a pilot period. If no adjustments of the ASSIST program are
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required, the data from the pilot period might be included in the large-scale RCT (internal
pilot) (54). Furthermore, the results of the feasibility study and the pilot period will be the
basis for a power calculation for the future large-scale study and thereafter, a sample size
justification should (52) be presented for Phase III — the RCT design in this project (Figure

1).

All statistics and tests will be reported in accordance with the CONSORT 2010 Statement
(55) in conjunction with the CONSORT 2010 Extensions for randomized trials of
nonpharmacological treatment (56, 57).

Data collection

All of the instruments measuring primary and secondary outcomes will be collected at
baseline (before intervention) and at the end of the intervention (approximately 10 weeks after
the baseline evaluations) for the IG and CG by the OT preferably in the participant’s home,
after permission from the participant. Whenever possible, a member from the home care staff
will be present. A designated trained research assistant, not involved with the workshops or
coaching and with no professional relation to the municipality or to the home care staff or
participants involved in the interventions, will conduct the qualitative interviews.

Demographic data will be collected at the onset for both the CG and IG including age, gender,
previous home care services, living conditions, as well as a subjective medical/health
descriptions. (Figure 2.)

All authorized users will receive training prior to the start of data collection to define
standardized coding practices and ensure data accuracy. All information will be collected on a
secure electronic database and recorded without personal identification.

All interviews will be digitally recorded and transcribed verbatim. All identifying factors will
be eradicated (i.e. names) during transcription. Copies of the digital recordings will be
destroyed after transcription is completed. Interview transcriptions will be stored in the
universities database

Data Analyses

Feasibility of the intervention

Descriptive statistical analyses will be conducted on the data from the older adults, significant
others, the home care staff and the participating OT.

The number of older persons being recruited will be presented in a flowchart; the retention
rate and the adherence to intervention will be presented based on frequencies and percentages.

Based on registrations of time use at each session of the ASSIST program for each older
adult, the mean number of minutes used for each session will be presented. The number of
older adults seen by each home care staff will be presented based on frequencies and
percentages. Furthermore, conditions facilitating and/or hindering the delivery of the sessions
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and potential positive and/or negative side effects registered by the home care staff as well as
their rating on a VAS-scale of the delivery of the intervention will be reported.

From the OT logbooks, the feasibility of the estimated parameters; sample size, recruitment of
participants, response rates, as well as the possibility and acceptability of OTs to carry out the
intervention will be presented.

Evaluation of outcomes

Primary outcome measure

The participants’ change in perceived performance and satisfaction of their stated valued
activities will be presented based on the COPM scores. The chosen activities will be presented
separately for performance and satisfaction to create two summative scores. The summative
scores will be divided by the number of rated activities to provide COPM scores for
comparisons across time.

Secondary outcomes
All data regarding Barthel/Katz ADL index, FAI, GSE, HAD, MHC-SF, RNL, and Sense of

Coherence from the older adults will be analysed and reported according to the norms of the
measures.

Significant others and the Home care staff
The data from the used outcome measures from the significant others and the working
situation for the home care staff will be analysed according to the norms of the measures.

Analysis of cost - effectiveness

To assess the cost-effectiveness of ASSIST 1.0, we will need to estimate health outcomes and
costs. The health outcomes will be measured using the EQ-5D and the costs will include
healthcare sector costs. To estimate costs, we will include the cost of the intervention, which
includes the hours, frequency, and type of service as well as the time used for the workshops
and coaching, for the older adults.

Furthermore, the use of other health care services (home care services, rehabilitation, and
institutional) will be recorded for both the intervention and control groups over a period of 6
months. Standard methods for economic evaluation will be applied and the cost-effectiveness
will be calculated as the incremental cost-effectiveness ratio, which is defined by the cost per
incremental quality-adjusted life years (QALY) (58).

Feasibility of the intervention: qualitative interviews

A method of constant comparison (45, 59) will be used to analyse the semi-structured
interviews from the older adults, the significant others and the home care staff describing a)
perceived value, benefits, harms or unintended consequences of the intervention, b)
acceptability of intervention in practice and c) fidelity, reach and the dose of intervention.
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Qualitative interviews with the control group

The same method will be used to analyse the interviews with the participants from the CG
aiming to describe the content and the experiences of the ordinary home care services.

Patient and Public Involvement

In phasel, data from focus groups interviews with home care staff within Stockholm county
council after their education sessions was used as a part of the development and modelling of
the intervention. The researchers also met several times with the home care staff, listening to
the staffs” experiences from their everyday work, and using this knowledge to design the
project and formulate the research questions. Six older adults in the same county council
participated in piloting the used outcome measures and answered open ended questions about
their home care services. In phase 2, home care staff located in two designated geographical
areas of Stockholm will participate and pilot the ASSIST and will also include older persons
and their designated significant others.

The results of this study will be presented to various stakeholders, regionally and nationally
and others actors in, for example, private elderly care. The researchers will continuously
present the results for these stakeholders and for various partners as providers in municipal
health and medical care and home care. The results will also be presented to the public
through press releases and articles in the daily press, as well as at conferences and fairs. A
complete program with suggestions for ways to implement ASSIST will be presented for
important actors, such as the organization representing Sweden's municipalities and county
councils. The results will also be presented at international research conferences and in
publications.

Discussion

The present study will contribute knowledge about the feasibility of the ASSIST 1.0
intervention program, a theory based reablement program in a Swedish context, aiming to
empower the older person so they can do what they want and need to do in everyday life. The
reablement program, which includes coaching of home care staff and digitally based smart
products, will strive to increase the older person’s self-efficacy, perceived health, and well-
being. The process of developing the ASSIST intervention program is in line with the MRC
guidelines on how to develop and evaluate complex interventions (20). Accordingly, this first
version of the program was developed based on several steps, where the first step was to
search for and review existing evidence regarding reablement services from evaluations in
different countries.

The description of the ASSIST intervention is unique to this project and is not included in
standard practices in Sweden. For example, standard practice does not involve any
counselling or involvement by other professionals. Standard practice involves a referral or
work order for home care staff to perform home care services, such as shopping, or cleaning
or performing personal care services to the older person such as assistance in bathing or
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dressing. Home care staff is not routinely informed of the older persons’ personal goals (i.e.
doing own laundry) and does not receive support as to how to assist the older person to
achieve the goal (i.e. encourage the older person to sit down, providing stand-by assistance
while the older person retrieves the laundry from the machine, etc.). Home care staff might
not routinely ask the older person what they want to do themselves and does not use
standardized measures to record this.

It is expected that this feasibility study will provide information on aspects related to
perceived value and acceptability of the intervention; fidelity, reach and dose; and potential
outcomes to be used to further develop and refine the program. If the study results find that
ASSIST is feasible and positive outcomes are indicated, the intention is to evaluate the
outcomes of the intervention in a future large-scale RCT.

ETHICS AND DISSEMINATION

This study has been approved by the Regional Ethical Review Board in Stockholm, Sweden
2017/1439-31/1 and 2017/2172-32.

Each participant will sign a consent form of voluntary participation, which emphasizes the
rights to withdraw from the study. A copy of the form is provided to the participants. Each
participant (older adults, significant others, home care staff) will receive an ID number. The
analysis and the results will, therefore, be performed and presented anonymously. It is the
responsibility of the recruiting personnel to ensure that any potential participant has gained an
understanding of the information given. Study participation is not expected to be associated
with risks or complications but all risks due to incident will be reported by the OT and the
home care staff to the researchers and if needed the participants could be withdrawn from the
study.

The applied intervention will be delivered by educated and experienced researchers with
relevant qualifications.

The findings will be reported to the funder and in papers published in peer-reviewed journals.
In addition, the results will be presented to staff and decision makers at the municipality
involved in the study, health care professionals, and the public in general, through various
national and international events.
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for future studies stemming from the main trial will be discussed between the present authors
and consequent decisions will be based on the prospective author's contributions.
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Figure 1. Overall plan for the ASSIST 1.0 project

Figure 2. Participant timeline and data collection
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Figure 1. Overall plan for the ASSIST 1.0 project.

PHASE 1: Development & modelling year 2017-2018
1) Identifying the evidence base. 2) Identifying the theory and 3) Modelling the p
Activities: Lilerature search, meetings with different Researcher, home care staff,
stakeholders. administrative personnel

All home care staff (n = 218) in a designated area have received Focus groups interviews (n=4) with home
a basic education organized as half day seminars (approximately care staff after education sessions were
3 hours on 3 separate occasions) regarding reablement during the | conducted as a part of the development

fall of 2017 and modelling the intervention.
Co-creation workshops with imp keholds luding the | R hers with a technical backg d
involvement of to develop digitally based products in order to home care staff, significant others, older
integrate them with the reabl adults

PHASE 2 Feasi -piloting The ASSIST 1.0 January 2019

1) Testing the procedure. 2) Estimating the recruitment process and 3) determining sample size

Twa different interventions directed to the persons in need of home-care and their significant others
ASSIST versus ordinary home help services

Intervention group (IG) Control group (CG)
An occupational therapist (OT) (research assistance) Home care staff (n=15) conducting ordinary home help
will provide specific support to the home care staff service

(n=15) conducting ASSIST.

Activities: Workshops every other week for a
minimum of 10 weeks discussions regarding:
- the lived experiences of aging

- a person-centred approach

- activities and health

+ coaching occasions with the older person
n=15 older persons (IG) will received ASSIST =15 older person (CG) receiving ordinary home help
(duration: 10 weeks) services

n=15 significant others from IG 0= 15 significant others from CG

Individual interviews before and after the study. Home care =15 individual interviews
staff

Daita collection according to organizational climate, work Home care 1G n=30/ CG n=30

environment, occupational strain, psychological and social staff

factors in the workplace, satisfaction with work

Pre-post assessment sociodemographic, provision of informal Older persons | IGn=15/CGn=15

care, clinical characteristics at baseline, and the outcome
measures at all time points.

In depth qualitative interviews.

Pre-post assessment sociodemographic, provision of informal Significant Minimum of 5 from cach

care, clinical characteristics at bascline, and the outcome others group (IG/CG). Numbers

measures at all time points. dependent on the older
participants.

In depth qualitative interviews

Data collection according to the process evaluation, Log book, oT n=1
qualitative interview.

PHASE 3:Full-scale RCT- Evaluation

1) Evaluation 2) Und ding the change process 3) the cost-effectiveness.

Extend the study settings to other parts of Sweden (representing urban and rural areas) with cohorts in a)
Stockholm, b) Ostersund and ¢) Umeé in order to fulfill a full-scale RCT

PHASE 4:
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pressure), analysis metric (eg, change from baseline, final value, time to event), method of aggregation (eg,
median, proportion), and time point for each outcome. Explanation of the clinical relevance of chosen
efficacy and harm outcomes is strongly recommended

Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for Figure 1, Timeline
participants. A schematic diagram is highly recommended (see Figure)

Estimated number of participants needed to achieve study objectives and how it was determined, including Page 10
clinical and statistical assumptions supporting any sample size calculations
Strategies for achieving adequate participant enrolment to reach target sample size Page 11

Methods: Assignment of interventions (for controlled trials)

Allocation:

Sequence
generation

Allocation
concealment
mechanism

Implementation

Blinding (masking)

Methods: Data collection, management, and analysis

16a

16b

16¢

17a

17b

Method of generating the allocation sequence (eg, computer-generated random numbers), and list of any

Not applicable

factors for stratification. To reduce predictability of a random sequence, details of any planned restriction
(eg, blocking) should be provided in a separate document that is unavailable to those who enrol participants

or assign interventions

Mechanism of implementing the allocation sequence (eg, central telephone; sequentially numbered,

Not applicable

opaque, sealed envelopes), describing any steps to conceal the sequence until interventions are assigned

Who will generate the allocation sequence, who will enrol participants, and who will assign participants to

interventions

Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome

Page 10

Not applicable

assessors, data analysts), and how

If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s

Not applicable

allocated intervention during the trial
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Ethics and dissemination
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Plans for assessment and collection of outcome, baseline, and other trial data, including any related
processes to promote data quality (eg, duplicate measurements, training of assessors) and a description of
study instruments (eg, questionnaires, laboratory tests) along with their reliability and validity, if known.
Reference to where data collection forms can be found, if not in the protocol

Plans to promote participant retention and complete follow-up, including list of any outcome data to be
collected for participants who discontinue or deviate from intervention protocols

Plans for data entry, coding, security, and storage, including any related processes to promote data quality
(eg, double data entry; range checks for data values). Reference to where details of data management
procedures can be found, if not in the protocol

Statistical methods for analysing primary and secondary outcomes. Reference to where other details of the
statistical analysis plan can be found, if not in the protocol

Methods for any additional analyses (eg, subgroup and adjusted analyses)

Definition of analysis population relating to protocol non-adherence (eg, as randomised analysis), and any
statistical methods to handle missing data (eg, multiple imputation)

Composition of data monitoring committee (DMC); summary of its role and reporting structure; statement of
whether it is independent from the sponsor and competing interests; and reference to where further details
about its charter can be found, if not in the protocol. Alternatively, an explanation of why a DMC is not
needed

Description of any interim analyses and stopping guidelines, including who will have access to these interim
results and make the final decision to terminate the trial

Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse
events and other unintended effects of trial interventions or trial conduct

Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent
from investigators and the sponsor
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Research ethics 24 Plans for seeking research ethics committee/institutional review board (REC/IRB) approval
approval
Protocol 25 Plans for communicating important protocol modifications (eg, changes to eligibility criteria, outcomes,
amendments analyses) to relevant parties (eg, investigators, REC/IRBs, trial participants, trial registries, journals,

regulators)

Consentorassent 26a  Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and
how (see Item 32)

26b  Additional consent provisions for collection and use of participant data and biological specimens in ancillary
studies, if applicable

Confidentiality 27 How personal information about potential and enrolled participants will be collected, shared, and maintained
in order to protect confidentiality before, during, and after the trial

Declaration of 28 Financial and other competing interests for principal investigators for the overall trial and each study site
interests
Access to data 29 Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that

limit such access for investigators

Ancillary and post- 30 Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial
trial care participation

Dissemination policy 31a  Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals,
the public, and other relevant groups (eg, via publication, reporting in results databases, or other data
sharing arrangements), including any publication restrictions

31b  Authorship eligibility guidelines and any intended use of professional writers

31c  Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code

Appendices

Informed consent 32 Model consent form and other related documentation given to participants and authorised surrogates
materials
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Biological 33 Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular Not applicable
specimens analysis in the current trial and for future use in ancillary studies, if applicable

*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items.
Amendments to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons
“Attribution-NonCommercial-NoDerivs 3.0 Unported” license.
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Abstract

Introduction: Older persons with functional limitations often need assistance from home care
staff to thrive and continue to live in their home environments. Reablement, a proactive,
preventative approach administered by home care staff, stimulating active engagement of the
older person, is often recommended. Even though reablement has a potential to become a new
rehabilitation model and has been implemented in different countries in various degrees, there
is a lack of knowledge regarding the process of establishing reablement, the theoretical
underpinnings and the conditionality and outcomes in different contexts. This knowledge is
needed before full-scale recommendations can be made for implementation in specific
contexts.

Aim: This study protocol aims to present a feasibility study of the intervention, ASSIST 1.0, a
theory based reablement program, which includes coaching of home care staff and digitally
based smart products, in a Swedish context.

Methods and analysis: This feasibility study will evaluate the perceived value and

acceptability of ASSIST 1.0 intervention program regarding fidelity, reach and dose, and
potential outcomes by using a pre-post-test design involving an intervention group and a
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control group (n=30) of older persons living at home, needing home care services. Qualitative
interviews with home care staff delivering ASSIST and the older adults receiving the
intervention as well as their significant others will be conducted to explore aspects affecting
the intervention.

Ethics and dissemination: This study has been approved by the regional ethics board. The
results of the feasibility study will form the base for refinement of the ASSIST program and
for the subsequent planning of a full-scale randomized, controlled trial investigating the effect
of the program on a larger scale. Dissemination will include peer-reviewed publications and
presentations at national and international conferences as well as information to involved
stakeholders.

Trial Registration number: Clinical Trials. gov NCT03505619

Strengths and limitations of the study

e A major strength of this study lies in the use of a theory based reablement intervention
program which involves coaching of home care staff so that the staff can provide
innovative services to support older, home-dwelling persons’ active participation in
everyday life.

e The study is unique, including smart products for the home care staff to support the
reablement philosophy and intervention.

e An additional strength lies in the combination of qualitative and quantitative data
involving both older persons, their significant others, and home care staff, contributing
different perspectives and thereby enriching the results.

e A potential limitation of this study protocol is the relatively small proposed sample
size and the lack of randomization of the intervention and control groups.

e An additional strength of this study is the strong adherence to a person-centred
philosophy as well as using an outcome measure reflecting the older person’s self-
assessed performance and satisfaction of chosen, important activities in everyday life,
the Canadian Occupational Performance Measure (COPM).

INTRODUCTION

Background and rationale

Aging societies worldwide are growing, creating a strong need for identifying sustainable
solutions for older people to be able to continue to live and thrive in their home environments.
In order to continue to live at home, many older adults with functional limitations receive
assistance from home care staff. However, the assistance must be appropriate; helping the
older person with daily activities that they cannot do but at the same time stimulating the
older person to do what they find meaningful and want to do and thereby increasing the older
persons own activity. Since older persons describe health as doing things in their everyday life
that “keep them moving and are meaningful” (1, 2), miss-directed assistance has the potential
to be detrimental and inadvertently contribute to the pacification of the older person. This
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could negatively affect the older persons’ health and well-being and ultimately impact their
ability to continue to live in their home. In Sweden, the standard home care services are
covered by the Social Services Act, a legislation that covers all forms of elderly care, mainly
home care and nursing homes. This law ensures a general right to assistance if the needs
cannot be met in any other way and that services should be provided in a way that ensures a
‘reasonable standard of living’.

To support older people to continue to live at home, the European Commission, in the ‘Social
Investment Initiative’ (2013) recommends member states to implement reablement services
(3). Reablement services, also referred to as restorative care, are described as a home-based
intervention to support older persons to manage their everyday lives in order for them to live
as independently as possible (4). Reablement services are preventative and proactive with the
active engagement of the older persons (5) where home care staff ‘do with’ the older persons
rather than ‘do for’ or ‘do to’ them (4). In this way, reablement represents a fundamental
break with standard home care services for older people in Sweden, the context in which this
study will be performed. Authors identify different aspects of reablement such as being
person-centred (6), goal-directed (6-8), time-limited (6-12 weeks) (6, 8-10), intensive (7-10),
multidisciplinary (7, 9-13) and as a multi-component type of rehabilitation (8, 11). Despite
this, there are claims that reablement is an ill-defined intervention for an ill-defined problem

(5).

For the purpose of this project, the authors define reablement as:
= A specialty service delivered by home care staff on a regular basis but time-limited (8

to 12 weeks). Reablement consists of a person-centred approach aimed to facilitate the
recipient's own active involvement and performance of valued activities in everyday
life, including participating in society. Reablement should start with a person-centred
assessment, where the reablement recipient is enabled to identify issues and state goals
that can be either directed towards maintaining a daily activity or for achieving new or
re-instating previous valued activities in everyday life. Reablement services will be
initiated by rehabilitation professionals (occupational and physical therapists) and
consists of the rehabilitation professionals’ support of home care staff. This support
includes facilitating continuous reflection and critical thinking regarding the
foundations of the approach as well as direct "hands-on" support together with the
recipient. Reablement is evaluated by the reablement recipient together with the
rehabilitation professionals and the home care staff.
Older persons that perceive themselves as having no issues in doing valued activities
in everyday life are exempted from reablement programs.

Even though reablement is implemented in different countries in various degrees, there is a
dearth of knowledge about the process of establishing reablement (13). Reablement could be
considered a complex intervention and is context dependent and therefore important to study
within the conditions of a certain context with consideration for existing services, geographic
and demographic conditions (13). Furthermore, there is a lack of systematic research
regarding the conditionality and outcomes in different contexts as well as inconsistent results
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from existing studies (4). Even though reablement may seem to be “the right thing to do”, a
greater understanding of this service is essential before full-scale recommendations can be
made for implementation in specific contexts (4, 14).

This study including the intervention program ASSIST 1.0 is designed in accordance with the
Medical Research Council (MRC) guidelines on how to develop and evaluate complex
interventions (15). The MRC guidance prescribes the process of developing and evaluating
complex interventions based on four main phases 1.) development, 2.) feasibility/piloting, 3.)
evaluation, and 4.) implementation. This present study protocol involves phase one and two.

The first phase regarding development will include a process of co-creation with important
stakeholders. This includes the involvement of researchers with a technical background
together with home care staff, older persons and their significant others, to develop digitally
based products in order to integrate them with the ASSIST reablement program. The project
planners draw upon experiences within the research group dealing with Information and
Communication Technology (ICT) solutions in interdisciplinary rehabilitation interventions
(16-18). The smart products (digitally based) will be used to facilitate and manage the
reablement program in this study. Smart products in reablement programs have been
suggested but have not as yet, been integrated into services (19) making this study unique.

The second phase is related to evaluating the feasibility of the program and piloting the
applied methods. Evaluation of feasibility is considered a prerequisite for evaluating the
effectiveness of an intervention in order to perform a full-scale randomized controlled trial
(RCT) (20). In the present study, the feasibility of the first version of ASSIST 1.0 program
will, be evaluated in terms of perceived value and acceptability of the intervention
considering fidelity, reach and dose; and the potential outcome measures used. Since ASSIST
1.0 is a new approach to providing home care, the chosen comparator in this intervention
study will be home care services practiced as usual.

The reablement program presented in the present study is not intended to replace
rehabilitation performed by rehabilitation professionals and should be seen as a complement
to hospital rehabilitation.

Objectives

The main purpose of this study is to contribute new knowledge to support older persons’
active participation in everyday life by enabling innovative and unique services carried out by
home care staff in older persons’ home settings.

More specifically, this study protocol aims to gather information on ASSIST 1.0., a theory
based reablement intervention program, which includes coaching of home care staff and
digitally based smart products, compared with ordinary home care services, in a Swedish
context. In this feasibility study, we will identify and address problems which might underline
the acceptability and delivery of the ASSIST intervention. Specifically, this study examines
the following research questions:
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1. Is the ASSIST 1.0 feasible regarding a) the content of the intervention and the delivery,
b.) study design and the involved processes, and c) the used outcomes and measures?
2. Can Assist 1.0 support older adults' performance of, and satisfaction with activities in

every-day life?

3. How do the older adults’ participating in ASSIST 1.0 experience their performance and
satisfaction with doing activities in everyday life in relation to the older adults having
home care services as usual?

4. What are the perceived value, benefits, harms or unintended consequences of the
intervention and the acceptability of intervention among the home care staff involved
in implementing ASSIST 1.0?

METHODS AND ANALYSIS
Trial design

This feasibility study will be conducted using a non-randomised, comparative trial with a pre-
post-test, two group design with 15 older persons in each arm, i.e. an intervention group (IG)
and a control group (CG).

The study will evaluate the aspects of the intervention’s feasibility and potential outcomes.
Further, a process evaluation, recommended by the MRC guidelines will be conducted, to
explore the way in which the intervention under study is implemented and could provide
valuable insight into how the intervention works and how it can be optimised. The process
evaluation will assess the fidelity and quality of implementation, clarify causal mechanisms,
and identify contextual factors associated with variation in outcomes (15). The process
evaluation will include qualitative interviews studying the older adults and their significant
others who have received the ASSIST 1.0 intervention as well as the home care staff who
have delivered the intervention program. The present protocol follows the Standard Protocol
Items: Recommendations for Intervention Trials (SPIRIT) 2013 statement (21, 22), which
defines standard protocol items for clinical trials.

Study setting

In phasel, home care staff (n = 218) in a designated area within Stockholm county, have
received a basic education organized as half-day seminars (approximately 3 hours on 3
separate occasions) regarding reablement, during the fall of 2017. This basic education was to
inform the home care staff regarding the basic principles of reablement and give them an
opportunity to reflect on their own ways of working. This data will be used for the
development and modelling of the intervention. Phase 2, organized to pilot the feasibility of
the ASSIST, will include home care staff located in two designated geographical areas of
Stockholm (one for the intervention, and a separate area for the control group) as well as older
persons, and their designated significant others. (See Figure 1). A registered Occupational
Therapist (OT) working as a research assistant will conduct the pre- and post-evaluation as
well as conducting the workshops and coaching sessions for the home care staff. Home care
staff included in the intervention arm will, through workshops and coaching sessions offer the
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reablement program to promote and support older persons own activity so that the older
person can achieve their goals of doing valued activities in everyday life (4).

Recruitment and informed consent

The home care staff will identify potential study participants and inform them verbally
regarding the study and ask permission to contact the researcher. The final decision regarding
inclusion will be taken together with the researchers and according to the inclusion criteria.
The potential participant will be informed both verbally and in writing and given a chance to
ask questions before the researcher asks for written informed consent. If the potential older
adult accepts, they will then be included in the study. This procedure will be adapted in the
intervention group as well as the control group.

If the participant identifies a significant other they will receive verbal and written information
describing what the study entails for their significant other (documentation of demographic
data, as well as questionnaires). If the older adult agrees, the researchers will ask permission
to contact this person. After contact, the significant other will then be informed by the
researcher of the study and be asked for written permission to participate in the study.

If the potential older person declines to participate in the study the older person will receive
standard home care (home care as usual).

Participants: Eligibility criteria

The older person will be included if they fulfil the following inclusion criteria a) >65 years or
older and live at home, b) home care has been granted and the user is deemed not to need
home rehabilitation performed by rehabilitation professionals, c¢) two or more identified
challenges in everyday activities that can benefit from reablement, d) are able to understand
and express themselves in Swedish. One or more of the following reasons will result in
exclusion from the study: cognitive limitations that make reablement inappropriate, in need of
care in an institutional dwelling or are terminally ill, or if the older adult has had home care
services for more than three years. The OT will perform the initial assessment and judge the
older person’s cognitive level through the interview. If the older person cannot describe his or
her activities in everyday life and cannot identify an issue in performing these activities, as
well as not be able to follow simple commands, the person will be disqualified. Thus, persons
with milder forms of cognitive impairments will be included in the study.

When the older person in either the intervention or control group agrees to be involved in the
study, they will be asked if they could consider involving a significant other. This, however, is
not a criterion for participation in the study. A significant other is decided on by the older
person and is defined as any person that does not have a professional relation with the older
person, is deemed close to the older person and could possibly provide assistance, and is
either living with the older person or not. This could involve partners, friends or children.
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The intervention program “ASSIST 1.0” a program for reablement in a Swedish context

The foundations of the reablement program presented here rest on theoretical models such as
The Canadian Model of Occupational Performance and Engagement regarding a person-
centred approach (23, 24) and the “Do, Live, Well” framework describing the positive
connections between engaging in meaningful everyday activities and health and well-being
(25). Furthermore, both the workshops and coaching sessions will integrate principles based
on the older person’s and the care staffs’ unique lived experiences (26). The ASSIST 1.0
intervention also includes smart products such as mobile phones and tablets to be used by the
staff as reminders or encouragement regarding the older persons stated goals.

Duration and specific content of the intervention program

ASSIST 1.0. is a ten-week intervention program and uses a person-centred approach. This
program aims to empower the older person so they can do what they want and need to do, and
in turn, increase their self-efficacy, perceived health, and well-being (27).

By using the Canadian Occupational Performance Measure (COPM), the older person will
identify issues in activities in everyday life (28). Goals will be formulated based on the
identified activities that the older person wants or needs to do in everyday life and will then be
presented to the home care staff. The expectations are that the older person will experience
improved satisfaction and performance of the stated activities at the end of the intervention.
The OT will discuss the strategies to fulfil the goals with both the home care staff and the
older adults since the objective for the home care staff is to support and enable the older
person to reach their stated goals.

The coaching occasions will include practical advice and strategies for how the staff can best
support the older person in achieving their goals. During the intervention period, a smart
application in the home care staff mobile phone or tablet will display the set goals as well as
send reminders and feedback regarding the older persons’ activity goals. The ASSIST 1.0
application will also request documentation; for example, if the activity was attended to and
the possible results. The purpose of this application is to enhance the communication and
documentation regarding the older person’s goals since home care staff at present do not use
mobile phone devices in this way.

After the goalsetting process, the OT will provide both workshops and coaching sessions for
the home care staff responsible for the reablement program for the specific older person. Both
the workshop sessions and coaching occasions will deal with the challenges met by the home
care staff and the older person.

Workshops and coaching of the intervention providers

Thus, the ASSIST intervention encompasses two parts, the workshop sessions, and the
coaching occasions. The workshop sessions will be held at the regular home care staff
meetings (with approximately 6 to 10 home care staff, one hour every other week), and will
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continue for a minimum of 10 weeks or until all of the older persons have completed the
entire program. During the workshop sessions, the home care staff together with the OT will
discuss relevant issues regarding reablement, supporting the home care staffs’ reflection
process. Issues regarding the digital smart products developed as part of the ASSIST 1.0 will
also be addressed.

The coaching occasions will include both the home care staff together with the older person
and will be based primarily on the needs and wishes of the older participant. There will be the
possibility to support problem-solving, enabling the older person to become engaged in the
daily activities he/she needs and wants to do in their daily life. The OT will, when needed, be
present in the older persons' environment (home or other relevant places, i.e. nearby store)
together with the home care provider to give “hands-on” advice and/or training regarding how
the home care provider can best continue supporting the older person. The OT will be able to
inform and demonstrate how to best advance the level of assistance concerning the amount,
duration, and frequency with the goal that the older person becomes more confident in
performing their daily activities. Approximately three coaching sessions per included older
adult will be scheduled and will be done on an as - needed basis determined from the
information provided by the staff in the workshops alternatively after approximately a week
after starting, and with then with about 2-3 week intervals thereafter. Both the workshops and
coaching occasions will integrate principles based on a person-centred approach (23), initiate
from the older person’s unique lived experiences, and his/her wishes and needs (26).
Whenever relevant, significant others will be involved in the coaching sessions.

Since reablement presents a new and different approach to home care staff, a process of
change in the knowledge and practice of home care is anticipated. Narratives can be a useful
source to access the home care staffs’ professional reasoning and the present project will
strive to discern any changes in the staffs’ professional reasoning during the course of the
program. The theoretical model supporting both the workshops and the coaching used in the
present study is based on situated learning, where knowledge is seen as integral to doing and
where knowledge and practice are inseparable (29). Likewise, Lauvés and Handal (2015)
argue that a great deal of what takes place in the field of practice is tacit, and therefore needs
to be reflected upon (30) in order for practice to become an object to change. Lauvés and
Handal describe a praxis triangle for the three phases of a reflection process that ties together
actions/experiences, theoretical base, and values and argue that active, professional coaching
is essential for becoming aware of one's actions. This will be achieved by asking the
workshop participants to talk about what they do in their daily work with the older persons
and any issues in the provision of reablement services, encouraging the other group members
to provide support and solve reablement issues together. The OT will guide these discussions,
ensuring that the reablement philosophy will be upheld. Based on this knowledge, the authors
hypothesize that receiving education regarding reablement is not sufficient for home care staff
to accomplish a change in praxis without the central aspect of reflection upon practice.
Additionally, the workshops and coaching sessions will be based on co-design principles,
including a focus on home care staffs’ previous experiences and their active participation in
learning (31).
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The control group: standard home care

The home care staff in the control group (CG) will provide home care services as usual to
older adults participating in the control group. Home care staff in the CG will identify
potential older persons to participate in the control group according to the same procedure and
criteria as the intervention group.

Outcomes
Feasibility data

A combination of qualitative and quantitative data will be collected among the older adults
and their significant others as well as the home care staff and the OT providing the support
(see Figurel). The aim of the interviews is to explore aspects of perceived value, benefits,
harms or unintended consequences of the intervention, acceptability of the intervention and
fidelity, reach and dose of the intervention according to the participants.

The perceived degree of e.g. older adults' involvement, meaningfulness, and confidence in
relation to the intervention delivery will also be based on the older adults' ratings on a VAS-
scale from one to five. The OT will write a log book including field notes and reflections after
the workshops and coaching sessions in order to follow the process of implementation. To
evaluate adherence to the intervention both the OT and the home care staff will register their
follow-up meetings with the older adults, and all other services related to the intervention.

Outcome data

The primary outcome measure will be the Swedish version of the Canadian Occupational
Performance Measure (COPM) (28). The COPM measures the self-assessed performance and
satisfaction of valued activities in everyday life within the areas of self-care, productivity, and
leisure. For the initial evaluation, the COPM starts with a semi-structured interview during
which the older person identifies activities in everyday life that they consider to be important,
but difficult to do. Each activity is documented and the older person rates the importance of
each activity on a 10-point scale. The older person is asked to choose up to five relevant
activities and to rate their performance and satisfaction with the performance of each activity
on separate scales, where a higher score reflects greater importance, better performance, and
greater satisfaction. For the re-evaluation at the end of the intervention period, the participant
is again asked to rate their performance and satisfaction with each activity. A difference of
two or more points between the two evaluations indicates a clinically relevant change (28).
The COPM is a valid and reliable measure, has been translated into the language of the
participants and previously used in this type of study (8, 28, 32).

Secondary outcomes

The secondary outcome measures used with the older participants include; Barthel/Katz ADL
index which measures dependence/ independence of assistance in ADL (33, 34), and
Frenchay Activity Index (FAI) which measures participation of performing social activities
and everyday activities in the areas of domestic chores, leisure/work, and outdoor activities
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(35). The Swedish version of the General Self-Efficacy Scale (GSE) which measures ones
perceived belief in one’s ability in different situations (36), EQ5-D which measures self-
reported health (37), Hospital Anxiety and Depression Scale (HAD) which measures anxiety
and depression (38), Mental Health Continuum-short form, Swedish version (MHC-SF)
which measures emotional well-being, social well-being and psychological well-being (39),
Reintegration to Normal Living (RNL) measuring community integration (40) and Sense of
Coherence (short form) which measures one’s sense of health (salutogenesis) (41, 42) will be
used. Also the number of falls will be self-assessed before and after the study by the older
adults.

Significant Others

The following standardized outcome measures will be used with the participants significant
others: Life Satisfaction Questionnaire (LiSat -11) which measures life satisfaction globally
and in ten areas (43), Caregiver Burden Scale which measures caregivers perception of
burden in caring (44), Sense of Coherence — short form which measures one’s sense of health
(salutogenesis)(41, 42), Mental Health Continuum —short form (MHC-SF) which measures
emotional well-being, social well-being and psychological well-being (39) and Hospital
Anxiety and Depression Scale (HAD) which measures anxiety and depression (38).

Home care staff

To be able to describe the working situation for the home care staff (n=30 from each group)
the following questionnaires will be administered before and after the study is ended: Creative
Climate Questionnaire (CCQ) which measures perceptions of organizational climate (45),
strain in Dementia Care Scale (SDCS) which measures occupational strain in dementia care
(46), QPS Nordic which measures psychological and social factors in the workplace (47) and
Health Complaints which measures staff satisfaction with work (48). The hypothesis is that
with support from the OT there will be a perceived positive change for the home care staffs’
working situation.

Qualitative Studies —Older adults and the Significant others

Qualitative interviews will be performed by the researchers (SG, AB) after informed consent
of the older persons (n= 15 from each group) and their significant others (minimum of 5 from
each group (IG/CG) dependent on the older participants). The significant others will be
chosen through purposeful sampling from the total sample. These interviews will be
performed before and after the intervention is completed and will be analysed with
appropriate qualitative analysis. The aim of the semi-structured qualitative interviews are to
explore aspects of a) perceived value, benefits, harms or unintended consequences of the
intervention, b) acceptability of the intervention and c) fidelity, reach and dose of the
intervention (49) according to the older persons, significant others and the home care staff
respectively that have participated in ASSIST. The semi-structured interviews with the
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participants from the CG aim to describe the content and the experiences of the ordinary home
help services.

Qualitative Studies — Home care staff

Data on age, gender, education, and the number of years working in home care will be
collected from all staff participating in the project. Furthermore, the number of older adults
met by each of the home care staff will be collected.

Qualitative data will be collected by the researchers (SG, AB) from the home care staff before
and after their participation in the study (in total n=15). The participants involved in the IG
will be asked to decribe the perceived value, benefits, harms or unintended consequences of
the intervention and the acceptability of the intervention in principle among the staff involved
in implementing the reablement program ASSIST 1.0. Also, the interviews will include
reflections about the staffs professional reasoning in relation to reablement in order to explore
if they develop over time during participation in the implementation of the intervention. The
participants in the CG will be invited to tell significant stories from their professional practice
(50). The home care staff involved in the project will be selected based on purposeful
sampling (51).

Please refer to Figure 1. for a schematic description of the study.

Participant timeline

Participant enrolment will be initiated in January 2019 and the last qualitative interview is
scheduled to be before 315 January 2020. During this period, 15 older adults will be enrolled
in the intervention program. At the time of submission of this study protocol, the planning
phase of the trial is ongoing.

For each participant, demographic data and baseline assessments will be conducted during the
first week after enrolment and post-intervention re-evaluation within one week after finalizing
the program.

Please see the timeline, Figure 2.
Sample size and power considerations

As this study is a feasibility study, a sample size calculation is not required (52, 53).
However, the sample should be representative of the target population and be large enough to
provide information related to the feasibility and the potential outcome of the program (53). If
the program is feasible and reveals positive outcomes, the intention is to evaluate the
outcomes of the program in a future large-scale randomized controlled trial (RCT). Initially,
such a study will include a pilot period. If no adjustments of the ASSIST program are
required, the data from the pilot period might be included in the large-scale RCT (internal
pilot) (54). Furthermore, the results of the feasibility study and the pilot period will be the
basis for a power calculation for the future large-scale study and thereafter, a sample size
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justification should (52) be presented for Phase III — the RCT design in this project (Figure
L).

All statistics and tests will be reported in accordance with the CONSORT 2010 Statement
(55) in conjunction with the CONSORT 2010 Extensions for randomized trials of
nonpharmacological treatment (56, 57).

Data collection

All of the instruments measuring primary and secondary outcomes will be collected at
baseline (before intervention) and at the end of the intervention (approximately 10 weeks after
the baseline evaluations) for the IG and CG by the OT preferably in the participant’s home,
after permission from the participant. Whenever possible, a member from the home care staff
will be present. A designated researcher, not involved with the workshops or coaching and
with no professional relation to the municipality or to the home care staff or participants
involved in the interventions, will conduct the qualitative interviews.

Demographic data will be collected at the onset for both the CG and IG including age, gender,
previous home care services, living conditions, as well as a subjective medical/health
descriptions. (Figure 2.)

All authorized users will receive training prior to the start of data collection to define
standardized coding practices and ensure data accuracy. All information will be collected on a
secure electronic database and recorded without personal identification.

All interviews will be digitally recorded and transcribed verbatim. All identifying factors will
be eradicated (i.e. names) during transcription. Copies of the digital recordings will be
destroyed after transcription is completed. Interview transcriptions will be stored in the
universities database

Data Analyses

Feasibility of the intervention

Descriptive statistical analyses will be conducted on the data from the older adults, significant
others, the home care staff and the participating OT.

The number of older persons being recruited will be presented in a flowchart; the retention
rate and the adherence to intervention will be presented based on frequencies and percentages.

Based on registrations of time use at each session of the ASSIST program for each older
adult, the mean number of minutes used for each session will be presented. The number of
older adults seen by each home care staff will be presented based on frequencies and
percentages. Furthermore, conditions facilitating and/or hindering the delivery of the sessions
and potential positive and/or negative side effects registered by the home care staff as well as
their rating on a VAS-scale of the delivery of the intervention will be reported.
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From the OT logbooks, the feasibility of the estimated parameters; sample size, recruitment of
participants, response rates, as well as the possibility and acceptability of OTs to carry out the
intervention will be presented.

Evaluation of outcomes

Primary outcome measure

The participants’ change in perceived performance and satisfaction of their stated valued
activities will be presented based on the COPM scores. The chosen activities will be presented
separately for performance and satisfaction to create two summative scores. The summative
scores will be divided by the number of rated activities to provide COPM scores for
comparisons across time.

Secondary outcomes
All data regarding Barthel/Katz ADL index, FAI, GSE, HAD, MHC-SF, RNL, and Sense of

Coherence from the older adults will be analysed and reported according to the norms of the
measures.

Significant others and the Home care staff
The data from the used outcome measures from the significant others and the working
situation for the home care staff will be analysed according to the norms of the measures.

Analysis of cost - effectiveness

To assess the cost-effectiveness of ASSIST 1.0, we will need to estimate health outcomes and
costs. The health outcomes will be measured using the EQ-5D and the costs will include
healthcare sector costs. To estimate costs, we will include the cost of the intervention, which
includes the hours, frequency, and type of service as well as the time used for the workshops
and coaching, for the older adults.

Furthermore, the use of other health care services (home care services, rehabilitation, and
institutional) will be recorded for both the intervention and control groups over a period of 6
months. Standard methods for economic evaluation will be applied and the cost-effectiveness
will be calculated as the incremental cost-effectiveness ratio, which is defined by the cost per
incremental quality-adjusted life years (QALY) (58).

Feasibility of the intervention. qualitative interviews

A method of constant comparison (45, 59) will be used to analyse the semi-structured
interviews from the older adults, the significant others and the home care staff describing a)
perceived value, benefits, harms or unintended consequences of the intervention, b)
acceptability of intervention in practice and c) fidelity, reach and the dose of intervention.

Qualitative interviews with the control group
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The same method will be used to analyse the interviews with the participants from the CG
aiming to describe the content and the experiences of the ordinary home care services.

Patient and Public Involvement

In phasel, data from focus groups interviews with home care staff within Stockholm county
council after their education sessions was used as a part of the development and modelling of
the intervention. The researchers also met several times with the home care staff, listening to
the staffs” experiences from their everyday work, and using this knowledge to design the
project and formulate the research questions. Six older adults in the same county council
participated in piloting the used outcome measures and answered open ended questions about
their home care services. In phase 2, home care staff located in two designated geographical
areas of Stockholm will participate and pilot the ASSIST and will also include older persons
and their designated significant others.

The results of this study will be presented to various stakeholders, regionally and nationally
and others actors in, for example, private elderly care. The researchers will continuously
present the results for these stakeholders and for various partners as providers in municipal
health and medical care and home care. The results will also be presented to the public
through press releases and articles in the daily press, as well as at conferences and fairs. A
complete program with suggestions for ways to implement ASSIST will be presented for
important actors, such as the organization representing Sweden's municipalities and county
councils. The results will also be presented at international research conferences and in
publications.

Discussion

The present study will contribute knowledge about the feasibility of the ASSIST 1.0
intervention program, a theory based reablement program in a Swedish context, aiming to
empower the older person so they can do what they want and need to do in everyday life. The
reablement program, which includes coaching of home care staff and digitally based smart
products, will strive to increase the older person’s self-efficacy, perceived health, and well-
being. The process of developing the ASSIST intervention program is in line with the MRC
guidelines on how to develop and evaluate complex interventions (20). Accordingly, this first
version of the program was developed based on several steps, where the first step was to
search for and review existing evidence regarding reablement services from evaluations in
different countries.

The description of the ASSIST intervention is unique to this project and is not included in
standard practices in Sweden. For example, standard practice does not involve any
counselling or involvement by other professionals. Standard practice involves a referral or
work order for home care staff to perform home care services, such as shopping, or cleaning
or performing personal care services to the older person such as assistance in bathing or
dressing. Home care staff is not routinely informed of the older persons’ personal goals (i.e.
doing own laundry) and does not receive support as to how to assist the older person to
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achieve the goal (i.e. encourage the older person to sit down, providing stand-by assistance
while the older person retrieves the laundry from the machine, etc.). Home care staff might
not routinely ask the older person what they want to do themselves and does not use
standardized measures to record this.

It is expected that this feasibility study will provide information on aspects related to
perceived value and acceptability of the intervention; fidelity, reach and dose; and potential
outcomes to be used to further develop and refine the program. If the study results find that
ASSIST is feasible and positive outcomes are indicated, the intention is to evaluate the
outcomes of the intervention in a future large-scale RCT.

ETHICS AND DISSEMINATION

This study has been approved by the Regional Ethical Review Board in Stockholm, Sweden
2017/1439-31/1 and 2017/2172-32.

Each participant will sign a consent form of voluntary participation, which emphasizes the
rights to withdraw from the study. A copy of the form is provided to the participants. Each
participant (older adults, significant others, home care staff) will receive an ID number. The
analysis and the results will, therefore, be performed and presented anonymously. It is the
responsibility of the recruiting personnel to ensure that any potential participant has gained an
understanding of the information given. Study participation is not expected to be associated
with risks or complications but all risks due to incident will be reported by the OT and the
home care staff to the researchers and if needed the participants could be withdrawn from the
study.

The applied intervention will be delivered by educated and experienced researchers with
relevant qualifications.

The findings will be reported to the funder and in papers published in peer-reviewed journals.
In addition, the results will be presented to staff and decision makers at the municipality
involved in the study, health care professionals, and the public in general, through various
national and international events.
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Figure 1. Overall plan for the ASSIST 1.0 project.

PHASE 1: Development & modelling year 2017-2018
1) Identifying the evidence base. 2) Identifying the theory and 3) Modelling the p
Activities: Lilerature search, meetings with different Researcher, home care staff,
stakeholders. administrative personnel

All home care staff (n = 218) in a designated area have received Focus groups interviews (n=4) with home
a basic education organized as half day seminars (approximately care staff after education sessions were
3 hours on 3 separate occasions) regarding reablement during the | conducted as a part of the development

fall of 2017 and modelling the intervention.
Co-creation workshops with imp keholds luding the | R hers with a technical backg d
involvement of to develop digitally based products in order to home care staff, significant others, older
integrate them with the reabl adults

PHASE 2 Feasi -piloting The ASSIST 1.0 January 2019

1) Testing the procedure. 2) Estimating the recruitment process and 3) determining sample size

Twa different interventions directed to the persons in need of home-care and their significant others
ASSIST versus ordinary home help services

Intervention group (IG) Control group (CG)
An occupational therapist (OT) (research assistance) Home care staff (n=15) conducting ordinary home help
will provide specific support to the home care staff service

(n=15) conducting ASSIST.

Activities: Workshops every other week for a
minimum of 10 weeks discussions regarding:
- the lived experiences of aging

- a person-centred approach

- activities and health

+ coaching occasions with the older person
n=15 older persons (IG) will received ASSIST =15 older person (CG) receiving ordinary home help
(duration: 10 weeks) services

n=15 significant others from IG 0= 15 significant others from CG

Individual interviews before and after the study. Home care =15 individual interviews
staff

Daita collection according to organizational climate, work Home care 1G n=30/ CG n=30

environment, occupational strain, psychological and social staff

factors in the workplace, satisfaction with work

Pre-post assessment sociodemographic, provision of informal Older persons | IGn=15/CGn=15

care, clinical characteristics at baseline, and the outcome
measures at all time points.

In depth qualitative interviews.

Pre-post assessment sociodemographic, provision of informal Significant Minimum of 5 from cach

care, clinical characteristics at bascline, and the outcome others group (IG/CG). Numbers

measures at all time points. dependent on the older
participants.

In depth qualitative interviews

Data collection according to the process evaluation, Log book, oT n=1
qualitative interview.

PHASE 3:Full-scale RCT- Evaluation

1) Evaluation 2) Und ding the change process 3) the cost-effectiveness.

Extend the study settings to other parts of Sweden (representing urban and rural areas) with cohorts in a)
Stockholm, b) Ostersund and ¢) Umeé in order to fulfill a full-scale RCT

PHASE 4:
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B SPIRITV

STANDARD PROTOCOL ITEMS: RECOMMENDATIONS FOR INTERVENTIONAL TRIALS

SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents*

Page 22 of 27

Section/item Item Description
No

Addressed on
page number

Administrative information
Title 1 Descriptive title identifying the study design, population, interventions, and, if applicable, trial acronym
Trial registration 2a Trial identifier and registry name. If not yet registered, name of intended registry

2b All items from the World Health Organization Trial Registration Data Set

Protocol version 3 Date and version identifier
Funding 4 Sources and types of financial, material, and other support
Roles and 5a Names, affiliations, and roles of protocol contributors
responsibilities . . .
5b Name and contact information for the trial sponsor
5c Role of study sponsor and funders, if any, in study design; collection, management, analysis, and

interpretation of data; writing of the report; and the decision to submit the report for publication, including

whether they will have ultimate authority over any of these activities
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11 Introduction

13 Background and 6a
14  rationale

16 6b
18 Objectives 7

Trial design 8
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Composition, roles, and responsibilities of the coordinating centre, steering committee, endpoint
adjudication committee, data management team, and other individuals or groups overseeing the trial, if
applicable (see Item 21a for data monitoring committee)

Description of research question and justification for undertaking the trial, including summary of relevant
studies (published and unpublished) examining benefits and harms for each intervention

Explanation for choice of comparators
Specific objectives or hypotheses

Description of trial design including type of trial (eg, parallel group, crossover, factorial, single group),
allocation ratio, and framework (eg, superiority, equivalence, noninferiority, exploratory)

23 Methods: Participants, interventions, and outcomes

25  Study setting 9

28  Eligibility criteria 10

31 Interventions 11a

34 11b

37 11c

40 11d

Description of study settings (eg, community clinic, academic hospital) and list of countries where data will
be collected. Reference to where list of study sites can be obtained

Inclusion and exclusion criteria for participants. If applicable, eligibility criteria for study centres and
individuals who will perform the interventions (eg, surgeons, psychotherapists)

Interventions for each group with sufficient detail to allow replication, including how and when they will be
administered

Criteria for discontinuing or modifying allocated interventions for a given trial participant (eg, drug dose
change in response to harms, participant request, or improving/worsening disease)

Strategies to improve adherence to intervention protocols, and any procedures for monitoring adherence
(eg, drug tablet return, laboratory tests)

Relevant concomitant care and interventions that are permitted or prohibited during the trial
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Page 2-4

Page 5
Page 4 & 5

Page 5

Page 5

Page 5 & 6

Page 6-8

Page 8

Page 8

Page 6
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34
35
36
37
38
39
40
41
42
43
44
45
46
47

Outcomes

Participant timeline

Sample size

Recruitment

12

13

14

15

Primary, secondary, and other outcomes, including the specific measurement variable (eg, systolic blood

BMJ Open Page 24 of 27

Page 6-9

pressure), analysis metric (eg, change from baseline, final value, time to event), method of aggregation (eg,
median, proportion), and time point for each outcome. Explanation of the clinical relevance of chosen
efficacy and harm outcomes is strongly recommended

Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for Figure 1, Timeline
participants. A schematic diagram is highly recommended (see Figure)

Estimated number of participants needed to achieve study objectives and how it was determined, including Page 10
clinical and statistical assumptions supporting any sample size calculations
Strategies for achieving adequate participant enrolment to reach target sample size Page 11

Methods: Assignment of interventions (for controlled trials)

Allocation:

Sequence
generation

Allocation
concealment
mechanism

Implementation

Blinding (masking)

Methods: Data collection, management, and analysis

16a

16b

16¢

17a

17b

Method of generating the allocation sequence (eg, computer-generated random numbers), and list of any

Not applicable

factors for stratification. To reduce predictability of a random sequence, details of any planned restriction
(eg, blocking) should be provided in a separate document that is unavailable to those who enrol participants

or assign interventions

Mechanism of implementing the allocation sequence (eg, central telephone; sequentially numbered,

Not applicable

opaque, sealed envelopes), describing any steps to conceal the sequence until interventions are assigned

Who will generate the allocation sequence, who will enrol participants, and who will assign participants to

interventions

Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome

Page 10

Not applicable

assessors, data analysts), and how

If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s

Not applicable

allocated intervention during the trial
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Data collection
methods

Data management

Statistical methods

18a

18b

20a

20b
20c

Methods: Monitoring

Data monitoring

Harms

Auditing

Ethics and dissemination

21a

21b

22

23

BMJ Open

Plans for assessment and collection of outcome, baseline, and other trial data, including any related
processes to promote data quality (eg, duplicate measurements, training of assessors) and a description of
study instruments (eg, questionnaires, laboratory tests) along with their reliability and validity, if known.
Reference to where data collection forms can be found, if not in the protocol

Plans to promote participant retention and complete follow-up, including list of any outcome data to be
collected for participants who discontinue or deviate from intervention protocols

Plans for data entry, coding, security, and storage, including any related processes to promote data quality
(eg, double data entry; range checks for data values). Reference to where details of data management
procedures can be found, if not in the protocol

Statistical methods for analysing primary and secondary outcomes. Reference to where other details of the
statistical analysis plan can be found, if not in the protocol

Methods for any additional analyses (eg, subgroup and adjusted analyses)

Definition of analysis population relating to protocol non-adherence (eg, as randomised analysis), and any
statistical methods to handle missing data (eg, multiple imputation)

Composition of data monitoring committee (DMC); summary of its role and reporting structure; statement of
whether it is independent from the sponsor and competing interests; and reference to where further details
about its charter can be found, if not in the protocol. Alternatively, an explanation of why a DMC is not
needed

Description of any interim analyses and stopping guidelines, including who will have access to these interim
results and make the final decision to terminate the trial

Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse
events and other unintended effects of trial interventions or trial conduct

Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent
from investigators and the sponsor
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Fig 1,Timeline &
Pages 6-11

Page 7

Page 11 & 12

Page 8,10-11

Not applicable

Not applicable

Page 12

Page 12

Page 12

Not applicable
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Research ethics 24 Plans for seeking research ethics committee/institutional review board (REC/IRB) approval
approval
Protocol 25 Plans for communicating important protocol modifications (eg, changes to eligibility criteria, outcomes,
amendments analyses) to relevant parties (eg, investigators, REC/IRBs, trial participants, trial registries, journals,

regulators)

Consentorassent 26a  Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and
how (see Item 32)

26b  Additional consent provisions for collection and use of participant data and biological specimens in ancillary
studies, if applicable

Confidentiality 27 How personal information about potential and enrolled participants will be collected, shared, and maintained
in order to protect confidentiality before, during, and after the trial

Declaration of 28 Financial and other competing interests for principal investigators for the overall trial and each study site
interests
Access to data 29 Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that

limit such access for investigators

Ancillary and post- 30 Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial
trial care participation

Dissemination policy 31a  Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals,
the public, and other relevant groups (eg, via publication, reporting in results databases, or other data
sharing arrangements), including any publication restrictions

31b  Authorship eligibility guidelines and any intended use of professional writers

31c  Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code

Appendices

Informed consent 32 Model consent form and other related documentation given to participants and authorised surrogates
materials
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Page 12

Page 12

Page 10

Not applicable

Page 11 & 12

Page 14

Not applicable

Not applicable

Page 13

Page 14

Not applicable

(in Swedish,
available on
request)
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Biological 33 Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular Not applicable
specimens analysis in the current trial and for future use in ancillary studies, if applicable

*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items.
Amendments to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons
“Attribution-NonCommercial-NoDerivs 3.0 Unported” license.
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