Oliveira Braga et al. Pilot and Feasibility Studies (2019) 5:19
https://doi.org/10.1186/540814-019-0394-9 Pilot and Feas|b|||ty Studies

STUDY PROTOCOL Open Access

EMPOWER-PD - A physical therapy @
intervention to empower the individuals

with Parkinson’s disease: a study protocol

for a feasibility randomized controlled trial

Helena de Oliveira Braga, Elaine Cristina Gregdrio, Rafaela Simon Myra, Ana Sofia Kauling de Souza,
Talita Vitorina Kunh, Jessica Klug, Adriana Coutinho de Azevedo Guimaraes and Alessandra Swarovvsky*

Abstract

Background: One of the greatest barriers found by physical therapy treating individuals with Parkinson’s disease
(PD) is the adherence to treatment, associated with the lack of motivation to remain active. Therefore, there is a
need to change the look given to physical therapy and for the individual, seeking the centralization of the therapy
in their preferences. This study aims to present the EMPOWER-PD, a protocol based on individual preferences and
its design for feasibility.

Method: A 12-week pilot for a randomized clinical trial will assess the feasibility and preliminary effectiveness of the
EMPOWER-PD and make comparisons with conventional physical therapy (CPh). Both protocols consist of mobility
and locomotion training, and aim at improving motor and non-motor symptoms through different approaches. The
EMPOWER-PD aims to provide a source of motivation and empowerment of health through the self-knowledge of
the individual's abilities and limitations, in a protocol that addresses individual preferences. The CPh is based only
on physiotherapist decisions, not addressing the individual's preferences or motivation/empowerment. The target
recruitment will be 24 PD individuals, between stages | and Ill of Hoehn and Yahr (HY), who will be recruited from
Brazilian Parkinson’s disease Rehabilitation Initiative (BPaRkl) with allocation ratio 1:1. A computerized block randomization
procedure will be implemented by a blinded researcher with the participants blinded to group assignment. The sessions
will be conducted in a group setting, twice a week, during 60 min for 8 weeks, followed by 4 weeks of follow-up. The
primary outcomes will be the feasibility data (adherence, recruitment rate, and safety). The secondary outcomes will
assess the preliminary efficacy on qualitative assessment about individual's motivation/empowerment and quantitative
motor outcomes (Timed Up and Go and Dynamic Gait Index) and non-motor symptoms (6-min walk test and Fatigue
Severity Scale). The recommendation to have 6-12 participants per group will be adopted based on the qualitative
analysis to the sample size.

Discussion: This study will provide important insights about the physical therapy approach in PD individuals. The
EMPOWER-PD is innovative because (1) it proposes an intervention that includes an individual-centered approach with
motor control principles; (2) it aims to provide a source of motivation and empowerment of health; (3) assesses the
individual in a global view considering motor and non-motor symptoms, using both, qualitative and quantitative metrics.
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Background
The global benefits of physical therapy in the domains of
International Classification of Functioning, Disability and
Health (ICF) [1] in activity, participation, and body struc-
ture and function for individuals with Parkinson’s disease
(PD) have been clearly established in the literature [2, 3].
However, studies have shown that some individuals
present with barriers to the practice of physical therapy,
decreasing their motivation towards the treatment and
consequently decreasing their adherence [4—6]. Among
the strategies suggested both by PD individual’s and by the
therapists to engage the individuals in the exercise, a joint
work seeking to stimulate self-efficacy and confidence,
recognizing and respecting their barriers and individual
motivations, were considered of utmost importance [7].
New approaches recommended targeting these chal-
lenges include employing the use of individual-centered
care [2]. The individual-centered care aims to provide re-
spectful and responsive care to their individual preferences,
their needs, and values, ensuring that they guide all clinical
decisions [8—10]. The focus is accessing the “person behind
the disease,” respecting their preferences and ensuring their
inclusion in the choices of their treatment through active
participation, enabling them to develop responsibility for
their self-care [10]. This integration of the subject with their
rehabilitation promotes the possibility of self-reflection,
prioritization, and application of problem solving skills re-
lated to performance issues in the domains of activity and
participation, developing self-care and autonomy [2, 11].
This new approach of physical therapy could guide the
individual towards the empowerment of their own
health, establishing the promotion of an intrinsic motiv-
ation by encouraging behavioral change [12] and thus,
could increase the adherence to treatment and decrease
the need for constant professional supervision for one to
remain active. However, there are no intervention proto-
cols that currently integrate conventional physical ther-
apy (CPh) with this new approach of quality of care that
includes the individual in the clinical decision to motiv-
ate and develop an empowerment of their own health.
Based on all information above, this study presents the
EMPOWER-PD protocol, a physical therapy approach
based on the individual preferences. As a new interven-
tion protocol, it is necessary to verify it feasibility when
applied to the target population. This study presents the
design of the feasibility randomized controlled trial that
aims to

(i) Investigate the feasibility of the EMPOWER-PD
protocol through adherence rate, recruitment rate,
and safety.

(ii) Compare the preliminary effectiveness of the
EMPOWER-PD with the conventional physical
therapy through qualitative analysis of motivation,
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empowerment of health, followed by the analysis of
the dependency of professional supervision by indi-
viduals to remain active in the post follow-up
period.

(iii) Compare the preliminary effectiveness of the
EMPOWER-PD in motor and non-motor symp-
toms (functional mobility, gait, fatigue, aerobic cap-
acity/endurance) with the conventional physical
therapy through quantitative analysis of estimates of
95% confident interval.

We hypothesize that the EMPOWER-PD will lead to
higher adherence and safety when compared with con-
ventional physical therapy. Concerning motivation,
health empowerment and dependency of professional
supervision by individuals to remain active in the post
follow-up period, we hypothesize that the EMPOWER-
PD will be associated with better outcomes in prelimin-
ary effectiveness than the conventional physical therapy.
For the motor and non-motor symptoms, we
hypothesize that the EMPOWER-PD will be associated
with similar preliminary effectiveness to the conven-
tional physical therapy.

Methods
Idealization and development of the EMPOWER-PD
The idealization of EMPOWER-PD arose from the obser-
vation of the reality of the PD individuals and physiothera-
pists of the Brazilian Parkinson’s disease Rehabilitation
Initiative (BPaRkI) (Floriandépolis/Brazil). When the
BPaRKkI participants would return from a recess of activ-
ities (about 2 months), motor symptoms were always
found to be worse than before. However, they would im-
prove during the course of the treatment. We hypothe-
sized that this was not purely the natural progression of
the disease, but the physical inactivity and the lack of
self-care in the absence of professional supervision. From
these observations, three major facts were pointed out:
the first is how the individual’s dependence on the profes-
sional delays their rehabilitation process; and the second is
how we as professionals were corroborating for the in-
crease and maintenance of this dependency. Another fact
is that most of the participants of the BPaRkl came by
medical recommendation with the diagnosis of the dis-
ease. This could explain in part their passivity towards
their state of health and the reason why they are there.
Therefore, we began the search for a reality where the
therapist succeeds in helping the subjects to help them-
selves. The concept of the centralization of the individ-
ual, as described by the gold standard guide of physical
therapy in PD [2], was the central focus of the
EMPOWER-PD. The purpose of this protocol is not the
mere reproduction of the exercises in different individ-
uals with PD, but rather the adaptation of the protocol
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to the actual needs and preferences of different groups
of individuals. With this in mind, as a first step, we
started listening to the BPaRkl participants. We created
focus groups to identify preferences in leisure, expecta-
tions, exercise practice, pleasure, motivation, and daily
routine. This can be considered as the most important
step of the protocol, as it is very important to stimulate
active participation in their state of health [9, 10, 13]
and increase motivation.

Adding this information with the literature about the
proven benefits of the physical therapy in PD [2, 3, 14-19],
we started the development of EMPOWER-PD based on a
mobility and locomotion training, as gait is considered one
of the most potent indicators of disability in PD [20-22].
The protocol aims to provide a source of motivation and
empowerment guiding the individual along this path
through four goals. The first is the self-knowledge (first and
second weeks) of their body through self-monitoring and
self-management [2, 5, 8, 11, 23], where the individual
reconnects body and mind with self-care [24]. In the sec-
ond goal (third and fourth weeks), the individual ap-
proaches motor strategies during daily activities and during
challenging exercises/situations. From this, the individual
improves their ability to exercise [11, 25]. The third goal
(fifth and sixth weeks) is focused on the stimulation of
courage and confidence in their perceptions and convic-
tions of how far they can care of themselves respecting
their limits and their safety [23, 25]. In the fourth goal (sev-
enth and eighth weeks), “the therapist moves away,” and
the individuals choose their own exercises based on their
preferences and on what they have achieved in the earlier
weeks [5, 26]. The fourth goal seeks to provide an experi-
ence of independent self-care doing activities that are pleas-
urable and with people who have gone through the same
process and that are equal to them regardless of the stage
of the disease [2, 10, 26]. It should be noted that during all
goals of intervention, the individual chooses the exercise in-
tensity. For more details, see Table 1.

One of the peculiarities of the EMPOWER-PD is the
possibility to expand the learning with other participants
in group. We believe that this is a very special aspect of
this protocol because it provides benefits to both activity
and participation [27]. As previously mentioned, the
EMPOWER-PD comes as a new approach for individ-
uals with PD and for the physiotherapists involved in
this process. During the development of this protocol,
we also seek to a new way of acting as a therapist. In this
case, there could not be space for hierarchy and differ-
ences [7, 9, 12], since the re-encounter with health is in
all people involved. As knowledge is shared either
through professional expertise or through the experience
of living with PD, it must be kept in mind that we are all
“people” behind the role of therapist and patient and this
is also what EMPOWER-PD seeks to put into focus.

Page 3 of 14

Feasibility and preliminary effectiveness design of the
EMPOWER-PD

Study design and settings

This 12-week pilot for a randomized clinical trial will as-
sess the feasibility and preliminary effectiveness of the
EMPOWER-PD and make comparisons with conven-
tional physical therapy (CPh). The EMPOWER-PD inter-
vention protocol was developed according to template
for intervention description and replication (TIDieR)
checklist [28] (see Additional file 1). The study protocol
was described according to the SPIRIT guideline [29]
(SPIRIT Checklist see Additional file 2), and its feasibil-
ity will be analyzed according to the aspects mentioned
in the CONSORT checKlist for pilot and feasibility clin-
ical trials [30] (see Fig. 1). The research project was sub-
mitted to the University Research Ethical Review Board
of the Santa Catarina State University (UDESC), Floria-
noépolis, Santa Catarina, Brazil, according to the terms of
Resolution 466/2012, and approved under report n°
2.145.010. The trial was registered on ReBEC-Brazilian
Registry of Clinical Trials: Rio de Janeiro (R]): Scientific
Information and Technologic in Health Institute (Brazil);
Registry name: A Physiotherapy protocol based on the
preferences of the individual with Parkinson Disease for
health empowerment, Identifier RBR-7ZBXQ5, Regis-
tered 18 August 2017, http://www.ensaiosclinicos.gov.br/
rg/RBR-7zbxq5/.

Participants will be recruited from the BPaRkI of the
Center for Health and Exercise Science of Santa Catarina
State University—UDESC and written informed consent
will be obtained from each participant before the initi-
ation of any treatment. It is important to highlight that
at any time; the participant may withdraw from the
study without any prejudice. Data collection will be in
clinical setting at Catarinense Rehabilitation Center in
the city of Florianépolis/Brazil.

Sample size

The primary outcome of this pilot for a randomized
clinical trial will be the feasibility (adherence, recruit-
ment rates and safety). As in feasibility studies a formal
sample size calculation is not required [30], we esti-
mated the number of participants based on qualitative
analysis. We will adopt the recruitment of 6—12 partici-
pants per group as a recommended for qualitative stud-
ies, being adopted the major value (n=12 per group)
[31]. Accordingly, we will use the criteria of sampling
saturation that means “collecting data until no new in-
formation is obtained” [32].

In relation to the quantitative variables, the present
study is not intended to be fully powered for detection
of statistically significant effects, but it will enable a sam-
ple size calculation related to the quantitative variables
for a future randomized trial [33]. For that, we plan to
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] Inclusion Criteria: Diagnosis of PD, HY | - IV, under

[ Screening drug treatment.

Exclusion Criteria: Against indication to the physical
exercise and the evaluations, MMSE < 26 (schooling >
8years), < 18 (schooling 4 — 8 years) <13 (illiterates).

Excluded

+ Do not meet the inclusion criteria

+ They gave up participating and did not return
to the assessments

+ Other reasons

—>

v

[ Baseline assessment ]
v

] Randomized

v

[ Allocation

A 4

EMPOWER-PD

A

Conventional Physical Therapy

+ 8 weeks of task / specific training of gait and
mobility 2x / week + motivation based on
preferences and stimulate health

+ 8 weeks of task/specific training of gait and
mobility 2x / week.

empowerment.
A 4 A 4
[ Post-intervention dassessment ]
l [ Follow-up ] l
EMPOWER-PD

Conventional Physical Therapy

+ 4 weeks without guidance and supervision + 4 weeks without guidance and supervision

A 4
[ Post Follow-up assessment ]

v

[ Data Analysis ]
Fig. 1 EMPOWER-PD feasibility study CONSORT-style flowchart
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select the sample size based on reasonable precision of
estimates of standard deviation of quantitative measures
which have shown sensitivity in this feasibility study.

Randomization

A computerized block randomization procedure will be
implemented by a blind researcher. Individuals with PD
will be randomly allocated to two arms: (a)
EMPOWER-PD or (b) conventional physical therapy
(CPh). An independent person will notify the treating
physiotherapists by email to ensure concealed allocation.
The distribution of the groups will be kept in a closed en-
velope. The allocation will be on an equal ratio (1:1) be-
tween the two groups of interventions, stratifying by sex
and by the stages I-III of Hoehn and Yahr scale (HY) [34].
To avoid bias, blinded testers will assess the participants.

Participants

Inclusion criteria The inclusion criteria for recruitment
will be participants with a diagnosis of Parkinson’s dis-
ease confirmed by the neurologist according to the UK
PD Brain Bank Diagnostic Criteria [35], classified be-
tween the Stages of I to III according to the HY scale
and stable medication regimen for at least 4 weeks be-
fore the intervention.

Exclusion criteria Subjects with severe cognitive alter-
ations that will impede the comprehension of question-
naires (score <26 for schooling over 8years, <18 for
schooling between 4 and 8years, and <13 for illiterate
participants in the Mini-Mental State Examination
(MMSE)) [36], or those with contraindications for the
practice of physical exercises will be excluded.

Interventions groups

The treatment sessions will be performed in group,
twice a week, for 8weeks, completing 16 sessions
followed by a 4-week follow-up period. Before and after
each session, blood pressure will be measured. The exer-
cise intensity will be monitored every 5 min by an oxim-
eter and the modified Borg scale [37] will be applied to
verify the perception of effort in both groups by two
physical educators for group. However, in the CPh
group, the exercise intensity will be controlled between
55% and 85% of maximum heart rate (HR,,) [2], ac-
cording to the Karvonen’s formula. Each individual value
will be calculated previously the interventions and vebaly
stimulated during the session by the physical educator
to keep up with the recommended HR values, increasing
or slow walking speed. It is important to note that the
intensity of the EMPOWER-PD protocol will be
self-controlled according to the self-perception of effort
of each one. The activities will be carried out during the
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“on” phase of the medication lasting 1 h, divided into 10
min of heating, 40 min of main part, and 10 min of back
to calm [38] in an outpatient space.

Empower-PD Before the intervention sessions, the
physiotherapist responsible for applying the interven-
tions will collect the preferences of each participant
from an anamnesis with questions such as what is your
routine on a weekday? and on the weekend?; what activ-
ity do you most enjoy doing in your routine?; what do
you like to do in your free time?; do you practice any
kind of art?; in what daily life activity can you perceive
your body more?; and others if therapist judge necessary
in their reality. With this information, the therapist can
start to plan how to adapt the protocol to the partici-
pants, for example with music, materials used in leisure
activities, group dynamics, musical instruments, mate-
rials used in their routine, among others.

All the participants recruited and enrolled to
EMPOWER-PD protocol will be training in a mixed cir-
cuit, at the same time, involving walking in solo training
in different contexts (crossing obstacles, reaching activ-
ities, circumventing obstacles, passing through narrow
spaces, dual-functional-task walking) (Fig. 2). In
addition, to sit and stand training and the pivot with
progressions will be specific to each task. It will be ap-
plied from the main part of 40 min duration, being
allowed pauses to rest according to the individual’s per-
ception. The main part starts with all participants inside
the circuit. Some individuals will be sitting and in the
other side, the others will be standing. When the therap-
ist or the participant said to start, all will move together
to the next station. Each station will require different
tasks that will progress every 2 weeks focused on their
activities of daily living and in challenging exercises ac-
cording to motor control principles. The circuits will in-
clude mounted steps, chairs at different heights and
benches, cones, red, green and yellow signs, items of
preferential use (gardening, musical instruments, clean-
ing), which are behind the “U” or pivot-floor marking.
The interaction with the preferred items will be done
when the participants are in the “U” or pivot, during the
period that the whole group went to their positions. De-
tailed descriptions of the interventions and their pro-
gressions are presented in Table 1.

Every 2weeks of intervention, one pillar of
EMPOWER-PD will be addressed (self-knowledge of
your body (first), developing strategies for your limita-
tions and enhancement of your abilities (second), flexibi-
lization and development of your abilities (third) and
autonomy and empowerment of health of participants
for a more proactive life (fourth)). The two first weeks
are periods of familiarization with the dynamics of the
exercise and with the new stimulus of self-perception
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(for more details see Table 1). From the third week on,
several materials will be introduced according to the
protocol. All participants will be entering in contact with
the preferences of all in a circuit system, where each step
the individual will interact with a different activity and
object of preference, for example, dance, sing, paint,
cooking, gardening, and others, according to group and
therapist creativity. The therapist will assume the role of
group guide, in front of the exercises and always gener-
ate positive feedback to each exercise instruction. The
positive feedback provided will be done verbally after
each task, with positive reinforcement and incentive
phrases during the practice of the exercise.

Specifically, in the last 2 weeks of the protocol (seventh
and eighth weeks), the fourth pillar of EMPOWER-PD
(winning autonomy and power for an active life), will be
composed by a booklet (Additional file 3) with circuit im-
ages and suggestions of dynamics and progressions
(already done in weeks 1 to 6 of the protocol) that will be
chosen by the participant based on their preferences. The
booklet will be formulated by the therapist according to
the information from the group collected by contact with
them in all sessions, being adapted for each population
that receive the EMPOWER-PD. It will be composed of
multiple choice options of stretching, main part, progres-
sion, preferences, and cooling; all chosen according to the
group previously at the beginning of the activity. Through-
out the sessions of the last 2 weeks, the therapist will be-
come less active in the stages of construction of the

exercises, duration, and frequency of the exercise, passing
such responsibility to the individuals themselves. The
intervention will continue to be supervised, but the ther-
apist will be present as a source of guidance stimuli for
the group, how initially controlling the time of each part,
suggesting the time to progress and others according to
the necessity of the group.

The warm-ups will always count on varied exercises
that stimulate the activation of the body’s own percep-
tion and the relationship between the groups. The exer-
cises will use music, interaction with their own body and
their colleagues, and their suggestions of warm-up exer-
cises based on their own knowledge about physical activ-
ity previously practiced. A “back to calm” stage will
feature breathing and meditative exercises with the goal
of to perceive sensations in their body after the exercise.
In addition to the feedback provided after each task, at
the end of each session, a talk wheel is held about their
perceptions of the session and the repercussion under
their daily routine.

Conventional physical therapy (CPh) The sessions are
given by two physiotherapists and unlike EMPOWER-
PD, a conventional physical therapy will not address mo-
tivational factors available in the preferences of the
individual and during all sessions. The physiotherapist
will be the main responsible for assembling, controlling,
and directing the interventions in relation to each
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proposed exercise, their durations, intensities, and fre-
quency for all the 8 weeks (Fig. 3).

The therapists will have free choice to use feedbacks,
and their instructions will be more related to the execu-
tion of the exercise than to the stimulus of
self-knowledge of the patient. In this way, the warm-ups
will have active joint mobilization exercises, increasing
the speed of movement progressively according to the
therapist’s command to the group. In the “back to calm”
stage, breathing exercises will be performed, starting
from diaphragmatic exercises to sustained inspiration
and inspiration in times with the association of the
upper limbs.

The training will follow the same EMPOWER-PD base
structure (mixed, varied, and in blocks), featuring walking
in solo, sit-and-lift, and pivot training with specific pro-
gressions for each stage of the circuit and increasing the
level of difficulty of the complete task by increasing the
speed from the therapist’s command. All the participants
recruited and enrolled to the CPh will be training at the
same time as well as in the Empower-PD group. However,
we will control the exercise intensity (55 to 85% of HR ..,
as described previously). The therapy will be in group but
without doubles or trios. The materials used in this proto-
col are the same as the EMPOWER-PD with the addition
of the timer to control the execution speed of the circuit
in some stages of the CPh protocol. The description of the
exercises and their progressions during each week are ex-
plained in Table 2.
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Outcomes

Primary outcomes Adherence will be assessed through
retention and attendance rates. The retention rate will
be analyzed by the percentage of participants completing
all sessions of the intervention (16 in total) as well as the
percentage of participants present in each step of study
until the last evaluation at the follow-up period. Attend-
ance rate will be analyzed by the mean of presences of
the participants divided by the number of sessions of-
fered during the 8-week intervention, multiplied by 100.
The recruitment rate will be expressed by percentage
and analyzed by the number of eligible individuals re-
cruited per month. We will consider a recruitment and
retained rate of >80% as feasible to conduct a future
randomized control trial. Safety will be reported by the
number of adverse events. Adverse events were defined
as exercise intolerance, injuries, or falls during the inter-
vention [39], considering < 5% of occurrence of adverse
as acceptable to conduct a future randomized control
trial. The acceptability of the protocol by the participants
will be better elucidated by the qualitative analysis in a
general way (Fig. 4).

Secondary outcomes The qualitative assessment about
motivation, health empowerment, and the dependency of
professional supervision at post follow-up period will be
done by two researchers during an in-person interview, in
a private room, and recorded for further transcription
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[ Enrolment | Allocation Post-allocation
TIMEPOINT** -t1 0 t1 tz tz
ENROLMENT:
Eligibility screen X
Informed consent X
Allocation X
INTERVENTIONS:
[EMPOWER-PD] R |
[CPh] R R
ASSESSMENTS:
Demographic
X
variables
Cverabies| X x| x| x| x
< x| x
TUG X X X
DGI X X X
FSS X X X
6MWT X X X
Fig. 4 Schedule of enrolment, interventions, and assessments. SPIRIT recommendation. Legend: t-1, before allocation; t0, allocated; t1, baseline; t2,
post-intervention; 3, post-follow-up; CPh, conventional physical therapy; TUG, Timed Up and Go; DGI, Dynamic Gait Index; FSS, Fatigue Severity Scale;
6MWT, 6-min walk test

line-by-line and analysis. The questions will follow investi-
gating the motivation in different steps of the study and
are described in Table 3:

The quantitative outcomes will investigate the prelim-
inary effectiveness of the EMPOWER-PD on mobility,
gait, fatigue, and aerobic function/endurance. Mobility
will be assessed by the Timed up and Go test (TUG)
which consists in walk a distance of 3 m, go beyond the
horizontal mark located on the floor, turn on its axis,
and return to sit again on the same chair. The time of
all tasks will be timed and classified according to falls
risk for PD individuals (< 11 s) [40, 41].

Gait will be evaluated by the Dynamic Gait Index
(DGI) that assesses the gait in different sensorial con-
texts for eight tasks, which will be classified in a score of
0 to 3. The maximum score is the 24 points indicating a
gait performance capable of adapting the different de-
mands proposed by the test [42].

To assess the fatigue, we will use the Fatigue Severity
Scale (FSS). The scale evaluates the impact of fatigue on
motivation, exercise, physical functioning, accomplishing
tasks and responsibilities, and interfering with work,
family, or social life. Contains 9 items, in which the rat-
ing scores range from 1 to 7 for each statement. The
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Table 3 Distribution of questions in the study steps
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Steps Week Question

Baseline 0

1. What made you seek physical therapy?

2. What does Parkinson’s disease mean in your life?
3. What are your expectations with physiotherapy?

Post-intervention 8

4. What this physiotherapy program meant in your life?

5. What did you think about the physiotherapy program that you participated?

6. After physical therapy, do you think you will be able to perform the exercises at
home after discharge? What made you feel more or less capable?

7. Now at the end of the supervised treatment, what is your opinion of the expectations
that you had at the outset?

Post follow-up 12

8. Were you able to do this exercise without supervision in your daily life?

a) How was your experience?

b) If you cannot do, what were the reasons?

9. After this period without supervision, what has this physiotherapy program meant in the
last months of your life?

10. After your participation in this study, the reasons that make you seek physiotherapy are

the same?

Note: Script assembled after pretest and familiarization with three individuals with PD.

highest scores (maximum 63 points) indicate more se-
vere fatigue [43].

The 6-min-walk test (6MWT) will quantify the aerobic
function/endurance. The participants will walk 30 m for 6
min, spinning the cones positioned in the final 50 cm after
the starting and finishing point of the track. The total
number of laps is multiplied by 60 (30 m +30m) and
added to the distance in meters from the last lap resulting
in the total distance covered in the test [44, 45].

Procedures
The baseline assessment will be conducted once partici-
pants have given informed consent. All interviews/scales
will be applied individually in a private setting by a
blinded researcher, and all participants will receive an
identification number. All evaluation will be performed
in the afternoon, with individuals on the “on” phase of
the medication. Demographics and eligibility criteria in-
formation will be collected at the baseline step. From
there, the volunteers eligible in the inclusion criteria will
be randomized into one of the two groups (EMPOW-
ER-PD group and conventional physical therapy group)
by a second researcher not involved in other steps.
Participants allocated to both groups will receive 8
weeks of intervention that will occur at the same time in
different places to minimize individuals’ awareness of
the differences between interventions. Then, the partici-
pants will be assessed at post-intervention, always by the
same physiotherapist research, followed by a follow-up
period of 4 weeks. The main objective of this stage of
the study is to verify if the intervention would be a
source of motivation/empowerment of health for a more
proactive life, and in this way, decrease the dependency
of professional supervision to remain active. For this, the
participant will remain 4 weeks without any guidance
from the therapist. After this, they will be contacted by
phone to schedule the final evaluation, which will be

performed on all outcome variables of the others stages
of the study. Participants who drop out of the study will
also be contacted by phone for the final evaluation.

Data management and analysis

For the feasibility analysis, the results will be expressed
as percentage and numbers referring to adherence, re-
cruitment rates, and safety, respectively. After qualitative
data collection, two authors will perform the total tran-
scription of the audios and notes line-by-line. Then, two
authors will start the codification of the corpus. After
transcription, the corpus will be codified in numbers
and their respective groups (e.g., # IDlemp, # ID5cph)
by a blinded third researcher, for the later analysis by a
fourth researcher. Codes will then be consolidated into
categories after an extensive exploration of the material
and interpretation of the data obtained according to the-
matic analysis of the content. From this, entire research
team will discuss to formulate inferences.

To verify the preliminary effectiveness regarding quan-
titative outcomes, the descriptive analysis will be per-
formed with frequency, central tendency, and variability
(mean and standard deviation or median and interquar-
tile interval) in the statistical program SPSS 20.0 for
Windows (IBM-USA). All results of the preliminary effi-
cacy of the feasibility trial will be described as estimates
of 95% confidence interval. An intention-to-treat ana-
lysis will be done with participants including who even-
tually will be missed in any part of the study.

Discussion

It is widely mentioned in the literature that individual with
PD have important barriers in adherence and motivation
with regards to maintaining an active lifestyle [3, 5, 6].
However, few studies have sought practical changes to in-
crease individual’s motivation and empowerment, most of
which are qualitative [5, 11]. EMPOWER-PD is innovative
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because it has the potential to identify and harness intrin-
sic motivation [2, 12] (through the self-knowledge of its
capacities and limitations), developing with the partici-
pant, a path to empowerment of their health. We believe
that this kind of approach, centered on individual prefer-
ences, would provide a source of motivation/empower-
ment of health and perhaps decrease the dependency of
professional supervision to remain active.

In this way, this study protocol was developed to analyze
the individual in its totality, including their expectations and
perceptions of their own body. Based on this, the design of
the pilot study was planned, aiming to investigate the feasi-
bility aspects such as adherence/recruitment rates and safety
as well as the receptivity of the participants to this new phys-
ical therapy approach. The preliminary effectiveness regard-
ing motor and non-motor symptoms will be also addressed
generating future data for sample size calculations for an ad-
equately powered analysis. In addition, from the qualitative
variables, the pilot study will investigate the meaning of the
protocol in their life, the real motives that prevent the con-
tinuity of physical exercise practice, and autonomy in the
management of their health [5, 7]. Through interviews, indi-
viduals have the opportunity to verbalize their reflections on
the perceived outcome of rehabilitation, leading to an aware-
ness of the efficacy of an active life and their own limitations
and capabilities, allowing the passage of time the patient’s
passive state to a more proactive disposition [5, 9].

This protocol is the first step towards a new vision of
physical therapy care for both PD individuals and therapists
[7]. Its validation and application will bring many other is-
sues, changes, and limitations that will come along the way,
enabling your deepening, enhancement, and incentive by
futures clinical trials. However, the message the
EMPOWER-PD carries and what we want to find on this
path is that the exercise is no longer a medical obligation,
but an act of care with itself. This act of caring is the source
of approximation of the people involved in this seeking to
live empowered health and well-being with themselves and
with the others. The present study hopes to stimulate many
other studies, protocols, and revisions that aim at studying
the patient-centered approach to empower PD individuals.
Believing that the efficacy of specialized physiotherapy in
PD is maintained [2, 3, 46], but with a different way to see
the therapist and the individual with PD [2, 12]. If feasible,
this pilot randomized controlled trial may help guide a lar-
ger, definitive, randomized controlled trial to determine the
effectiveness of EMPOWER-PD intervention in patients
with Parkinson’s disease.

Trial status

The EMPOWER-PD trial started in December 2016. Re-
cruitment commenced in August 2017 and will continue
until March 2018. The end date for the trial is October
2018.

Page 12 of 14

Additional files

Additional file 1: Template for intervention description and replication
(TIDieR) checklist of the study protocol. (DOCX 29 kb)

Additional file 2: Description of study protocol according to the SPIRIT
Checklist. (DOC 122 kb)

Additional file 3: EMPOWER-PD (WINNING AUTONOMY AND POWER
FOR AN ACTIVE LIFE) booklet. (DOCX 1743 kb)

Abbreviations

BPaRkl: Brazilian Parkinson’s Disease Rehabilitation Initiative;

CONSORT: Consolidated Standards of Reporting Trials; CPh: Conventional
physical therapy; HRyax: Maximum heart rate; HY: Hoehn and Yahr;

ICF: International Classification of Functionality; MMSE: Mini-Mental State
Examination; PD: Parkinson’s disease; SPIRIT: Standard protocol item;
SPSS: Statistical Package for the Social Sciences; TIDieR: Template for
intervention description and replication; TUG: Timed Up and Go;

UDESC: Santa Catarina State University; UK: United Kingdom

Acknowledgements

To CAPES/Brazil by the fellowship provided to Helena de Oliveira Braga. The
authors would like to acknowledge to each participant of the study and all
BPaRkl family that do this study possible.

Funding
This study was not supported by any funding.

Availability of data and materials
The data of this study are available from the corresponding author by
request.

Authors’ contributions

HdOB and AS contributed to the conception, design of the study,
manuscript writing, and critical revision of the manuscript. ACdAG helped in
the conception, design of the study, and critical revision of the manuscript.
ECG, TVK, JK, and ASKdS contributed to the conception and design of the
study. RSM helped in the critical revision of the manuscript. Al authors read
and approved the final manuscript.

Ethics approval and consent to participate

The research project was submitted to the University Research Ethical
Review Board of the Santa Catarina State University (UDESC, Florianopolis,
Santa Catarina, Brazil), according to the terms of Resolution 466/2012, and
approved under report n° 2.145.010. The trial was registered on ReBEC -
Brazilian Registry of Clinical Trials: Rio de Janeiro (RJ): Scientific Information
and Technologic in Health Institute (Brazil); Identifier RBR-7ZBXQ5, Registry
name: A Physiotherapy protocol based on the preferences of the individual
with Parkinson Disease for health empowerment, Identifier RBR-7ZBXQ5, Reg-
istered 18 August 2017, http://www.ensaiosclinicos.gov.br/rg/RBR-7zbxq5/.
Any modifications in the study will be reported to the REBEC. Written in-
formed consent will be obtained from each participant before the initiation
of any treatment.

Competing interests
The authors declare that they have no competing interests.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in
published maps and institutional affiliations.

Received: 21 February 2018 Accepted: 3 January 2019
Published online: 28 January 2019

References

1. World Health Organization, Classification A, Surveys and Terminology Team.
International Classification of Functioning, Disability and Health-ICF. 2001.

2. Keus S, Munneke M, Graziano M, et al. European physiotherapy guideline for
Parkinson’s disease. KNGF/ Parkinson Net. 2014;1:1-191.


https://doi.org/10.1186/s40814-019-0394-9
https://doi.org/10.1186/s40814-019-0394-9
https://doi.org/10.1186/s40814-019-0394-9
http://www.ensaiosclinicos.gov.br/rg/RBR-7zbxq5/

Oliveira Braga et al. Pilot and Feasibility Studies

20.

21.

22.

(2019) 5:19

Ellis T, DeAngelis TR, Dalton D, Venne J. Be active and beyond: a guide to
exercise and wellness for people with Parkinson’s disease. Am Park Dis
Assoc. 2016;1:34.

Ellis T, Boudreau JK, DeAngelis TR, Brown LE, Cavanaugh JT, Earhart GM, et
al. Barriers to exercise in people with Parkinson disease. Phys Ther. 2013;
93(5):628-36. https://doi.org/10.2522/ptj.20120279.

Giardini A, Pierobon A, Callegari S, Bertotti G, Maffoni M, Ferrazzoli D, et al.
Towards proactive active living: patients with Parkinson's disease experience
of a multidisciplinary intensive rehabilitation treatment. Eur J Phys Rehabil
Med. 2017;53(1):114-24. https;//doi.org/10.23736/S1973-9087.16.04213-1.
Khalil H, Busse M, Quinn L, Nazzal M, Batyha W, Alkhazaleh S, et al. A pilot
study of a minimally supervised home exercise and walking program for
people with Parkinson’s disease in Jordan. Neurodegener Dis Manag. 2017;
7(1):73-84. https;//doi.org/10.2217/nmt-2016-0041.

Quinn L, Busse M, Khalil H, Richardson S, Rosser A, Morris H. Client and
therapist views on exercise programmes for early-mid stage Parkinson's
disease and Huntington’s disease. Disabil Rehabil. 2010;32(11):917-28.
https://doi.org/10.3109/09638280903362712.

Dorsey ER, Vlaanderen FP, Engelen LJ, Kieburtz K, Zhu W, Biglan KM, et al.
Moving Parkinson care to the home. Mov Disord. 2016;31(9):1258-62.
https://doi.org/10.1002/mds.26744.

Van Der Eijk M, Faber MJ, Al Shamma S, Munneke M, Bloem BR. Moving
towards patient-centered healthcare for patients with Parkinson'’s disease.
Parkinsonism Relat Disord. 2011;17(5):360-4. https://doi.org/10.1016/j.
parkreldis.2011.02.012.

Van Der Eijk M, Nijhuis FA, Faber MJ, Bloem BR. Moving from physician-
centered care towards patient-centered care for Parkinson's disease
patients. Parkinsonism Relat Disord. 2013;19(11):923-7. https://doi.org/10.
1016/j.parkreldis.2013.04.022.

Tickle-Degnen L, Ellis T, Saint-Hilaire MH, Thomas CA, Wagenaar RC. Self-
management rehabilitation and health-related quality of life in Parkinson's
disease: a randomized controlled trial. Mov Disord. 2010;25(2):194-204.
https://doi.org/10.1002/mds.22940.

Glasgow RE, Davis CL, Funnell MM, Beck A. Implementing practical
interventions to support chronic illness self-management. Jt Comm J Qual
Saf. 2003;29(11):563-74.

Institute of Medicine. Crossing the quality chasm. A new health system for
the 21st century. Washington DC: National Academy Press; 2001. p. 1-8.
Shen X, Wong-Yu IS, Mak MK. Effects of exercise on falls, balance, and gait
ability in Parkinson’s disease: a meta-analysis. Neurorehabil Neural Repair. 2016;
30(6):512-27. https://doi.org/10.1177/1545968315613447 Epub 2015 Oct 21.
Wang XQ, Pi YL, Chen BL, Wang R, Li X, Chen PJ. Cognitive motor
intervention for gait and balance in Parkinson’s disease: systematic review
and meta-analysis. Clin Rehabil. 2016;30(2):134-44. https://doi.org/10.1177/
0269215515578295 Epub 2015 Apr 14.

Shu HF, Yang T, Yu SX, Huang HD, Jiang LL, Gu JW, Kuang YQ. Aerobic
exercise for Parkinson’s disease: a systematic review and meta-analysis of
randomized controlled trials. PLoS One. 2014;9(7):e100503. https://doi.org/
10.1371/journal pone.0100503 eCollection 2014.

Tomlinson CL, Herd CP, Clarke CE, Meek C, Patel S, Stowe R, Deane KH,
Shah L, Sackley CM, Wheatley K, lves N. Physiotherapy for Parkinson’s
disease: a comparison of techniques. Cochrane Database Syst Rev. 2014;6:
CD002815. https://doi.org/10.1002/14651858.CD002815.pub2.

Tomlinson CL, Patel S, Meek C, Herd CP, Clarke CE, Stowe R, Shah L, Sackley
CM, Deane KH, Wheatley K, Ives N. Physiotherapy versus placebo or no
intervention in Parkinson'’s disease. Cochrane Database Syst Rev. 2013,9:
CD002817. https://doi.org/10.1002/14651858.CD002817.pub4.

de Dreu MJ, van der Wilk AS, Poppe E, Kwakkel G, van Wegen EE.
Rehabilitation, exercise therapy and music in patients with Parkinson’s
disease: a meta-analysis of the effects of music-based movement therapy
on walking ability, balance and quality of life. Parkinsonism Relat Disord.
2012;18(Suppl 1):5114-9. https.//doi.org/10.1016/51353-8020(11)70036-0.

Ellis TD, Cavanaugh JT, Earhart GM, Ford MP, Foreman KB, Thackeray A, et al.

Identifying clinical measures that most accurately reflect the progression of
disability in Parkinson disease. Parkinsonism Relat Disord. 2016;25:65-71.
https://doi.org/10.1016/j.parkreldis.2016.02.006.

Rosqvist K, Hagell P, Odin P, Ekstrom H, Iwarsson S, Nilsson MH. Factors
associated with life satisfaction in Parkinson’s disease. Acta Neurol Scand.
2016. https://doi.org/10.1111/ane.12695.

Nisenzon AN, Robinson ME, Bowers D, Banou E, Malaty |, Okun MS.
Measurement of patient-centered outcomes in Parkinson’s disease: what do

23.

24,

25.

26.

27.

28.

29.

30.

31

32.

33.

34,

35.

36.

37.

38.

39.

40.

41.

42.

43.

Page 13 of 14

patients really want from their treatment? Parkinsonism Relat Disord. 2011;
17(2):89-94. https.//doi.org/10.1016/j.parkreldis.2010.09.005.

A'Campo LE, Wekking EM, Spliethoff-Kkamminga NG, Le Cessie S, Roos RA.
The benefits of a standardized patient education program for patients with
Parkinson's disease and their caregivers. Parkinsonism Relat Disord. 2010;
16(2):89-95. https;//doi.org/10.1016/j.parkreldis.2009.07.009.

Kwok JY, Choi KC, Chan HY. Effects of mind-body exercises on the
physiological and psychosocial well-being of individuals with Parkinson’s
disease: a systematic review and meta-analysis. Complement Ther Med.
2016;29:121-31. https://doi.org/10.1016/j.ctim.2016.09.016.

Fereshtehnejad SM. Strategies to maintain quality of lifeamong people with
Parkinson’s disease:what works? Neurodegener Dis Manag. 2016;6(5):399—-
415. https://doi.org/10.2217/nmt-2016-0020.

Leavy B, Roaldsen KS, Nylund K, Hagstromer M, Franzén E. “Pushing the
limits”: rethinking motor and cognitive resources after a highly challenging
balance training program for Parkinson disease. Phys Ther. 2017,97(1):81-9.
Van Uem JMT, Marinus J, Canning C, Lummel RV, Dodel R, Liepelt-Scarfone,
et al. Health-related quality of life in patients with Parkinson’s disease- A
systematic review based on the ICF model. Neurosci Biobehav Rev. 2016,61:
26-34. https//doi.org/10.1016/j.neubiorev.2015.11.014.

Hoffmann TC, Glasziou PP, Boutron |, Milne R, Perera R, Moher D, Altman
DG, Barbour V, Macdonald H, Johnston M, Lamb SE, Dixon-Woods M,
McCulloch P, Wyatt JC, Chan AW, Michie S. Better reporting of interventions:
template for intervention description and replication (TIDieR) checklist and
guide. BMJ. 2014;348:91687. https://doi.org/10.1136/bmj.g1687.

Chan AW, Tetzlaff JM, Gatzsche PC, Altman DG, Mann H, Berlin JA, et al.
SPIRIT 2013 explanation and elaboration: guidance for protocols of clinical
trials. BMJ. 2013:1-42. https;//doi.org/10.1136/bmj.e7586.

Eldridge SM, Chan CL, Campbell MJ, Bond CM, Hopewell S, Thabane L, et al.
CONSORT 2010 statement: extension to randomized pilot and feasibility
trials. Bio Med Center. 2016;2:64. https://doi.org/10.1186/540814-016-0105-8.
Streubert HJ, Carpenter DR. Phenomenology as a method. In: Surrena H,
editor. Qualitative research in nursing: advancing the humanistic imperative.
Philadelphia: Lippincott Williams & Wilkins; 2011. p. 72-96.

Sandelowski M. Focus on qualitative methods: sample size in qualitative
research. Res Nurs Health. 1996;18:179-83.

Whitehead AL, Julious SA, Cooper CL, Campbell MJ. Estimating the sample
size for a pilot randomised trial to minimize the overall trial sample size for
the external pilot and main trial for a continuous outcome variable. Stat
Methods Med Res. 2016;25:1057-73.

Hoehn MM, Yahr MD. Parkinsonism: onset, progression and mortality.
Neurology. 1967;17(5):427-42.

Hughes AJ, Daniel SE, Kilford L, Lees AJ. Accuracy of clinical diagnosis of
idiopathic Parkinson’s disease: a clinico-pathological study of 100 cases. J
Neurol Neurosurg Psychiatry. 1992;55(3):181-4.

Bertolucci HFP, Brucki SMD, Campacci SR, Yara J. O Mini-Exame do Estado
Mental em uma Populacdo Geral: Impacto da Escolaridade. Arq
Neuropsiquiatr. 1994;52(1):1-7.

Borg GAV. Psycho-physical bases of perceived exertion. Med Sci Sports
Exerc. 1982;14:377-81.

Schenkman M, Hall D, Kumar R, Kohrt WM. Endurance exercise training to
improve economy of movement of people with Parkinson disease: three
case reports. Phys Ther. 2008,88:63-76.

McGough EL, Robinson CA, Nelson MD, Houle R, Fraser G, Handley L, Jones
ER, Amtmann D, Kelly VE. A tandem cycling program: feasibility and physical
performance outcomes in people with Parkinson disease. J Neurol Phys
Ther. 2016;40(4):223-9.

Maia AC, Rodrigues-de-Paula F, Magalhdes LC, Teixeira RLL. Cross-cultural
adaptation and analysis of the psychometric properties of the balance
evaluation systems test and MiniBESTest in the elderly and individuals with
Parkinson’s disease: application of the Rasch model. Braz J Phys Ther. 2013;
17(3):195-217. https.//doi.org/10.1590/51413-35552012005000085.

Horak FB, Wrisley DM, Frank J. The balance evaluation systems test (BESTest)
to differentiate balance deficits. Phys Ther. 2009;89(5):484-98. https://doi.
0rg/10.2522/p1].20080071.

Huang SL, Hsieh CL, Wu RM, Tai CH, Lin CH, Lu WS. Minimal detectable
change of the timed “up & go” test and the dynamic gait index in people
with Parkinson disease. Phys Ther. 2011,91(1):114-21. https://doi.org/10.
2522/pt}.20090126.

Valderramas S, Feres AC, Melo A. Reliability and validity study of a
Brazilian- Portuguese version of the fatigue severity scale in


https://doi.org/10.2522/ptj.20120279
https://doi.org/10.23736/S1973-9087.16.04213-1
https://doi.org/10.2217/nmt-2016-0041
https://doi.org/10.3109/09638280903362712
https://doi.org/10.1002/mds.26744
https://doi.org/10.1016/j.parkreldis.2011.02.012
https://doi.org/10.1016/j.parkreldis.2011.02.012
https://doi.org/10.1016/j.parkreldis.2013.04.022
https://doi.org/10.1016/j.parkreldis.2013.04.022
https://doi.org/10.1002/mds.22940
https://doi.org/10.1177/1545968315613447
https://doi.org/10.1177/0269215515578295
https://doi.org/10.1177/0269215515578295
https://doi.org/10.1371/journal.pone.0100503
https://doi.org/10.1371/journal.pone.0100503
https://doi.org/10.1002/14651858.CD002815.pub2
https://doi.org/10.1002/14651858.CD002817.pub4
https://doi.org/10.1016/S1353-8020(11)70036-0
https://doi.org/10.1016/j.parkreldis.2016.02.006
https://doi.org/10.1111/ane.12695
https://doi.org/10.1016/j.parkreldis.2010.09.005
https://doi.org/10.1016/j.parkreldis.2009.07.009
https://doi.org/10.1016/j.ctim.2016.09.016
https://doi.org/10.2217/nmt-2016-0020
https://doi.org/10.1016/j.neubiorev.2015.11.014
https://doi.org/10.1136/bmj.g1687
https://doi.org/10.1136/bmj.e7586
https://doi.org/10.1186/s40814-016-0105-8
https://doi.org/10.1590/S1413-35552012005000085
https://doi.org/10.2522/ptj.20080071
https://doi.org/10.2522/ptj.20080071
https://doi.org/10.2522/ptj.20090126
https://doi.org/10.2522/ptj.20090126

Oliveira Braga et al. Pilot and Feasibility Studies (2019) 5:19 Page 14 of 14

Parkinson’s disease patients. Arq Neuropsiquiatr. 2012;70(7):
497-500.

44, Steffen T, Seney M. Test-retest reliability and minimal detectable change on
balance and ambulation tests, the 36-item short-form health survey, and
the unified Parkinson disease rating scale in people with parkinsonism. Phys
Ther. 2008,88(6):733-46. https://doi.org/10.2522/ptj.20070214.

45. Holland AE, Spruit MA, Troosters T, Puhan MA, Pepin V, Saey D, et al. An
official European Respiratory Society/American Thoracic Society technical
standard: field walking tests in chronic respiratory disease. Eur Respir J. 2014;
44(6):1428-46. https://doi.org/10.1183/09031936.00150314.

46. Ene H, McRae C, Schenkman M. Attitudes toward exercise following
participation in an exercise intervention study. J Neurol Phys Ther. 2011;
35(1):34-40. https://doi.org/10.1097/NPT.0b013e31820cb917.

Ready to submit your research? Choose BMC and benefit from:

e fast, convenient online submission

o thorough peer review by experienced researchers in your field

 rapid publication on acceptance

o support for research data, including large and complex data types

e gold Open Access which fosters wider collaboration and increased citations
e maximum visibility for your research: over 100M website views per year

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions k BMC



https://doi.org/10.2522/ptj.20070214
https://doi.org/10.1183/09031936.00150314
https://doi.org/10.1097/NPT.0b013e31820cb917

	Abstract
	Background
	Method
	Discussion
	Trial registration

	Background
	Methods
	Idealization and development of the EMPOWER-PD
	Feasibility and preliminary effectiveness design of the EMPOWER-PD
	Study design and settings
	Sample size
	Randomization
	Participants
	Interventions groups
	Outcomes

	Procedures
	Data management and analysis

	Discussion
	Trial status

	Additional files
	Abbreviations
	Acknowledgements
	Funding
	Availability of data and materials
	Authors’ contributions
	Ethics approval and consent to participate
	Competing interests
	Publisher’s Note
	References

