ROBOTS IN ASSISTED
LIVING ENVIRONMENTS

UNOBTRUSIVE, EFFICIENT, RELIABLE  AND
MODULAR SOLUTIONS FOR INDEPENDENT AGEING

Research Innovation Action
Project Number: 643892  Start Date of Project: 01/04/2015 Duration: 36 months

DELIVERABLE 6.3

Piloting Plan 111

Dissemination Level ‘ Public

Due Date of Deliverable

Actual Submission Date 31 March 2017

Work Package

Task T6.1, Piloting plan development

Lead Beneficiary

Contributing beneficiaries NCSR-D, RUB, ROBOTNIK, S&C, FHAG
Type

Status Submitted

Version

Project funded by the European Union’s Horizon 2020 Research and Innovation Actions



D6.3: Piloting Plan 111

Abstract

This report plans the first round summative phase of pilots that will test the first integrated RADIO
prototype, including: (i.e. robotic platform, smart home functionalities and the final prototype of
RADIO GUI) and establishes the procedures for collecting questionnaires, RADIO output and ground
truth observations for estimating the usability and efficacy of the system.
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Executive Summary

This report plans the first round summative phase of pilots that will test the first integrated RADIO
prototype (i.e. robotic platform, smart home functionalities and the final prototype of RADIO GUI).
More specifically, this report details the number of the participants and how long they will work with
the consortium in the first round summative phase of pilots (M25-M27) both at private residences
outside of any medical care institutions (FZ) and at the FHAG Geriatric Centre. This report describes
the scenarios of both pilots. It also describes the study design, the procedures for collecting
guestionnaires, RADIO output and ground truth observations for estimating the usability and efficacy
of the system. This report also appends the consent forms that will be used for the study subjects, the
ethics approvals obtained by both FHAG and FZ, the data recording forms to be filled by research
assistants and nurses during the pilot studies and the custom-made questionnaire for obtrusiveness.
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Abbreviations and Acronyms

ADL
ASQ
IADL

interRAI

interRAI HC
interRAI LTCF
MMSE

PIADS

SCRSA

SUS

Activities of Daily Living
After-Scenario Questionnaire
Instrumental Activities of Daily Living

International collaborative to improve the quality of life of vulnerable persons
through a seamless comprehensive assessment system. Cf. http://www.interrai.org

The interRAI Home Care Assessment System

The interRAI Long-Term Care Facilities Assessment System
Mini Mental State Examination

Psychosocial Impact of Assistive Devices Scale

Self-Contained RADIO Smart Apartment, the RADIO installation at
FHAG.

System Usability Scale
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1 INTRODUCTION

1.1 Purpose and Scope

RADIO presents a domestic assistant and home automation profile to the end-user, which most
importantly acts as an unobtrusive health monitoring system.

RADIO’s main objective is an unobtrusive monitoring system whose equipment is an obvious and
accepted part of the user’s daily life, by adopting a smart home/assistant robot approach, where the
sensing equipment actively strives to be obvious and closely located to the user; that is, we propose that
robot companions and assistants are used to collect the data needed for medical monitoring.

RADIO system will provide a pool of ICT based in-home services that will be offered to elderly users
that live at home to improve time spent autonomously at home. Although the RADIO system is
primarily presenting a domestic assistant and home automation profile, it is also acting as an unobtrusive
health monitoring system and as an instrument for medical evaluation. It will ensure the timely
availability of the patients’ clinical and behavioral data to allow timely prognosis and clinical actions.
Through its direct involvement in end-users’ daily activities, RADIO observes activities of daily life
and mood. These observations are used to establish patterns and identify deviations. Moreover, RADIO
empowers new care service provisioning models based on the remote supervision of the elderly/patients
from the medical experts and/or health professionals or caregivers. It deals with the
extraction/derivation of reinforced medical knowledge associated with symptoms, good practices,
treatments and personalized patterns of treatment for elderly users.

Obijectives of the study:

e Measure validity of the Radio system
Evaluate functional activities and mood
Improving Quality of Life
Measure Usability

This report plans the first round of the summative phase of pilots (M25-M27) that will test the first
integrated RADIO (i.e. robotic platform, smart home functionalities and the final prototype of RADIO
GUI) in order to establish the procedures for collecting questionnaires, RADIO output and ground truth
observations for estimating the usability and efficacy of the system. More specifically, this report details
the number of the participants and how long they will work with the consortium both at private
residences outside of any medical care institutions (FZ) and at the FHAG Geriatric Centre. This report
describes the scenarios of both pilots. This report also appends the consent forms that will be used for
the study subjects, the assessment questionnaires and the safety certification of the used hardware.

1.2 Approach
RADIO pilot studies have been designed in three phases:

1. Formative phase; first pilot at FSL (D6.1/D6.5/D6.9)
2. Intermediate phase; second pilot of RADIO components at FSL (D6.2/D6.6/D6.10/D6.13)
3. Summative phase; final RADIO pilots.

The Summative phase includes two rounds of pilots, one during M25- M27 and one during M31-M33.
Both rounds include pilots at FHAG premises and at the private homes of FZ clients who have
volunteered to participate. The objectives of these pilots are (a) to validate the prototype of the overall
RADIO system; and (b) to provide data for the final, summative user evaluation report and medical
evaluation report. This deliverable plans the first round of summative piloting phase.
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The steps leading up to carrying out the first round of pilot are as follows (described separately for
FHAG and FZ studies):

FHAG

ROBOTNIK

NCSR-D

TWG

S&C
NCSR-D,
TWG,
ROBOTNIK,
S&C

NCSR-D,
TWG, AVN

NCSR-D

ROBOTNIK

NCSR-D

ROBOTNIK

NCSR-D,
TWG,
ROBOTNIK,
S&C

Table 1. Time plan of FHAG pilot study deployment.

Pilot facility refurbished and technical infrastructure ready to be tested by 20 Feb 2017

technical partners

Mapping of FHAG premises

Collected datasets with target group population for testing recognition
methods for chair transfer, bed transfer, pill intake and 4m timed
walk

Network and BLE coverage

Deployment of Smart Home (SH) sensors

Overall deployment at FHAG / technical workshop/testing ADLs related
to SH sensors

Finalize the recognition method software that will be used at the first
round of Summative Phase pilots.

Delivery of D5.5, final RADIO GUI prototype.

Finalize the robot platform design.

Final version of the main controller that collects data and prepares the
daily report.

Delivered two robot platform units for FHAG pilot study.

Overall deployment for the purposes of FZ Pilots/ technical workshop.
Delivery of two robot platform units for FZ pilot study

20-22
Feb 2017

10 Feb 2017

13-15 March
2017

End of 2™
reporting
period

May 2017

NCSR-D, TWG, ROBOTNIK and S&C will support the pilot with personnel on site (before and during
the first days) and on the phone/email (throughout the whole pilot).
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WP2 WP3 WP4 WP6
Task 2.3 Task 4.1
M18 D2.7 D4.2
Task 6.4 Task 6.5
M21 D6.10 D6.13
Task 3.1 o + +
M24 D3.3 .| Task6.1
g D6.3
>
A 4
Task 6.3
M27 D6.7

Figure 1: Dependencies between this deliverable and other deliverables.

1.3 Relation to other Work Packages and Deliverables

This deliverable is prepared within Task 6.1 Piloting plan development and it describes the pilot
planning of the summative phase of the pilots. The selection criteria of the participants were firstly
described in D2.1 Early detection methods & relevant system requirements I. Moreover, this deliverable
takes into account the results of the summative phase pilot trials as reported in D6.10 User evaluation
report Il.

The ADL items recognition that is going to be tested during the summative phase pilot was decided
based on D2.7 Balancing between medical requirements and obtrusiveness, D3.3 Conceptual
architecture for sensing methods and sensor data sharing 111, D4.2 Architecture for extending smart
homes with robotic platforms 11 and the outcomes of the 3" plenary meeting (Bochum, December 2016).

This report plans the first round of trials of the summative phase study that will be carried out at FHAG
premises and at the private homes of FZ’s clients in the context of Task 6.3 Pilot deployment and
execution (M22-M33) to produce D6.7 Pilot report 1l (M27).

These dependencies and interactions are also graphically depicted in Figure 1.
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2 SUMMATIVE PHASE PILOTS: MATERIALS AND METHODS

The summative phase is dedicated to the evaluation of the usability and fitness of purpose of both the
first and final integrated RADIO prototype. These will be tested during M25-M27 and M31-M33,
accordingly. Particularly this reports describes the details related to the pilot during M25-27 (first round
of Summative phase pilot studies) at both FHAG premises and at private homes of FZ’s clients.

2.1 Pilots at FHAG
2.1.1 Participants

Participants will be recruited from Day Hospital and Adolfo Montanya Nursing Home. For the
pilot study all subjects will give written informed consent for participation.

Two weeks before the onset of the study, each potential candidate will be invited by a Research to a
half an hour appointment that will take place at the Self-Contained RADIO Smart Apartment
(SCRSA) to be informed about the purpose of the study and discuss any potential issues. At this stage,
following detailed information, the participant will give us signed consent to precede the study.

Participants will be selected based on the inclusion and exclusion criteria as described in D2.1 Early
detection methods & relevant system requirements | (see Section 2.4.2). In reference to the exclusion
criterion related to the ability to operate the RADIO system, if a participant is unable to operate the
RADIO system during 3 training sessions he will be excluded.

Eight (8) participants will be involved in the first round of the summative phase of pilots, starting from
the 15" of May. Each participant will work 3 days with the consortium.

2.1.2 Description of Self-Contained RADIO Smart Apartment

The test will take place inside the Self-Contained RADIO Smart Apartment (SCRSA) in Fundacio
Hospital Asil de Granollers. SCRSA is placed on third floor of the Adolfo Montanya Geriatric Centre
(Figure 2). The services provided by the Smart Home are listed in Table 2.

Table 2. FHAG Smart Home Services

Services Details on service
Security e Flood detection

e Smoke detection

e Movement detection

e Intrusion detection
Control: To turn on/off equipment & e Lights
scheduling e Air conditioning

e Shutters

e Electric appliances
Consumption: Information on electricity e Room electric consumption
consumption and scheduling e Cooker
Comfort: Knowledge about comfort values e Motion, Temperature, Light, Humidity, Vibration, UV

at home /Other smart home automations
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Figure 2 Floor map of the 3™ floor at Adolfo Montafia Geriatric Centre- Rectangle marks SCRSA with bedroom, dining
space, kitchen and bathroom facilities

Figure 3. SCRSA. A and B correspond to the SCRSA; C bathroom; D robot station-positioning on the SCRSA: E doctor's
visit room (named “despacho” at the 2D map of Figure 2).
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2.1.3 Smart Nursing Home Scenario Description
Illustrative Scenario

Mrs. Josefa Pérez is an 80 years old lady with chronic medical conditions, without serious functional
impairment who was admitted to our Nursing Home 2 years ago because she became widow, felt alone
and was concerned about her performance managing on her own in the community (showed difficulties
on managing finances and her medication).

Two weeks before the onset of the study, our Research Assistant (RA) will invite her to participate. A
half an hour appointment will take place at SCRSA premises informing and discussing the purpose of
it. At this stage, following detailed information, consent forms (see Appendices I and I1) will be signed
by the participant.

The first day of the study will be dedicated to assessment and training. On the day of the study the RA
will pick up Mrs JP from her bedroom at room 21 on AM Nursing Home. The patient will be admitted
around 11:00 am with some personal belongings regarding personal hygiene, clothing or food
preferences. Soon after the person settles in the new apartment the research assistant will approach the
patient in order to perform the standardized comprehensive geriatric assessment (CGA) using interRAI
LTCF form (see D2.1).

Following CGA the RA will introduce interfaces, equipment and other facilities of the Smart Nursing
Home as well as relevant considerations about safety and alarms. The SCRSA is connected 24 hours to
the nursing central station. The RA will work with the patient in order to become familiar with the
technology and up to three runs of information and practice with the Graphic User Interface will be
offered before deciding that the patient is able to participate in the study. The Research Assistant will
spend enough time to train the patient with the functionalities similar to what described in D6.2 section
2.2.2 Training description. After the baseline assessment and training the scheduled program will
consist of 2 days / 1 night stay at SCRSA, completing three days all together for each participant at the
FHAG pilot study.

Following the training day, the study will with data collection on human activity patterns with the
RADIO system as it is presented in Table 3. We will work with 3 sub-scenarios at morning, afternoon
and dinner times where basic (bed transfer, chair transfer, 4 meters walk) and instrumental (pill intake,
meal preparation) activities will take place. Moreover, each participant will be given the opportunity to
use smart home’s functionalities. Each sub-scenario has its own description and it is characterized by
specific activities that will happen in these periods of time. Health Care personnel will be present during
specific periods of time (sub scenarios: breakfast, lunch and dinner time) to make the ground truth
assessment.

The study finishes at 10:30 on day 3 with the fulfilment of usability, satisfaction and quality of life
guestionnaires and in-depth interview about potential obtrusiveness of the technology for qualitative
analysis.
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Standard schedule

Table 3. Standard schedule for FHAG pilot study scenario.

Day Sub scenario Schedule of events

D1 e Arranged admission at 11:00 hours

Training e Reception

Day e Comprehensive Geriatric Assessment (CGA) by health

Phase Baseline:
Assessment 0.
(11:00 — 12:30)

care personnel.

Information and training with RADIO system (up to
three runs)

Use of GUI:

Initial ADLs recording: Bed transfer, Chair transfer,
Pill intake, 4 meters walk inside.

D2 Phase Baseline:
Study Day  Assessment |
(11:00-12:30)

Start of the study

Use of GUI: Comfort and safety (switching off TV set,
blinks down, lights off sensor, arming safety alarm)
ADLs recording: Bed transfer, Chair transfer, Pill
intake, 4 meters walk inside.

Phase Il (Lunch)
(13:30 - 15:00)

® o o o °

Pill intake -Lunch time medication

Chair transfer -Lunch dining room

Lunch ADL recording: 4 meters walk inside (x two
times)

Bed transfer- Lunch nap

Armchair transfer (for TV watching)

TV watching (activation of TV set)

Use of GUI: Comfort and safety (switching off TV set,
blinks down, lights off sensor, arming safety alarm)
Going out

Phase 111 (Dinner)
(19:00 — 20:30)

Dinner time medication (Pill intake)

ADLs recording: Chair transfer, 4 meters walk inside.
Meal preparation

Use of GUI: TV set down sensor, blinks down sensor,
lights off sensor bed sensor.

Going to bed 23:00

D3 Study Phase | (Breakfast)
Day (08:00 — 09:30)

Waking up 08:00

GUI usage: control comfort (lights, air conditioning,
shutters)

Final ADLs recording: Bed transfer, Chair transfer, Pill
intake, 4 meters walk inside.

Meal preparation: Breakfast

Phase I (Outpatient’s
Visit)
(09:30 — 10:00)

Going out to the doctor’s appointment the patient has
requested to the GUI to guide him to the doctor’s
outpatients visits.

Opportunity to perform the 4 meter walking test
outside the RADIO Smart Apartment.

4 meters walking test Going to OP

4 meters walking test Coming from OP

End of the test.

Final assessments and usability, QoL and obtrusiveness
evaluation

All scenarios presented above are going to be repeated twice (see Appendix VI).
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2.1.4 Evaluation Methods

The objectives of the study have in some way hierarchical priorities: first of all, the accuracy of the
RADIO platform to measure activities of daily living, then to assess usability of the system and finally
to analyse if there is any impact on self perceived quality of life. So we will have different statistical
analysis according each of these objectives.

Evaluation of functional ADL

Functional status will be assessed with the interRAI LTCF instrument at the beginning of the study.
Section G regarding physical function, in particular, will be measured also at the end of the study. The
Folstein’s MMSE will be performed to all participants as part of the comprehensive geriatric assessment.

Usability measures

RADIO overall usability will be measured using SUS, ASQ and PIADS questionnaires. Measures of
the usability will be also assessed following the statistical methodology provided in D6.1 section 2.3.3
and D6.2 sections 2.3.3.1 and 2.3.3.2 from pilots. We will consider non-parametric tests due to small
size of samples and ordinal/rank outcome variables. Median plus interquartile range Spearman test.

Improving Quality of Life

The impact of the RADIO ecosystem will be tested on Nursing Home (NH) participants. The self-
reported Quality of Life instrument for Nursing Home Residents has up to 50 items grouped in 10
domains including privacy, food/meal, safety/ security, comfort, making daily decisions, respect,
responsive staff, staff-resident bonding, activity option and personal relationship. These domains are
very important in LTCF. There are two levels of scores; those domains specific and an overall aggregate
score. In order to assess the impact of the RADIO ecosystem on patient’s quality of life we will a before
and after “intervention” assessment comparing these two measurements. We will consider non
parametric tests due to small size of samples (n < 30). Descriptive statistics for central tendency and
dispersion will be given with median plus interquartile and Wilcoxon test for paired data when testing
mean differences.

Moreover, a custom made questionnaire will be used to assess dimensions of obtrusiveness as required
in D2.6 Balancing between medical requirements and obtrusiveness (Appendix VIII).

Indicators for measuring validity of the Radio system

The following table reports, the ground truth observations/recordings that will be conducted by the RA
as well as the RADIO output. Ground truth will be compared to RADIO system output for the purposes
of medical evaluation, i.e the validity of the RADIO system for its medical purpose (the results of this
analysis will be reported in D6.14 Medical evaluation report 1)

Statistical methodology will follow directives given in D2.1 section 2.6.1 “Measuring the accuracy of
activities of daily life (ADL) recognition” regarding the development of a confusion matrix
summarizing how many times different activities were misclassified by the system compared with
ground truth assessment. From this matrix a set of common metrics such precision, recall, accuracy and
the F1 score (harmonic mean of precision and recall) will be also calculated for each activity. The data
recording form to be filled by RAs for each participant is provided in Appendix VI.
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Table 4. Ground truth and RADIO system output for each interRAI item.

interRALI item Ground Truth RADIO output

Bed transfer Collect ground truth similar to Intermediate Time of transfer (secs)

phase pilot study (Onset and total duration from lying

down in bed to standing up position)

Chair transfer Duration of transfer (secs)

4 meters walk Duration of walk (secs)

Pill intake The research assistant will assess pill intake Confirmation of pill intake and time
during different times throughout the study. stamp

Medication (placebo or pill-like candy) will be
at the patient’s room. Before pill intake the
patient will put the meds into the container and
will proceed with pill intake.

TV watching. Random observations within the day — number Comparison with RADIO system’s time
of occurrences stamped event.

Going out of the room.  Logged times of participants in and outs of the Time stamped events (based on SH rule
room. engine).

Meal preparation The auxiliary nurse writes down the time of Time stamped events (based on SH rule
beginning and end of meal preparation. engine). **

* The robot produces a sound that signals: A) to the participant to start performing the ADL and B) to the RA to start

recording time. When participant is in a standing position, this is the end of the recording.

** This rule is based on: Open cupboard & Kkettle use & toaster (or mircrowave use) & fridge use.

2.2 Pilots at the private homes of FZ clients
2.2.1 Participants

Participants will be selected based on the inclusion and exclusion criteria as described in D2.1 Early
detection methods & relevant system requirements I, coming from:

- Beneficiaries of Frontida Zois home care services
- Volunteers coming from the social care activities network of Frontida Zois

After the termination of the technical control visits by the technical group of TWG to the homes of the
selected participants, and in a time period of 1 month before the actual start of FZ’s 1st piloting phase
(at the end of May), the medical team of FZ composed by a nurse and a social worker will visit and
inform all the selected subjects. All the necessary information about the project, its objectives and the
methodology of the trial will be analyzed to the patients and their relatives/caregivers, and once
accepted to participate all subjects will sign the informed consent form in order to start the training
(Appendices I/1V).

Ten (10) participants (private homes) will be involved in the first round of the summative phase of
pilots. Each participant will work three consecutive days with the consortium.

The RADIO system will be pre-installed before the actual start of the three days testing period. During
the testing period of three days, the subject will follow his usual living routine with the RADIO system
activated and monitoring. The training sessions will be arranged between the participant and the nurse
of FZ who is scheduled to visit the participant daily to take feedback for the course of the intervention
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and to give guidance and support (more than a month before the actual study). According to the last of
the exclusion criteria for the summative phase of the trials, if a subject proves to be unable to operate
the RADIO system during 2 training sessions he will be excluded.

2.2.2 Description of pilot setting

The morphology of the subject’s private homes may vary significantly. The effort of FZ will be to
recruit elderly people that live in a house that permits the deployment of the RADIO robot in terms of
space and settling of objects and furniture that might impede the robot. Other parameter required by the
home users is to have internet connection installed into their homes

In cases that no internet connection is available, the technical team assigned for FZ use cases along with
the team from FZ will elaborate alternatives (for example, wireless limited connection to the network).

The Smart Home services to be installed in the private homes will be:

e Control: To turn on/off lights and/or TV and
e Comfort: Knowledge about comfort values at home (Temperature, Light, Humidity)

2.2.3 Scenario Description
Ilustrative scenario

Mrs Vasiliki is a 69-years old woman, she lives at home alone since her husband death 10 years ago,
and she has two married daughters. She has a moderate mobility restriction due to ageing, but she is
walking without help, although when outside she uses a cane.

More than 1 month before the actual start of the pilots, the GUI experts from TWG along with the nurse
of FZ will visit the participant candidates to introduce them the interface, and train the participant into
using the RADIO GUI in functionalities similar to what described in D6.2 section 2.2.2 Training
description. Moreover, at this time the nurse will provide a more detailed explanation of the overall
RADIO system, about what to be expected. All the possible risks and attitude towards the robot will be
analyzed and Mrs Vasiliki will sign the informed consent form. This first session with the participant
minimize the risks of drop outs at a later stage of the study.

Three weeks before the start of the pilots the technical team of TWG will visit Mrs Vassiliki along with
the nurse of FZ and they will make the appropriate measurements for the technical configuration needed
for the test period.

At the first day of the pilot the nurse of FZ will visit Mrs Vasiliki at an arranged time (09.00 at morning)
in order to perform the standardized the comprehensive geriatric assessment (CGA) using the interRAI
HC form and run the pilot schedule of the training day, as described in Table 5.

The rest of the days, we will work with 3 sub-scenarios at morning, lunch and dinner times where basic
(bed transfer, chair transfer, 4 meters walk) and instrumental (pill intake, meal preparation) activities
will take place (Table 5). The study finishes at 10:00 on day 3 with the fulfilment of usability
guestionnaires and in-depth interview about potential obtrusiveness of the technology for qualitative
analysis.

10
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Standard schedule

Table 5. Standard schedule for FHAG pilot study scenario.

Day Sub scenario Schedule of events

D1 Phase Baseline: e Visit of FZ Nurse at 09.00am

Trainina Da: ) e Comprehensive Geriatric Assessment (CGA)
gbay  Assessment 0. by FZ Nurse.

(09:00 — 11:00) e Use of the Graphical User Interface
¢ Initial ADLs recording: Bed transfer, Chair
transfer, Pill intake, 4 meters walk inside.

Visit of FZ Nurse at 12.00am

Use of the Graphical User Interface

Pill intake - Lunch time medication

Lunch ADLs recording: 4 meters walk inside
(x2), Chair transfer (x2)

Bed transfer —Lunch nap

e TV watching

D2 Phase Il (Lunch)
Study Day (12:00-14:30)

Phase 111 (Dinner) e Dinner time medication (Pill intake)
(20:30 — 22:00) e ADLs recording x 2 Times: Chair transfer, 4
meters walk inside.
o Use of GUI: TV set down sensor, lights off

D3 Study Day e Visit of FZ Nurse at 09.00am
Phase | ¢ Waking up
e GUI usage: control comfort (lights, shutters)
(Breakfast) e Final ADLs recording: Bed transfer, Chair
(09:30 — 10:00) transfer, Pill intake, 4 meters walk inside.
e End of the test.
¢ Final assessments and usability, and
obtrusiveness evaluation

All scenarios presented above are going to be repeated twice (see Appendix VII). The robot
positions for recording the ADLs in case of private homes will be define during the technical
visit.

2.2.4 Evaluation Methods

Similar to Section 2.1.4 this section describes the evaluation methods for the private homes scenarios.
Evaluation of functional ADL

Functional status will be assessed with the interRAI HC instrument by the nurse of FZ in the beginning
of the study. Section G regarding physical function, in particular, will be measured also at the end of
the study. The Folstein’s MMSE will be performed to all participants. In order to avoid drop outs
because of the exclusion criteria based on MMSE, when inviting candidates a sort of clinical assessment
from recent medical records should be contemplated.

InterRAI HC was translated by FZ and was sent for verification of terminology to different doctors
from the Patras region.

11
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Usability measures
Usability will be evaluated in a similar way to the one described in 2.1.4.
Improving Quality of Life

In case of FZ, only the custom made questionnaire to assess dimensions of obtrusiveness will be used,
as required in D2.6 Balancing between medical requirements and obtrusiveness (Appendix VI1II).

Indicators for measuring validity of the Radio system

Similar to what described in Section2.1.4, ground truth observations that will be conducted by the FZ
nurse assigned for each participants. Ground truth will be compared to RADIO system output for the
purposes of medical evaluation, i.e the validity of the RADIO system for its medical purpose (the results
of this analysis will be reported in D6.14 Medical evaluation report 11). The data recording form to be
filled by nurse in case of FZ scenarios is provided in Appendix VII.

2.3 Data Retention

Data retention procedures follow the same methodology and described in D6.2 Piloting Planning 1/
Section 2.4.

12
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3 TECHNICAL DETAILS

3.1 Graphical User Interface and Clinical Staff Update

During the Summative Phase of pilot studies, participants will use the RADIO Graphical User Interface
(GUD) to interact with the robot (ask to be guided to the doctor’s room) and to use Smart Home
functionalities. This GUI has been developed and tested within Task 5.2 and it follows the requirements
provided by previous studies (D6.9 and D6.10: User evaluation report I/11).

Clinical staff will receive an email with a report on recognized interRAI items upon completion of the
study for each participant, Moreover, all clinical information will be found in the Hospital GUI.

3.2 Communication between RADIO home components

The architecture of the different RADIO home components as it will be used in the Summative Phase
pilot studies is described D4.2.

3.3 Recognition methods and components
The following ADLs will be recorded:

¢ Walking 4 meters (time) — Laser scanner data processing for detecting movement, method
described in D3.4,

¢ Medication intake — Image processing for detecting that a medicine cap is used, method
described in D3.4,

o Bed transfer (time) — Image processing for detecting movement from a lying position to
standing up, method described in D3.4,

e Chair transfer (time) — Image processing for detecting movement from a sitting position to
standing up, described in D3.5,

e Meal preparation — Smart home sensors’ event detection and decision based on rule engine
described in D3.5.

e TV watching — Smart home sensors’ event detection and decision based on rule engine
described in D3.5,

e Going in and out of home — Smart home sensors’ event detection and decision based on rule
engine described in D3.5,

3.4 Robot Design and Robot Behaviour
The robotic platform used for the test will be the first design of the RADIO robot (Deliverable 4.6).
The robot will be composed by:

e The Turtlebot 2 mobile platform

e A Hokuyo UST10 LX laser

e An Orbbec RGBD camera

e Onboard NUC pc

e WiFi and Bluetooth Low Energy connectivity

In the FHAG pilot study, two locations have been selected as appropriate for observing ADLs. The
robot will automatically position itself in these locations through the day to make measurements and
also respond to user requests for robot guidance. The robot will dock itself to re-charge.

The experimenters are provided with remote control functionalities that force making measurements.
This allows parallel system/ground truth measurements for experimentation and comparison.

13
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3.5 Equipment for supporting Smart Home functionalities

Table 6 presents the Smart Home equipment installed by S&C at the FHAG premises for
accommodating the smart home services listed. In the case of FZ pilots, the following services will be
available: Control/Comfort of Lights/TV (Smart plugs) and Control /Comfort home environment

(Multisensor 6)

Table 6. Smart Home Services and sensors /actuators.

Smart Home Services

Sensor /Actuator

Security-Flood sensing
Security-Smoke sensing
Security-Presence sensor in the room
Security- Magnetic Sensors on Door

Control/Comfort of Lights

Control/Comfort air conditioning

Control /Comfort home environment (Motion,
Temperature, Light, Humidity, Vibration, UV)

Control of shutters.

Control of electric appliances

Consumption of room energy
Consumption of cooktop
Comfort

Comfort

Comfort

Comfort

Flood Sensor

Smoke Sensor

Presence sensor in the room
Magnetic Sensors on: Door

Smart switch —interrupter (Kitchen light and
room light)

Z-Wave-to-AC IR Extender

Multisensor 6 (x2)
(Under bed and on the wall close to the TV)

Connection with motors

Kettle/ Toaster/ Microwave /TV smart plugs

Z-Wave Smart Energy Meter
Cooktop power consumption sensor
Pressure sensor under mattress
Pressure sensor under sofa

Pressure sensor under chair

Magnetic Sensors on: Fridge door/
Cupboards (3)

14
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APPENDIX |

This appendix presents the English-language Participant Information and Consent Form that informs
participants about the project and explains the tests and treatments involved.
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Participant Information and
Consent Form (PICF)

Project: Robots in assisted living environments:

Unobtrusive, efficient, reliable and modular solutions for
Independent ageing (RADIO)

H2020-PHC-2014-single-stage 643892
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Headed with Institution’s name or on Institution’s Letterhead

Participant Information and Consent Form

[Insert Institution’s name]

Full Project Title: Robots in assisted living environments: Unobtrusive, efficient, reliable and modular
solutions for independent ageing (RADIO)

Principal Researcher: [Insert researcher name]

1. Introduction

You are invited to take part in the RADIO project. This innovation project will develop and
evaluate a platform, which enables to improve time to be spent autonomously at home by
users. It will ensure the timely availability of the user's clinical and behavioural data to
allow timely prognosis and clinical actions from the medical expert and/or health
professional or care-givers.

This Participant Information and Consent Form informs you about the project. It explains
the tests and treatments involved. Please read this information carefully. Ask questions
about anything that you don’t understand or want to know more about.

Participation in this project is voluntary. If you don’t wish to take part, you don’t have to.
You will receive the best possible care whether you take part or not.

If you decide you want to take part in the project, you will be asked to sign the consent
section. By signing it you are telling us that you:

O understand what you have read;

[0 consent to take part in the project;

O consent to have the tests and treatments that are described;

[0 consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.

2. What is the purpose of this research?

The project will develop and evaluate a platform, which enables to improve time to be
spent autonomously at home by users. Technological partners will provide their innovative
solutions to be integrated in the new platform and evaluated by several healthcare
organizations across Europe.
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The goal of RADIO is to develop methods for detecting the activities of daily life (ADL) and
mood conditions that are pertinent for detecting early symptoms of cognitive impairment;
frailty, and social exclusion, and to compare them against what can be achieved by more
obtrusive setups (that affect quality of life of primary end users) or by placing the burden
of constant monitoring on their care givers.

This project will enable to evaluate how well the RADIO-provided information can serve
the purpose of detecting early symptoms of cognitive impairment, so that admissions and
days spent in care institutions for precautionary reasons can be drastically reduced.

The effectiveness of the solutions will be evaluated by over 100 elderly users/patients
across different countries, cultures, age groups and risk factors.

The RADIO system will consist in a domestic assistant robot that robot exhibits a behaviour
akin to that of a pet.

This research is being conducted by the RADIO Consortium and sponsored by the European
Commission under the H2020 program - H2020-PHC-2014-single-stage 643892.

3. What does participation in this research involve?

An experimental multicentre and multinational clinical trial will be performed. The study
will be conducted on 164 elderly participants living at home or in residential care. The
participants will be located in 3 pilot sites.

To be included in the trial each user must meet a set of conditions called, inclusion criteria.
Participants who satisfy inclusion criteria will be assigned to one of the following groups:

1. 30 participants will be enrolled in the Formative phase group; the pilot at Fondazione
Santa Lucia - FSL (Italy)

2. 36 participants will be enrolled in the Intermediate phase group; the pilot of RADIO
components at FSL: 36 users

3. 82 participants will be enrolled in the Summative phase group; 24 users at Granoillers-
FHAG (Spain), 24 users and 24 caregivers at Frontida - FZ (Grece)

1. Formative phase. The first pilot will be carried out at FSL premises. This phase will be
used to collect data useful for the following phase. Each patient will be required to attend
one session. Each session will be 30 minutes duration.

2. Intermediate phase. The second round of pilot, also at FSL premises, will be realized
with the first versions of user interfaces, devices, and the robotic platform. Each patient
will be required to attend two sessions. Each session will be 1-hour duration

3. Summative phase. This final phase includes two sets of experiments, one at FHAG
premises and one at the FZ. The objectives of these pilots are to validate the RADIO
system and to provide results to support their validity.
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[INSERT PARTICIPATION PROTOCOL HERE]
[START SAMPLE PARTICIPATION PROTOCOL]

Each training process will be executed in 2 sessions per week for 12 weeks (24 sessions).
Duration of each session: 1 hour.

All the participants in the study will be followed during 9 months.
[END SAMPLE PARTICIPATION PROTOCOL]

You will not be paid for your participation in this research.
4. What are the possible benefits?

We cannot guarantee or promise that you will receive any benefits from this research,
however, possible benefits may include:

e prolonging the time that elderly people can live independently at home by providing
ICT service;

e delivering evidence of improvements in the quality of life of older people and their
families;

o facilitating wide take-up of ICT based independent living related solutions across
Europe.

5. What are the possible risks?

No side effects are expected for this experimentation based on using at home a robot
which collect data about daily activities and mood and has been developed to help user
during emergency situation trough an alert send to care-giver/doctors and helps users in
remind some activities as take a medications.

6. What if new information arises during this project?

During the project, new information about the risks and benefits of the project may
become known to the researchers. If this occurs, you will be told about this new
information and your doctor will discuss whether this new information affects you.

7. Can I have other treatments during this project?

It is important to tell your doctor and the research staff about any treatments or
medications you may be taking, including over-the-counter medications, vitamins or
herbal remedies, acupuncture or other alternative treatments. You should also tell your
doctor about any changes to these during your participation in the research.

8. Are there alternatives to participation?

Participation in this trial is not your only option. Your other options may include the
standard care. Discuss these options with your doctor before deciding whether or not to
take part in this research project.

9. Do I have to take part in this project?

Participation in any research project is voluntary. If you do not wish to take part you don't
have to. If you decide to take part and later change your mind, you are free to withdraw
from the project at any time.
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Your decision whether to take part or to not take part, or to take part and then withdraw,
will not affect your routine treatment, your relationship with those treating you or your
relationship with [your Institution’s name].

10. What if I withdraw from this project?

If you decide to withdraw from the project, please notify a member of the research team
before you withdraw. This notice will allow that person or the research supervisor to inform
you if there are any health risks or special requirements linked to withdrawing.

If you decide to leave the project, the researchers would like to keep the personal and
health information about you that have been collected. This is to help them make sure
that the results of the research can be measured properly. If you do not want them to do
this, you must tell them before you join the research project.

11. Could this research project be stopped unexpectedly?

This research project may be stopped for a variety of reasons before completion. These
may include reasons such as:

e Unacceptable side effects;

e The intervention being shown not to be effective;

e The intervention being shown to work and not need further testing;

12. What else do I need to know?

What will happen to the information about me?

Any information obtained in connection with this research project that can identify you will
remain confidential and will only be used for the purpose of this research project. It will
only be disclosed with your permission, except as required by law. All personal and medical
information will be treated securely and in accordance with privacy rules and with EU Data
Protection and confidentiality laws.

Your health records and any information obtained during the study are subject to
inspection (for the purpose of verifying the procedures and the data) by the relevant
authorities and authorised representatives of the Sponsor, the European Commission,
[INSERT ORGANIZATION NAME] or as required by law. By signing the consent section,
you authorise release of, or access to, this confidential information to the relevant study
personnel and regulatory authorities as noted above.

In any publication and/or presentation, information will be provided in such a way that
you cannot be identified, except with your permission.

What happens if I am injured as a result of participating in this research project?
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The Hospitals and/or Care Centers involved in these trials unilaterally accept full
and formal duty of care for patients involved in the study. For this reason, if you
suffer an injury as a result of participating in this research project, hospital care and
treatment will be provided by the public health service at no extra cost to you if you elect
to be treated as a public patient.

If, for any reason you cannot benefit of public health service, hospital care and treatment
will be directly provided by the hospitals and care center leading the trials.

13. Consent

I have read, or have had read to me in a language that I understand, this document and
I understand the purposes, procedures and risks of this research project as described
within it.

I give permission for my doctors, other health professionals, hospitals or laboratories
outside this hospital to release information to [name of Institution] concerning my disease
and treatment that is needed for this project. I understand that such information will
remain confidential.

I have had an opportunity to ask questions and I am satisfied with the answers I have
received.

I freely agree to participate in this research project as described.

I understand that I will be given a signed copy of this document to keep.

Participant’'s name (printed) .......ccccoeiiiiiiii i

Signature Date

Name of witness to participant’s signature (printed) .....ccccooviiiiiiiiiiiii e

Signature Date

Declaration by researcher*: I have given a verbal explanation of the research project, its
procedures and risks and I believe that the participant has understood that explanation.

Researcher’s name (printed) ..o
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Signature Date

* A senior member of the research team must provide the explanation and provision of
information concerning the research project.

Note: All parties signing the consent section must date their own signature.

14. Who can I contact?

The person you may need to contact will depend on the nature of your query. Therefore,
please note the following:

For further information or appointments:

If you want any further information concerning this project or if you have any medical
problems which may be related to your involvement in the project (for example, any side
effects), you can contact the principal researcher or any of the following people:

Name:
Role: principal investigator (and 24-hour medical contact)

Telephone:

Name:
Role:

Telephone:

For complaints:

If you have any complaints about any aspect of the project, the way it is being conducted
or any questions about being a research participant in general, then you may contact:

Name:
Position:

Telephone:
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APPENDIX Il

This appendix presents the Spanish -language Participant Information and Consent Form that informs
participants of the FHAG pilot study about the project and explains the tests and treatments involved.
This form is based on the English-language form in Appendix I.
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Hoja de Informacion al paciente y consentimiento informado.

Titulo del proyecto: Robots in assisted living environments: Unobtrusive,
efficient, reliable and modular solutions for independent ageing (RADIO). Robots
en entornos de vivienda asistida. Soluciones no intrusivas, eficientes,
fiables y modulares para un envejecimiento independiente.

Investigadores principales: Dr. Sergio Arifio, Dra. Elena Barranco

Institucion: Fundacié Privada Hospital Asil de Granollers

1. Introduccion

Usted esta invitado a participar en el proyecto RADIO. Este proyecto de innovacion
quiere desarrollar y evaluar una plataforma, que pretende mejorar la vida
autonoma en el hogar. En el proyecto se garantizara la disponibilidad oportuna de
los datos clinicos y de comportamiento del usuario para permitir un prondstico y
acciones clinicas oportunas por parte del experto médico y / o profesional de la
salud o del profesional cuidador.

Esta Hoja de Informacién al Paciente y Consentimiento Informado le informa sobre
el proyecto, y explica las pruebas y tratamientos a realizar. Por favor, lea esta
informacién cuidadosamente. Haga preguntas sobre cualquier cosa que usted no
entienda o que requiera mas informacion.

La participacion en este proyecto es voluntaria. Si no desea participar, no debe
hacerlo. Usted recibird la mejor atencién posible tanto si decide participar o no.

Si usted decide que quiere participar en el proyecto, se le pedird que firme el
consentimiento informado, la seccién al final de esta hoja de informacién al
paciente. Al firmar esta informando que:

1 comprende lo que ha leido;
[1 da su consentimiento para participar en el proyecto;

[1 da su consentimiento para realizar las pruebas y los tratamientos que se
describen;

[1 da su consentimiento para el uso de su informacién personal y de salud
como se describe.

Se le dard una copia de esta Hoja de Informacién al Paciente y del Formulario de
Consentimiento Informado.

2. ¢Cuadl es el proposito de esta investigacion?

El proyecto desarrollard y evaluara una plataforma que permitira mejorar el tiempo
de vida auténoma en el hogar por parte de los usuarios. Los socios tecnoldgicos del
proyecto ofreceran soluciones innovadoras que se iran integrando en la nueva
plataforma, al tiempo que seran evaluadas por varios centros de salud de toda
Europa.

El objetivo del proyecto RADIO es desarrollar métodos para detectar las
actividades de la vida diaria (AVD) y las condiciones en el estado de animo que
son pertinentes para detectar los primeros sintomas de deterioro cognitivo, la
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fragilidad y la exclusion social y compararlos con lo que se puede conseguir a
través de configuraciones mas molestas (que afectan la calidad de vida de los
usuarios finales primarios) o trasladando la carga del monitoreo constante a los
cuidadores. Cabe destacar que las AVD a controlar son: bafio, higiene personal, el
proceso de vestir (parte superior e inferior del cuerpo) caminar, locomocion,
traslado, uso del WC, movilidad en la cama y alimentacion.

Ademas de las AVD, los cambios en el animo y el comportamiento pueden
proporcionar indicadores para planes de cuidado e intervencién apropiados. El
reconocimiento del estado de animo sera obtenido a través de andlisis del habla y
de caracteristicas faciales.

El sistema RADIO consiste en un asistente doméstico robot que muestra un
comportamiento similar a una mascota. Se trata de un robot movil dotado de
sensores capaz de detectar los movimientos del usuario, registrar audio, hacer un
reconocimiento de expresion facial ya través de una interfaz de pantalla tactil
controlar el robot, la domética y entornos de asistencia.

Este proyecto permitird evaluar hasta qué punto la informacion proporcionada por
RADIO puede servir al propdsito de detectar sintomas previos de deterioro
cognitivo, de manera que los ingresos y los dias transcurridos en instituciones por
razones de precaucion pueden ser reducidos drasticamente

La efectividad de las soluciones sera evaluada con mas de 100 usuarios o pacientes
en diferentes paises, diferentes culturas, diferentes grupos de edad y diferentes
factores de riesgo.

Esta investigaciéon se realiza por el Consorcio RADIO y estd subvencionado por la
Comision Europea a través de la convocatoria H2020-PHC-2.014, proyecto 643.892,
del Programa Horizon 2020.

3. éQué implica esta investigacion?

Se llevara a cabo un ensayo clinico multicéntrico y multinacional. El estudio se
llevara a cabo con 114 participantes escogidos entre gente mayor, que vivan en
su domicilio o bien en una residencia. Los participantes se escogeran de 3 centros
piloto.

Para ser incluido en el estudio, cada usuario debe cumplir una serie de condiciones
llamadas criterios de inclusion. Los participantes que cumplan los criterios de
inclusidon seran asignados a los centros siguientes:

1- 30 participantes seran reclutados al grupo de fase formativa; el centro
piloto se la Fondazione Santa Lucia - FSL (Italia).

2- 62 participantes seran reclutados para el grupo de fase intermedia: el
piloto también se llevara a cabo en FSL (Italia) y se reclutara 36 usuarios y
26 cuidadores.

3- 72 participantes se reclutaran en el grupo de fase acumulativa: 24
usuarios en el Hospital General de Granollers (Espaia) y 24 usuarios y
24 cuidadores en Frontida (FZ), Grecia.

1. Fase formativa: el primer estudio piloto se llevara a cabo en las instalaciones de
FSL. En esta fase se recogeran datos utiles para la fase siguiente. Cada paciente
sera convocado a una sesion de 30 minutos de duracién.

2. Fase intermedia: la segunda fase del piloto también se realiza a FSL y se
realizard con las primeras versiones de interfaces, dispositivos y la plataforma
robotica. Cada paciente serd convocado a dos sesiones. Cada sesidon sera de una
semana de duracion.

Version 1.0 de 27 de noviembre de 2015.
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3. Fase acumulativa: En esta fase final se incluyen dos conjuntos de experimentos:
uno en las instalaciones del Hospital de Granollers y otra en el centro FZ de Grecia.
Los objetivos de estos estudios piloto seran validar el sistema RADIO y obtener
resultados que refuercen su validez.

Para los pilotos llevados a cabo en el Hospital de Granollers:

. Todos los participantes en el estudio tendran un seguimiento de 3
dias de duracioén.

. La participacion en el estudio no conlleva ninguna compensacién
econdmica.

4. éCudles son los posibles beneficios?
No podemos garantizar ni prometer que recibird beneficios de esta investigacion,
sin embargo, los posibles beneficios pueden incluir:
e prolongar el tiempo que las personas mayores puedan Vivir
independientemente en casa provistas de servicios de Tecnologias de la
Informacion y la Comunicacion (TIC).
e aportar evidencia en la mejora la calidad de vida de las personas mayores
y sus familias;
e facilitar una amplia adopcién en toda Europa de soluciones basadas en las
TIC, para la vida independiente de las personas mayores.

5. éCuales son los posibles riesgos de participar en este estudio?

No hay efectos adversos previstos en experimentos basados en el uso de un robot
en el domicilio, que recogera datos referentes a actividades de la vida diaria y el
estado de animo, y que, ha sido desarrollado para ayudar al usuario durante
situaciones de emergencia, a través de una alerta enviada a cuidadores y / o
médicos, asi como para recordar al usuario actividades como la toma de
medicacion.

6. éQué pasaria si surge nueva informacion relevante a lo largo del
proyecto?

Puede darse el caso de que surja nueva informacién durante el proyecto relativa a

los riesgos o beneficios. Si esto sucede, usted serd informado de esta nueva

situacion, asi como si ésta, puede afectarle en algun sentido.

7. éPuedo disponer de otros tratamientos durante este proyecto?

Es importante que le comunique a su médico y al equipo investigador cualquier
tratamiento o medicacién que esté tomando, incluyendo medicamentos no
prescritos, vitaminas, hierbas tradicionales, acupuntura o cualquier tratamiento
alternativo. También deberia comunicarle a su médico acerca de los cambios que
pueda notar durante la participacién en la investigacion.

8. ¢Existen alternativas a la participacion en este estudio?

La participacion en este estudio no es su Unica opcién. Las otras opciones pueden
incluir el manejo estandar. Es necesario que discuta todas las opciones con su
médico antes de decidir si participar en este proyecto de investigacién.

9. ¢Tengo que participar en este proyecto?

La participaciéon en cualquier proyecto de investigacién es voluntaria. Usted no
tiene que participar si no quiere. Si decide participar y posteriormente cambia de
opiniéon usted es libre de abandonar el proyecto en cualquier momento.
Su decisidn de participar o no, o de participar y luego abandonar, no afectara su

4
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tratamiento rutinario, la relacién con las personas que lo/la tratan o su relacidon con
la Fundacion Privada Hospital Asil de Granollers.

10. ¢Y si abandono el proyecto?

Si decide abandonar el proyecto, por favor notifiquelo un miembro del equipo
investigador antes de abandonarlo. Esta notificaciéon previa permitira al responsable
de la investigacién informarle de cualquier riesgo o condicién especial ligada al
hecho de abandonar.

Si decide abandonar el proyecto, los investigadores querran mantener su
informacién personal y de salud que hayan recogido sobre usted. Esto es para
ayudarles a obtener datos fiables que permitan un recuento de datos adecuado. Si
usted no desea que se conserve esta informacidn, debe avisar al equipo antes de
participar en el proyecto de investigacion.

11. é{Podria este proyecto fue detenido en cualquier momento?
Este proyecto de investigacion se puede detener por varias razones antes de llegar
a su fin. Algunas causas pueden ser:

e Efectos adversos inaceptables.

¢ El tratamiento demuestra no ser efectivo.

e Se demuestra que el tratamiento funciona y no necesita mas pruebas
12. ¢Qué mas necesito saber?
e ¢Qué pasara con mi informacién personal?

Toda la informacién obtenida en relaciéon con este proyecto de investigacion es
confidencial y soOlo sera utilizada para el propdsito de este proyecto de
investigacion. Sélo se proporcionara a terceros con su permiso, excepto cuando sea
requerido por la ley.

Los datos personales y médicos seran tratados de forma segura de acuerdo con la
Ley Orgédnica 15/1999 de 13 de diciembre de Proteccion de Datos Personales
(LOPD).

Su historial de salud y cualquier otra informacién obtenida durante el estudio estan
sujetos a inspeccion (a los efectos de verificar los procedimientos y los datos) por
las autoridades competentes y los representantes autorizados del patrocinador, la
Comision Europea, la Fundacién Privada Hospital Asilo de Granollers, o de lo
requerido por la ley.

Al firmar la seccién de consentimiento, acepta la divulgacion o el acceso a dicha
informacién confidencial pertinente para el personal del estudio y las autoridades
reguladoras como se ha sefialado anteriormente.

En cualquier publicacién y / o presentacion, la informacion serd tratada de modo
que usted no pueda ser identificado a menos que contamos con su permiso.

De conformidad con la normativa vigente en materia de proteccién de datos, Ley
Organica 15/99 de 3 de diciembre, usted consiente expresamente la inclusién de
los datos de su historia clinica asi como los resultados de su participacion en el
estudio en un fichero de datos personales "Investigacion y ensayos clinicos" bajo la

5
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responsabilidad de la Fundacion Privada Hospital Asilo de Granollers.
El acceso a su informacion personal quedara restringido al médico del estudio y sus
colaboradores, autoridades sanitarias, el Comité Etico de Investigacion y los
monitores y auditores del promotor, que estaran sometidos al deber de secreto
inherente a su profesion cuando lo necesiten, para comprobar los datos y
procedimientos del estudio, pero siempre manteniendo la confidencialidad de las
mismas de acuerdo con la legislacidon vigente.

Finalmente, usted puede ejercer los derechos de acceso, rectificacién, cancelacién y
oposicion de datos, para lo cual debera dirigirse al Centro donde se haya
desarrollado el estudio: Fundacion Privada Hospital Asilo de Granollers

¢ (Qué sucede si resulto herido como consecuencia de participar en este
proyecto de investigacion?

Los Hospitales y / o Centros de Atenciéon de Salud involucrados en estos ensayos,
aceptan unilateralmente de forma total y formal el deber de atender a los pacientes
que participan en el estudio.

Por esta razon, si usted sufre una lesion como resultado de participar en este
proyecto de investigacion, el servicio publico de salud proveera el tratamiento y
atencidén hospitalaria sin coste adicional para usted, si elige ser tratado a través del
sistema publico.
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13. Consentimiento

He leido, o me han leido en un lenguaje que entiendo, este documento y entiendo
los propésitos, procedimientos y riesgos de este proyecto de investigacion tal como
se describe en este documento.

Doy permiso para mi personal médico, a otros profesionales asistenciales, en el
hospital o laboratorios fuera de este hospital difundir informacién a la Fundacion
Privada Hospital Asilo de Granollers relativa a mi enfermedad y tratamiento
necesaria para este proyecto. Entiendo que esta informacién se mantendra
confidencial.

He tenido la oportunidad de hacer preguntas y estoy satisfecho con las respuestas
que he recibido.

Acepto libremente participar en este proyecto de investigacion tal como se
describe.

De conformidad con la normativa vigente en materia de proteccién de datos, Ley
Organica 15/99 de 3 de diciembre, usted consiente expresamente la inclusién de
los datos de su historia clinica asi como los resultados de su participacion en el
estudio en un fichero de datos personales "Investigacién y ensayos clinicos" bajo la
responsabilidad de la Fundacién Privada Hospital Asilo de Granollers.
El acceso a su informacion personal quedara restringido al médico del estudio y sus
colaboradores, autoridades sanitarias, el Comité Etico de Investigacion y los
monitores y auditores del promotor, que estaran sometidos al deber de secreto
inherente a su profesién cuando lo necesiten, para comprobar los datos y
procedimientos del estudio, pero siempre manteniendo la confidencialidad de las
mismas de acuerdo con la legislacion vigente.

Finalmente, usted puede ejercer los derechos de acceso, rectificacion, cancelacion y
oposicién de datos, para lo cual deberd dirigirse al Centro donde se haya
desarrollado el estudio: Fundacién Privada Hospital Asilo de Granollers.

Entiendo que me daran una copia firmada de este documento para mi archivo.
Nombre del participante

Firma Fecha

Nombre del testigo de la firma del participante

Firma Fecha
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Declaracién del investigador*: He realizado una explicacion verbal del proyecto de
investigacion, de sus procedimientos y riesgos y creo que el participante ha
entendido esta explicacién.

Nombre del investigador

Firma Fecha

* Un miembro senior del equipo de investigacion debe de proveer la explicacidn y provision de la
informacién correspondiente al proyecte de investigacion.

Nota: Todas las partes que firmen la seccidon de consentimiento deben fechar ademas de firmar.

14. éCon quién puedo contactar?

La persona con la que podria necesitar contactar dependera de la naturaleza de su
consulta. Por favor, tenga en cuenta lo siguiente:

Para informacion adicional o citas:

Si usted necesita cualquier informacién adicional respecto este proyecto, o si tiene
algun problema médico que pueda estar relacionado a su participacion en el
proyecto (por ejemplo, algun efecto secundario), puede contactar con el
investigador principal o cualquiera de las siguientes personas:

Nombre:
Cargo: Investigador Principal (y contacto médico las 24 horas)
Teléfono:

Nombre:
Cargo:
Teléfono:

Para reclamaciones:

En caso de tener alguna queja o reclamacion por cualquier aspecto del proyecto, la
forma en que se desarrolla o cualquier pregunta sobre su rol como participante en
el estudio, puede contactar con:

Nombre:

Cargo:
Teléfono:
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APPENDIX Il

Ethical Committee approval at FHAG.



. CLINICAL RESEARCH ETHICS COMMITTEE
Hospital General de Granollers

(CEIC FHAG)

Fundacié Privada Hospital Asil de Granollers

APPROVAL OF THE CLINICAL RESEARCH ETHICS
COMMITTEE

| hereby confirm that the Fundacion Hospital/Asilo de Granollers
CLINICAL RESEARCH ETHICS COMMITTEE (CEIC FHAG) has reviewed
and approved the clinical study entitled

Study Title: “Robots in assisted living environments: Unobtrusive, efficient,
reliable and modular solutions for independent ageing” (RADIO)

Internal Reference No: 20153015

Call Number: H2020-PHC-2014-single-stage 643892

In which Dr. Sergio Arifio is the principal investigator.

The Committee has also reviewed and approved the patient information sheet
and the informed consent forms.

at the meeting held at Granollers on December the 28" 2015.

/ e A/’/A
Dr. Felipe de;fd/a Pérez

Presiden{Fuhdacic')n Hospital/Asilo de Granollers
CLINICAL RESEARCH ETHICS COMMITTEE
/
/)
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APPENDIX IV

This appendix presents the Greek -language Participant Information and Consent Form that informs
participants of the FZ pilot study about the project and explains the tests and treatments involved. This
form is based on the English-language form in Appendix I.




OOPMA ITAHPOD®OPIAYX KAI
XYNAINEXHX

Hpoypappa: Ta popmot o meprparriovra vrofondovpevig dwficong: Mn goptikéc,
OTOTELECROUTIKES, aE10MIeTES KUt apOpTES MDoElg Yo aveéaptny yipaven (RADIO).

H2020-PHC-2014-single-stage 643892

‘Ovopa tov opyavicpov: PPONTIAA ZQHY E.E.

IIMpne tithog: Ta poundt og nepifdriovra vmoPonBodpevng dwupioons: Mn goptikés,
OTOTELEGRATIKEG, 0SLOMIGTES KOl 0.pOpmTES Mselg Yo aveEapTny yipaven (RADIO).

AvVAOTOTOG EPELVNTIC:

1. Ewsayoy

[Ipookaieiote va AaPete pépog oto gpguvntikd Tpdypapupo RADIO. Avtd to Kavotopo mpoypopLLLo
Ba avartHéel kot Oa aloroynoet po TAATOpUa, 1 ooia divel T SVVATOTNTO GTOVG ¥PNOTES TNG VA
avénoovy 10 ypdvo avtovopiog Tovg oto omitt. H mAateopupo o eoceporiler v €yxoipn
S100ECIUOTNTA TOV 10TPIKOV KOl CUUTEPIPOPIOTIKAOV CTOLYEIMV TOV YPNOTOV OCTE VO, EMTPENEL TNV
gykapn TpdYVOGON KOl 1OTPIKEG EVEPYELES OO TOVG KAVIKOVG £61K0VE KU1 TOVE EmaryyeApatieg vysiog
1 TOVE PPOVTIOTEG.

Avt N eOpua. TANPoPOpiag Kot Zuvaiveons, oog TANPOPopEl yia o Tpoypoupa. EEnyel tig dokipéc
kot Bepaneieg mov meprhapfavovrotl. Iapakaiovpe dwPdote avtég TIG TANPOPOPIES TPOCEKTIKA.
Pwtote yio otidnmote dev Katarafaivete 1 Bélete va pdbete mepiocdTepa.

H ovppetoyn oe avtd 1o npdypappa eivan ebghovikn. Edv dev embupeite va AaPete puépog, dev giote
VIOYPEMUEVOC VaL TO KaveTe. Oa AdPete Tnv kaAbTepn dvvarth epovtida eite AaPete HéPog gite OyL.

Edv amogacioete 6T1 0éheTe va AdPete pépog oto mpdypauua, 0o cog (nmbei va vroypayete ™ QoOpUa
ouvvaiveong. Me tnv voypaen cag 1og AEte OTL:

» KotaAaBaivete T £xete dwaPdcet

* ZUVOLVEITE VO GUUUETACYETE GTO TPOYPOLLLLOL

* Yuvoveite va AaPete PEPOG GTIG SOKIUEG TTOV TEPLYPAPOVTAL

* ZUVOLVEITE GTN] YPNOT TPOCOTIKMY OESOUEV®V Kol OEDOUEVDV VYEIOG OG, OTTMG TEPLYPAPETAL.
®a cog 600el Evo avTiypapo oVToD EVTLTTOV GUVAIVESTG Y10 VO, TO KPOTGETE.

2. ITowog givan 0 6KOTOG GVTAGS TG £PEVVAC;

To €pyo Ba avoartdéel kou Oa agloloynoet o TAATEOpLL, 1) omoia 6ivel Tn duvaTdTnTa Vo awénbei o
¥POVOG avTtovopiog oto omitt amd Tovg ypnotes. Ot texvoloyikol etaipotl Ha mopacyovy KOVOTOUES



Aboelg Toug Yoo va evoouatmbobv ot véa mAaTeOopupa Kot va a&toloynBodv amd Sidpopoug
0OpYAVIGLOVG VYELOVOKT|G TepiBaiymg oe oAdKANpN v Evpdm.

O o1630G 10V RADIO givon  avamtvén pebddmv yro v aviyvevon dpactnplotitov kabnuepvig {mng
(AKZ) xou dwdBeong mov eivol OYETIKEG LE TNV OVIXVELST TPAOUOV CUUTTOUATOV YVOGCTIKNAG
eEacbévnong, evdpavcTdHTNTAG KOl KOVMVIKOD OTOKAEIGUOV, KOl 1] GUYKPIGT TOVG LE Tl EMTVYYXAVETOL
07to O EVOYANTIKES puBpioelg (mov ennpedlovy v TodtTa TS (MNG TOV TEMKQOV XP1oTOV) 1| LE TNV
Tomo0£TN oM ToV PAPOVG TG CLVEXOVG TOPAKOAOVONONG GTOVE PPOVTIGTEG TOVG,.

To épyo avtd Ba dmdoet tn dvvardtnta va a&toroynbel méco Kakd ot mAnpopopieg mov mwapéyel TO
RADIO pmopovv va eéuanpetioel 10 GKOmO TG GVIXVELOTG TPAOLUMV GUUTTOUATOV VOTTIKAG
EKTTTOONG, €101 MOOTE M €60YWYN Kot dofimon og WpduaTa PPOvVTIdNS Yo TPOANTTIKOVS AGYOLS Vo
pewmbel dpacTiKd.

H anoteleopoticotnto tov Abcewv Oa a&loloyndei oe mive arnd 100 nAkiouévoug ypnotes / acbeveig
o€ O10POPETIKEG YDPEC, TOALTIGUOVG, NAIKIEG KU TOPAYOVTEG KIVOVVOU.

To cvomuo RADIO 6o cuvvictator omd €va poumdt oiklakng Ponbelog mov mopovotdlel pa
CLUTEPLPOPA TOPOUOLN UE EKETVT EVOG KOTOKIO0L (Do,

Avt N épevva deEdyetar and v Kowonpagia RADIO kar ypnpatodoteitonr and v Evpomaikn
Emutpomn oto mhaicio tov mpoypdappatog Opifovtag 2020 - H2020-PHC-2014-povov ctadiov 643892.

3. TvwepriapPaver 1 coppeToyn] o€ aVTH TNV £PELVA;

Mo TEPAPOTIKY TOAVKEVTPIKT Kot ToAveBvikn KAwvikn doxyun Ba exteheotel. H pehétn Bo die&oryBel
oe 164 nhiopévoug coppetéyovieg mov Lovv 610 omitt 1| o€ oikovg gvynpioc. Ot cuoppetéyoves o
Bpiokovtol e 3 TAOTIKEC TEPLOYEC.

INo va cvumepiAnedel otn dokiun kabe ypNoTNG TPEMEL Vo TANPEL Lo GEPa amd Tpoimodécelg mov
ovoudlovtal, to kprtipuo éviaéng. Ov ovuuetéyovieg mov mANPoLV T0 Kprtiple Evroéng Oa
KOTOYOPOVVTOL GE L0 a0 TIG AKOAOVOEC OUAdES:

1. 30 cvppetéyovieg Ba eyypapovv oty Atapopewtiky edon. H mlotikn dokyun Ba yivel otn kKAvikn
Fondazione Santa Lucia - FSL (ItaAio)

2. 36 ovppetéyovteg Bo eyypagovv otnv Evdidueon edon. H mhotkn doxiun Tov oToyeimv Tov
RADIO 6a yiver oto FSL: 36 yprioteg

3. 82 ovppetéyoveg Ba eyypapolv oty ABpototiky edon. 24 yproteg otn KAk Granoillers- FHAG
(Tomawvia), 24 ypnoteg ka1 24 ppovtiotég otov opyaviopd ®PONTIAA - FZ (Grece)

1. Awpopowtikny edon. H tpodtn mhotikn doxun Oa mpaypatomombel otig eykataoctdosig FSL. Avt
N edon Oa ypnoionom0el yia tn GLAAOYN SESOUEVOV ¥PNCIU®V Y10, TNV EXOUEVN PAoN. X kdOe acBevn
0o {nBei va mapakorovbnoet pia cuvedpio. Kébe cuvedpia Oa etvon didpretag 30 Aentdv.

2. Evéuapeon @dor. O de0tepog yOpOS TV TAOTIKGV SOKILMYV, ENIoNG 0TIS eykataotdoetlg g FSL, 6a
npoypatorombel pe TG mpmTEG €KOOCELS TOV OEMAPAOV YPNOTY, CGLOKELMOV, KOl TI POUTOTIKN
mhoteopua. e kaBe acbevn Ba {nnbel va mapoakorovbnoel 600 cuvedpiec. Kabe cuvedpia Oa eivar
dudpketlag 1 dpag

3. ABpoiotikn edon. Avth 1 teAKn edon TeplauPavel 3OO GUVOLD TEPAUATIKOV OOKIUMY, Lol GTIG
gykatootaoelg FHAG kot pio ot @povrida Zong. Ot 6T0(01l 0VTOV TOV TIAOTIK®Y SOKIUOV Eival va

emkvupooovy to ocvotnuo RADIO kai va moapéyovv amoteréopata mov vo vmootnpilovv v
EYKVPATNTA TOLG.

Kdabe exmondevtikn dadikacio Ba mpaypatonoteitan o 2 cuvedpieg v efdopdda yo 12 gfdopdadeg
(24 ovvedpieg). Audpkela kaBe cuvedpiag: 1 dpa.

O)ot o1 ovppetéyovteg otn pekét Ba mapakoiovBovdvral yia 9 pnveg.



Agv Bo amolnuiw0eite yio T GUUUETOYN COC GE GLTH TNV EPEVVAL.
4. ITow givon To mOava 0QpEAN;

Agv pmopovpe va gyyonfovpe 1 va vrooyebobpe 0t Ba AdPete kdmola opEéAN amd ot TNV €pguva,
®61660, To TBAVE 0PEAN propet va mepthapdvouv:

* TOPATOOT) TOL YPOVOL TOV 01 NAKIOUEVOL HTopovV Vo, {ovv aveEAPTNTU GTO GTITL TOVG LLE TV TOPOYN
vanpecwwv TITE

* TNV TAPOYN| OMOSEIKTIKMOV GTOXEl®V TG Peltioong e mototnTog (NG ToV MAKIOUEVOY Kol TOV
OIKOYEVELDV TOVG

* d1evKOAVVoT gupelag voBétnong Tov Pacilopevov og TIIE AMcewv oyetilopevev oty ave&aptnt
owpimon og 6AN v Evpdnn.

5. ITowol givon o1 TG Vol Kivovvot;

Agv avapévovtol TapevEPYELEG YIOoL aVTO TN dOKIUN TTov Paciletal oTn ¥pnon 610 onitt EvOg POUTOT TOL
cLAAEYEL dedopéva Yo TIg Kabnuepvég dpactnploTnTe Kot T 01dbeon Kot €xel avamntvuybel yio va
BonOnoet to xpNoT KoTd TN SIPKELN HOG KATASTAONS EKTUKTNG OVAYKNG MEGO OO TNV OTOGTOAN
€100m0INoNG 6T0 PpovTiot / ywIpd kot PBondd Tovg YpNoTEC HECH VTEVOOLLONG OPIGUEVAOV
dPOACTNPIOTHTOV OTIMS TO VO, TAPOLY PAPLLUKOL.

6. T1v 00 ovpfel av véeg mAnpo@opicg TPOKVYOLV KATA TN OLAPKELR AVTOV TOV £PYOV;

Kotd ™ dudpkela Tov £pyov, VEEC TANPOPOPIEG GYETIKG LLE TOVS KIVODVOUG KOl TO OPEAT] TOV £PYOL
umopel vo, yivouv yvmotd otovg gpevvntés. Eav ovpfel avtd, Bo evnuepmbeite yio avt) ™ véa
mAnpoeopia kat o Yotpog cog 8o culntmoet pali cog Katd toco to véa auTd otoryein oag ennpedlovy.

7. Mmop® vo. hapPave drieg Oepameies Katd T1 O1GpKELD AVTOV TOL £PYOV;

Eivail onpovtikd vo evruep®oETE TO Y10TPO GOG KOL TO EPELVNTIKO TPOSMMIKS Yo TuYOV Bepameieg N
(ApUOKa TOV PUTOpel Vo TaipVETE, CLUTEPIAALPOVOUEVAOV TMOV 1] CLVTAYOYPUPOVUEVOV POPUAK®V,
Brrapiveg 1 Potava, feroviopog 1 arhes evorroktikés Oepoaneiec. Oa mpémet eMiong va EVNLEPOCETE TO
YITPO GOC Y10 OTTOEGONTOTE OAAAYEG OE OLTE KATA TN OLAPKELD TNG CUUUETOYNG OOG OTNV EPEVVAL.

8. Ynapyovv evalhakTiKES AVGEIS TEPO 0TTO T GUUNETOYN;

H ovuuetoyn oe avti m pelém dev gival 1 povn emthoyn oag. Ot dAAeg emAOYEG GOG Wmopel va
nepLauPavouy T cuvion epovtida. Zv{nTtHoTte OVTEC TIG EMAOYEG UE TO YIOTPO GO TPLV UTOPOGICETE
av mpémel N Oyl va AaPete PEPOG o€ aVTO TO EPEVVITIKO EPYO.

9. Eipotl avoykaopévog va AAfo pépog o€ avtd To £pyo;

H ocvppetoyn oe omolodnmote gpguvntikd mpdypapua stvor ebedovtikn. Eav dev emboueite vo AdPete
LEPOG OV €i0TE VIOYPEWUEVOG VO TO KAVETE. AV amoQaciceTe Vo AAPeTE LEPOC KOl OTN GUVEXELL
aAra&ete amoym, eiote eAeBepol va amocvpbeite amd TO TPOYPUUUA AVH TACH GTLYLY].

H amdégaon cog yia to av 0o AdPete pépog i oy, N va AaPete HéPOG Kot oTn GLVEYELD Vo 0TocLPOEiTE,
dev Ba emmpedoet v povtiva tng Bepaneing cag, T oxéon oag Le avTods 6o epovtilovv, 1 T oxéon
00G e TO [OVopo ToV WpOUATOG Gag).

10. T yiveton av £(o amoympicel 0o To £pyo avTo;



Av amopocicete vo omoovpleite amd TO TPOYPOO, TOUPUKAAOVLE EVIUEPMOTE Eva HEAOG TNG
EPELVVNTIKNG OpAdaG, TP va amocvpbeite. Avt 1 avakoivoon Ba emtpéyel 610 TPOCOTO 1| TOV
EMOTTEVOVTO EPEVVITI] VO GOG EVIUEPDGEL AV LILAPYOLY KivOuVOL y1a TNV LYELD GOG 1] EOKES OTTOLTY|GELS
OV GLVOEOVTAL LE TNV OTOGLPOT).

Av amo@acicete Vo gyKOTOAEIYETE TO TPOYPOUUD, Ol gpevvnTég Bo Mbehav vo KpaTHGOLV TIC
TANPOPOPIES Y10 TO. TPOCHOTIKA GOG OEOOUEVA KO Y10 TNV VYELQ, TOL £yovv cuAleyxDel. Avtd Ba Tovg
BonOnoet va Pefarmbovy 611 Ta amoteAécpata TG Epevvag Exovv peTpndei cwotd. Edv dev Béhete va
T0 KAVETE aVTO, Bo TPEMEL Vo TOVG TO Teite Ptv evraybeite 61O pevvNTIKO €pYO.

11. Oa propovse avTé TO EPEVVNTIKO TPOYPUUNO VO, CTANATICEL ATPOGOOKNTA;

AVTO TO £pELVNTIKO €PYO UTOPEL va S10KOTEL Y1 SLAPOPOVS AGYOVS TPV OO TNV OAOKANp®OT|. AvTol
ot Adyot pmopet va meprhappdvouv ottieg, Onmg:

* Mn amodeKTéC TapPEVEPYELEG
* H mapépupaomn mov dev paivetal va eival omoTeElecuaTikn

* H mapéupaon eaivetor va amodidet Kot oev Ypeldloviol TEPULTEP®D SOKIUESG

12. Tv érho yperaleton va EEpm; Trv oopPaivel pe Ti TANPOPOPiES TOV NE GLPOPOVV;

Oleg o1 TAnpopopiec Tov AaUPAVOVTOL GE GYECT| LE OLTO TO EPEVVNTIKO TPOYPULLLN TTOV UTOPEL VAL GOG
TOVTOTOOVY, Oa TopoUeEivOLY EUMIGTEVTIKEG Kol Ba ypnoomomnbovy Hovo Yo TOVG OKOTOVS TOV
TaPOVTOG EPELYNTIKOD £pyov. Oa amokeAvPBodV Hovo pe TNV AdELD GOGC, EKTOG OV OTOLTEITAL OO TO
vopo. Ola To TPOCOTIKA Kol 1Tk oTotyeio B avTIHETOTIOTOVV LE ACPALELD KOl GOUPOVO. LLE TOVG
KOVOVEG TG 101OTIKOTNTOG KO TG TPOGTAGIOS TV TPOSOTIK®V dedopuévav ¢ EE kot tov vopmv g
EUMIGTEVTIKOTNTOG.

Ta apyeia vyeiog oag, KaBmG Kot omoradnToTe TANPOoPOpic Tov Ba AneOel katd T SidpKelo TNG LEAETNG
VIOKEWVTOL GE EAEYYO (Y10 TNV EMAAT0EVOT TOV S1001KAGIOV KL TOV SESOUEVDV) OO TIG APUOIIES aPYES
KoL TOVG €£0VG000TIUEVOVG AVTITPOGMTOVS TOV 0PN yov, t¢ Evpwnaikig Enttponnc, g ®povtidag
ZoNg, N OTm¢ amotteital amd To vopo. Me tnv vmoypaer] g @OPLAG GUVOIVESTG, ETLTPEMETE TV APEST
N Vv 1pdoPacn 6€ AVTEC TIG EUTIGTEVTIKEC TANPOPOPIEC GTO APUOSIO TPOCOTIKO TNG MEAETNG KO TIG
PLOGTIKEG apYES, OTMG TPOUVAPEPONKE.

Y Kabe dnpocicvon 1/ Ko Tapovcicon, ol TANPoeopies Ba TPEMEL va TapEYOVTOL LE TETOLO TPOTO TOL
VO UNV UTOPELTE VO AvoyVOPLOTELTE, Tapd LOVO UE TNV AdELd GOC.

Tv 0o ovpPel av TPAVRATIOT® OC ATOTELEGHE TG CUUUETOYNS OE CVTO TO EPEVVITIKO
£pyo;

Ta Nocokopeio kot / 1| ot dOUEG QPOVTIONG OV EUTAEKOVIOL GE OLTEG TIG SOKUUEG OMOdEYOVTOL
LOVOUEPDOG TO KOOV TNG TANPOLS KOl ETIGTUNG PPOVTIONG Y10t TOVS AGHEVELG TOL GUUUETEYOVY GTN
peAétn. o to A0yo anTd, 0V VTOGTEITE EVOV TPAVUATIGUO, MG ATOTEAEGLOL TG CLUUETOYXNS O OVTO TO
gPELVNTIKO £pyo, M voookouelokn mepiboiyn kot Oepaneio 0o cog mopacyedel amd v vanpecio
dnuodclog vysiog yopic emmAéoV KOGTOG Yo €0GG, oV EMALEETE VU OVIIUETOTIOTEITE MG dNUOGLOG
acOevnc.

Av, vy omowodnmote AOYo Ogv pmopeite vo emm@eAnbdeite Tov vanpecidv dNUOCLOG LYElNG, 1
vocokouelokn mepifaiyng kot Oepaneio Bo avainedel amd ™ doun epovtidag Tov 0dNYEl AVTEG TIg
OOKIUEG.

13. Xvvaiveon



‘Exyo dofdoet, 1 dStopdotnke yio péva og po YAdooo mov Katarapaive to £yypapo, Kot katohafaive
TOVG GKOTOVC, TIG SLdKAGIEG KOl TOVS KvOUVOUG avToD TOL EPELVNTIKOV £PYOV, OTMG TEPLYPAPETAL
péca og ato.

Aive 4d€10 Y100 TOVG YIOTPOVG OV, GALOVS ETOyYEANATIEG VYEIOG, VOCOKOLUEID T} EPYOGTIPLL VO, OMGOVY
TANpopopieg otV Ppovtida ZmNg oYETIKA L TN VOGO Kot T1 Ogpameia LLov, Tov ival amapaitnTeS yio
70 €pyo owTO. AvTIAapPavopan 0Tt aVTEG 01 TANPOPOPIES Ool TOPAUEIVOVY EUTIGTEVTIKEG.

Eiya v gukaipio va KGve epmTACELS KAl VO EILLOL TKOVOTTOMUEVOC LE TIC OTOVTICELS TOL €)X AGPEL.
ZOHE®VO eAeVBEPA VO GUUUETACK® GE ALTO TO EPELVNTIKO £PYO, OTMG TEPLYPAPETAL.
Kozavod 61t Ba pov d00ei éva voyeypappévo avtiypa@o autol Tov yypapov va 10 KPATHoo.

Ovopo CUUUETEYOVTOL (TUTIMUEVO) wuveeneieiiiiiesieeeiieeieenieeieeieesieeseeeeeenees

Yroypoon Hpepopnvia

Ovopa pLapTupa VITOYPOPNG CULUETEXOVTO (TUTIMHEVO) w.eevrrerereenrrrerereerreesreeesseessseesseessssseeses

Yroypagn| Hpepopnvia

Anhoon epevvnn *: 'Exm ddoel Tpopopikn) €£QYNoT TOV PELVNTIKOD £PYOV, TOV SLUSIKAGIOV TOV KoL
TOV KVOOVOV TOL KOl TIGTEV® OTL O GUUUETEX®V £XEL KATAVONOEL TNV €Nynon.

To 6voud Tov EPeuviTi] (TOTMUEVO) ..veevveceeeiieiveceerieere et

Ymoypoon Hpepopnvia

* "Evo. ovdTtepo HEAOG TNG EPELVNTIKNG OUAONG TPEMEL Vo TapEYEL TNV €ENYNON Kol TNV TOpOoYN
TANPOPOPLDY GYETIKA LLE TO EPEVLVITIKO TPOYPOLLLLAL.

Enueimon: Ora ta pépm mov vIoYPAPOLY TN O cLYKOTABESTC TPENEL VA fGAOVV MUEpOUNVia GTHV
VITOYPAPT] TOVG.

14. Mg To10v pmop® vo ETKOIVOVI|CO;

To dtopo mov pmopel vo yPpelacTel va EMKOVOVNCETE EEQPTATAL OO TN VGT TOL EPOTHUATOS Gag. ¢
€K TOVTOV, TOPUKOAOVLLE Vo AAPeTe vtoyT T €ENG:

I neprocotepes TAnpo@opisg 1 poavrefov:

Av 0éhete TEPIOGOTEPEG TANPOPOPIEC OYETIKA HE OVTO TO £PY0 M OV EYETE OMOLOONTOTE 1OTPIKE
TPoPANHaTO TOL PTOpPEl Vo oXETILOVTOL [IE T GUUUETOYN GOG GTO TPOYPUUUE. (Y10 TUPASEY LA, KATOLL
avemBOUNTY EVEPYELR), UTOPEITE VO ETIKOIVOVIGETE E TOV KOPLO EPELVNTI 1 OTOLOONTOTE Ao TO
TOPAKATO GTop:

Ovopa::
Pbhoc: koprog epevvng (ko 24-mpn WTpikn emopn)



Tniépwvo:

Ovopa:
Po)og:
Tniépwvo:

INoe rapdrova:

Av €yete OMOLOONTOTE TOPATOVO GYETIKA LE OTOLOONTOTE TTVYN TOV £PYOL, TOV TPOTO LE TOV OMOI0
OleEdyeTar 1 OTOECONTOTE EPMTNGCELS MG CLUUETEX®V OTNV €PELVA YEVIKA, TOTE MUmOpeite vo
EMKOWMVNGETE UE:

Ovopa:
Oéon:
TnAépwvo:
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APPENDIX V

Ethical Committee approval at FZ.



APPROVAL OF THE RESEARCH ETHICS COMMITTEE

PHC-2014, GA 643892.

The Research Ethics Committee is constituted by Mrs. loanna Chalimou —
pathologist, Mrs. Eleni Reppa — Chief Nurse, Mr. Dimitris Theodoropoulos — Social
worker, and Mr. Georgios Koumanakos — Ex. manager of the company.

The committee has also reviewed and approved the informed consent form for the
pilot trials in Greece.

At the meeti elét Patras in March the 2nd, 2016.

[ E:0. NATPON - NYPFOY 115, BPAXNAIIKA NATPQN
."‘ém 222612, FAX: 2610 240243
M. 998362136 - B' AOY NATPON
Georgios Kouman'akos

Legal representative — Ex. manager
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APPENDIX VI

Data recording form to be filled by RAs during FHAG pilot for each participant.



DATA RECORDING QUESTIONNAIRE

CASE NUMBER

Code 0 =No
Code 1 = Yes
Time in seconds

Gray boxes do not code

Variables for Sub scenario Assessment 0:
D1 Training Day

TOa Assessment 0 SubscenarioRound 1

V1a Bed Transfer occurs, detected by Research Assistant (RA),
V2a Bed Transfer occurs, detected by RADIO

V3a Time elapsed for bed transfer by RA (seconds)

V4a Time elapsed for bed transfer by RADIO (seconds)
V5a Chair transfer occurs, detected by RA

Vé6a Chair transfer occurs, detected by RADIO

V7a Time elapsed for chair transfer by RA

V8a Time elapsed for chair transfer by RADIO

V9a Pill intake occurs by RA

V10a Pill intake occurs by RADIO

V1la Time elapsed for 4 meters walk inside SCRSA by RA

V12a Time elapsed for 4 meters walk inside SCRSA by RADIO

I@-DI@-@ID-DD

Variables for Sub scenario Assessment 0:
D1 Training Day

TOb Assessment 0 SubscenarioRound 2

V1b Bed Transfer occurs, detected by Research Assistant (RA),
V2b Bed Transfer occurs, detected by RADIO

V3bTime elapsed for bed transfer by RA (seconds)

V4b Time elapsed for bed transfer by RADIO (seconds)
V5b Chair transfer occurs, detected by RA

V6b Chair transfer occurs, detected by RADIO

V7b Time elapsed for chair transfer by RA

V8b Time elapsed for chair transfer by RADIO

Vb Pill intake occurs by RA

V10b Pill intake occurs by RADIO

V11b Time elapsed for 4 meters walk inside SCRSA by RA

V12b Time elapsed for 4 meters walk inside SCRSA by RADIO

tEl

I@-DI@-@ID-DD



DATA RECORDING QUESTIONNAIRE

Code 0 =No
Code 1 = Yes
Time in seconds

Gray boxes do not code

Variables for Sub scenario Assessment 1:
D2 Study Day

T220a Assessment 1 SubscenarioRound 1

V221a Bed Transfer occurs, detected by Research Assistant (RA),
V222a Bed Transfer occurs, detected by RADIO

V223a Time elapsed for bed transfer by RA (seconds)
V224a Time elapsed for bed transfer by RADIO (seconds)
V225a Chair transfer occurs, detected by RA

V226a Chair transfer occurs, detected by RADIO

V227a Time elapsed for chair transfer by RA

V228a Time elapsed for chair transfer by RADIO

V229a Pill intake occurs by RA

V210a Pill intake occurs by RADIO

V211a Time elapsed for 4 meters walk inside SCRSA by RA

V212a Time elapsed for 4 meters walk inside SCRSA by RADIO

I@-DI@-@ID-DD

CASE NUMBER

Variables for Sub scenario Assessment 1:
D2 Study Day

T220b Assessment 1 SubscenarioRound 2

V221b Bed Transfer occurs, detected by Research Assistant (RA),
V222b Bed Transfer occurs, detected by RADIO
V223bTime elapsed for bed transfer by RA (seconds)
V224b Time elapsed for bed transfer by RADIO (seconds)
V225b Chair transfer occurs, detected by RA

V226b Chair transfer occurs, detected by RADIO

V227b Time elapsed for chair transfer by RA

V228b Time elapsed for chair transfer by RADIO

V229b Pill intake occurs by RA

V210b Pill intake occurs by RADIO

V211b Time elapsed for 4 meters walk inside SCRSA by RA

V212b Time elapsed for 4 meters walk inside SCRSA by RADIO

tEl

I@-DI@-@ID-DD



DATA RECORDING QUESTIONNAIRE

Code 0 =No
Code 1 = Yes

Time in seconds

Variables for Sub scenario Lunch:
D2 Study Day

T2a Lunch Subscenario Round 1

V21a Pill intake occurs by RA

V22a Pill intake occurs by RADIO

V23a Time elapsed for 4 meters walk inside SCRSA by RA
V24a Time elapsed for 4 meters walk inside SCRSA by RADIO
V25a Chair transfer occurs, detected by RA

V26a Chair transfer occurs, detected by RADIO

V27a Time elapsed for chair transfer by RA

V28a Time elapsed for chair transfer by RADIO

V29a Time elapsed for 4 meters walk inside SCRSA by RA
V30a Time elapsed for 4 meters walk inside SCRSA by RADIO
V31la Armchair transfer occurs, detected by RA

V32a Armchair transfer occurs, detected by RADIO

V33a Time elapsed for armchair transfer by RA

V34a Time elapsed for armchair transfer by RADIO

V35a Bed Transfer occurs, detected by Research Assistant (RA),
V36a Bed Transfer occurs, detected by RADIO

V37a Time elapsed for bed transfer by RA (seconds)

V38a Time elapsed for bed transfer by RADIO (seconds)

V39a TV watching, detected by RADIO

V40a TV watching, detected by RADIO (RA),

V4la GUI use before living the apartment

V42a GUI detecting no presence

DD-DI@-DI@-DI@I@-DI@-DD

CASE NUMBER

Variables for Sub scenario Lunch:
D2 Study Day

T2b Lunch Subscenario Round 2

V21b Pill intake occurs by RA

V22b Pill intake occurs by RADIO

V23b Time elapsed for 4 meters walk inside SCRSA by RA
V24b Time elapsed for 4 meters walk inside SCRSA by RADIO
V25b Chair transfer occurs, detected by RA

V26b Chair transfer occurs, detected by RADIO

V27b Time elapsed for chair transfer by RA

V28b Time elapsed for chair transfer by RADIO

V29b Time elapsed for 4 meters walk inside SCRSA by RA
V30b Time elapsed for 4 meters walk inside SCRSA by RADIO
V31b Armchair transfer occurs, detected by RA

V32b Armchair transfer occurs, detected by RADIO

V33b Time elapsed for armchair transfer by RA

V34b Time elapsed for armchair transfer by RADIO

V35b Bed Transfer occurs, detected by Research Assistant (RA),
V36b Bed Transfer occurs, detected by RADIO

V37b Time elapsed for bed transfer by RA (seconds)

V38b Time elapsed for bed transfer by RADIO (seconds)

V39b TV watching, detected by RADIO

V40b TV watching, detected by RADIO (RA),

V41b GUI use before living the apartment

V42b GUI detecting no presence

DD-DI@-DI@-DI@I@-DI@-DD



DATA RECORDING QUESTIONNAIRE

Variables for Sub scenario dinner:
D2 StudyDay

T3a Dinner Subscenario Round 1

V43a Pill intake occurs by RA

V44a Pill intake occurs by RADIO

V45a Chair transfer occurs, detected by RA

V46a Chair transfer occurs, detected by RADIO

V47a Time elapsed for chair transfer by RA

V48a Time elapsed for chair transfer by RADIO

V49a Time elapsed for 4 meters walk inside SCRSA by RA
V50a Time elapsed for 4 meters walk inside SCRSA by RADIO
V51a Meal preparation occurs, detected by RA

V52a Meal preparation occurs, detected by RADIO

V53a GUI interaction TV watching set turn off

D-DI@I @I]D-DD

CASE NUMBER

Variables for Sub scenario dinner:
D2 StudyDay

T3a Dinner Subscenario Round 1

V43b Pill intake occurs by RA

V44b Pill intake occurs by RADIO

V45b Chair transfer occurs, detected by RA

V46b Chair transfer occurs, detected by RADIO

V47b Time elapsed for chair transfer by RA

V48b Time elapsed for chair transfer by RADIO

V49b Time elapsed for 4 meters walk inside SCRSA by RA
V50b Time elapsed for 4 meters walk inside SCRSA by RADIO
V51b Meal preparation occurs, detected by RA

V52b Meal preparation occurs, detected by RADIO

V53b GUI interaction TV watching set turn off)

H

D-DI@I @I]D-DD

Variables for Sub scenario breakfast:
D3 Study Day

T1la Breakfast SubscenarioRound 1

V54a Bed Transfer occurs, detected by Research Assistant (RA),
V55a Bed Transfer occurs, detected by RADIO

V56a Time elapsed for bed transfer by RA (seconds)

V57a Time elapsed for bed transfer by RADIO (seconds)

V58a Chair transfer occurs, detected by RA

V59a Chair transfer occurs, detected by RADIO

V60a Time elapsed for chair transfer by RA

Vé61la Time elapsed for chair transfer by RADIO

V62a Pill intake occurs by RA

V63a Pill intake occurs by RADIO

V64a Time elapsed for 4 meters walk inside SCRSA by RA
V65a Time elapsed for 4 meters walk inside SCRSA by RADIO
V66a Meal preparation occurs, detected by RA

V67a Meal preparation occurs, detected by RADIO

-DI@-DI@-@ID-DD

Variables for Sub scenario breakfast:
D3 Study Day

T1b Breakfast SubscenarioRound 2

V54b Bed Transfer occurs, detected by Research Assistant (RA),
V55b Bed Transfer occurs, detected by RADIO

V56bTime elapsed for bed transfer by RA (seconds)

V57b Time elapsed for bed transfer by RADIO (seconds)

V58b Chair transfer occurs, detected by RA

V59b Chair transfer occurs, detected by RADIO

V60b Time elapsed for chair transfer by RA

V61b Time elapsed for chair transfer by RADIO

V62b Pill intake occurs by RA

V63b Pill intake occurs by RADIO

V64b Time elapsed for 4 meters walk inside SCRSA by RA
V65b Time elapsed for 4 meters walk inside SCRSA by RADIO
V66b Meal preparation occurs, detected by RA

V67b Meal preparation occurs, detected by RADIO

-DI@-DI@-@ID-DD



DATA RECORDING QUESTIONNAIRE

Code 0 =No
Code 1 = Yes

Time in seconds

Variables for Sub scenario Oupatient visit:
D3 StudyDay

T4a Outpatient’s Visit Subscenario Round 1

V66a Activaton via GUT occurs by RA

V67a Activation via GUI occurs by RADIO

V68a Time elapsed for 4 meters walk outside SCRSA by RA
V69a Time elapsed for 4 meters walk outside SCRSA by RADIO
V70a Patient in OP, detected by RA

V71a Patient out, detected by RA

V72a Activaton via GUT occurs by RA

V73a Activation via GUI occurs by RADIO

V74a Time elapsed for 4 meters walk to SCRSA by RA
V75a Time elapsed for 4 meters walk to SCRSA by RADIO

V76a End of the study (desactivation GUT)

D-DI@@ @I]D-]DD

CASE NUMBER

Variables for Sub scenario Oupatient visit:
D3 StudyDay

T4a Outpatient’s Visit Subscenario Round 1

V66b Activaton via GUI occurs by RA

V67b Activation via GUI occurs by RADIO

V68b Time elapsed for 4 meters walk outside SCRSA by RA
V69b Time elapsed for 4 meters walk outside SCRSA by RADIO
V70b Patient in OP, detected by RA

V71b Patient out, detected by RA

V72b Activaton via GUI occurs by RA

V73b Activation via GUI occurs by RADIO

V74b Time elapsed for 4 meters walk to SCRSA by RA
V75b Time elapsed for 4 meters walk to SCRSA by RADIO

V76b End of the study (desactivation GUI)

D-DI@@ @I]D-]DD

Following evaluation of functional status with this questionnaire the following tests will be carried out on each

patient by the Research Assistant.

.- Self perceived Quality of Life (for LTCF clients only, second round)
.- in-depth semistructured questionnaire on obtrusiveness

.- usability measures (USU, ASQ and PIADS)
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APPENDIX VII

Data recording form to be filled by nurses during FZ pilot for each participant.



DATA RECORDING QUESTIONNAIRE

CASE NUMBER

Code 0 =No
Code 1 = Yes
Time in seconds

Gray boxes do not code

Variables for Sub scenario Assessment 0:
D1 Training Day

TOa Assessment 0 SubscenarioRound 1

V1a Bed Transfer occurs, detected by Research Assistant (RA),
V2a Bed Transfer occurs, detected by RADIO

V3a Time elapsed for bed transfer by RA (seconds)

V4a Time elapsed for bed transfer by RADIO (seconds)
V5a Chair transfer occurs, detected by RA

Vé6a Chair transfer occurs, detected by RADIO

V7a Time elapsed for chair transfer by RA

V8a Time elapsed for chair transfer by RADIO

V9a Pill intake occurs by RA

V10a Pill intake occurs by RADIO

V1la Time elapsed for 4 meters walk inside SCRSA by RA

V12a Time elapsed for 4 meters walk inside SCRSA by RADIO

I@-DI@-@ID-DD

Variables for Sub scenario Assessment 0:
D1 Training Day

TOb Assessment 0 SubscenarioRound 2

V1b Bed Transfer occurs, detected by Research Assistant (RA),
V2b Bed Transfer occurs, detected by RADIO

V3bTime elapsed for bed transfer by RA (seconds)

V4b Time elapsed for bed transfer by RADIO (seconds)
V5b Chair transfer occurs, detected by RA

V6b Chair transfer occurs, detected by RADIO

V7b Time elapsed for chair transfer by RA

V8b Time elapsed for chair transfer by RADIO

Vb Pill intake occurs by RA

V10b Pill intake occurs by RADIO

V11b Time elapsed for 4 meters walk inside SCRSA by RA

V12b Time elapsed for 4 meters walk inside SCRSA by RADIO

tEl

I@-DI@-@ID-DD



DATA RECORDING QUESTIONNAIRE

Code 0 =No
Code 1 = Yes
Time in seconds

Gray boxes do not code

Variables for Sub scenario Assessment 1:
D2 Study Day

T220a Assessment 1 SubscenarioRound 1

V221a Bed Transfer occurs, detected by Research Assistant (RA),
V222a Bed Transfer occurs, detected by RADIO

V223a Time elapsed for bed transfer by RA (seconds)
V224a Time elapsed for bed transfer by RADIO (seconds)
V225a Chair transfer occurs, detected by RA

V226a Chair transfer occurs, detected by RADIO

V227a Time elapsed for chair transfer by RA

V228a Time elapsed for chair transfer by RADIO

V229a Pill intake occurs by RA

V210a Pill intake occurs by RADIO

V211a Time elapsed for 4 meters walk inside SCRSA by RA

V212a Time elapsed for 4 meters walk inside SCRSA by RADIO

I@-DI@-@ID-DD

CASE NUMBER

Variables for Sub scenario Assessment 1:
D2 Study Day

T220b Assessment 1 SubscenarioRound 2

V221b Bed Transfer occurs, detected by Research Assistant (RA),
V222b Bed Transfer occurs, detected by RADIO
V223bTime elapsed for bed transfer by RA (seconds)
V224b Time elapsed for bed transfer by RADIO (seconds)
V225b Chair transfer occurs, detected by RA

V226b Chair transfer occurs, detected by RADIO

V227b Time elapsed for chair transfer by RA

V228b Time elapsed for chair transfer by RADIO

V229b Pill intake occurs by RA

V210b Pill intake occurs by RADIO

V211b Time elapsed for 4 meters walk inside SCRSA by RA

V212b Time elapsed for 4 meters walk inside SCRSA by RADIO

tEl

I@-DI@-@ID-DD



DATA RECORDING QUESTIONNAIRE

Code 0 =No
Code 1 = Yes

Time in seconds

Variables for Sub scenario Lunch:
D2 Study Day

T2a Lunch Subscenario Round 1

V21a Pill intake occurs by RA

V22a Pill intake occurs by RADIO

V23a Time elapsed for 4 meters walk inside SCRSA by RA
V24a Time elapsed for 4 meters walk inside SCRSA by RADIO
V25a Chair transfer occurs, detected by RA

V26a Chair transfer occurs, detected by RADIO

V27a Time elapsed for chair transfer by RA

V28a Time elapsed for chair transfer by RADIO

V29a Time elapsed for 4 meters walk inside SCRSA by RA
V30a Time elapsed for 4 meters walk inside SCRSA by RADIO
V31la Armchair transfer occurs, detected by RA

V32a Armchair transfer occurs, detected by RADIO

V33a Time elapsed for armchair transfer by RA

V34a Time elapsed for armchair transfer by RADIO

V35a Bed Transfer occurs, detected by Research Assistant (RA),
V36a Bed Transfer occurs, detected by RADIO

V37a Time elapsed for bed transfer by RA (seconds)

V38a Time elapsed for bed transfer by RADIO (seconds)

V39a TV watching, detected by RADIO

V40a TV watching, detected by RADIO (RA),

V4la GUI use before living the apartment

V42a GUI detecting no presence

DD-DI@-DI@-DI@I@-DI@-DD

CASE NUMBER

Variables for Sub scenario Lunch:
D2 Study Day

T2b Lunch Subscenario Round 2

V21b Pill intake occurs by RA

V22b Pill intake occurs by RADIO

V23b Time elapsed for 4 meters walk inside SCRSA by RA
V24b Time elapsed for 4 meters walk inside SCRSA by RADIO
V25b Chair transfer occurs, detected by RA

V26b Chair transfer occurs, detected by RADIO

V27b Time elapsed for chair transfer by RA

V28b Time elapsed for chair transfer by RADIO

V29b Time elapsed for 4 meters walk inside SCRSA by RA
V30b Time elapsed for 4 meters walk inside SCRSA by RADIO
V31b Armchair transfer occurs, detected by RA

V32b Armchair transfer occurs, detected by RADIO

V33b Time elapsed for armchair transfer by RA

V34b Time elapsed for armchair transfer by RADIO

V35b Bed Transfer occurs, detected by Research Assistant (RA),
V36b Bed Transfer occurs, detected by RADIO

V37b Time elapsed for bed transfer by RA (seconds)

V38b Time elapsed for bed transfer by RADIO (seconds)

V39b TV watching, detected by RADIO

V40b TV watching, detected by RADIO (RA),

V41b GUI use before living the apartment

V42b GUI detecting no presence

DD-DI@-DI@-DI@I@-DI@-DD



DATA RECORDING QUESTIONNAIRE

Variables for Sub scenario dinner:
D2 StudyDay

T3a Dinner Subscenario Round 1

V43a Pill intake occurs by RA

V44a Pill intake occurs by RADIO

V45a Chair transfer occurs, detected by RA

V46a Chair transfer occurs, detected by RADIO

V47a Time elapsed for chair transfer by RA

V48a Time elapsed for chair transfer by RADIO

V49a Time elapsed for 4 meters walk inside SCRSA by RA
V50a Time elapsed for 4 meters walk inside SCRSA by RADIO
V51a Meal preparation occurs, detected by RA

V52a Meal preparation occurs, detected by RADIO

V53a GUI interaction TV watching set turn off

D-DI@I @I]D-DD

CASE NUMBER

Variables for Sub scenario dinner:
D2 StudyDay

T3a Dinner Subscenario Round 1

V43b Pill intake occurs by RA

V44b Pill intake occurs by RADIO

V45b Chair transfer occurs, detected by RA

V46b Chair transfer occurs, detected by RADIO

V47b Time elapsed for chair transfer by RA

V48b Time elapsed for chair transfer by RADIO

V49b Time elapsed for 4 meters walk inside SCRSA by RA
V50b Time elapsed for 4 meters walk inside SCRSA by RADIO
V51b Meal preparation occurs, detected by RA

V52b Meal preparation occurs, detected by RADIO

V53b GUI interaction TV watching set turn off)

H

D-DI@I @I]D-DD

Variables for Sub scenario breakfast:
D3 Study Day

T1la Breakfast SubscenarioRound 1

V54a Bed Transfer occurs, detected by Research Assistant (RA),
V55a Bed Transfer occurs, detected by RADIO

V56a Time elapsed for bed transfer by RA (seconds)

V57a Time elapsed for bed transfer by RADIO (seconds)

V58a Chair transfer occurs, detected by RA

V59a Chair transfer occurs, detected by RADIO

V60a Time elapsed for chair transfer by RA

Vé61la Time elapsed for chair transfer by RADIO

V62a Pill intake occurs by RA

V63a Pill intake occurs by RADIO

V64a Time elapsed for 4 meters walk inside SCRSA by RA
V65a Time elapsed for 4 meters walk inside SCRSA by RADIO
V66a Meal preparation occurs, detected by RA

V67a Meal preparation occurs, detected by RADIO

-DI@-DI@-@ID-DD

Variables for Sub scenario breakfast:
D3 Study Day

T1b Breakfast SubscenarioRound 2

V54b Bed Transfer occurs, detected by Research Assistant (RA),
V55b Bed Transfer occurs, detected by RADIO

V56bTime elapsed for bed transfer by RA (seconds)

V57b Time elapsed for bed transfer by RADIO (seconds)

V58b Chair transfer occurs, detected by RA

V59b Chair transfer occurs, detected by RADIO

V60b Time elapsed for chair transfer by RA

V61b Time elapsed for chair transfer by RADIO

V62b Pill intake occurs by RA

V63b Pill intake occurs by RADIO

V64b Time elapsed for 4 meters walk inside SCRSA by RA
V65b Time elapsed for 4 meters walk inside SCRSA by RADIO
V66b Meal preparation occurs, detected by RA

V67b Meal preparation occurs, detected by RADIO

-DI@-DI@-@ID-DD



DATA RECORDING QUESTIONNAIRE

CASE NUMBER

[Code 0 = No
Code 1 = Yes

[Time in seconds

Variables for Sub scenario Assessment 1:
D3 Study Day

T4a Assessment 1 SubscenarioRound 1

V66a Activaton via GUT occurs by RA

V67a Activation via GUI occurs by RADIO

V68a Bed Transfer occurs, detected by Research Assistant (RA),
V69a Bed Transfer occurs, detected by RADIO

V70a Time elapsed for bed transfer by RA (seconds)

V71a Time elapsed for bed transfer by RADIO (seconds)
V72a Chair transfer occurs, detected by RA

V73a Chair transfer occurs, detected by RADIO

V74a Time elapsed for chair transfer by RA

V75a Time elapsed for chair transfer by RADIO

V76a Pill intake occurs by RA

V77a Pill intake occurs by RADIO

V78a Time elapsed for 4 meters walk inside SCRSA by RA

V79a Time elapsed for 4 meters walk inside SCRSA by RADIO

@EDDIEDDI@DDDD

Variables for Sub scenario Assessment 1:
D3 Study Day

T4b Assessment 1 SubscenarioRound 1

V66b Activaton via GUI occurs by RA

V67b Activation via GUI occurs by RADIO

V68b Bed Transfer occurs, detected by Research Assistant (RA),
V69b Bed Transfer occurs, detected by RADIO

V70b Time elapsed for bed transfer by RA (seconds)

V71b Time elapsed for bed transfer by RADIO (seconds)
V72b Chair transfer occurs, detected by RA

V73b Chair transfer occurs, detected by RADIO

V74b Time elapsed for chair transfer by RA

V75bTime elapsed for chair transfer by RADIO

V76b Pill intake occurs by RA

V77b Pill intake occurs by RADIO

V78b Time elapsed for 4 meters walk inside SCRSA by RA

V79b Time elapsed for 4 meters walk inside SCRSA by RADIO

I@DDI@DDI@DDDD

Following evaluation of functional status with this questionnaire the following tests will be carried out on each

patient by the Research Assistant.

.- Self perceived Quality of Life (for LTCF clients only, second round)
.- in-depth semistructured questionnaire on obtrusiveness
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APPENDIX VIII

Custom made questionnaire that will be used to assess dimensions of obtrusiveness as required in
D2.6 Balancing between medical requirements and obtrusiveness.



IN-DEPTH SEMISTRUCTURED QUESTIONNAIRE ON OBTRUSIVENESS CASE number

Physical dimension: functional dependence, discomfort or strain, excessive noise, obstruction or impediment in space, aesthetic in.

Usability dimension: lack of user friendliness or accessibility, additional demands on time and effort

Privacy dimension: invasion of personal information, violation of the personal space of home.

Function dimension: malfunction or suboptimal performance, inaccurate measurement, restriction in distance or time away from home, percep-

tion of lack of usefulness.




IN-DEPTH SEMISTRUCTURED QUESTIONNAIRE ON OBTRUSIVENESS

Human interaction dimension: threat to replace in-person contacts, lack of human response in emergencies, detrimental effects on relationships.

Self-concept dimension: symbol of loss of independence, cause of embarrassment, or stigma

Routine dimension: interference with daily activities, acquisition of new rituals.

Sustainability dimension: concern about affordability, concern about future needs and abilities




