ICT CIP i Competitive and Innovation Programme

Q

~ ﬂ(o' United4Health

UNIversal solutions in TElemedicine

Deployment for European HEALTH care
(Grant Agreement No 325215)

Document D3.2
Multicentre Database Specification

Version 1.0

Work Package: WP3
Version & Date: v1.0 / 6™ November 2014
Deliverable type: Report
Distribution Status: Public
Author: Arsenal.IT
Reviewed by: John Oates
Approved by: Janne Rasmussen
Filename: D3.2 v1.0 United4Health Multicentre databases
specifications
] Abstract

This document specifies the database that will be used to collect and aggregate the data of
all completed surveys. It contains the codebooks, which collect all the variables present in
the surveys and their possible values and format. It explains two different methods to collect
data, and defines how the patient ID will be constructed.

Key Word List

Database, Multicentre Database, Codebook, Patient Id, Data Collection, Dashboard

The information in this document is provided as is and no guarantee or warranty is given that the information is fit
for any particular purpose. The user thereof uses the information at its sole risk and liability.



Q
S{'ﬁ(o United4Health D3.2 Multicentre Database Specification

Executive Summary

In this deliverable it will be described the tool provided to the partners for the data
collection and the unique database that collect all data derived from all Regions. The
single shared database will permit to analyse the variables that are defined and
collected in a common manner.

The database will contain the variables that have to be collected from each partner
during the project. For the creation of a single common database it will be important
shared a single structure of variables present on the surveys, through the list of
requirements contained in the codebooks. The codebook is a document that is used
to provide a guide for coding responses and to serve as documentation of the
layout and code definitions of a data file.

The deliverable contains:
1 Explanation of the database

1 Explanation of the structure of the codebooks.

9 Definition of how the patient ID will be identified and associated to a single
enrolled patient.

1 Explanation of the different tools to collect data and populate the unique
database: online tool and CSV tool.

1 Explanation of monitoring tool, the dashboard, useful to monitor the number of
enrolled patients, completed surveys and other trend of the study

1 The portrayal of codebooks for each pilot.
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Introduction

1.1

1.2

Purpose of this document

The aim of this deliverable is to explain how the United4Health database will be
populated, and how data for each enrolled patient and surveys will be collected. At
the same time, the structure of the codebook will be presented; this is a tool that
contains all the information about the variables of the surveys collected during the
entire period of the study.

Codebooks for all the pilots that constitute the United4Health project are shown in
the Appendices:

9 Diabetes Mellitus.

9 Chronic Obstructive Pulmonary Disease.

9 Chronic Heart Failure.

Glossary

DB Data Base

DM Diabetes Mellitus

CHF Chronic Heart Failure

COPD Chronic Obstructive Pulmonary Disease
CSV File Comma-Separated Values File

HLTM High Level Tele-Monitoring

LLTM Low Level Tele-Monitoring

MLTM Moderate Level Tele-Monitoring
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Database Specification

2.1

The database

Data collection in the United4Health project will be organised in a single database,
containing all the data coming from the compilation of the surveys for all partners
and pilots.

To creation of a single common database, it will be important to share a single
structure of variables presented in the surveys, through the list of requirements
contained in the codebooks. In the section 2.2, the characteristics of the codebooks
are explained. The appendixes contain the completed codebooks of all three pilots,
DM, COPD and CHF respectively.

All the data collected will be stored in a single database implemented and managed
by Arsenal.IT.

There will be two different ways to collect and forward data to populate the
database:

1. Online tool: Completing the surveys directly on the web portal of Arsenal.IT;
data entered will be automatically imported into the U4H database. Data
collected can be exported afterwards from the web portal in a CSV file format
and resent to the partners for data analysis.

2. CSV tool: data can be extracted from partners local databases into CSV files,
which can be uploaded into the Arsenal.IT portal with the correct specifications
defined by the related codebook; the CSV files will be imported into the U4H
database.

The Figure 1 shows the solution adopted to populate the database and the different
tools provided.

In a specific session of the Arsenal.IT web portal, there will be a specific section
available to the U4H Project in order to allow the collection of data required by the
project through both online tool and CSV tool. To have access to the area dedicated
to the project and carry out the activities, the users will receive from Arsenal.IT a
specific personal username and password for identification. To create an account to
access the portal, Arsenal.IT will require some personal data from each user.

The Arsenal.IT web-portal is registered on a virtual server. The server can be
publically accessed by HTTP or HTTPS protocols, while SSH accesses are possible
only by the Arsenal.IT headquarters or by the service provider of the portal. Other
types of accesses are inhibited by a firewall.
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Figure 1: Schema of provided tools

As described in the Figure 1, the database will store all data coming from the
partners, uploaded to the system by both the on-line tool and the CSV file. The
database uses MySQL 5.5.38, and is showed in Figure 2.

8006 (MySQL 5.5.38-0ubuntu0.14.04.1) u4h/u4h/CHF_12M_CD Ea'
l uh | Bz WEHM BB BE -]
Select Database Structure | Content | Relations Triggers Table Info Query Table History Users Censole
QFilte Search: | REGION 3 (= DENGY Filter
TABLES REGION | PATIENT_ID PATIENT_GROUP ASSESS_DATE LEAVE STUDY LEAVE DATE LEAVE REASON MORTALITY \MORTALITY_OTHER |ADMISSION |ADM_NO |ADM_DAYS |ADM_DATE
[T] caregory
B8 CHF_12M_CD

[T]CHF_12M_ECON

[ CHF_12M_ECON_TELEMED
[EE cHF_18M_cD

1] CHF_18M_ECON

[ CHF_18M_ECON_TELEMED
[l CHF_END_WsD

[T CHF_ENR

[T] coPD_END_WSD

[l coPD_ENR
[1]COPD_HLTM_CD

[T copPp_LLTM_CD

[ ] COPD_LLTM_ECON

[ COPD_LLTM_ECON_TELEMED
[l coPp_MLTM_CD

[l COPD_MLTM_ECON
[1]COPD_X_HLTM_FU

[l coPp_x_MLTM_FU

-l om_12M_cD
[1]DM_12M_ECON

[] DM_12M_ECON_TELEMED
[l pm_18M_cD
[1]DM_18M_ECON

Figure 2: Screenshot of Database

In the left part of the database are listed all the CRFs that the partners have to
collect; in the right part it is possible to see the structure of one CRF. The first row is
filled with the name of the variables specified in the codebook. The database will be
populated when the process of importing data starts.
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2.2

The codebook

The codebook is a document whose purpose is to specify, in an unequivocal
manner, the variables to be collected and their possible values. The codebook
contains all the information to define the variables used on a single questionnaire /
survey. It is included in an Excel file. Each pathology has a unique Excel file that
include all the components of the codebook for all the questionnaires / surveys;
each sheet of the excel file contains the codebook for one survey. The name of the
sheet is an abbreviation of the survey name that contains in this order:

1 Abbreviation of the pilot.
1 The evaluation time points.

1 Type of collected data.

In the COPD codebook, the evaluation time points are not defined as a pre-defined
time period, but are associated with the end stages of telemonitoring (HLTM, MLTM.
LLTM). Three surveys are denominated as COPD_X HLTM_FU,
COPD_X MLTM_FU and COPD_X LLTM_FU. In these cases, "X" denotes the
precise time when the survey is completed during the three different stages of
telemonitoring.

The first two rows of the each excel sheet contain the extended name of the survey
and its code. The survey code is composed of the name of the sheet (abbreviation
of the pilot, evaluation time point and type of collected data); in addition it specifies
the name of the country. The database is realised following the same roles.

In the codebook, there are five components associated with each variable; they are
contained in the first five columns of each sheet of the excel file. These are:

i Variable Name (1st column): the variable name is simply a name that is used
to reference the variable when designing analyses. The variable name is a
short word or abbreviation.

1 Variable Label (2nd column): the variable label is a written description of the
variable. The variable label is usually the question itself.

1 Values of variable (3rd column): in this column all the values that each
variable can have are reported; each value is matched to an identified code to
label the responses.

1 Type of Variable (4th column): the type of variable identifies the format of the
variable (i.e. numeric, date, string, alphanumeric).

1 Notes (5th column): this contains specifications about a possible and defined
range of values that the variable can take, and about the possible
dependence of the variable on previous ones. In this case, the variable is to
be collected depending on the value of a previous variable.

The rows of the excel file are coloured in different ways:

i Variables in green are variables that have to be collected by all partners
(mandatory field);

1 the colour grey is used for those variables that are optional (voluntary field);

1 while the colour white is used for those variables that have to be collected only
for some partners.
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See the Appendices for details.

Figure 3 shows an example of a sheet (CHF_12M_CD) of CHF pilot; the main

important characteristics are described below.

= A -] C D E
. PILOT 3 - CHF: CRF 12 months (end of study) - CLINICAL DATA
2 |Questionnaire Code = CHF_12M_CD_COUNTRY |«ll=—— 1
; |variable Variable Label Variable Label Type of Notes
Variable
4 |REGION 1.1 Region 1 = Scofland Numeric
5 2 ="Wales
& 3 = Calabria
7 4 = South Karelia
8 5 = Greece
] & = Barfin
10 /= Morthwest Moravia
[ 11 | 8 = Slovenia
12 9 = Campania
13 10 = Southern Norway
14 11 = Northerm Norway
15 12 = Galicia
16 13 = Basgue Couniry
17 14 = Mord Pas De Calais
18 |FATIENT_ID 1.2 Patient ID (Conlinuaus varable) Alphanumeric
PATIENT_GROUP 1.3 1s the patient in the comparison group |, . Numeric
19 ar the te f_rfmcd cing aroup? - TN = intervention group
20 2 =Comparaltor group 3
21 | ASSESS_DATE 14 Date of assessment dd/mm/yywy Date
22 |LEAVE_STUDY 1.5 Has the patient left the study? I =Yes Numeric
&3 2=HNo
24 8 = Unknown
25 9 = MESIng answer Y
26 IL"_'A\«'L' DATE 1.5.1 Date in which patient leaves the ddimm, ey Dale IF LEAVE_STUDY=1
27 [LEAVE_REASON 1.5.2 Leave reqson I=Deceased Numeric IF LEAVE_STUDY=1
28 2=0ther reasan
MORTALITY 1.5.2.1 Decedased neason: Numeric IF LEAVE_STUDY=1 AND
29 1=For reasors related to CHF LEAWE_REASON=1
30 2=For reasons not related to CHF
31 8 = Unknown
32 7 = Missing answer
MORTALITY_OTHER 1.5.2.1.15pecify comesponding ICD10- String IF LEAVE_STUDY=1 AND
codes. (Conlinuous variable} LEAVE_REASOMN=1 AND
! MORTALITY=2
33
ADMISSION 2.1 Any hospitalisation due to 1 =Yes
decempoensated HF frem enrcliment till
34 naw# Numefic
35 2=No
36 9 = Missing answer
37 ADM_NO 2.1.1 How many fimes? ({Continuous variable) Numeric IF ADMISSION=1
3a ADM_DAYS 2.1.2 For how many days in felal? ({Centinuaus variable) Numeric IF ADMISSION=1
ADM_DATE 2.1.3 Date of first admission due to ddfmm/yyyy IF ADMISSHON=1
. decompoensated HF after enreliment
39 Date
EXIT_DATE 2.1.4 Bxit date of last admission due te ddirmmifyyyy IF ADMISSION=1
decompoensated HF
40 Date
41 |ED 2.2 Any emergency department (ED) visit |1 = Yes Numeric
42 due to decompersated HF from 2=HMNo
enrciiment till now? 7 = Miing answer 4
43
ED_MNO 2.2.1 How mary timess (Centinuaus varable) Numeric IF ED=1
a4
EDVISIT 2.2.2 Date of first ED visit due to Date IF ED=1
45 decempegsated HF after erralment ddimmiyyyy A J
46 |WEGHT 2.3 Body wieight (in kilegrams)] (Continuaus varable) Numeric Range: 43 - 200
47 |HR 2.4 Heart rgie (bpm) ({Continuous variable) Numeric Range: 30 - 200
48 |S02 2.5 Owyaed saturation (%) (Continuous varable) Numeric Range: &0 - 100
49 |§8p 2.6 Systolighslood pressure (in mmHg] ({Continuous varable) Numeric Range: 40 - 299
50 |DBP 2.7 Diastol® blood pressure (in mmHa) ({Continuous variable) Numeric Range: 30 - 130
| _1 CHF_ENRJ CHF_le_CDJ CHF_12M_ECON | CHF_12M_ECOM_TELEMED , CHF_18M_CD , CHF_18M_ECON | CHF_18M_ECOM_TE
Figure 3: Example of the main characteristics of a codebook
In the first column (A) there is the name of the variable; the second one (B) contains
the variable label; in the third (C) there are the value labels while in the fourth one
(D) shows the type of variable. The fifth column (E) contains notes about the
variable.
Public Page 10 of 86 v1.0 / 6th November 2014
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Row number 2 (arrow N°1) contain the code of the questionnaire; arrow N°2
highlights the name of the sheet.

The rectangle signed by arrow N°3 shows a variable (LEAVE_DATE) that depends
on the last one (LEAVE_STUDY). In this case, the variable LEAVE_DATE is to be
filled only if the variable LEAVE_STUDY takes the value 1. It could be explain as
follows : f thé patient has left the study, then the date when he/she left the study is
to be specifiedo.

The rectangle signed by arrow N°4 underlines the values that variables from row 47
to 52 can take. For example the variable in the row 47 (WEIGHT) can have only
values from 40 to 200.

Each sheet of the codebooks for all pilots are shown in the Appendices:
1 Appendix A: codebook for DM, file n a m &4HACODEBOOK_DM_FINAL V20

1 Appendix B: codebook for COP D, file name AU4H CODEBO
FINAL_V20

1 Appendix C: codebook for CHF, file name AU4H_ CODEB:/
FINAL_V20

The database is carried out following the rules described in the codebooks.
Referring to Figure 2, in the left of the database screen, the list of the sheets of the
previous excel are shown; the variables are shown in the first row of the right side.

2.3 The patient ID

The patient ID (variable PATIENT ID in the codebook) is an unambiguous
alphanumeric key linked to a unigue patient included in the study. The main purpose
of the allocating a single and unique ID for a patient is the need to match correctly
each questionnaire / survey completed for that patient, and to render him/her
anonymous. The association between the name and surname of the patient and the
PATIENT _ID will be managed only by the Data Managers of each Region.

The patient ID will be constructed using a maximum of 12 characters: a three
character prefix that is formed of a letter indicating the pilot (H, C or D) and two
letters indicating the Region. For example CSC is the prefix for COPD pilot of
Scotland. The last nine characters of the ID will be an alphanumeric code decided
by each partner. An example is shown in Figure 4.

Public Page 11 of 86 v1.0 / 6th November 2014
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Figure 4: Rule for the PATIENT _ID

Table 1:- Pilot Code

In the following tables, the code for each pilot (Table 1) and code for each Region
(Table 2) are defined.

Pilot Pilot Code
Diabetes D
COPD C
CHF H
Table 2: Region Codes
Region Region Code
Basque Country BC
Berlin BE
Calabria CL
Campania CM
Czech Republic CR
Gallicia GA
Greece GR
Nord Pas de Calais NC
Northern Norway NN
Scotland SC
Slovenia SL
South Karelia SK
Southern Norway SN
Wales WA
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3.

Procedures to collect data

3.1

In this section, the different modalities to collect data, and the actors involved in the
process of data collection are described.

There will be two different ways to collect and forward data to Arsenal.IT to populate
the database:
1. Online tool: Entering the surveys directly into the web portal of Arsenal.IT.
2. CSV tool: collecting the data through CSV files, and afterwards uploading the
CSV files into the Arsenal.IT portal.

It is possible to use a mix of the online tool and CSV file: some surveys of a pilot
could be completed with the online tool, and others with the CSV file tool. In this
case it is important to declare which surveys will be completed by the online tool and
which by the CSV tool.

The decision of the method to use is in the hands of each partner.

Inside each partner, two main types of actors with different roles and tasks are
identified:

1 The Data Enterer. They are the actors that collect data and complete the
surveys for the tool on-line.

1 The Data Manager. Hel/she has responsibility for the integrity and
management of data for his country; in particular:

o doing quality assurance on the data entered by the data enterer (when
using the on-line tool method) or on the data uploaded in the CSV (when
using the CSV method);

o linking of the local variables names to the central database variables
names;

0 uploading / exporting the CSV files;

o0 doing the internal training for his/her team on the use of CSV / online
tools;

0 any other technical issue concerning the database.

Collect data through CSV tool

Partners that decide to use the CSV tool have firstly to collect data in a CSV file
format. For each survey, a respective CSV file has been created following the rules
described in the codebooks. There is one CSV file for each Excel sheet. The first
row of the each CSV file contains all the variables defined in the sheet of the
codebook. Every month, by the tenth day of each month, the Data Manager will
upload the completed CSV files onto the Arsenal.IT web-portal. All loaded CSV files
will populate the single database. The integrity and coherence of data contained in
the CSV files are the responsibility of each partner, and in particular the Data
Manager who has to assure the quality of data.

Figure 5 shows an example of an empty CSV file where the variables that have to
be collected for the survey DM_ECON_TELEMED_12M are shown. The variables in

Public
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the first row of the CSV file correspond exactly to the first column of the respective
codebook. Each following row will contain the values of variables for one patient

enrolled, using the correct format as defined in the fi p ¢

of
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v a@lumnafthee o

codebook. It will be the responsibility of the Data Manager to ensure that the values
of the variables respect the codebook, and that all mandatory variables are

completed.
A B C D E F G H I J K M
1 Recion PATIENT_ PATIENT_ ASSESS_ DURATI CONTA CONTA PROFES TIMEPER MONIT MONIT MONITOR_PRO TIME_PER_MO
ID GROUP  DATE ON cT CTL  SIONAL VISIT OR OR1  FESSIONAL NITORING
2
3
4
Figure 5: CSV Template - example of an empty CSV file for the survey
DM _12M _ECON_TELEMED
Table 3: Codebook of the survey DM_12M_ECON_TELEMED
Variable Variable Label Value Label Typ_e i Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De
Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha_-
numeric
PATIENT _ 1.3 Is the patient in the comparison |1 = Intervention group | Numeric
GROUP group or the telemedicine group? 2 =Comparator group
ASSESS DATE |1.5 Date of assessment dd/mm/yyyy Date
DURATION 1.6 Duration (no of days) of use of | (Continuous variable) | Numeric
the telemedicine service?
CONTACT 1.7 Were health care professionals Numeric
in_contact with the patients by use 1=v
—_— o =Yes
of the telemedicine application (e.g. 2= No
video conference) during the period
of 12 months?
CONTACT1 1.7.1 How many times were health |(Continuous variable) | Numeric IF CONTACT=1
care professionals in_contact with
the patients by use of the
telemedicine application (e.g. video
conference) during the period of 12
months?
PROFESSIONAL |1.7.2 What education does the 1= Community Nurse | Numeric IF CONTACT=1
health care professional, who were |2 = Hospital nurse
in contact with the patient, have? |3 = Medical doctor
4 = Other education
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Type of
Variable

TIME_PER_ 1.7.3 On average, how much time | (Continuous variable) | Numeric IF CONTACT=1
VISIT did the health care professional use
per contact with the patients?
MONITOR 1.8 Did a health care professional Numeric
monitor the patients health by use
of the telemedicine application 1=Yes
(without having contact with the 2=No
patient) during the period of 12
months?

MONITOR1 1.8.1 How many times did a health |(Continuous variable) | Numeric IF MONITOR=1
care professional monitor the
patients health by use of the
telemedicine application (without
having contact with the patient)
during the period of 12 months?
MONITOR_ 1.8.2 What education does the 1= Community Nurse | Numeric IF MONITOR=1
PROFESSIONAL | health care professional, who were |2 = Hospital nurse
monitoring the patient, have? 3 = Medical doctor
4 = Other education
TIME_PER _ 1.8.3 On average, how much time | (Continuous variable) | Numeric IF MONITOR=1
MONITORING did the health care professional use
each time they monitored the
health of the patients by use of the
telemedicine devices?

Variable Variable Label Value Label Notes

The following figure shows an example of the compilaton of the
ADM_ECON_TELEMMKEO s u rthree yatieht® enrolled in the Wales

Region.
A B c D E F G H | J K L
REGION PATIEN | PATIENT_  UNIQUE ASSESS_ DURATI CONT CONT PROFESSI TIMEPE A MONI  MONITO MONITOR_PR @ TIME_PER_M
T_ID GROUP _ID DATE ON ACT ACT1 ONAL RVISIT TOR R1 OFESSIONAL ONITORING
WALES | DWAO1 1 DWAOQ11 19/09/2014 335 1 3 1 12 1 2 2 6
WALES DWAO2 1 DWAQ21 20/09/2014 330 1 2 2 8 1 3 3 16
WALES DWAO3 1 DWAQ31 20/09/2014 325 1 1 2 4 2

Figure 6: Example of a CSV file for the survey DM_12M_ECON_TELEMED
filled for three enrolled patients

For the patient in the row N°4 (PATIENT_ID=DWAO03), the last three variables
(MONITOR1, MONITOR_PROFESSIONAL and TIME_PER_MONITORING) do not
have any values, because they depend on the value of the previous variable
A MONI T BdRthis patient, the variable MONITOR has the value 2, and the next
three variables are to be completed only if the variable MONITOR = 1, as specified
in the codebook.

3.2 Online tool

It will be possible to access web pages with all the surveys that each Data Entry
actor has to fill in. These web pages will be accessible from the Arsenal.IT web-
portal; each actor, identified by each partner, will receive from Arsenal.IT a specific
personal username and password to log in. The Data Entry actor will see only the
surveys that have to fill for that pilot, while the Data Manger will see surveys of all
the pilots that his/her Region is involved in.
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The surveys will be recorded directly into the database of the Arsenal.IT portal,
Arsenal.IT will back these up on its server, and will populate the U4H database. In
this case, it will not need to send any type of files with collected data to the
Arsenal.IT consortium. But it will be possible to export a CSV file monthly from the
Arsenal.IT portal for each survey with data inserted.

Below is an example of an online compilation of the questionnaire
ADM_ECON_ TE L E MfarEhe pafiebtdn the row N°4 of the previous CSV file
(Figure 6). The related codebook of the survey is showed in the previous Table 3.

1.1 Region

Wales | 5
1.2 Patient ID
DWaAD1
1.3 Is the patient in the comparison group or the telemedicine group?
(=) Intervention group
() Comparator group
1.4 Patient Unigue ID
DWAD14

1.5 Date of assessment
18/09/2014

1.6 Duration (no of days) of use of the telemedicine service?
335

1.7 Were health care professionals in contact with the patients by use of the telemedicine application (e.g. video conference) during the periode of 12
months?

(@ Yes
() No

1.7.1 How many times were health care professionals in contact with the patients by use of the telemedicine application (e.g. video conference) during
the periode of 12 months?

3
1.7.2 What education does the health care professional, who were in contact with the patient, have?
(=) Community Nurse
() Hospital nurse
) Medical doctor
() Other eductaion
1.7.3 On average, how much time did the health care professional use per contact with the patients?

12

1.8 Did a health care professional monitor the patients health by use of the telemedicine application (without having contact with the patient) during the
periode of 12 months?

() Yes

@ No

Figure 7: Example of an online compilation of the survey DM_12M_ECON_TELEMED

The last three questions that refer to the last variables of the codebook
(MONITOR1, MONITOR_PROFESSIONAL and TIME_PER_MONITORING) are not

displayed. They depend on the value of the previousv ar i abl e f MGQBI TORO;
example, the variable MONITOR has taken the value 2, and the next three variables

are filled in only if the variable MONITOR = 1, as specified in the codebook.
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3.3

3.4

3.5

Mix of the online tool and CSV file

It will be possible to use the two different ways described above for different surveys
within a pilot and Country. But each survey will have to be completed and sent each
month using only one of the two methods, which must be decided in advance

For example, the Wales Region could decide to use the online tool for the collection
of data of the CHF_ENR survey, but at the same time they can use the CSV tool for
the data collection of the CHF_12M_ECON_SURVEY. For the entire period of data
collection, these surveys will have to be filled and sent with the same, previously
decided, method.

Declaration of the method used to collect data

All partners have been asked to define the way that each survey will be completed
(CSV tool or online tool), the favourite language of the questionnaires, and the
names of their Data Manager and Data Enterer.

The Dashboard

From the Arsenal.IT portal, it will be possible to monitor the trend of enrolled patients
and number of surveys completed. In addition, some statistical analysis on the
principal variables will be shown on the dashboard. This will show:

9 Data about enrolment, both for control group and intervention group: for both
online tool and CSV files data:
- enrolled patients;
- missing patients to reach the target;
- extra target enrolled patients.

1 About numbers of surveys: total number of completed surveys, both for the
online tool and CSV files.

i Statistical analysis on some data: mean age, sex, etc. for pilot level, pathology
level and project level.

The Data Enterer will see only information about his/her pilot and Region. The Data
Manager will see information about all pilots of his/her Region. The coordination
team will see all information for all Regions.

The Dashboard will be used to give to all Regions and Coordination team the status
of the project at any time.
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The name of DM codebook i s AU4H_COIDMBDAKV20 ; n u af bsleeets
contained is eight. In the following sections, they are all described and shown.
A.1 Diabetes: DM_ENR_COUNTRY survey
PILOT 1 - DM: CRF ENROLMENT - BASELINE DATA
Questionnaire Code =DM_ENR_COUNTRY
Variable Variable Label Variable Label Type of Notes
Variable
PILOT 1.1 Pilot n. 1 = Diabetes Numeric
2 =COPD
3 =CHF
4 = Hypertension
REGION 1.2 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 2.1 Patient ID (Continuous variable) Alpha_-
numeric
ELIGIBLE_PATIENT | 2.2 Is the patient eligible? 1=Yes Numeric
The patient is eligible if 2=No
he/she type 2 diabetic and
already in home monitoring
of glucose.
If ELIGIBLE_PATIENT = 2 then stop the questionnaire
RECRUITMENT 2.3 Has the patient been 1=YES Numeric
recruited? 2=NO
ADMISSION_DATE 2.4.Date. of enrolment (or DD-MM-YYYY Date
registration)
NONPARTICIPATIO | 2.5 Reasons for non- 1 = Patient refuses the use of Numeric | IF
N participation devices RECRUITMENT=2
2 = Patient refuses participation
in the study in general
3 = No network coverage
(broadband, 3G, 4G...)
4 = Patient not living in the area
receiving healthcare
coverage by the hospital, or
about to leave this area
during the study period
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Variable Variable Label Variable Label Type of Notes
Variable
5 = Patient who is to be
transferred in an a different
health centre (including
nursing home) where the
intervention (telemonitoring)
cannot be carried on
6 = Patient is unable to
communicate (physical or
cognitive condition).
7 = Patient not totally reliable
for using the device (not
meeting requirements for
proper use and conservation
of equipment and devices)
8=0Other reason
NONPARTICIPATIO | 2.5.1 If Reasons for non- (Continuous variable) String If NON-
N_OTHER participation is other PARTECIPATION
reason, then specify: =8
If RECRUITMENT = 2 then stop the questionnaire
PATIENT_GROUP 3.1 Intervention or 1 = Intervention group Numeric
comparator group 2 =Comparator group
COMPARATOR_ 3.2 Describe the type of the | 1 = Same patients before Numeric
GROUP comparator group intervention
2 = Other patients,
retrospective collection
3 = Parallel group, prospective
collection
YEAR_BIRTH 3.3 Year of birth YYYY Numeric
GENDER 4.2 Gender 1 = Male Numeric
2 = Female
9 = Missing answer
SMOKE 4.3 Do you currently smoke |1 =Yes Numeric
tobacco products? 2=No
3 = No, but | used to smoke
8 = Refuse to answer
9 = Missing answer
ASSISTED_HOME 5.1 Is there anyone who 1=Yes Numeric
assists you at home 2=No
(formal? 8 = Refuse to answer
9 = Missing answer
PC_USE 5.2 Are you familiar with 1=Yes Numeric
using a personal computer |2 = No
(PC)? 8 = Refuse to answer
9 = Missing answer
PHONE_USE 5.3 Are you familiar with 1=Yes Numeric
using a mobile telephone? |2 =No
8 = Refuse to answer
9 = Missing answer
EDUCATION 5.4 What is the highest 1 = No formal schooling Numeric
level of education you have |2 = Less or primary school (0-6
completed? or 7 years)
3 = Less or secondary school
completed (7-12 or 13 years)
4 = College/University (>12
years)
88 = Refuse to answer
99 = Missing answer
6. CRF ENROLMENT - CLINICAL DATA
FIRSTDIAG 6.1 Year of first diagnosis of | YYYY Numeric
diabetes
TYPE_DM 6.2 Type of diabetes 1=Typel Numeric
2=Type 2
3 = Other
9 = Missing answer
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Type of

Variable Variable Label Variable Label : Notes
Variable
SELF_MONITORIN | 6.3 Current self-monitoring |1 = Yes Numeric
G of blood glucose? 2=No
8 = Refuse to answer
9 = Missing answer
SELF_MON_TIMES | 6.4 How many times/week? Numeric IF
(Continuous variable) SEL_MONITORIN
G=1
HBA1C_UNIT 6.5 HbAc1 Value units: 1 =mmol Numeric
2=%
HBA1C mmol 6.6.1 HbAclvalue in mmol: | (Continuous variable) Numeric IF HBA1C UNIT=1
HBA1C percent 6.6.2 HbAclvalue in %: (Continuous variable) Numeric IF HBA1C UNIT=2
GLU 6.7 Glucose value in mg/dl | (Continuous variable) Numeric
INSULIN 6.8 Current diabetes 1=Yes Numeric
therapy includes insulin? 2=No
9 = Missing answer
INSULIN_UNITS 29 If yes, |nd|cat§ the total (Continuous variable) Numeric
aily dosage (UI):
7. Current diabetes therapy
THERAPYa 7.a. Diet 1=Yes Numeric
2=No
9 = Missing answer
THERAPYb 7.b. Oral Antidiabetic 1=Yes Numeric
2=No
9 = Missing answer
THERAPYb1 7.bl. Biguanides: metformin [ 1 = Yes Numeric IF THERAPYb=1
2=No
THERAPYb2 7.b2. Glitazone: 1=Yes Numeric IF THERAPYb=1
pioglitazone 2=No
THERAPYb3 7.b3. Alpha-glucosidase 1=Yes Numeric IF THERAPYb=1
inhibitors 2 =No
THERAPYb4 7.b4. Glinidi: Repaglinide 1=Yes Numeric IF THERAPYb=1
2 =No
THERAPYb5 7.b5. DPP-4 inhibitors 1=Yes Numeric IF THERAPYb=1
2 =No
THERAPYb6 7.b6. Incretin mimetics 1=Yes Numeric IF THERAPYb=1
2 =No
8. Clinical examination at enrolment
WEIGHT E.‘l Body weight (in (Continuous variable) String
ilograms)
HEIGHT 8.2 Height (in centimeters) | (Continuous variable) String
SYMPTOMS 8.3 Main symptom at 1=Polyuria Numeric
enrolment 2= Polydipsia
3= Weight loss
4= None
5=Cther
9 = Missing answer
wcC Shil)Walst circumference (in (Continuous variable) String
SBP 8_.5 Systolic blood pressure (Continuous variable) String
(in mmHQg)
DBP 8_.6 Diastolic blood pressure (Continuous variable) String
(in mmHQ)
FH_DM 8.7 Family history of 1=Yes Numeric
diabetes 2=No
8 = Refused to answer
9 = Missing answer
9. Laboratory examination at enrolment
CHOL 9.1 Total cholesterol (in (Continuous variable) Numeric
mg/dl)
LDL 9.2 LDL-cholesterol (in (Continuous variable) Numeric
mg/dl)
HDL 9.3 HDL-cholesterol (in (Continuous variable) Numeric
mg/dl)
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Type of

Variable Variable Label Variable Label : Notes
Variable
TRI 9.4 Triglycerides (in mg/dl) | (Continuous variable) Numeric
CRE 9.5 Creatinine (in mg/dl) (Continuous variable) Numeric
10. COMORBIDITY
COMORSBIDITY 10.1 Has the patient been 1=Yes Numeric
diagnosed with the following | 2 = No
comorbidities? Reply for 8 = Refuse to answer
each of them. 9 = Missing answer
Corresponding ICD-10
codes (2010)
COM_1 10.1.1 Myocardial infarction | 1 = Yes Numeric IF COMORBIDITY
(121.x-123.%, 125.2) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_2 10.1.2 Congestive heart 1=Yes Numeric IF COMORBIDITY
failure (109.9,111.0, 113.0, 2=No =1
113.2, 125.5, 142.0, 142.5- 8 = Refuse to answer
142.9, 143.x, 150.x, P29.0) 9 = Missing answer
COM_3 10.1.3Peripheral vascular 1=Yes Numeric IF COMORBIDITY
disease(170.x-174.x, 177 .x, 2 =No =1
179.0, 179.2, K55.1, K55.8, 8 = Refuse to answer
K55.9, 795.8, 295.9) 9 = Missing answer
COM 4 10.1.4 cerebrovascular 1=Yes Numeric IF COMORBIDITY
disease (G45.x-G46.x, 2=No =1
H34.0, 160.x-169.x) 8 = Refuse to answer
9 = Missing answer
COM_5 10.1.5 Dementia (F00.x- 1=Yes Numeric IF COMORBIDITY
F03.x, F05.1, G30.x, G31.1) | 2 = No =1
8 = Refuse to answer
9 = Missing answer
COM_6 10.1.6 Chronic pulmonary 1=Yes Numeric IF COMORBIDITY
disease(127.8-127.9, J40.x- |2 = No =1
J47.x, J60.x-J67.x, J68.4, 8 = Refuse to answer
J70.1, J70.3, J84.1; J92.0; |9 = Missing answer
J96.1; J98.2; J98.3)
COM_7 10.1.7 Connective tissue 1=Yes Numeric IF COMORBIDITY
disease (M05.x, M06.x, 2=No =1
M08.x, M09.x, M30.x- 8 = Refuse to answer
M36.x, D86.x) 9 = Missing answer
COM_8 10.1.8 Ulcer disease (22.1, |1 =Yes Numeric IF COMORBIDITY
K25.x-K28.x) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_9 10.1.9 Mild liver disease 1=Yes Numeric IF COMORBIDITY
(B18.x, K70.0-K70.3, K70.9, | 2 = No =1
K71.x, K73.x-K74.x, K76.0, |8 = Refuse to answer
K76.2-K76.4, K76.8, K76.9, | 9 = Missing answer
794.4)
COM_10 10.1.10 Diabetes mellitus 1=Yes Numeric IF COMORBIDITY
(E10.0, E10.1, E10.9, 2=No =1
E11.0, E11.1, E11.9, E12.0, | 8 = Refuse to answer
E12.1, EI2.6, E12.8, EI2.9, |9 = Missing answer
E13.0, E13.1, E13.6, E13.8,
E13.9, E14.0, E14.1, E14.6,
E14.8, E14.9)
COM_11 10.1.11 Hemiplegia(G04.1, |1 = Yes Numeric IF COMORBIDITY
G11.4, G80.1, G80.2, 2=No =1
G81.x, G82.x, G83.0 to 8 = Refuse to answer
G83.4, G83.9) 9 = Missing answer
COM_12 10.1.12 Moderate/severe 1=Yes Numeric IF COMORBIDITY
renal disease (112.x, 113.1, |2 =No =1
N00.x-N05.x, NO7.x, N11.x, | 8 = Refuse to answer
N14.x, N17.x-N19.x, N25.x, | 9 = Missing answer
Q61.x, Z49.0 to Z49.2,
794.0, 799.2)
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Type of

Variable Variable Label Variable Label : Notes
Variable
COM_13 10.1.13 Diabetes mellitus 1=Yes Numeric IF COMORBIDITY
with chronic complications |2 = No =1
(E10.2-E10.8, E11.2-E11.8, | 8 = Refuse to answer
E12.2-E12.5, E12.7,E13.2- | 9 = Missing answer
E13.5, E13.7, E14.2-E14.5,
E14.7)
COM_14 10.1.14 Any tumour (C00.x- | 1 = Yes Numeric IF COMORBIDITY
C76.x, C86.x-C87.x, C97.x) | 2= No =1
8 = Refuse to answer
9 = Missing answer
COM_15 10.1.15 Leukemia (C91.x- 1=Yes Numeric IF COMORBIDITY
C95.x) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_16 10.1.16 Lymphoma (C81.x- |1 = Yes Numeric IF COMORBIDITY
C85.x; C88x; C90.x; C96.x) | 2= No =1
8 = Refuse to answer
9 = Missing answer
COM_17 10.1.17 Moderate/severe 1=Yes Numeric IF COMORBIDITY
liver disease(B15.0, B16.0, |2 = No =1
B16.2, B19.0; 185.x, 186.4, 8 = Refuse to answer
198.2, K70.4, K71.1, K72.x, |9 = Missing answer
K72.9, K76.5, K76.6, K76.7)
COM_18 10.1.18 Metastatic solid 1=Yes Numeric IF COMORBIDITY
tumor (C77.x-C80.x) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_19 10.1.19 Anxiety/Depression |1 = Yes Numeric IF COMORBIDITY
(F41) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_20 10.1.20 1=Yes Numeric IF COMORBIDITY
Osteoarthritis/Arthrosis/Spo | 2 = No =1
ndylosis (M15-19, M47) 8 = Refuse to answer
9 = Missing answer
COM_21 10.1.21 Osteoporosis(M80- |1 = Yes Numeric IF COMORBIDITY
82) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_22 10.1.22 Atrial Fibrillation 1=Yes Numeric IF COMORBIDITY
and Flutter (148) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_23 10.1.23 OTHER? 1=Yes Numeric IF COMORBIDITY
2=No =1
8 = Refuse to answer
9 = Missing answer
COM_OTHER 10.1.23.1 Specify String IF
corresponding ICD10-codes COMORSBIDITY=1
(separating the different (Continuous variable) AND IF COM_23=1
pathology codes with
space).
A.2 Diabetes: DM_12M _CD_COUNTRY survey

PILOT 1 - DM: CLINICAL DATA at 12 months

Questionnaire Code =DM_12M_CD_COUNTRY
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Variable Variable Label Value Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha-.
numeric
PATIENT_GROUP i63mlrs);n§0p;]a3$$r;notrhtie 1 = Intervention group Numeric
oo 2 =Comparator group
telemedicine group?
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
LEAVE_STUDY 1.5 Has the patient left the |1 = Yes Numeric
study? 2=No
8 = Unknown
9 = Missing answer
LEAVE_DATE 1.6 Date in which patient Date IF
leaves the study. CHHTmATY LEAVE STUDY=1
LEAVE_REASON 1.7 Reason 1=Deceased Numeric IF
2=0ther reason LEAVE STUDY=1
MORTALITY 1.8 Reasons of deceased 1=For reasons related to Numeric IF
diabetes LEAVE_STUDY=1
2=For reasons not related to AND IF
diabetes LEAVE_REASON=
8 = Unknown 1
9 = Missing answer
MORT_REAS 1.9 Specify corresponding String IF MORTALITY=2
ICD10-codes for mortality (continuous Variable)
reason
HBA1C_UNIT 1.10 HbAc1 Value units: 1 =mmol Numeric
2=%
HBA1C_mmol 1.10.1 HbAclvalue in mmol: | (Continuous variable) Numeric IF HBA1C UNIT=1
HBA1C percent 1.10.2 HbAclvalue in %: (Continuous variable) Numeric IF HBA1C UNIT=2
GLU 1.11 Glucose value in mg/dl | (Continuous variable) Numeric
SELF_MON_TIMES 1.12 How many times/week Numeric
self-monitor your glucose (Continuous variable)
(including telemonitoring)
INSULIN 1.13 Current diabetes 1=Yes Numeric
therapy includes insulin? 2=No
9 = Missing answer
INSULIN_UNITS 3.1_3.1 Indicate th-e total (Continuous variable) Numeric IF INSULIN=1
aily dosage (Ul):
2 Other diseases diagnosed during the study (12 months follow-up)
NEW_ 2.1 In the previous 12 Numeric
COMORSBIDITIES months, has the patient
been diagnosed with 1=Yes
comorbidities not included |2 = No
in the baseline 8 = Unknown
assessment? 9 = Missing answer
NEW_COM_1 2.1.1 Myocardial infarction |1 =Yes Numeric IF
(121.x-123.x, 125.2) 2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
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Variable Variable Label Value Label Type of Notes
Variable
NEW_COM_2 2.1.2 Congestive heart 1=Yes Numeric IF NEW_
failure (109.9,111.0, 113.0, 2=No COMORSBIDITIES
113.2, 125.5, 142.0, 142.5- 8 = Refuse to answer =1
142.9, 143.x, 150.x, P29.0) 9 = Missing answer
NEW_COM_3 2.1.3Peripheral vascular 1=Yes Numeric IF NEW_
disease(170.x-174.x, 177 .x, 2=No COMORSBIDITIES
179.0, 179.2, K55.1, K55.8, 8 = Refuse to answer =1
K55.9, 795.8, 795.9) 9 = Missing answer
NEW_COM 4 2.1.4 cerebrovascular 1=Yes Numeric IF NEW_
disease (G45.x-G46.x, 2=No COMORSBIDITIES
H34.0, 160.x-169.x) 8 = Refuse to answer =1
9 = Missing answer
NEW_COM_5 2.1.5 Dementia (F00.x- 1=Yes Numeric IF NEW_
F03.x, F05.1, G30.x, G31.1) | 2 = No COMORSBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_6 2.1.6 Chronic pulmonary 1=Yes Numeric IF NEW_
disease(127.8-127.9, J40.x- |2 =No COMORBIDITIES
J47.x, J60.x-J67.x, J68.4, 8 = Refuse to answer =1
J70.1, J70.3, J84.1; J92.0; |9 = Missing answer
J96.1; J98.2; J98.3)
NEW_COM 7 2.1.7 Connective tissue 1=Yes Numeric IF NEW_
disease (M05.x, M06.x, 2=No COMORSBIDITIES
MO08.x, M09.x, M30.x-M36.x, | 8 = Refuse to answer =1
D86.x) 9 = Missing answer
NEW_COM_8 2.1.8 Ulcer disease (22.1, 1=Yes Numeric IF NEW_
K25.x-K28.x) 2=No COMORBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_9 2.1.9 Mild liver disease 1=Yes Numeric IF NEW_
(B18.x, K70.0-K70.3, K70.9, | 2 = No COMORBIDITIES
K71.x, K73.x-K74.x, K76.0, | 8 = Refuse to answer =1
K76.2-K76.4, K76.8, K76.9, | 9 = Missing answer
794.4)
NEW_COM_10 2.1.10 Diabetes mellitus 1=Yes Numeric IF NEW_
(E10.0, E10.1, E10.9, 2=No COMORBIDITIES
E11.0, E11.1, E11.9, E12.0, | 8 = Refuse to answer =1
E12.1, EI2.6, E12.8, EI2.9, |9 = Missing answer
E13.0, E13.1, E13.6, E13.8,
E13.9, E14.0, E14.1, E14.6,
E14.8, E14.9)
NEW_COM_11 2.1.11 Hemiplegia(G04.1, 1=Yes Numeric IF
G11.4, G80.1, G80.2, 2=No NEW_COMORBIDI
G81.x, G82.x, G83.0 to 8 = Refuse to answer TIES =1
G83.4, G83.9) 9 = Missing answer
NEW_COM_12 2.1.12 Moderate/severe 1=Yes Numeric IF NEW_
renal disease (112.x, 113.1, |2 = No COMORSBIDITIES
NO0O0.x-N05.x, NO7.x, N11.x, | 8 = Refuse to answer =1
N14.x, N17.x-N19.x, N25.x, | 9 = Missing answer
Q61.x, Z49.0 to Z249.2,
794.0, 799.2)
NEW_COM_13 2.1.13 Diabetes mellitus 1=Yes Numeric IF NEW_
with chronic complications |2 = No COMORSBIDITIES
(E10.2-E10.8, E11.2-E11.8, | 8 = Refuse to answer =1
E12.2-E12.5, E12.7,E13.2- |9 = Missing answer
E13.5, E13.7, E14.2-E14.5,
E14.7)
NEW_COM_14 2.1.14 Any tumour (C00.x- |1 =Yes Numeric IF NEW_
C76.x, C86.x-C87.x, C97.x) |2=No COMORBIDITIES
8 = Refuse to answer =1
9 = Missing answer
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Variable Variable Label Value Label Type of Notes
Variable
NEW_COM_15 2.1.15 Leukaemia (C91.x- 1=Yes Numeric IF NEW_
C95.x) 2=No COMORBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_16 2.1.16 Lymphoma (C81.x- 1=Yes Numeric IF NEW_
C85.x; C88x; C90.x; C96.X) |2 =No COMORSBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_17 2.1.17 Moderate/severe 1=Yes Numeric IF NEW_
liver disease(B15.0, B16.0, |2 = No COMORSBIDITIES
B16.2, B19.0; 185.x%, 186.4, 8 = Refuse to answer =il
198.2, K70.4, K71.1, K72.x, |9 = Missing answer
K72.9, K76.5, K76.6, K76.7)
NEW_COM_18 2.1.18 Metastatic solid 1=Yes Numeric IF NEW_
tumour (C77.x-C80.x) 2=No COMORBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_19 2.1.19 Anxiety/Depression 1=Yes Numeric IF NEW_
(F41) 2=No COMORBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_20 2.1.20 1=Yes Numeric IF NEW_
Osteoarthritis/Arthrosis/ 2=No COMORSBIDITIES
Spondylosis (M15-19, M47) | 8 = Refuse to answer =1
9 = Missing answer
NEW_COM_21 2.1.21 Osteoporosis(M80- 1=Yes Numeric IF NEW_
82) 2=No COMORBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_22 2.1.22 Atrial Fibrillation and |1 = Yes Numeric IF NEW_
Flutter (148) 2=No COMORBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_23 2.1.23 OTHER 1=Yes Numeric IF NEW_
2=No COMORBIDITIES
8 = Refuse to answer =1
9 = Missing answer
NEW_COM_OTHER | 2.1.23.1 Specify String IF NEW_
corresponding ICD10- COMORBIDITIES=
codes. (separating the (Continuous variable) 1 AND IF

different pathology codes
with space)

NEW_COM_23=1

A.3 Diabetes: DM_12M_ECON_COUNTRY survey

PILOT 1 - DM: ECONOMIC DATA at 12 months

Questionnaire Code =DM_12M_ECON_COUNTRY
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Type of

Variable Variable Label Value Label : Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha.-
numeric
PATIENT_GROUP 1.3 Is the patient in the 1 = Intervention arou Numeric
comparison group or the 5 _—C i group
telemedicine group? =-omparator group
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
ADMIT 1.5 Has the patient been 1=Yes Numeric
admitted to hospital in the 2=No
period of 12 months? 77 = Data not found
ADMIT NO 1.5.1 How many times? (Continuous variable) Numeric IF ADMIT=1
ADMIT_NO_DAYS 1.5.2 For how many days in | (Continuous variable) Numeric IF ADMIT=1
total?
ED 1.6 Has the patient goneto |1 =Yes Numeric
the emergency department |2 = No
in the period of 12 months? | 77 = Data not found
ED_NO 1.6.1 How many times did (Continuous variable) Numeric IF ED=1
the patient visit the
emergency department?
OUTVISIT 1.7 Has the patient had any 1=v Numeric
) e =Yes
outpatient visits at the_ 2= No
hospital during the period of 77 = Data not found
12 months?
OUT_NO 1.7.1 How many times did (Continuous variable) Numeric IF OUTVISIT=1
the patient visit the
outpatient clinic?
GP 1.8 Has the patient had any |1 = Yes Numeric
GP visits during the period |2 = No
of 12 months? 77 = Data not found
GP_NO 1.8.1 How many times did (Continuous variable) Numeric IF GP=1
the patient visit the GP?
PC 1.9 Has the patient had any 1=v Numeric
. =Yes
othgr primary care contacts |5 _ \
during the period of 12 77 = Data not found
months?
PC DIA 1.9.1 Diabetologist? 1=Yes 2=No Numeric IF PC=1
PC_NO_DIA 1.9.1.1 How many times did | (Continuous variable) Numeric IF PC=1 AND
the patient visit the PC_DIA=1
diabetologist?
PC_SPE _NURSE 1.9.2 specialised nurse? 1=Yes 2=No Numeric IF PC=1
PC_NO_SPE_NURSE | 1.9.2.1How many times did | (Continuous variable) Numeric IF PC=1 AND
the patient visit the PC_SPE_NURSE=
specialised nurse? 1
PC COM NURSE 1.9.3 Community nurse? 1=Yes 2=No Numeric IF PC=1
PC_NO_COM_ 1.9.3.1 How many times did | (Continuous variable) Numeric IF PC=1 AND
NURSE the patient visit the PC_COM_NURSE
community nurse? =1
PC OTHER 1.9.4 Other? 1=Yes 2=No Numeric IF PC=1
PC_OTHER_SPE 1.9.4.1 Specify the type of | (Continuous variable) String IF PC=1 AND
primary care PC OTHER=1
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Variable Variable Label Value Label Type of Notes
Variable
PC_NO_OTHER 1.9.4.2 How many times did | (Continuous variable) Numeric IF PC=1 AND
the patient visit other type of PC_OTHER=1
primary care?

A4

Diabetes: DM_12M_ECON_TELEMED_COUNTRY survey

PILOT 1- DM: Economics (12 MONTHS)- data on use of the telemedicine service (only for
Telemedicine patients)

Questionnaire Code =DM_12M_ECON_TELEMED_COUNTRY

Variable Variable Label Value Label \-I/—gﬁzbc:; Notes
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT ID &2 [FETED D (Continuous variable) nﬁlr?wgarli-c
PATIENT_GROUP 1.3 Is the patient in the 1 = Intervention group Numeric
comparison group or the 2 =Comparator group
telemedicine group?
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
DURATION 1.5 Duration (no of days) of | (Continuous variable) Numeric
use of the telemedicine
service?
CONTACT 1.6 Were healthcare Numeric
professionals_in contact
with the patients by use of 1= Yes
the telemedicine application 2= No
(e.g. video conference)
during the period of 12
months?
CONTACT1 1.6.1 How many times were | (Continuous variable) Numeric IF CONTACT=1
health care professionals in
contact with the patients by
use of the telemedicine
application (e.g. video
conference) during the
period of 12 months?
PROFESSIONAL 1.6.2 What education does 1= Community Nurse Numeric IF CONTACT=1
the health care .
professional, who were in g ; :\jl%?jﬁ)(l:gl (;](;j(:ts;
contact with the patient, 4 = Other education
have?
TIME_PER_VISIT 1.6.3 On average, how (Continuous variable) Numeric IF CONTACT=1
much time did the health
care professional use per
contact with the patients?
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MONITOR 1.7 Did a health care Numeric
professional monitor the
patients health by use of the 1=Yes
telemedicine application 5= No
(without having contact with
the patient) during the
period of 12 months?
MONITOR1 1.7.1 How many times did a | (Continuous variable) Numeric IF MONITOR=1
health care professional
monitor the patients health
by use of the telemedicine
application (without having
contact with the patient)
during the period of 12
months?
MONITOR_PROFESS | 1.7.2 What education does 1= Community Nurse Numeric IF MONITOR=1
IONAL the health care > - Hospital n)(Jrse
professional, who were 3= MedFi)caI doctor
monitoring the patient, 4 = Other education
have?
TIME_PER_MONITOR | 1.7.3 On average, how (Continuous variable) Numeric IF MONITOR=1
ING much time did the health
care professional use each
time they monitored the
health of the patients by use
of the telemedicine
devices?
A5 Diabetes: DM_18M_CD_COUNTRY survey
PILOT 1 - DM: CLINICAL DATA at 18 months
Questionnaire Code = DM_18M_CD_COUNTRY
Variable Variable Label Value Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha-
numeric
PATIENT_GROUP 13Is the patient in thi 1 = Intervention group Numeric
comparison group or the _
telemedicine group? 2 IR EE
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
LEAVE_STUDY 1.5 Has the patient left the |1 =Yes Numeric
study? 2=No
8 = Unknown
9 = Missing answer
LEAVE_DATE 1.6 Date in which patient Date IF
leaves the study. CRHITEYE LEAVE STUDY=1
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Variable Variable Label Value Label Type of Notes
Variable
LEAVE_REASON 1.7 Reason 1=Deceased Numeric IF
2=0ther reason LEAVE_STUDY=1
MORTALITY 1.8 Reasons of deceased 1=For reasons related to Numeric IF
diabetes LEAVE_STUDY=1
2=For reasons not related to AND IF
diabetes LEAVE_REASON=
8 = Unknown 1
9 = Missing answer
MORT_REAS 1.9 Specify corresponding String IF MORTALITY=2
ICD10-codes for mortality (continuous Variable)
reason
HBAL1C_ UNIT 1.10 HbAc1 Value units: 1 = mmol Numeric
2=%
HBA1C mmol 1.10.1 HbAc1lvalue in mmol: | (Continuous variable) Numeric IF HBA1C UNIT=1
HBA1C percent 1.10.2 HbAclvalue in %: (Continuous variable) Numeric IF HBA1C UNIT=2
GLU 1.11 Glucose value in mg/dl | (Continuous variable) Numeric
SELF_MON_TIMES 1.12 How many times/week Numeric
self-monitor your glucose (Continuous variable)
(including telemonitoring)
INSULIN 1.13 Current diabetes 1=Yes Numeric
therapy includes insulin? 2=No
9 = Missing answer
INSULIN_UNITS (11.1_3.1 Indicate th.e total (Continuous variable) Numeric IF INSULIN=1
aily dosage (UI):
2 Other diseases diagnosed during the study (18 months follow-up)
NEW_COMORSBIDITIE | 2.1 In the previous 18 1=Yes Numeric
S months, has the patient 2=No
been diagnosed with 8 = Unknown
comorbidities not included | 9 = Missing answer
in the baseline
assessment?
NEW_COM_1 2.1.1 Myocardial infarction |1 =Yes Numeric IF
(121.x-123.%, 125.2) 2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM 2 2.1.2 Congestive heart 1=Yes Numeric IF
failure (109.9,111.0, 113.0, 2=No NEW_COMORBIDI
113.2, 125.5, 142.0, 142.5- 8 = Refuse to answer TIES =1
142.9, 143.x, 150.x, P29.0) 9 = Missing answer
NEW_COM_3 2.1.3Peripheral vascular 1=Yes Numeric IF
disease(170.x-174.x, 177 .x, 2=No NEW_COMORBIDI
179.0, 179.2, K55.1, K55.8, 8 = Refuse to answer TIES =1
K55.9, Z795.8, Z95.9) 9 = Missing answer
NEW_COM 4 2.1.4 cerebrovascular 1=Yes Numeric IF
disease (G45.x-G46.x, 2=No NEW_COMORSBIDI
H34.0, 160.x-169.x) 8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM 5 2.1.5 Dementia (F00.x- 1=Yes Numeric IF
F03.x, F05.1, G30.x, G31.1) | 2 = No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_6 2.1.6 Chronic pulmonary 1=Yes Numeric IF
disease(127.8-127.9, J40.x- |2 =No NEW_COMORBIDI
J47.x, J60.x-J67.x, J68.4, 8 = Refuse to answer TIES =1
J70.1, J70.3, J84.1; J92.0; |9 = Missing answer
J96.1; J98.2; J98.3)
NEW_COM 7 2.1.7 Connective tissue 1=Yes Numeric IF
disease (M05.x, M06.x, 2=No NEW_COMORSBIDI

MO08.x, M09.x, M30.x-M36.X,

D86.x)

8 = Refuse to answer
9 = Missing answer

TIES =1
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Variable Variable Label Value Label Type of Notes
Variable
NEW_COM_8 2.1.8 Ulcer disease (22.1, 1=Yes Numeric IF
K25.x-K28.x) 2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_9 2.1.9 Mild liver disease 1=Yes Numeric IF
(B18.x, K70.0-K70.3, K70.9, | 2 = No NEW_COMORBIDI
K71.x, K73.x-K74.x, K76.0, | 8 = Refuse to answer TIES =1
K76.2-K76.4, K76.8, K76.9, | 9 = Missing answer
794.4)
NEW_COM_10 2.1.10 Diabetes mellitus 1=Yes Numeric IF
(E10.0, E10.1, E10.9, 2=No NEW_COMORBIDI
E11.0, E11.1, E11.9, E12.0, | 8 = Refuse to answer TIES =1
E12.1, EI2.6, E12.8, EI2.9, 9 = Missing answer
E13.0, E13.1, E13.6, E13.8,
E13.9, E14.0, E14.1, E14.6,
E14.8, E14.9)
NEW_COM_11 2.1.11 Hemiplegia(G04.1, 1=Yes Numeric IF
G11.4, G80.1, G80.2, 2=No NEW_COMORBIDI
G81.x, G82.x, G83.0 to 8 = Refuse to answer TIES =1
G83.4, G83.9) 9 = Missing answer
NEW_COM 12 2.1.12 Moderate/severe 1=Yes Numeric IF
renal disease (112.x, 113.1, |2 =No NEW_COMORSBIDI
NO0O0.x-N05.x, NO7.x, N11.x, | 8 = Refuse to answer TIES =1
N14.x, N17.x-N19.x, N25.x, | 9 = Missing answer
Q61.x, Z49.0 to Z49.2,
794.0, 799.2)
NEW_COM_13 2.1.13 Diabetes mellitus 1=Yes Numeric IF
with chronic complications |2 = No NEW_COMORSBIDI
(E10.2-E10.8, E11.2-E11.8, | 8 = Refuse to answer TIES =1
E12.2-E12.5, E12.7,E13.2- | 9 = Missing answer
E13.5, E13.7, E14.2-E14.5,
E14.7)
NEW_COM_14 2.1.14 Any tumour (C00.x- |1=Yes Numeric IF
C76.x, C86.x-C87.x, C97.x) |2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_15 2.1.15 Leukaemia (C91.x- 1=Yes Numeric IF
C95.x) 2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_16 2.1.16 Lymphoma (C81.x- 1=Yes Numeric IF
C85.x; C88x; C90.x; C96.x) |2 =No NEW_COMORSBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_17 2.1.17 Moderate/severe 1=Yes Numeric IF
liver disease(B15.0, B16.0, |2 = No NEW_COMORSBIDI
B16.2, B19.0; 185.x%, 186.4, 8 = Refuse to answer TIES =1
198.2, K70.4, K71.1, K72.x, |9 = Missing answer
K72.9, K76.5, K76.6, K76.7)
NEW_COM_18 2.1.18 Metastatic solid 1=Yes Numeric IF
tumour (C77.x-C80.x) 2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_19 2.1.19 Anxiety/Depression |1 =Yes Numeric IF
(F41) 2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_20 2.1.20 1=Yes Numeric IF
Osteoarthritis/Arthrosis/ 2=No NEW_COMORBIDI
Spondylosis (M15-19, M47) | 8 = Refuse to answer TIES =1
9 = Missing answer
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Variable Variable Label Value Label Type of Notes
Variable
NEW_COM_21 2.1.21 Osteoporosis(M80- 1=Yes Numeric IF
82) 2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_22 2.1.22 Atrial Fibrillation and |1 = Yes Numeric IF
Flutter (148) 2=No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_23 2.1.23 OTHER 1=Yes Numeric IF
2 =No NEW_COMORBIDI
8 = Refuse to answer TIES =1
9 = Missing answer
NEW_COM_OTHER | 2.1.23.1 Specify String IF NEW_
corresponding ICD10- COMORSBIDITIES=
codes. (separating the (Continuous variable) 1 AND IF
different pathology codes NEW_COM_23=1
with space)

A.6 Diabetes: DM_18M_ECON_COUNTRY survey

PILOT 1 - DM: ECONOMIC DATA at 18 months

Questionnaire Code =DM_18M_ECON_COUNTRY

Variable Variable Label Value Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT ID 2 [FETE D (Continuous variable) nﬁlggarli-c
PATIENT_GROUP 131s the patient in the 1 = Intervention group Numeric
comparison group or the 2 =Comparator group
telemedicine group?
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
ADMIT 1.5 Has the patient been 1=Yes Numeric
admitted to hospital in the 2=No
period of 18 months? 77 = Data not found
ADMIT _NO 1.5.1 How many times? (Continuous variable) Numeric IF ADMIT=1
ADMIT_NO_DAYS 1.5.2 For how many days in | (Continuous variable) Numeric IF ADMIT=1
total?
ED 1.6 Has the patient goneto |1 =Yes Numeric
the emergency department |2 = No
in the period of 18 months? | 77 = Data not found
ED_NO 1.6.1 How many times did (Continuous variable) Numeric IF ED=1
the patient visit the
emergency department?
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Type of

Variable Variable Label Value Label : Notes
Variable
OUTVISIT 1.7 Has the patient had any 1=VYes Numeric
outpatient visits at the 5 _ No
ggsrf]g?:tﬁ:;mg D e 77 = Data not found
OUT_NO 1.7.1 How many times did (Continuous variable) Numeric IF OUTVISIT=1
the patient visit the
outpatient clinic?
GP 1.8 Has the patient had any |1 = Yes Numeric
GP visits during the period |2 =No
of 18 months? 77 = Data not found
GP_NO 1.8.1 How many times did (Continuous variable) Numeric IF GP=1
the patient visit the GP?
PC 1.9 Has the patient had any 1=VYes Numeric
other primary care contacts 5 _ No
during the period of 18 77_: Data not found
months?
PC DIA 1.9.1 Diabetologist? 1=Yes 2=No Numeric IF PC=1
PC_NO_DIA 1.9.1.1 How many times did | (Continuous variable) Numeric IF PC=1 AND
the patient visit the PC_DIA=1
diabetologist?
PC_SPE_NURSE 1.9.2 specialised nurse? 1=Yes 2=No Numeric IF PC=1
PC_NO_SPE_NURSE | 1.9.2.1How many times did | (Continuous variable) Numeric IF PC=1 AND
the patient visit the PC_SPE_NURSE=
specialised nurse? 1
PC COM NURSE 1.9.3 Community nurse? 1=Yes 2=No Numeric IF PC=1
PC_NO_COM_ 1.9.3.1 How many times did | (Continuous variable) Numeric IF PC=1 AND
NURSE the patient visit the PC_COM_NURSE
community nurse? =1
PC OTHER 1.9.4 Other? 1=Yes 2=No Numeric IF PC=1
PC_OTHER_SPE 1.9.4.1 Specify the type of | (Continuous variable) String IF PC=1 AND
primary care PC _OTHER=1
PC_NO_OTHER 1.9.4.2 How many times did | (Continuous variable) Numeric IF PC=1 AND
the patient visit other type of PC_OTHER=1

primary care?

A.7

Diabetes: DM_18M_ECON__TELEMED_COUNTRY survey

PILOT1- DM: Economics (18 MONTHS)- data on use of the telemedicine service (only for
Telemedicine patients)

Questionnaire Code = DM_18M_ECON_TELEMED_COUNTRY

Variable

Variable Label

Value Label

Type of
Variable

Notes

REGION

1.1 Region

1 = Scotland

2 = Wales

3 = Calabria

4 = South Karelia
5 = Greece

6 = Berlin

8 = Slovenia
9 = Campania

7 = Northwest Moravia

10 = Southern Norway
11 = Northern Norway
12 = Galicia

13 = Basque Country
14 = Nord Pas De
Calais

Numeric
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Variable

Variable Label

Value Label

Type of
Variable

Notes

PATIENT_ID

1.2 Patient ID

(Continuous variable)

Alpha-
numeric

PATIENT_GROUP

1.3 Is the patient in the
comparison group or the
telemedicine group?

1 = Intervention group
2 =Comparator group

Numeric

ASSESS DATE

1.4 Date of assessment

dd/mm/yyyy

Date

DURATION

1.5 Duration (no of days) of
use of the telemedicine
service?

(Continuous variable)

Numeric

CONTACT

1.6 Were health care
professionals in contact
with the patients by use of
the telemedicine application
(e.g. video conference)
during the period of 18
months?

1=Yes
2=No

Numeric

CONTACT1

1.6.1 How many times were
health care professionals in
contact with the patients by
use of the telemedicine
application (e.g. video
conference) during the
period of 18 months?

(Continuous variable)

Numeric

IF CONTACT=1

PROFESSIONAL

1.6.2 What education does
the health care
professional, who were in
contact with the patient,
have?

1= Community Nurse
2 = Hospital nurse

3 = Medical doctor

4 = Other education

Numeric

IF CONTACT=1

TIME_PER_VISIT

1.6.3 On average, how
much time did the health
care professional use per
contact with the patients?

(Continuous variable)

Numeric

IF CONTACT=1

MONITOR

1.7 Did a health care
professional monitor the
patients health by use of the
telemedicine application
(without having contact with
the patient) during the
period of 18 months?

1=Yes
2=No

Numeric

MONITOR1

1.7.1 How many times did a
health care professional
monitor the patients health
by use of the telemedicine
application (without having
contact with the patient)
during the period of 18
months?

(Continuous variable)

Numeric

IF MONITOR=1

MONITOR_PROFESSIONAL

1.7.2 What education does
the health care
professional, who were

monitoring the patient,
have?

1= Community Nurse
2 = Hospital nurse

3 = Medical doctor

4 = Other education

Numeric

IF MONITOR=1

TIME_PER_MONITORING

1.7.3 On average, how
much time did the health
care professional use each
time they monitored the
health of the patients by use
of the telemedicine
devices?

(Continuous variable)

Numeric

IF MONITOR=1
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Diabetes: DM_END_WSD_ COUNTRY survey

PILOT 1 - DM: Patient Acceptability Questionnaire for the intervention group (end of study)

Questionnaire Code =DM_END_WSD_ COUNTRY

Variable

Variable Label

Value Label

Type of Variable

REGION

1.1 Region

1 = Scotland

2 = Wales

3 = Calabria

4 = South Karelia

5 = Greece

6 = Berlin

7 = Northwest Moravia
8 = Slovenia

9 = Campania

10 = Southern Norway
11 = Northern Norway
12 = Galicia

13 = Basque Country
14 = Nord Pas De Calais

Numeric

PILOT

1.2 Pilot n.

1 = Diabetes

2 =COPD

3 =CHF

4 = Hypertension

Numeric

PATIENT _ID

1.3 Patient ID

(Continuous variable)

Alphanumeric

PATIENT_GROUP

1.4 Intervention or
comparator group

1 = Intervention group
2 =Comparator group

Numeric

ASSESS DATE

1.5 Date of assessment

dd/mm/yyyy

Date

Q1

2.1 The kit | received has
saved me time in that | did
not have to visit my GP
clinic or other health/social
care professional as often.

1 = Strongly disagree

2 = Moderately disagree
3 = Mildly disagree

4 = Mildly agree

5 = Moderately agree

6 = Strongly agree

88 = Refuse to answer
99 = Missing answer

Numeric

Q2

2.2 The kit | received has
interfered with my everyday
routine.

1 = Strongly agree

2 = Moderately agree

3 = Mildly agree

4 = Mildly disagree

5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer

Numeric

Q3

2.3 The kit | received has
increased my access to
care (health and/or social
care professionals).

1 = Strongly disagree

2 = Moderately disagree
3 = Mildly disagree

4 = Mildly agree

5 = Moderately agree

6 = Strongly agree

88 = Refuse to answer
99 = Missing answer

Numeric

Q4

2.4 The kit | received has
helped me to improve my
health.

1 = Strongly disagree

2 = Moderately disagree
3 = Mildly disagree

4 = Mildly agree

5 = Moderately agree

6 = Strongly agree

88 = Refuse to answer
99 = Missing answer

Numeric
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Variable Variable Label Value Label Type of Variable
Q5 2.5 The kit | received has 1 = Strongly agree Numeric
invaded my privacy. 2 = Moderately agree
3 = Mildly agree
4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q6 2.6 The kit has been 1 = Strongly disagree Numeric
explained to me sufficiently. | 2 = Moderately disagree
3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q7 2.7 The kit can be trusted to | 1 = Strongly disagree Numeric
work appropriately. 2 = Moderately disagree
3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q8 2.8 The kit has made me 1 = Strongly agree Numeric
feel uncomfortable, e.g. 2 = Moderately agree
physically or emotionally. 3 = Mildly agree
4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q9 2.9 | am concerned about 1 = Strongly agree Numeric
the level of expertise of the |2 = Moderately agree
individuals who monitor my | 3 = Mildly agree
status via the kit. 4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q10 2.10 The kit has allowed me | 1 = Strongly disagree Numeric
to be less concerned about | 2 = Moderately disagree
my health and/or social 3 = Mildly disagree
care. 4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q11 2.11 The kit has made me | 1 = Strongly disagree Numeric
more actively involved in my | 2 = Moderately disagree
health. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q12 2.12 The kit makes me 1 = Strongly agree Numeric
worried about the 2 = Moderately agree
confidentiality of the private |3 = Mildly agree
information being 4 = Mildly disagree
exchanged through it. 5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
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Variable Variable Label Value Label Type of Variable
Q13 2.13 The kit allows the 1 = Strongly disagree Numeric
people looking after me, to | 2 = Moderately disagree
better monitor me and my 3 = Mildly disagree
condition. 4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q14 2.14 | am satisfied with the |1 = Strongly disagree Numeric
kit | received. 2 = Moderately disagree
3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q15 2.15 The kit can be/should | 1 = Strongly disagree Numeric
be recommended to people |2 = Moderately disagree
in a similar condition to 3 = Mildly disagree
mine. 4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q16 2.16 The kit can be a 1 = Strongly disagree Numeric
replacement for my regular | 2 = Moderately disagree
health or social care. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q17 2.17 The kit can certainly be | 1 = Strongly disagree Numeric
a good addition to my 2 = Moderately disagree
regular health or social 3 = Mildly disagree
care. 4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q18 2.18 The kit is not as 1 = Strongly agree Numeric
suitable as regular face to 2 = Moderately agree
face consultations with 3 = Mildly agree
people looking after me. 4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q19 2.19 The kit has made it 1 = Strongly disagree Numeric
easier to get in touch with 2 = Moderately disagree
health and social care 3 = Mildly disagree
professionals. 4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q20 2.20 The kit interferes with | 1 = Strongly agree Numeric
the continuity of the care | 2 = Moderately agree
receive (i.e. | do not see the | 3 = Mildly agree
same care professional 4 = Mildly disagree
each time). 5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
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Variable Variable Label Value Label Type of Variable
Q21 2.21 1 am concerned that 1 = Strongly agree Numeric
the person who monitors 2 = Moderately agree
my status, through the kit, 3 = Mildly agree
does not know my personal |4 = Mildly disagree
health/social care history. 5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q22 2.22 The kit has allowed me | 1 = Strongly disagree Numeric
to be less concerned about | 2 = Moderately disagree
my health status. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
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AU4H CODEBOOK _ COPDO

D3.2 Multicentre Database Specification

The name of COPD codebookisi U4 H_ CODEBOOKOQ f i madihdhe#t® contained

is 11.

B.1

COPD: COPD_ENR_COUNTRY SURVEY

PILOT 2 - COPD: CRF ENROLMENT - BASELINE DATA

Questionnaire Code = COPD_ENR_COUNTRY

Variable

Variable Label

Variable Label

Type of | Notes

Variable

PILOT

1.1 Pilot n.

1 = Diabetes

2 =COPD

3 =CHF

4 = Hypertension

Numeric

REGION

1.2 Region

1 = Scotland

2 = Wales

3 = Calabria

4 = South Karelia

5 = Greece

6 = Berlin

7 = Northwest Moravia
8 = Slovenia

9 = Campania

10 = Southern Norway
11 = Northern Norway
12 = Galicia

13 = Basque Country
14 = Nord Pas De Calais

Numeric

PATIENT_ID

2.1 Patient ID

(Continuous variable)

Alpha-
numeric

ELIGIBLEPATIENT

2.2 Is the patient eligible?

The patient is eligible if he/she
has been hospitalised for
exacerbation of COPD according
to the GOLD.

1=Yes
2=No

Numeric

If ELIGIBLE_PATIENT = 2 then stop the questionnaire

RECRUITMENT

2.3 Has the patient been
recruited?

1=YES
2=NO

Numeric

ADMISSION_DATE

2.4 Date of enrolment (or
registration)

DD/MM/YYYY

Date

NONPARTICIPATION

2.5 Reasons for non-participation

1 = Patient refuses the
use of devices

2 = Patient refuses
participation in the study
in general

3 = No network coverage
(broadband, 3G, 4G...)

4 = Patient not living in
the area receiving
healthcare coverage by
the hospital, or about to
leave this area during the
study period

Numeric IF
RECRUITMENT=
2
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Variable Variable Label Variable Label Type of |Notes
Variable
5 = Patient who is to be
transferred in an a
different health centre
(including nursing home)
where the intervention
(telemonitoring) cannot
be carried on
6 = Patient is unable to
communicate (physical or
cognitive condition).
7 = Patient not totally
reliable for using the
device (not meeting
requirements for proper
use and conservation of
equipment and devices)
8=0Other reason
NONPARTICIPATION_ |2. 6 | f @AOther r ¢ String IF NON-
OTHER specify: (Continuous variable) PARTECIPATIO
N =28
If RECRUITMENT = 2 then stop the questionnaire
PATIENT_GROUP 3.1 Intervention or comparator 1 = Intervention group Numeric
group 2 =Comparator group
COMPARATOR_ 3.2 Describe the type of the 1 = Same patients before | Numeric
GROUP comparator group intervention
2 = Other patients,
retrospective collection
3 = Parallel group,
prospective collection
YEAR_BIRTH 4.1 Year of birth YYYY String
GENDER 4.2 Gender 1 = Male Numeric
2 = Female
9 = Missing answer
SMOKE 4.3 Do you currently smoke 1=Yes Numeric
tobacco products? 2=No
3 = No, but | used to
smoke
8 = Refuse to answer
9 = Missing answer
ASSISTED_HOME 5.1 Is there anyone who assists |1 = Yes Numeric
you at home (formal? 2=No
8 = Refuse to answer
9 = Missing answer
PC_USE 5.2 Are you familiar with usinga |1 = Yes Numeric
personal computer (PC)? 2=No
8 = Refuse to answer
9 = Missing answer
PHONE_USE 5.3 Are you familiar with usinga |1 = Yes Numeric
mobile telephone? 2=No
8 = Refuse to answer
9 = Missing answer
EDUCATION 5.4 What is the highest level of 1 = No formal schooling Numeric
education you have completed? |2 = Less or primary school
(0-6 or 7 years)
3 = Less or secondary
school completed (7-12
or 13 years)
4 = College/University
(>12 years)
88 = Refuse to answer
99 = Missing answer
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Variable Variable Label Variable Label Type of |Notes
Variable
WORKSTATUS 5. Which of the following best 1 = Employee
describes your main work status | 2 = Self-employed
over the past 12 months? 3 = Homemaker
4 = Retired
5 = Unemployed (able to Numeric
work)
6 = Unemployed (unable
to work)
8 = Refuse to answer
9 = Missing answer
CRF ENROLMENT - CLINICAL DATA
ADM 6.1 Number of admissions for (Continuous variable) Numeric
exacerbation of COPD last 12
months (excluding current event).
EXACERBATIONS 6.2 Number of exacerbations (Continuous variable) Numeric
needing oral steroids and/or
antibiotics (self-reported and
checked against primary care
prescriptions- if available) last 12
months
HOSP_DAYS 6.3 Days in hospital (LOS) for (Continuous variable) Numeric
COPD during last 12 months.
7. QUESTIONS CONCERNING CURRENT ADMISSION (RECRUITMENT)
RESP_FAIL 7.1 Respiratory failure during 1=Yes Numeric
admission 2=No
8 = Unknown
9 = Missing answer
RESP_FAIL_TYPE 7.1.1 Specify type of respiratory |1 =Type 1 Numeric IF RESP_FAIL=1
fail during admission. 2=Type 2
8 = Unknown
9 = Missing answer
ADM_PH 7.2 Lowest arterial pH during (Continuous variable) Numeric
admission if known.
ADM_INTUBATED 7.3 Has the patient been 1=Yes Numeric
intubated during hospitalisation? |2 = No
8 = Unknown
9 = Missing answer
ADM_NIV 7.4 Has the patient needed acute | 1 = Yes Numeric
NIV during hospitalisation? 2=No
8 = Unknown
9 = Missing answer
ADM_LOS 7.5 Length of stay during current | (Continuous variable) Numeric
hospitalisation
EXIT_DATE 7.6 Exit date during current Date (dd/mm/yyyy) date
hospitalisation
8. CAT questionnaire (only intervention group)
8.a. I never cough i | cough all 0 = | never cough
the time 1 = Statement close to 0
2 = Statement not too
close to O .
CATa 3 = Statement not too Numeric
close to 5
4 = Statement close to 5
5 =1 cough all the time
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Variable

Variable Label

Variable Label

Type of
Variable

Notes

CATb

8.b. I have no phlegm (mucus) in
my chest at all T My chest is
completely full of phlegm

(mucus)

0 = | have no phlegm

(mucus) in my chest at

all

1 = Statement close to 0

2 = Statement not too
close to 0

3 = Statement not too
close to 5

4 = Statement close to 5

5 = My chest is completely

full of phlegm (mucus)

Numeric

CATc

8.c. My chest does not feel tight
at all i My chest feels very tight

0 = My chest does not feel
tight at all

1 = Statement close to 0

2 = Statement not too
closeto 0

3 = Statement not too
closeto 5

4 = Statement close to 5

5 = My chest feels very

tight

Numeric

CATd

8.d. When | walk up a hill or one
flight of stairs | am not breathless
T When | walk up a hill or one
flight of stairs | am very
breathless

0 = When | walk up a hill
or one flight of stairs |
am not breathless

1 = Statement close to 0

2 = Statement not too
closeto 0

3 = Statement not too
closeto 5

4 = Statement close to 5

5 = When | walk up a hill
or one flight of stairs |
am very breathless

Numeric

CATe

8.e. | am not limited doing any
activities at home i | am very
limited doing activities at home

0 =1 am not limited doing
any activities at home

1 = Statement close to O

2 = Statement not too
closeto 0

3 = Statement not too
close to 5

4 = Statement close to 5

5 =1am very limited doing
activities at home

Numeric

CATf

8.f. | am confident leaving my
home despite my lung condition
(0) 1 I am not at all confident
leaving my home because of my
lung condition (5)

0 = I am confident leaving
my home despite my
lung condition

1 = Statement close to 0

2 = Statement not too
closeto 0

3 = Statement not too
closeto 5

4 = Statement close to 5

5=1 am not at all
confident leaving my
home because of my
lung condition

Numeric
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Variable
8.9. Isleep soundly i | don't 0 = | sleep soundly
sleep soundly because of my 1 = Statement close to 0
lung condition 2 = Statement not too
closeto 0
CATg 3 = Statement not too Numeric
closeto 5
4 = Statement close to 5
5 = 1 don't sleep soundly
because of my lung
condition
8.h. I have lots of energy 1 |
have no energy at all 0 = | have lots of energy
1 = Statement close to 0
2 = Statement not too
closeto O .
CATh 3 = Statement not too Numeric
closeto 5
4 = Statement close to 5
5 =1 have no energy at all
CAT SCORE TOT 8.1 Total (continuous variable) Numeric
FEV1 9.1 FEV1 (last available value) (Continuous variable) Numeric
9.2 Date of last FEV1
FEV1 DATE assessment (mm/yyyy) mm/yyyy String
SO2 9.3 SO2 (last available value) (Continuous variable) Numeric
9.4 Date of last SO2 assessment
SO2_DATE (mm/yyyy) mm/yyyy String
9.5 Pulse rate (last available
PULSE value) (Continuous variable) Numeric
9.6 Date of last pulse rate
PULSE DATE assessment (mm/yyyy) mm/yyyy String
10. Treatment on discharge:
THERAPYa 10.a. LTOT 1=Yes Numeric
2=No
9 = Missing answer
THERAPYb 10.b. Home NIV 1=Yes Numeric
2=No
9 = Missing answer
THERAPYc 10.c. SABA 1=Yes Numeric
2=No
9 = Missing answer
THERAPYd 10.d. SAMA 1=Yes Numeric
2=No
9 = Missing answer
THERAPYe 10.e. LAMA 1=Yes Numeric
2=No
9 = Missing answer
THERAPYf 10.f. LABA 1=Yes Numeric
2=No
9 = Missing answer
THERAPY(g 10.g. ICS 1=Yes Numeric
2=No
9 = Missing answer
THERAPYh 10.h. nebs 1=Yes Numeric
2=No
9 = Missing answer
THERAPYi 10.i. Azithromycin 1=Yes Numeric
2=No
9 = Missing answer
THERAPY;] 10.j. Long-term oral steroids 1=Yes Numeric
2=No
9 = Missing answer
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Variable
THERAPYk 10.k. Statins 1=Yes Numeric
2=No
9 = Missing answer
THERAPYI 10.l. Beta-blockers 1=Yes Numeric
2=No
9 = Missing answer
THERAPYm 10.m. PD-4 inhibitor 1=Yes Numeric
2=No
9 = Missing answer
THERAPYN 10.n Other 1=Yes Numeric
2=No
9 = Missing answer
11 Clinical examination at enrolment
FIRSTDIAG élcslljgear of first diagnosis of (Continuous variable) Numeric
WEIGHT 11.2 Body weight (in kilograms) | (Continuous variable) String
HEIGHT 11.3 Height (in centimetres) (Continuous variable) String
SBP 11.4 Systolic blood pressure (in (Continuous variable) String
mmHg)
DBP 11.5 Diastolic blood pressure (in (Continuous variable) String
mmHg)
12. CRF ENROLMENT - COMORBIDITY
COMORSBIDITY 12.1 Has the patient been 1=Yes Numeric
diagnosed with the following 2=No
comorbidities? Reply for each of |8 = Refuse to answer
them. 9 = Missing answer
Corresponding ICD-10 codes
(2010)
COM_1 12.1.1 Myocardial infarction 1=Yes Numeric IF
(121.x-123.x, 125.2) 2=No COMORSBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_2 12.1.2 Congestive heart failure 1=Yes Numeric IF
(109.9,111.0, 113.0, 113.2, 125.5, 2=No COMORSBIDITY
142.0, 142.5-142.9, 143.x, 150.x, 8 = Refuse to answer =1
P29.0) 9 = Missing answer
COM_3 12.1.3Peripheral vascular 1=Yes Numeric IF
disease(170.x-174.x, 177.x, 179.0, |2 = No COMORSBIDITY
179.2, K55.1, K55.8, K55.9, 8 = Refuse to answer =1
795.8, 795.9) 9 = Missing answer
COM_4 12.1.4 cerebrovascular disease 1=Yes Numeric IF
(G45.x-G46.x, H34.0, 160.x-169.x) [ 2 = No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_5 12.1.5 Dementia (F00.x-F03.x, 1=Yes Numeric IF
F05.1, G30.x, G31.1) 2=No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_6 12.1.6 Chronic pulmonary 1=Yes Numeric IF
disease(127.8-127.9, J40.x-J47.X, |2 =No COMORSBIDITY
J60.x-J67.%, J68.4, J70.1, J70.3, | 8 = Refuse to answer =1
J84.1; J92.0; J96.1; J98.2; J98.3) | 9 = Missing answer
COM_7 12.1.7 Connective tissue disease | 1 = Yes Numeric IF
(M05.x, M06.x, M08.x, M09.x, 2=No COMORSBIDITY
M30.x-M36.x, D86.x) 8 = Refuse to answer =1
9 = Missing answer
COM_8 12.1.8 Ulcer disease (22.1, 1=Yes Numeric IF
K25.x-K28.x) 2=No COMORSBIDITY
8 = Refuse to answer =1
9 = Missing answer
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Variable Variable Label Variable Label Type of |Notes
Variable
COM_9 12.1.9 Mild liver disease (B18.x, |1 =Yes Numeric IF
K70.0-K70.3, K70.9, K71.x, 2=No COMORBIDITY
K73.x-K74.x, K76.0, K76.2- 8 = Refuse to answer =1
K76.4, K76.8, K76.9, Z94.4) 9 = Missing answer
COM_10 11.1.10 Diabetes mellitus (E10.0, | 1 = Yes Numeric IF
E10.1, E10.9, E11.0, E11.1, 2=No COMORBIDITY
E11.9, E12.0, E12.1, EI2.6, 8 = Refuse to answer =1
E12.8, EI2.9, E13.0, E13.1, 9 = Missing answer
E13.6, E13.8, E13.9, E14.0,
E14.1, E14.6, E14.8, E14.9)
COM_11 12.1.11 Hemiplegia(G04.1, 1=Yes Numeric IF
G11.4, G80.1, G80.2, G81.x, 2=No COMORBIDITY
G82.x, G83.0 to G83.4, G83.9) 8 = Refuse to answer =1
9 = Missing answer
COM_12 12.1.12 Moderate/severe renal 1=Yes Numeric IF
disease (112.x, 113.1, NOO.x- 2=No COMORSBIDITY
NO05.x, NO7.x, N11.x, N14.x, 8 = Refuse to answer =1
N17.x-N19.x, N25.x, Q61.X, 9 = Missing answer
Z749.0 to 749.2, 794.0, 799.2)
COM_13 12.1.13 Diabetes mellitus with 1=Yes Numeric IF
chronic complications (E10.2- 2=No COMORSBIDITY
E10.8, E11.2-E11.8, E12.2- 8 = Refuse to answer =1
E12.5, E12.7,E13.2-E13.5, 9 = Missing answer
E13.7, E14.2-E14.5, E14.7)
COM_14 12.1.14 Any tumour (C00.x- 1=Yes Numeric IF
C76.x, C86.x-C87.x, C97.x) 2=No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_15 12.1.15 Leukaemia (C91.x- 1=Yes Numeric IF
C95.x) 2=No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_16 12.1.16 Lymphoma (C81.x- 1=Yes Numeric IF
C85.x; C88x; C90.x; C96.x) 2=No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_17 12.1.17 Moderate/severe liver 1=Yes Numeric IF
disease(B15.0, B16.0, B16.2, 2=No COMORSBIDITY
B19.0; I185.x, 186.4, 198.2, K70.4, |8 = Refuse to answer =1
K71.1, K72.x, K72.9, K76.5, 9 = Missing answer
K76.6, K76.7)
COM_18 12.1.18 Metastatic solid tumour |1 =Yes Numeric IF
(C77.x-C80.x) 2=No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_19 12.1.19 Anxiety/Depression (F41) | 1 = Yes Numeric IF
2=No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_20 12.1.20 Osteoarthritis/Arthrosis/ |1 = Yes Numeric IF
Spondylosis (M15-19, M47) 2=No COMORSBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_21 12.1.21 Osteoporosis(M80-82) 1=Yes Numeric IF
2=No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
COM_22 12.1.22 Atrial Fibrillation and 1=Yes Numeric IF
Flutter (148) 2=No COMORBIDITY
8 = Refuse to answer =1
9 = Missing answer
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Variable
COM_23 10.1.23 OTHER? 1=Yes Numeric IF
2=No COMORBIDITY
8 = Refuse to answer =il
9 = Missing answer
COM_OTHER 10.1.23.1 Specify corresponding String IF
ICD10-codes (separating the . . COMORSBIDITY=
different patthIogF;/ codegs with (Coniiaus vErElE) 1 AND IF
space). COM 23=1
B.2 COPD: COPD_X_HLTM_FU_COUNTRY SURVEY

PILOT 2 - COPD: Data and symptoms assessed during HIGH level telemonitoring phase

Questionnaire Code = COPD_X_HLTM_FU_COUNTRY

Variable Variable Label Variable Label Type of | Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 =Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha-_
numeric
PATIENT_GROUP 1.3 Is the patient in the 1 = Intervention arou Numeric
comparison group or the 5 —C i group
telemedicine group? =-omparator group
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
SO2 1.5 SO2 (Continuous variable) Numeric
PULSE 1.6 Pulse rate (Continuous variable) Numeric
2. Questions on symptoms (only intervention group)
1 = Better
Q1 2.1 How do you feel today? 2 = Usual Numeric
3 =Worse
1 = Usual
Q2 2.2 How is your breathing? 2 =Worse Numeric
3 = Much worse
. 1 = Usual
03 §p3mll|]cr)nm’/7|s the amount of your 2 = Worse Numeric
) 3 = Much worse
1 = Clear/white
Q4 2.4 How is your sputum colour? |2 = Yellow Numeric
3 = Dark green or brown
1 = Same as usual
2.5 Are you using your reliever 2 = More than usual .
Q5 inhalers/nebs or oxygen? 3 = Much more than Numeric
usual
2.6 Are you taking any EXTRA 1= YES
Q6 antibiotics or steroids at the 2= NO Numeric
moment?
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COPD: COPD_HLTM_CD_COUNTRY SURVEY

PILOT 2 - COPD: END OF HIGH-LEVEL TELEMONITORING - CLINICAL DATA

Questionnaire Code = COPD_HLTM_CD_COUNTRY

Variable Variable Label Variable Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha-l
numeric
PATIENT_GROUP 1.3 Is the patient in the 1 = Intervention arou Numeric
comparison group or the 5 _—C t group
telemedicine group? =-omparator group
CD_DATE 1.4 End of High-Level dd/mml/yyyy Date
Telemonitoring Date
LEAVE_STUDY 1.5 Has the patient left the 1=Yes Numeric
study? 2=No
8 = Unknown
9 = Missing answer
LEAVE_DATE 1.5.1 Date in which patient Date IF LEAVE_
leaves the study. SR STUDY=1
LEAVE REASON 1.5.2 Leave reason 1=Deceased Numeric IF LEAVE
2=0ther reason STUDY=1
MORTALITY 1.5.2.1 Deceased reason: 1=For reasons related to Numeric IF LEAVE_
COPD STUDY=1 AND
2=For reasons not related LEAVE_REASO
to COPD N=1
8 = Unknown
9 = Missing answer
MORTALITY_OTHER 1.5.2.1.1Specify corresponding String IF LEAVE_
ICD10-codes. STUDY=1 AND
(Continuous variable) LEAVE_REASO
N=1 AND
MORTALITY=2
ADMISSION 2.1 Was the patient 1=Yes Numeric
hospitalized during the High 2=No
Level Telemonitoring phase for | 8 = Unknown
COPD exacerbations? 9 = Missing answer
ADM_DATE 2.1.1 Date of the admission dd/mm/yyyy Date IF ADMISSION=1
during the High Level
Telemonitoring phase for
COPD exacerbations.
EXIT_DATE 2.1.2 Exit date of the admission | dd/mm/yyyy Date IF ADMISSION=1
during the High Level
Telemonitoring phase for
COPD exacerbations.
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Variable Variable Label Variable Label Type of Notes
Variable
ED 2.2 Any emergency department Numeric
(ED) visit during the High Level |1 =Yes
Telemonitoring phase for 2=No
COPD exacerbations? 9 = Missing answer
ED_NO 2.2.1 How many times? (Continuous variable) Numeric IF ED=1
EDVISIT 2.2.2 Date of first ED visit Date IF ED=1
during the High Level dd/mmiyyyy
Telemonitoring phase for
COPD exacerbations?
3. CAT questionnaire (only intervention group)
0 = | never cough IF PATIENT_
1 = Statement close to 0 GROUP=1
2 = Statement not too close
3.a. | never cough i | cough to0 .
Cal all the time 3 = Statement not too close Numeric
to5
4 = Statement close to 5
5 =1 cough all the time
0 = | have no phlegm (mucus) IF PATIENT _
in my chest at all GROUP=1
1 = Statement close to 0
3.b. I have no phlegm|2 = Statement not too close
(mucus) in my chest at all T to0 .
canly My chest is completely full of | 3 = Statement not too close NULEE
phlegm (mucus) tob
4 = Statement close to 5
5 = My chest is completely full
of phlegm (mucus)
0 = My chest does not feel IF PATIENT _
tight at all GROUP=1
1 = Statement close to 0
3.c. My chest does not feel |2 = Statement not too close
CATc tight at all i My chest feels to 0 Numeric
very tight 3 = Statement not too close
to5
4 = Statement close to 5
5 = My chest feels very tight
0 = When | walk up a hill or IF PATIENT _
one flight of stairs | am not GROUP=1
breathless
3.d. When | walk up a hill or %_:Sé?;??nfgatdgsf ttcc))ooclose
one flight of stairs | am not t0 0
CATd breathless i When | walk up 3 = Statement not too close Numeric
a hill or one flight of stairs | 05
) W TCEU B8 4 = Statement close to 5
5 = When | walk up a hill or
one flight of stairs | am
very breathless
0 = | am not limited doing any IF PATIENT _
activities at home GROUP=1
1 = Statement close to 0
3.e. | am not limited doing |2 = Statement not too close
any activities at home i | am to 0 .
Cill very limited doing activities at | 3 = Statement not too close et
home to5
4 = Statement close to 5
5 = | am very limited doing
activities at home
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Type of

Variable Variable Label Variable Label : Notes
Variable
0 = | am confident leaving my IF PATIENT _
home despite my lung GROUP=1
condition
3.f. 1 am confident leaving my | 1 = Statement close to O
home despite my lung|2 = Statement not too close
CATS condition (0) i | am not at all to0 Numeric
confident leaving my home |3 = Statement not too close
because of my lung condition to5
(5) 4 = Statement close to 5
5 =1 am not at all confident
leaving my home because
of my lung condition
0 = | sleep soundly IF PATIENT _
1 = Statement close to 0 GROUP=1
2 = Statement not too close
. to 0
3.9. | sleep soundly i | don't|, _
CATg sleep soundly because of my € ;o gtatement et 0 e Numeric
g Gemelie s 4 = Statement close to 5
5 = | don't sleep soundly
because of my lung
condition
0 =1 have lots of energy IF PATIENT _
1 = Statement close to 0 GROUP=1
2 = Statement not too close
3.h. | have lots of energy i | to0 .
Sl have no energy at all 3 = Statement not too close NULEE
to5
4 = Statement close to 5
5 = | have no energy at all
. . . IF PATIENT
CAT_SCORE_TOT 3.1 Total (continuous variable) Numeric GROUP=1

B.4

COPD: COPD_X_MLTM_FU_COUNTRY SURVEY

PILOT 2 - COPD: Data and symptoms assessed during MEDIUM level telemonitoring phase

Questionnaire Code = COPD_X MLTM_FU_COUNTRY

Variable Variable Label Variable Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha-_
numeric
PATIENT_GROUP 1.3 Is the patient in the 1 = Intervention arou Numeric
comparison group or the 5 —C i group
telemedicine group? =--omparator group
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Variable
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
SO2 1.5 SO2 (Continuous variable) Numeric
PULSE 1.6 Pulse rate (Continuous variable) Numeric
2. Questions on symptoms (only intervention group
1 = Better
Q1 2.1 How do you feel today? 2 = Usual Numeric
3 = Worse
1 = Usual
Q2 2.2 How is your breathing? 2 =Worse Numeric
3 = Much worse
. 1 = Usual
03 gpim(r)n\/\’l?ls the amount of your 2 = Worse Numeric
) 3 = Much worse
. 1 = Clear/white
04 2.4 How is your sputum > = Yellow Numeric
colour? -
3 = Dark green or brown
2.5 Are you using your 1 = Same as usual
Q5 reliever inhalers/nebs or 2 = More than usual Numeric
oxygen? 3 = Much more than usual
2.6 Are you taking any 1=YES
Q6 EXTRA antibiotics or steroids 2= NO Numeric

at the moment?

B.5 COPD: COPD_MLTM_CD_COUNTRY SURVEY

PILOT 2 - COPD: END OF MEDIUM-LEVEL TELEMONITORING - CLINICAL DATA

Questionnaire Code = COPD_MLTM_CD_COUNTRY

Variable Variable Label Variable Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha-.
numeric
PATIENT_GROUP gfmlts);ngop;]ag?gj;notrhtie % =_I(r:1tervent|on group Numeric
telemedicine group? =Comparator group
CD_DATE 1.4 End of Medium-Level dd/mm/yyyy Date
Telemonitoring Date
LEAVE_STUDY 1.5 Has the patient left the 1=Yes Numeric
study? 2=No
8 = Unknown
9 = Missing answer
LEAVE_DATE 1.5.1 Date in which patient Date IF
leaves the study. TR LEAVE STUDY=1
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Variable Variable Label Variable Label Type of Notes
Variable
LEAVE_REASON 1.5.2 Leave reason 1=Deceased Numeric IF
2=0Other reason LEAVE STUDY=1
MORTALITY 1.5.2.1 Deceased reason: 1=For reasons related to | Numeric IF
COPD LEAVE_STUDY=1
2=For reasons not related AND
to COPD LEAVE_REASON=
8 = Unknown 1
9 = Missing answer
MORTALITY_OTHER | 1.5.2.1.1Specify corresponding String IF
ICD10-codes. LEAVE_STUDY=1
. . AND
(Continuous variable) LEAVE_REASON=
1 AND
MORTALITY=2
ADMISSION 2.1 Any hospitalisation during 1=Yes Numeric
the Medium Level 2=No
Telemonitoring phase for 8 = Unknown
COPD exacerbations? 9 = Missing answer
ADM_NO 2.1.1 How many times? (Continuous variable) Numeric IF ADMISSION=1
ADM_DAYS 2.1.2 For how many days in (Continuous variable) Numeric IF ADMISSION=1
total?
ADM_DATE 2.1.3 Date of first admission dd/mm/yyyy Date IF ADMISSION=1
during the Medium Level
Telemonitoring phase for
COPD exacerbations?
EXIT_DATE 2.1.4 Exit date of last dd/mm/yyyy Date IF ADMISSION=1
admission during the Medium
Level Telemonitoring phase for
COPD exacerbations?
ED 2.2 Any emergency department 1=Yes Numeric
(ED) IvisitI during the Mehdiumf 2= No
Level Telemonitorin ase for "
COPD exacerbationg'.? 2= Wil EnsHiEs
ED NO 2.2.1 How many times? (Continuous variable) Numeric IF ED=1
EDVISIT 2.2.2 Date of first ED visit Date IF ED=1
during the Medium Level dd/mmiyyyy
Telemonitoring phase for
COPD exacerbations?
3. CAT questionnaire (only intervention group)
0 = | never cough IF PATIENT_
1 = Statement close to 0 GROUP=1
2 = Statement not too
3.a. | never cough i | cough all closeto 0 .
A the time 3 = Statement not too Numeric
close to 5
4 = Statement close to 5
5 = cough all the time
0 = | have no phlegm IF PATIENT _
(mucus) in my chest at GROUP=1
all
3.b. | have no phlegm (mucus) % _ gggmzm f,lootsﬁ)(t)o Y
in my chest at all i My chest is .
CATb closeto 0 Numeric
completely full of phlegm 3 = Statement not too
(mucus)
close to 5
4 = Statement close to 5
5 = My chest is completely
full of phlegm (mucus)
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Type of

Variable Variable Label Variable Label : Notes
Variable
0 = My chest does not feel IF PATIENT_
tight at all GROUP=1
1 = Statement close to 0
3.c. My chest does not feel A= lStatetmgnt not too
CATc tight at all i My chest feels very _C 0se o Numeric
tight 3 = Statement not too
closeto 5
4 = Statement close to 5
5 = My chest feels very
tight
0 = When | walk up a hill IF PATIENT_
or one flight of stairs | GROUP=1
am not breathless
3.d. When | walk up a hill or %;2:::2222: Elgtst%(t)oo
one flight of stairs | am not close to 0
CATd breathless i When | walk up a 3 = Statement not too Numeric
hill or one flight of stairs | am close to 5
VED [EIREI EEE 4 = Statement close to 5
5 = When | walk up a hill
or one flight of stairs |
am very breathless
0 = | am not limited doing IF PATIENT_
any activities at home GROUP=1
1 = Statement close to 0
- . 2 = Statement not too
3.e. | am not limited doing any
CATe activities at home i | am very shesinl Numeric
limited doing activities at home &2 SHEUSIIES 5} e
close to 5
4 = Statement close to 5
5 =1 am very limited doing
activities at home
0 = | am confident leaving IF PATIENT_
my home despite my GROUP=1
lung condition
1 = Statement close to 0
3.f. | am confident leaving my | 2 = Statement not too
home despite my lung condition closeto 0
CATf (0) i I am not at all confident | 3 = Statement not too Numeric
leaving my home because of closeto 5
my lung condition (5) 4 = Statement close to 5
5=1 am not at all
confident leaving my
home because of my
lung condition
0 = | sleep soundly IF PATIENT_
1 = Statement close to 0 GROUP=1
2 = Statement not too
3.9. | sleep soundly i | don't _close D10
CATg sleep sogr]dly because of my £ _Cifirggm foitee Numeric
) el e 4 = Statement close to 5
5 =1 don't sleep soundly
because of my lung
condition
0 = | have lots of energy IF PATIENT_
1 = Statement close to 0 GROUP=1
2 = Statement not too
CATh 3.h. | have lots of energy i | _close to 0 Numeric
have no energy at all 3 = Statement not too
close to 5
4 = Statement close to 5
5 = | have no energy at all
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Type of

Variable Variable Label Variable Label : Notes
Variable
. . . IF PATIENT
CAT_SCORE_TOT 3.1 Total (continuous variable) Numeric GROUP=1
B.6 COPD: COPD_MLTM_ECON_COUNTRY SURVEY
PILOT 2 - COPD: End of MEDIUM-LEVEL TELEMONITORING Economics
Questionnaire Code = COPD_MLTM_ECON_COUNTRY
Variable Variable Label Value Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT ID &2 [FETED D (Continuous variable) nﬁlr?wgerli-c
PATIENT_GROUP 1.3 Is the patient in the 1 = Intervention arou Numeric
comparison group or the 5 _-C t group
telemedicine group? =-omparator group
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
ADMIT 1.5 Has the patient been 1=Yes Numeric
admitted to hospital during the |2 = No
HLTM or MLTM stages? 77 = Data not found
ADMIT NO 1.5.1 How many times? (Continuous variable) Numeric IF ADMIT=1
ADMIT_NO_DAYS 1.5.2 For how many days in (Continuous variable) Numeric IF ADMIT=1
total?
ED 1.6 Has the patient gone to the 1=Yes Numeric
emergency department during 2 = No
the HLTM or MLTM stages? 77 = Data not found
ED_NO 1.6.1 How many times did the | (Continuous variable) Numeric IF ED=1
patient visit the emergency
department?
OUTVISIT 1.7 Has the patient had any 1=VYes Numeric
outpatient visits at the hospital 5 _ No
during the HLTM or MLTM 77_: Data not found
stages?
OUT_NO 1.7.1 How many times did the | (Continuous variable) Numeric IF OUTVISIT=1
patient visit the outpatient
clinic?
GP 1.8 Has the patient had any GP | 1 = Yes Numeric
visits during the HLTM or 2=No
MLTM stages? 77 = Data not found
GP_NO 1.8.1 How many times did the | (Continuous variable) Numeric IF GP=1
patient visit the GP?
PC 1.9 Has the patient had any 1=VYes Numeric
other primary care contacts 5 _ No
during the HLTM or MLTM 77_: Data not found
stages?
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Type of

Variable Variable Label Value Label : Notes
Variable

PC_PNEU 1.9.1 Pneumologist? 1=Yes 2=No Numeric IF PC=1

PC_NO_PNEU 1.9.1.1 How many times did the | (Continuous variable) Numeric IF PC=1 AND
patient visit the Pneumologist? PC_CARD=1

PC _SPE_NURSE 1.9.2 specialised nurse? 1=Yes 2=No Numeric IF PC=1

PC_NO_SPE_NURSE | 1.9.2.1How many times did the | (Continuous variable) Numeric IF PC=1 AND
patient visit the specialised PC_SPE_NURS
nurse? E=1

PC COM NURSE 1.9.3 Community nurse? 1=Yes 2=No Numeric IF PC=1

PC_NO_COM_ 1.9.3.1How many times did the | (Continuous variable) Numeric IF PC=1 AND

NURSE patient visit the community PC_COM_NURS
nurse? E=1

PC OTHER 1.9.4 Other? 1=Yes 2=No Numeric IF PC=1

PC_OTHER_SPE 1.9.4.1 Specify the type of (Continuous variable) String IF PC=1 AND
primary care PC OTHER=1

PC_NO_OTHER 1.9.4.2 How many times did the | (Continuous variable) Numeric IF PC=1 AND
patient visit other type of PC_OTHER=1

primary care?

B.7

COPD: COPD_MLTM_ECON_TELEMED_COUNTRY SURVEY

PILOT 2 - COPD: End of Medium-Level Telemonitoring phase (MLTM): Economic data on
use of the telemedicine service (only for Telemedicine patients)

Questionnaire Code = COPD_MLTM_ECON_TELEMED_COUNTRY

Variable Variable Label Value Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT ID &2 e D (Continuous variable) nﬁlrﬁ)wgerli-c
PATIENT_GROUP 1.3 Is the patient in the 1 = Intervention arou Numeric
comparison group or the 5 _—C t group
telemedicine group? =-omparator group
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
DURATION 1.5 Duration (no of days) of use | (Continuous variable) Numeric
of the telemedicine service?
CONTACT 1.6 Is health care professionals Numeric
been_in contact with the patients
by use of the telemedicine 1=Yes
application (e.g. video 2=No
conference) till now?
CONTACT1 1.6.1 How many times is health (Continuous variable) Numeric IF CONTACT=1
care professionals been in
contact with the patients by use
of the telemedicine application
(e.g. video conference) till now?
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Variable Variable Label Value Label Type of Notes
Variable
PROFESSIONAL 1.6.2 What education does the 1= Community Nurse Numeric IF CONTACT=1
health care professional, who 2 = Hospital nurse
were in contact with the patient, |3 = Medical doctor
have? 4 = Other education
TIME_PER_VISIT 1.6.3 On average, how much (Continuous variable) Numeric IF CONTACT=1
time did the health care
professional use per contact with
the patients?
MONITOR 1.7 Has a health care Numeric
professional monitored the
patient's health by use of the 1=y
. e . = Yes
telemedicine application (without 2= No
having contact with the patient)
till now?
MONITOR1 1.7.1 How many times has a (Continuous variable) Numeric IF MONITOR=1
health care professional
monitored the patient's health by
use of the telemedicine
application (without having
contact with the patient) till now?
MONITOR_PROFESS | 1.7.2 What education does the 1= Community Nurse Numeric IF MONITOR=1
IONAL health care professional, who 2 = Hospital nurse
were monitoring the patient, 3 = Medical doctor
have? 4 = Other education
TIME_PER_MONITOR | 1.7.3 On average, how much (Continuous variable) Numeric IF MONITOR=1

ING

time did the health care
professional use each time they
monitored the health of the
patients by use of the
telemedicine devices?

B.8

COPD: COPD_LLTM_CD_COUNTRY SURVEY

PILOT 2 - COPD: END OF STUDY, END OF LOW-LEVEL TELEMONITORING - CLINICAL

DATA

Questionnaire Code = COPD_LLTM_CD_COUNTRY

Variable

Variable Label

Variable Label

Type of
Variable

Notes

REGION

1.1 Region

1 = Scotland

2 = Wales

3 = Calabria

4 = South Karelia

5 = Greece

6 = Berlin

7 = Northwest Moravia
8 = Slovenia

9 = Campania

10 = Southern Norway
11 = Northern Norway
12 = Galicia

13 = Basque Country
14 = Nord Pas De Calais

Numeric

PATIENT ID

1.2 Patient ID

(Continuous variable)

Alpha-
numeric

PATIENT_GROUP

1.3 Is the patient in the
comparison group or the
telemedicine group?

1 = Intervention group
2 =Comparator group

Numeric
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Type of

Variable Variable Label Variable Label : Notes
Variable
CD_DATE 1.4 End of Low-Level dd/mml/yyyy Date
Telemonitoring Date
LEAVE_STUDY 1.5 Has the patient left the 1=Yes Numeric
study? 2=No
8 = Unknown
9 = Missing answer
LEAVE_DATE 1.5.1 Date in which patient dd/mmiyyyy Date IF
leaves the study. LEAVE_STUDY=1
LEAVE_REASON | 1.5.2 Leave reason 1=Deceased Numeric IF
2=Other reason LEAVE_STUDY=1
MORTALITY 1.5.2.1 Deceased reason: 1=For reasons related to COPD | Numeric |IF
2=For reasons not related to LEAVE STUDY=1
COPD AND
8 = Unknown LEAVE_REASON=
9 = Missing answer 1
MORTALITY_ 1.5.2.1.1Specify String IF
OTHER corresponding ICD10-codes. LEAVE_STUDY=1
(Continuous variable) (AP
LEAVE_REASON=
1 AND
MORTALITY=2
ADMISSION 2.1 Any hospitalisation during | 1 = Yes Numeric
the Low Level Telemonitoring | 2 = No
phase for COPD 8 = Unknown
exacerbations? 9 = Missing answer
ADM NO 2.1.1 How many times? (Continuous variable) Numeric IF ADMISSION=1
ADM_DAYS 2.1.2 For how many days in (Continuous variable) Numeric IF ADMISSION=1
total?
ADM_DATE 2.1.3 Date of first admission | dd/mm/yyyy IF ADMISSION=1
during the Low Level
Telemonitoring phase for
COPD exacerbations? Date
EXIT_DATE 2.1.4 Exit date of last dd/mmlyyyy IF ADMISSION=1
admission during the Low
Level Telemonitoring phase
for COPD exacerbations? Date
ED 2.2 Any emergency Numeric
department (ED) visit during |1 =Yes
the Low Level Telemonitoring | 2 = No
phase for COPD 9 = Missing answer
exacerbations?
ED NO 2.2.1 How many times? (Continuous variable) Numeric IF ED=1
EDVISIT 2.2.2 Date of first ED visit Date IF ED=1
during the Low Level
Telemonitoring phase for el
COPD exacerbations?
3. CAT questionnaire (only intervention group)
0 = | never cough IF
1 = Statement close to 0 PATIENT_GROUP
3.a. | never cough i | cough |2 = Statement not too close to 0 : =1
Cals all the time ’ ’ 3 = Statement not too close to 5 Numeric
4 = Statement close to 5
5 = | cough all the time
0 = | have no phlegm (mucus) in IF
my chest at all PATIENT_GROUP
3.b. I have no phlegm|1 = Statement close to 0 =1
(mucus) in my chest at all i | 2 = Statement not too close to 0 :
Gy My chest is completely full of | 3 = Statement not too close to 5 NUIOEE
phlegm (mucus) 4 = Statement close to 5
5 = My chest is completely full of
phlegm (mucus)
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Type of

Variable Variable Label Variable Label : Notes
Variable
0 = My chest does not feel tight IF
at all PATIENT_GROUP
3.c. My chest does not feel | 1 = Statement close to 0 =1
CATc tight at all i My chest feels | 2 = Statement not too close to 0 | Numeric
very tight 3 = Statement not too close to 5
4 = Statement close to 5
5 = My chest feels very tight
0 = When | walk up a hill or one IF
flight of stairs | am not PATIENT_GROUP
: breathless =1
3.d. When | walk up a hill or| , _
one flight of stairs | am not %;gg:gmgm (rzllc?tsteoéoccl)ose t00
CATd breathless i When | walk up 3 = Statement not too close to 5 Numeric
a hill or one flight of stairs | 4 = Statement close 1o 5
N W | I S 5 = When | walk up a hill or one
flight of stairs | am very
breathless
0 = | am not limited doing any IF
activities at home PATIENT_GROUP
3.e. | am not limited doing | 1 = Statement close to O =1
CATe any activities at home i | am | 2 = Statement not too close to 0 Numeric
very limited doing activities at | 3 = Statement not too close to 5
home 4 = Statement close to 5
5 = | am very limited doing
activities at home
0 = | am confident leaving my IF
home despite my lung PATIENT_GROUP
3.f. | am confident leaving my condition =1
home despite my lung| 1 = Statement close to 0
condition (0) T | am not at all | 2 = Statement not too close to 0 .
cat confident leaving my home | 3 = Statement not too close to 5 NTLEtS
because of my lung condition | 4 = Statement close to 5
(5) 5 =1 am not at all confident
leaving my home because of
my lung condition
0 = | sleep soundly IF
1 = Statement close to 0 PATIENT_GROUP
3.9. | sleep soundly 7 | don't| 2 = Statement not too close to 0 =1
CATg sleep soundly because of my| 3 = Statement not too close to 5 | Numeric
lung condition 4 = Statement close to 5
5 = | don't sleep soundly because
of my lung condition
0 = | have lots of energy IF
1 = Statement close to 0 PATIENT_GROUP
CATh 3.h. | have lots of energy i 1|2 i Statement not too close to 0 Numeric =1
have no energy at all 3 = Statement not too close to 5
4 = Statement close to 5
5 = | have no energy at all
IF
CAT_SCORE_TOT | 3.1 Total (continuous variable) Numeric PATIENT_GROUP
=1
A2V 351IuFeI)EV1 (e arzllenl (Continuous variable) Numeric
FEV1_DATE 9.2 Date of last FEV1 dd/mmiyyyy Date
assessment
SO2 9.3 SO2 (last available value) | (Continuous variable) Numeric
SO2 _DATE 9.4 Date of last SO2 dd/mmiyyyy Date
assessment
PELES \?éSIuZ;“SE it (L el (Continuous variable) Numeric
PULSE_DATE 9.6 Date of last pulse rate dd/mmiyyyy Date
assessment
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PILOT 2 - COPD: End of LOW-LEVEL TELEMONITORING Economics

Questionnaire Code = COPD_LLTM_ECON_COUNTRY

Variable Variable Label Value Label Type of Note
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 =Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT ID L2 [FalH 1D (Continuous variable) nﬁm?i_c
PATIENT_GROUP 131s the patient in the 1 = Intervention group Numeric
comparison group or the 2 =Comparator group
telemedicine group?
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
ADMIT 1.5 Has the patient been 1=Yes Numeric
admitted to hospital during 2=No
the LLTM stages? 77 = Data not found
ADMIT NO 1.5.1 How many times? (Continuous variable) Numeric | IF ADMIT=1
ADMIT_NO_DAYS 1.5.2 For how many days in (Continuous variable) Numeric IF ADMIT=1
total?
ED 1.6 Has the patient gone to 1=Yes Numeric
the emergency department 2 =No
during the LLTM stages? 77 = Data not found
ED_NO 1.6.1 How many times did the | (Continuous variable) Numeric IF ED=1
patient visit the emergency
department?
OUTVISIT 1.7 Has the patient had any 1=Yes Numeric
outpatient visits at the 5 - No
hospital during the LLTM 77_= Data not found
stages?
OUT_NO 1.7.1 How many times did the | (Continuous variable) Numeric IF OUTVISIT=1
patient visit the outpatient
clinic?
GP 1.8 Has the patient had any 1=VYes Numeric
GP visits during the LLTM 2 =No
stages? 77 = Data not found
GP_NO 1.8.1 How many times did the | (Continuous variable) Numeric IF GP=1
patient visit the GP?
PC 1.9 Has the patient had any 1=Yes Numeric
other primary care contacts 2=No
during the LLTM stages? 77 = Data not found
PC PNEU 1.9.1 Pneumologist? 1=Yes 2=No Numeric IF PC=1
PC_NO_PNEU 1.9.1.1 How many times did (Continuous variable) Numeric IF PC=1 AND
the patient visit the PC_CARD=1
Pneumologist?
PC_SPE_NURSE 1.9.2 specialised nurse? 1=Yes 2=No Numeric IF PC=1
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Type of

Variable Variable Label Value Label : Note
Variable
PC_NO_SPE_NURSE 1.9.2.1How many times did (Continuous variable) Numeric IF PC=1 AND
the patient visit the PC_SPE_NURSE=
specialised nurse? 1
PC_COM_NURSE 1.9.3 Community nurse? 1=Yes 2=No Numeric IF PC=1
PC_NO_COM_NURSE | 1.9.3.1How many times did (Continuous variable) Numeric IF PC=1 AND
the patient visit the PC_COM_NURSE
community nurse? =1
PC OTHER 1.9.4 Other? 1=Yes 2=No Numeric IF PC=1
PC_OTHER_SPE 1.9.4.1 Specify the type of (Continuous variable) String IF PC=1 AND
primary care PC_OTHER=1
PC_NO_OTHER 1.9.4.2 How many times did (Continuous variable) Numeric IF PC=1 AND
the patient visit other type of PC_OTHER=1

primary care?

B.10 COPD: COPD_LLTM_ECON_TELEMED_COUNTRY SURVEY

PILOT 2 - COPD: End of Study: Final economic data on use of the telemedicine service
(only for Telemedicine patients)

Questionnaire Code = COPD_LLTM_ECON_TELEMED_COUNTRY

Economics Variable Label Value Label Type of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT ID 2 [PEIIERE D (Continuous variable) Alpzﬁzum
PATIENT_GROUP ibsnigéngo%agsonjsnotrh&e % =_Icr:1tervention group Numeric
telemedicine group? =Comparator group
ASSESS DATE 1.4 Date of assessment dd/mm/yyyy Date
DURATION 1.5 Duration (no of days) of use | (Continuous variable) Numeric
of the telemedicine service?
CONTACT 1.6 Is health care professionals Numeric
been_in contact with the patients 1=v
by use of the telemedicine > : Nes
o . =No
application (e.g. video
conference) till now?
CONTACT1 1.6.1 How many times is health (Continuous variable) Numeric IF CONTACT=1
care professionals been in
contact with the patients by use
of the telemedicine application
(e.g. video conference) till now?
PROFESSIONAL 1.6.2 What education does the 1= Community Nurse Numeric | IF CONTACT=1

health care professional, who
were in contact with the patient,
have?

2 = Hospital nurse
3 = Medical doctor
4 = Other education
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Variable Notes

Economics Variable Label Value Label

TIME_PER_VISIT 1.6.3 On average, how much Numeric IF CONTACT=1
time did the health care
professional use per contact with

the patients?

(Continuous variable)

MONITOR 1.7 Has a health care Numeric
professional monitored the
patient's health by use of the
telemedicine application (without
having contact with the patient)

till now?

1=Yes
2=No

MONITOR1 1.7.1 How many times has a Numeric IF MONITOR=1
health care professional
monitored the patient's health by
use of the telemedicine
application (without having

contact with the patient) till now?

(Continuous variable)

1.7.2 What education does the Numeric IF MONITOR=1
health care professional, who
were monitoring the patient,

have?

MONITOR_
PROFESSIONAL

1= Community Nurse
2 = Hospital nurse

3 = Medical doctor

4 = Other education

TIME_PER_ Numeric IF MONITOR=1

MONITORING

1.7.3 On average, how much
time did the health care
professional use each time they
monitored the health of the
patients by use of the
telemedicine devices?

(Continuous variable)

B.11 COPD: COPD_END_WSD_COUNTRY SURVEY

PILOT 2 - COPD: Patient Acceptability Questionnaire for the interventon group (end of
study)

Questionnaire Code = COPD_END_WSD_COUNTRY

Variable Variable Label Value Label Type of Variable

1 = Scotland 2 = Wales
3 = Calabria

4 = South Karelia

5 = Greece

6 = Berlin

7 = Northwest Moravia
8 = Slovenia

9 = Campania

10 = Southern Norway
11 = Northern Norway
12 = Galicia

13 = Basque Country
14 = Nord Pas De Calais

REGION 1.1 Region Numeric

1 = Diabetes Numeric
2 =COPD
3 =CHF

4 = Hypertension

PILOT 1.2 Pilot n.

PATIENT ID 1.3 Patient ID (Continuous variable) Alphanumeric

PATIENT_GROUP 1.4 Is the patient in the comparison | 1 = Intervention group Numeric

group or the telemedicine group?

2 =Comparator group

ASSESS_DATE

1.5 Date of assessment

dd/mm/yyyy

Date

Public

Page 59 of 86

v1.0 / 6th November 2014




Q
:;{“1 {2 United4Health

D3.2 Multicentre Database Specification

Variable Variable Label Value Label Type of Variable
Q1 2.1 The kit | received has saved 1 = Strongly disagree Numeric
me time in that | did not have to 2 = Moderately disagree
visit my GP clinic or other 3 = Mildly disagree
health/social care professional as | 4 = Mildly agree
often. 5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q2 2.2 The kit | received has 1 = Strongly agree Numeric
interfered with my everyday 2 = Moderately agree
routine. 3 = Mildly agree
4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q3 2.3 The kit | received has 1 = Strongly disagree Numeric
increased my access to care 2 = Moderately disagree
(health and/or social care 3 = Mildly disagree
professionals). 4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q4 2.4 The kit | received has helped |1 = Strongly disagree Numeric
me to improve my health. 2 = Moderately disagree
3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q5 2.5 The kit | received has invaded |1 = Strongly agree Numeric
my privacy. 2 = Moderately agree
3 = Mildly agree
4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q6 2.6 The kit has been explained to | 1 = Strongly disagree Numeric
me sufficiently. 2 = Moderately disagree
3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q7 2.7 The kit can be trusted to work | 1 = Strongly disagree Numeric
appropriately. 2 = Moderately disagree
3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q8 2.8 The kit has made me feel 1 = Strongly agree Numeric
uncomfortable, e.g. physically or 2 = Moderately agree
emotionally. 3 = Mildly agree
4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
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Q9 2.9 | am concerned about the level |1 = Strongly agree Numeric
of expertise of the individuals who |2 = Moderately agree
monitor my status via the kit. 3 = Mildly agree
4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q10 2.10 The kit has allowed me to be |1 = Strongly disagree Numeric
less concerned about my health 2 = Moderately disagree
and/or social care. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q11 2.11 The kit has made me more 1 = Strongly disagree Numeric
actively involved in my health. 2 = Moderately disagree
3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q12 2.12 The kit makes me worried 1 = Strongly agree Numeric
about the confidentiality of the 2 = Moderately agree
private information being 3 = Mildly agree
exchanged through it. 4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q13 2.13 The kit allows the people 1 = Strongly disagree Numeric
looking after me, to better monitor | 2 = Moderately disagree
me and my condition. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q14 2.14 | am satisfied with the kit | 1 = Strongly disagree Numeric
received. 2 = Moderately disagree
3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q15 2.15 The kit can be/should be 1 = Strongly disagree Numeric
recommended to people in a 2 = Moderately disagree
similar condition to mine. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q16 2.16 The kit can be a replacement |1 = Strongly disagree Numeric
for my regular health or social 2 = Moderately disagree
care. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
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Q17 2.17 The kit can certainly be a 1 = Strongly disagree Numeric
good addition to my regular health |2 = Moderately disagree
or social care. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q18 2.18 The kit is not as suitable as 1 = Strongly agree Numeric
regular face to face consultations |2 = Moderately agree
with people looking after me. 3 = Mildly agree
4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q19 2.19 The kit has made it easier to |1 = Strongly disagree Numeric
get in touch with health and social |2 = Moderately disagree
care professionals. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
Q20 2.20 The kit interferes with the 1 = Strongly agree Numeric
continuity of the care | receive (i.e. |2 = Moderately agree
| do not see the same care 3 = Mildly agree
professional each time). 4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q21 2.21 | am concerned that the 1 = Strongly agree Numeric
person who monitors my status, 2 = Moderately agree
through the kit, does not know my | 3 = Mildly agree
personal health/social care history. |4 = Mildly disagree
5 = Moderately disagree
6 = Strongly disagree
88 = Refuse to answer
99 = Missing answer
Q22 2.22 The kit has allowed me to be |1 = Strongly disagree Numeric
less concerned about my health 2 = Moderately disagree
status. 3 = Mildly disagree
4 = Mildly agree
5 = Moderately agree
6 = Strongly agree
88 = Refuse to answer
99 = Missing answer
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The name of CHF codebook

i s

contained is eight. In the following paragraphs they are all described.

Cl

CHF: CHF_ENR_COUNTRY SURVEY

A U4 H_ digeD &8 O 0 K _u@tdeeets

PILOT 3 - CHF: CRF ENROLMENT - BASELINE DATA

Questionnaire Code = CHF_ENR_COUNTRY

Variable Variable Label Answers I_.abel and Type of Notes
coding Variable
PILOT 1.1 Pilot n. 1 = Diabetes Numeric
2 =COPD
3 =CHF
4 = Hypertension
REGION 1.2 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 2.1 Patient ID (Continuous variable) Alpha_-
numeric
ELIGIBLE_PATIENT | 2.2 Is the patient eligible? Numeric
If The patient is eligible if he/she
has been hospitalised or visited
ED for decompensated HF (with
need and administration of
diuretics) in the previous six
months, and at least one of the
following three conditions: 1=Yes
- LVEF < 45% (at least once 2=No
during the last year or in the last
echocardiogram if older).
- LVEF > 45% but BNP > 400 (or
plus NT-proBNP>1500) (at least
once during the last year).
- Confirmed diagnosis of CHF by
a cardiologist
If ELIGIBLE_PATIENT = 2 then stop the questionnaire
RECRUITMENT 2.3 Has the patient been 1=YES Numeric
recruited? 2=NO
ADMISSION_DATE | 2.4 Date of enrolment (or DD-MM-YYYY Date
registration)
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Variable

Variable Label

Answers Label and
coding

Type of

Variable Notes

NONPARTICIPATIO
N

2.5 Reasons for non-participation

1 = Patient refuses the
use of devices

2 = Patient refuses
participation in the
study in general

3 = No network coverage
(broadband, 3G, 4G...)

4 = Patient not living in
the area receiving
healthcare coverage by
the hospital, or about to
leave this area during
the study period

5 = Patient who is to be
transferred in an a
different health centre
(including nursing
home) where the
intervention
(telemonitoring) cannot
be carried on

6 = Patient is unable to
communicate (physical
or cognitive condition).

7 = Patient not totally
reliable for using the
device (not meeting
requirements for proper
use and conservation
of equipment and
devices)

8=0Other reason

Numeric | IF
RECRUITMENT=2

NONPARTICIPATIO
N_OTHER

2.5.1 If Reasons for non-
participation is other reason, then

specify:

(Continuous variable)

String If
NONPARTECIPAT
ION =8

If RECRUITMENT = 2 then stop the questionnaire

PATIENT_GROUP

3.1 Intervention or comparator
group

1 = Intervention group
2 =Comparator group

Numeric

COMPARATOR_
GROUP

3.2 Describe the type of the
comparator group

1 = Same patients before
intervention

2 = Other patients,
retrospective collection

3 = Parallel group,
prospective collection

Numeric

YEAR_BIRTH

4.1 Year of birth

YYYY

Numeric

GENDER

4.2 Gender

1 = Male
2 = Female
9 = Missing answer

Numeric

SMOKE

4.3 Do you currently smoke
tobacco products?

1=Yes

2=No

3 =No, but | used to
smoke

8 = Refuse to answer

9 = Missing answer

Numeric

HOME

5.1 Is there anyone who assists
you at home (formal)?

1=Yes

2=No

8 = Refuse to answer
9 = Missing answer

Numeric

PC_USE

5.2 Are you familiar with using a
personal computer (PC)?

1=Yes

2 =No

8 = Refuse to answer
9 = Missing answer

Numeric
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Answers Label and

Type of

Variable Variable Label . : Notes
coding Variable
PHONE_USE 5.3 Are you familiar with usinga |1 = Yes Numeric
mobile telephone? 2=No
8 = Refuse to answer
9 = Missing answer
EDUCATION 5.4 What is the highest level of 1 = No formal schooling Numeric
education you have completed? |2 = Less or primary school
(0-6 or 7 years)
3 = Less or secondary
school completed (7-12
or 13 years)
4 = College/University
(>12 years)
88 = Refuse to answer
99 = Missing answer
CRF ENROLMENT - CLINICAL DATA
LAST_HOSP 6.1 Date of last hospitalisation Date
due to decompensate HF (exit dd/mm/yyyy
date)
LAST_EDVISIT 6.2 Date of last ED visit due to Date
decompensated HF AT
WEIGHT 6.3 Body weight (in kilograms) (Continuous variable) Numeric | Range: 40 - 200
HEIGHT 6.4 Height (in centimetres) (Continuous variable) Numeric | Range: 140 - 210
HR 6.5 Heart rate (bpm) (Continuous variable) Numeric | Range: 30 - 200
S0O2 6.6 Oxygen saturation (%) (Continuous variable) Numeric | Range: 60 - 100
SBP ?ﬁ;agtohc blood pressure (in (Continuous variable) Numeric | Range: 60 - 299
DBP %?nalsl)stohc blood pressure (in (Continuous variable) Numeric | Range: 30 - 130
LVEF 6.9 Last available left ventricular Numeric | Range: 10 - 80
ejection fraction (LVEF, %) (last | (Continuous variable)
12 months)
7 Medical History
FIRSTDIAG 7.1 Year of first diagnosis of CHF | yyyy Numeric
IMPLANT_DEV 7.2 Has the patient PM or any 1=Yes Numeric
other implanted cardiac device? |2 = No
9 = Missing answer
TYPE_DEV 7.2.1 If yes, specify: 1=CRT Numeric | IF
2=ICD IMPLANT_DEV=1
3 =Other PM
9 = Missing answer
NEED_OXYGEN 7.3 Need of home oxygen? 1=Yes Numeric
2=No
9 = Missing answer
8 Laboratory examination at discharge/enrolment
BNP 8.1 BNP (Continuous variable) Numeric
BNP_UNIT 8.2 BNP Unit 1 = pg/ml Numeric
2 =ng/L
3 = pmol/L
4 = Other. Define
BNP_UNIT_OTHER gpzeilfl; BNP Unit is Other, (Continuous variable) String IF BNP_UNIT =4
proBNP 8.3 NT-proBNP (Continuous variable) Numeric
proBNP_UNIT 8.4 NT-proBNP Unit 1 = pg/ml Numeric
2 =ng/L
3 = pmol/L
UREA 8.5 Urea (Continuous variable) Numeric
UREA_UNIT 8.6 Urea Unit 1 =mg/dl Numeric
2 = mmol/L
CRE 8.7 Creatinine, serum (Continuous variable) Numeric
CRE_UNIT 8.8 Creatinine Units 1 =mg/dl Numeric
2 = egmol /L
SODIUM 8.9 Sodium (Continuous variable) Numeric
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Variable Variable Label Answers L_abel and Type of Notes
coding Variable
SODIUM_UNIT 8.10 Sodium Units 1=mEqg/L Numeric
2 = mmol/L
POTASSIUM 8.11 Pottasium (Continuous variable) Numeric
POTASSIUM_UNIT | 8.12 Pottasium Units 1 =mEq/L Numeric
2 = mmol/L
HEMOGLOBIN 8.13 Hemoglobin (Continuous variable) Numeric
HEMOGLOBIN_ 8.14 Hemoglobin Units 1 =g/l Numeric
UNIT 2 = mmol/L
Eag?_ll_z_STEROL 8.15 Total cholesterol (Continuous variable) Numeric
TOTAL_CHOLESTE | 8.16 Total cholesterol Units 1 =mg/dl Numeric
ROL_UNIT 2 = mmol/L
tDL_CHOLESTERO 8.17 LDL-cholesterol (Continuous variable) Numeric
LDL_CHOLESTERO | 8.18 LDL-cholesterol Units 1 =mg/dl Numeric
L UNIT 2 = mmol/L
EDL_CHOLESTERO 8.19 HDL-cholesterol (Continuous variable) Numeric
HDL_CHOLESTERO | 8.20 HDL-cholesterol Units 1 =mg/dl Numeric
L UNIT 2 = mmol/L
TRIGLYCERIDES 8.21 Triglycerides (Continuous variable) Numeric
TRIGLYCERIDES_U | 8.22 Triglycerides Units 1 =mg/dl Numeric
NIT 2 = mmol/L
9 Clinical examination at enrolment
SYMPTOMS 9.1 Main symptom at enrolment | 1 = Asymptomatic Numeric
2 = Dyspnea
3 = Dyspnea at rest
4 = Tiredness
5 = Peripheral edema
6 = Angina
7 = Other
NYHA 9.2 NYHA class 1=_Class | Numeric
2=Class I
3 =Class llI
4 = Class IV
10 Treatment at discharge:
THERAPYa 10.a. Furosemide 1=Yes Numeric
2=No
9 = Missing answer
THERAPYb 10.b. Torasemide 1=Yes Numeric
2=No
9 = Missing answer
THERAPYc 10.c. Thiazide 1=Yes Numeric
2=No
9 = Missing answer
THERAPYd 10.d. Spironolactone 1=Yes Numeric
2=No
9 = Missing answer
THERAPYe 10.e. ACE -inhibitors (IECA) 1=Yes Numeric
2=No
9 = Missing answer
THERAPYf 10.f. ARBs 1=Yes Numeric
2=No
9 = Missing answer
THERAPY(g 10.g. Beta-blockers 1=Yes Numeric
2=No
9 = Missing answer
THERAPYh 10.h. Ivabradine 1=Yes Numeric
2=No
9 = Missing answer
THERAPYi 10.i. Digoxin 1=Yes Numeric
2=No
9 = Missing answer
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THERAPY;] 10.j. Anticoagulant 1=Yes Numeric
2=No
9 = Missing answer
THERAPYk 10.k. Non-invasive ventilation 1=Yes Numeric
2=No
9 = Missing answer
THERAPYI 10.1. Antiarrhythmic 1=Yes Numeric
2=No
9 = Missing answer
THERAPYmM 10.m. Lipid-lowering agents 1=Yes Numeric
2=No
9 = Missing answer
CRF ENROLMENT - COMORBIDITY
COMORSBIDITY 11.1 Has the patient been 1=Yes Numeric
diagnosed with the following 2=No
comorbidities? Reply for each of | 8 = Refuse to answer
them. 9 = Missing answer
Corresponding ICD-10 codes (2010)
COM_1 11.1.1 Myocardial infarction 1=Yes Numeric IF COMORBIDITY
(121.x-123.%, 125.2) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_2 11.1.2 Congestive heart failure 1=Yes Numeric IF COMORBIDITY
(109.9,111.0, 113.0, 113.2, 125.5, 2=No =1
142.0, 142.5-142.9, 143.x, 150.x, 8 = Refuse to answer
P29.0) 9 = Missing answer
COM_3 11.1.3Peripheral vascular 1=Yes Numeric IF COMORBIDITY
disease(170.x-174.x, 177.x, 179.0, |2 = No =1
179.2, K55.1, K55.8, K55.9, 8 = Refuse to answer
795.8, 795.9) 9 = Missing answer
COM 4 11.1.4 cerebrovascular disease 1=Yes Numeric IF COMORBIDITY
(G45.x-G46.x, H34.0, 160.x-169.x) | 2 = No =1
8 = Refuse to answer
9 = Missing answer
COM_5 11.1.5 Dementia (F00.x-FO03.x, 1=Yes Numeric IF COMORBIDITY
F05.1, G30.x, G31.1) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_6 11.1.6 Chronic pulmonary 1=Yes Numeric IF COMORBIDITY
disease(127.8-127.9, J40.x-J47.x, | 2= No =1
J60.x-J67.%, J68.4, J70.1, J70.3, | 8 = Refuse to answer
J84.1; J92.0; J96.1; J98.2; J98.3) | 9 = Missing answer
COM_7 11.1.7 Connective tissue disease | 1 = Yes Numeric IF COMORBIDITY
(M05.x, M06.x, M08.x, M09.x, 2=No =1
M30.x-M36.x, D86.x) 8 = Refuse to answer
9 = Missing answer
COM_8 11.1.8 Ulcer disease (22.1, 1=Yes Numeric IF COMORBIDITY
K25.x-K28.x) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_9 11.1.9 Mild liver disease (B18.x, |1 =Yes Numeric IF COMORBIDITY
K70.0-K70.3, K70.9, K71.x, 2=No =1
K73.x-K74.x, K76.0, K76.2- 8 = Refuse to answer
K76.4, K76.8, K76.9, Z94.4) 9 = Missing answer
COM_10 11.1.10 Diabetes mellitus (E10.0, | 1 = Yes Numeric IF COMORBIDITY
E10.1, E10.9, E11.0, E11.1, 2=No =1
E11.9, E12.0, E12.1, EI2.6, 8 = Refuse to answer
E12.8, EI2.9, E13.0, E13.1, 9 = Missing answer
E13.6, E13.8, E13.9, E14.0,
E14.1, E14.6, E14.8, E14.9)
COM_11 11.1.11 Hemiplegia(G04.1, 1=Yes Numeric IF COMORBIDITY
G11.4, G80.1, G80.2, G81.x, 2=No =1
G82.x, G83.0 to G83.4, G83.9) 8 = Refuse to answer
9 = Missing answer
Public Page 67 of 86 v1.0 / 6th November 2014




Q
S{\y;’ United4Health
(s

D3.2 Multicentre Database Specification

Answers Label and

Type of

Variable Variable Label . : Notes
coding Variable
COM_12 11.1.12 Moderate/severe renal 1=Yes Numeric IF COMORBIDITY
disease (112.x, 113.1, N0O.x- 2=No =1
NO5.x, NO7.x, N11.x, N14.x, 8 = Refuse to answer
N17.x-N19.x, N25.x, Q61.x, 9 = Missing answer
Z749.0 to Z49.2, 794.0, 799.2)
COM_13 11.1.13 Diabetes mellitus with 1=Yes Numeric IF COMORBIDITY
chronic complications (E10.2- 2=No =1
E10.8, E11.2-E11.8, E12.2- 8 = Refuse to answer
E12.5, E12.7,E13.2-E13.5, 9 = Missing answer
E13.7, E14.2-E14.5, E14.7)
COM_14 11.1.14 Any tumour (C00.x- 1=Yes Numeric IF COMORBIDITY
C76.x, C86.x-C87.x, C97.x) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_15 11.1.15 Leukaemia (C91.x- 1=Yes Numeric IF COMORBIDITY
C95.x) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_16 11.1.16 Lymphoma (C81.x- 1=Yes Numeric IF COMORBIDITY
C85.x; C88x; C90.x; C96.x) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_17 11.1.17 Moderate/severe liver 1=Yes Numeric IF COMORBIDITY
disease(B15.0, B16.0, B16.2, 2=No =1
B19.0; I185.x, 186.4, 198.2, K70.4, |8 = Refuse to answer
K71.1, K72.x, K72.9, K76.5, 9 = Missing answer
K76.6, K76.7)
COM_18 11.1.18 Metastatic solid tumour |1 =Yes Numeric IF COMORBIDITY
(C77.x-C80.x) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_19 11.1.19 Anxiety/Depression (F41) | 1 = Yes Numeric IF COMORBIDITY
2=No =1
8 = Refuse to answer
9 = Missing answer
COM_20 11.1.20 Osteoarthritis/Arthrosis/ |1 = Yes Numeric IF COMORBIDITY
Spondylosis (M15-19, M47) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_21 11.1.21 Osteoporosis(M80-82) 1=Yes Numeric IF COMORBIDITY
2=No =1
8 = Refuse to answer
9 = Missing answer
COM_22 11.1.22 Atrial Fibrillation and 1=Yes Numeric IF COMORBIDITY
Flutter (148) 2=No =1
8 = Refuse to answer
9 = Missing answer
COM_23 10.1.23 OTHER? 1=Yes Numeric IF COMORBIDITY
2=No =1
8 = Refuse to answer
9 = Missing answer
COM_OTHER 10.1.23.1 Specify corresponding String IF
ICD10-codes (separating the (Continuous variable) COMORSBIDITY=1
different pathology codes with AND IF COM_23=1
space).
C.2 CHF: CHF_12M _CD_COUNTRY SURVEY

PILOT 3 - CHF: CRF 12 months (end of study) - CLINICAL DATA

Questionnaire Code = CHF_12M_CD_COUNTRY
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Variable Variable Label Variable Label Typ'e of Notes
Variable
REGION 1.1 Region 1 = Scotland Numeric
2 = Wales
3 = Calabria
4 = South Karelia
5 = Greece
6 = Berlin
7 = Northwest Moravia
8 = Slovenia
9 = Campania
10 = Southern Norway
11 = Northern Norway
12 = Galicia
13 = Basque Country
14 = Nord Pas De Calais
PATIENT_ID 1.2 Patient ID (Continuous variable) Alpha-.
numeric
PATIENT_GROUP iéﬁzézgoaagfonjénoihtie % :_Icr:1tervent|on group Numeric
telemedicine group? =Comparator group
ASSESS DATE 1.4 Date of assessment dd/mml/yyyy Date
LEAVE_STUDY 1.5 Has the patient left the 1=Yes Numeric
study? 2=No
8 = Unknown
9 = Missing answer
LEAVE_DATE 1.5.1 Date in which patient Date IF
leaves the study. el LEAVE STUDY=1
LEAVE REASON 1.5.2 Leave reason 1=Deceased Numeric IF
2=0Other reason LEAVE_STUDY=1
MORTALITY 1.5.2.1 Deceased reason: 1=For reasons related to | Numeric IF
CHF LEAVE_STUDY=1
2=For reasons not related AND
to CHF LEAVE_REASON=
8 = Unknown 1
9 = Missing answer
MORTALITY_ 1.5.2.1.1Specify corresponding String IF
OTHER ICD10-codes. LEAVE_STUDY=1
. . AND
(Continuous variable) LEAVE_REASON=
1 AND
MORTALITY=2
ADMISSION 2.1 Any hospitalisation due to 1=Yes Numeric
decompensated HF from 2=No
enrolment till now? 9 = Missing answer
ADM_NO 2.1.1 How many times? (Continuous variable) Numeric IF ADMISSION=1
ADM_DAYS 2.1.2 For how many days in (Continuous variable) Numeric IF ADMISSION=1
total?
ADM_DATE 2.1.3 Date of first admission due | dd/mm/yyyy Date IF ADMISSION=1
to decompensated HF after
enrolment
EXIT_DATE 2.1.4 Exit date of last admission | dd/mm/yyyy Date IF ADMISSION=1
due to decompensated HF
ED 2.2 Any emergency department 1=Yes Numeric
(ED) visit due to dec.ompensated 2= No
HF from enrolment till now? 9 = Missing answer
ED NO 2.2.1 How many times? (Continuous variable) Numeric IF ED=1
EDVISIT 2.2.2 Date of first ED visit due to Date IF ED=1
decompensated HF after dd/mm/yyyy
enrolment
WEIGHT 2.3 Body weight (in kilograms) (Continuous variable) Numeric | Range: 40 - 200
HR 2.4 Heart rate (bpm) (Continuous variable) Numeric Range: 30 - 200
SO2 2.5 Oxygen saturation (%) (Continuous variable) Numeric | Range: 60 - 100
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