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2 Executive Summary

This deliverable reports the activities of the consortium regarding the validation of the
EuroRec Repository of Descriptive Statements and the EuroRec Use Tools.

It documents at the same time the new developments implemented in order to improve
quality and usability of the EuroRec Repository, more especially the management of
comments and the possibility to add interpretations to individual statements on top of a
function to provide definitions for concepts in use.

The specific validation workshops provided interesting material regarding the
statements.

The EuroRec Seal Level 2 has 50 statements.

No remarks were made by 57,33% of the participants regarding the formulation of
the statements. Another 25,61% considered one of the statements not well
formulated.

Even better figures are obtained for the content. 74,33% of the participants
considered the content of all the statements as OK while 18,67% estimated the
content of one single statement as not OK.

The average score for importance was 4,03 on a scale from 0 to 5, with figures per
country varying between 3,37 and 4,59.

The average score in years for feasibility was 1,39. This means that all the
statements of the Seal seem feasible within a period of 17 months. There are
nevertheless big differences between the countries with scores from 0,32 (4 months
for Belgium) to 3,03 (36 months for Bulgaria), clearly indicating differences in
maturity of the markets.

Other validation sets (generic data attributes: A09 and medication selection: A10.0)
with in average 80 statements resulted in similar scores.

No remarks were made by 57,41% of the participants regarding the formulation of
the statements. Another 25,33% considered one of the statements not well
formulated.

The figures for the content are slightly less good than for the EuroRec Seal. 62,53%
of the participants considered the content of all the statements as OK while 22,49%
estimated the content of one single statement as not OK.

This report can only be considered as a status report. Validation of the statements is an
ongoing process. Newer data about validation of the Statements and of the EuroRec
Use Tools will be included in Deliverable D6.5, the Third Annual Report and in
Deliverable D6.6, the Final Report.
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3 Validation Approach

Different approaches were implemented, depending on the subject of validation: the
EuroRec Statements, the EuroRec Use Tools and the EuroRec Seals, considering the
required expertise and the restricted resources available.

Validation of the EuroRec Statements is done
1 in Validation Workshops, mainly by EHR system suppliers but also by domain
experts

1 by translating the statements into up to 19 different languages
1 by including some of the statements in the EuroRec Seal Level 1 and Level 2
sets
1 by offering free accessto t he repository and enabling any

to provide comments.

Validation of the EuroRec Use Tools is mainly done by the EHR-Q™ beneficiaries.
That validation will be included in the Year 3 workshops, focusing more on
procurement and product description.

Validation of the EuroRec Seals is done
1 content wise during the Validation Workshops
1 by validating commercial products against the Seal Level 1 or Seal Level 2.

4 Open Access to the Repository

EuroRec is offering free access to the Repository, enabling any interested person to
comment on the whole as well as on each individual statement. Interested parties need
to register. They are granted a password and access within two working days.

Registration is needed as we need to identify the authors of comments. We also need to
be able to get them an answer if required. See later in the document how this is
implemented.

Public access rights are limited to displaying and commenting the statements. Public
users are not allowed to modify statements, to add statements nor to delete
statements.

The Repository can be accessed directly from the home page:

-~ =]
I '
The EuroRec Institute helps improvinc 4-1 1 3 -
the Quality of your future EHR system L .q/ e y
EUROKEC NAET &

USERMAME: [jod] PASSWORD: ssssss REMEMEBEER ME: [¥] [ GO FORGOT PASSWORD

[ ] Who are we Membership R&D activities Services News & events Use Tools

Strategic News
W lIrILOd Ve o EuroRec

Commission signs eHealth agreement with US
Vice-President of the European Commission Neelie Kroes and United States HELIANT PHC
Secretary of Health and Human Services Kathleen Sebelius signed a 2 on 24/12/2010

The EuroRec

iz - 'a“s‘fior

Memorandum of Understanding in Washington to promote a common ... more School of Electrical
20/12/2010 Engineering [RS]

vvvvvvvvvvv

Figure 1: Access to the EuroRec Repository

Access is directly given to known users. Unknown users need to complete the form.
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+ You do not have an account
Currently you do not have access to the EuroRec Repository.

Please complete and submit the form below, an account and access will be granted within two working-days. You
will be informed by email.

With kind regards,

The EurcRec team

Register

) Female

@ Male

Title™: Dr. -
First Name™:

Last name™:

Email™:

Language™: Dutch -
Company:

Function:

Address:

City:

Zip:

Country™: # jAkanz -
Telephone:

Figure 2: EuroRec Repository Registration
5 Access to the Seals

The EuroRec Seal Level 1 and the EuroRec Seal Level 2 pages can be accessed without
any registration from the EuroRec Home Page.

: News 2 on 24/12/2010
{( ‘ Ministry of Health Republic
" h; EuroRec presence at WoHIT2011 of Serbia [RS]
ree Access to the PS 16: EuroRec Session on EHRs and Strategic Developments ... more
EuroRec Seal 03, 011 BIRPPIS21
nar i _ i_ mavranaa 2 on 06/12/2010

Figure 3: Free Access to the EuroRec Seal

General information is provided on the Seal, as well as an application form for
interested suppliers.
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LCUROKEC
USERNAME: jos

[ Who are we

REMEMBER ME: [7] [GO] [FORGOT PASSWORD

R&D activities

Membership Services News & events

The EuroRec EHR Quality Seal

Use Tools

EuroR
e Seal awarded

HELIANT PHC

2 on 24/12/2010
School of Electrical
Engineering [RS]

HELIANT HIS

2 on 24/12/2010

Ministry of Health Republic
of Serbia [RS]

BIRPPISZ21
2 on 06/12/2010
SRC Infonet [RS]

ISOZ21
2 on 06/12/2010
SRC Infonet [RS]

BIRPPIS21
2 on 22/11/2010
SRC Infonet [51]

ISOZ21
2 on 22/11/2010
SRC Infonet [51]

AxProFizioterapija
2 on 12/07/2010
Audax d.o.o. [51]

AxProPatronaza
2 on 12/07/2010
Audax d.o.o. [SI]

AxProvrhniskiDENT
2 on 12/07/2010
Audax d.o.o. [SI]

CSC Clinical Suite
2 on 02/04/2010
CSC Scandihealth 4/S [DK]

Sense TM

1 on 13/11/2009

ITH icoserve technology
for healthcare GmbH [AT]

Socrates
1 on 14/11/2008
Technical Ideas Ltd [IE]

Registration

The main objective of the EuroRec Seal is to initiate a process of harmonisation between

EHR systems, favouring in Europe cross-border interoperability of those systems. It is not

the intention of the EuroRec Seals to replace existing (e.qg. national) certification
initiatives (which can be/are supported by ProRec centres or Eurorec locally). In this
stage, the seal is to be considered as a mechanism to avoid re-certification of EHR
systems (i.e. systems already certified by other certification instances in EU member
states using criteria compliant with the EuroRec ones). The content of the EuroRec Seal
will evolve over time and encompass other criteria as well (e.g. functional ones and
content-related ones).

The EuroRec EHR Quality Seal can be referred to in the documentation of certified
products in compliance with the EuroRec Seal Rules.

Comments or suggestions for the different EuroRec Seal Levels can be sent to
certification@eurorec.org.

Two levels of the EuroRec EHR Quality Seal have been unveiled:

Seal Level 1

The EuroRec EHR Quality Seal Level 1 has been unveiled during the
High Level Interministerial eHealth 2008 Conference in Portoroz,
Slovenia. The main objective of the EuroRec Seal Level 1 is to grant
cross border certificates based on a mainly generic and minimal set of
quality criteria for EHR systems. This level of the EuroRec Seal focuses
on trustworthiness of the clinical data.

Apply as EHR vendor for this seal.

Level 2 of the EuroRec EHR Quality Seal has been published during the
Health Informatics Society Ireland Annual Conference in Dublin,
November, 2009. This Seal encompasses 50 functional quality criteria,
addressing various essential functions of the EHR: access and security
management of the systems, basic functional requirements on
medication, clinical data management and the generic statements
focusing on trustworthiness of the clinical data already included in the

Level 1 Seal.

Apply as EHR vendor for this seal.

Rates for granting a Eurorec Seal Level 2
Seal and Certification Criteria

Note : If you already have received a username and password, please login (header
area) to consult "EuroRec Seal” in the "My web space” section.

ProRec members and project partners who already received their username and
password can proceed in the same way.

EuroRec Seal and Certification Criteria: registration

Figure 4: Info page about the Seal

Level 1 and Seal Level 2.

Actually more than 330

ifexpertsodo out of 42

to the repository and/or the Seal.

Access to the Seal set of criteria offered after registration:

Australia 1| Japan 1
Austria 10 | Korea 2
Belgium 72 | Lithuania 1
Brasil 1| Luxembourg 3
Bulgaria 4 | Malaysia 1
Canada 1| Malta 1
Croatia 6 | Norway 8
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£5¢ 8

Registration

I would like to register and
get to know more about
the Seal Level 1 and 2 and
the functional criteria
behind.

+« Complete form

EHR-Vendors

We are EHR vendors and
we would like to certify our
product(s)

Seal Level 1

* Apply
Seal Level 2

+ Apply
« Rates

Contact details

For more information,
please contact:

Dr. Jos Devlies

EuroRec

Tel.: +32 9 210 11 63
jos.devlies@eurorec.org

is required in order to get access to the sets of criteria included in the Seal

countries or
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Cyprus 6 | Poland 5
Czech Republic 5| Portugal 4
Denmark 5 | Rep. Moldova 1
Estonia 9 | Romania 12
European Uniorf 2 | Russia 3
Finland 4 | Serbia 8
France 19 | Slovakia 9
Germany 11| Spain 22
Greece 8 | Sweden 2
Hungary 17| Switzerland 5
Iceland 2 | The Netherlands | 12
India 4 | Turkey 1
Ireland 10 | United Kingdom | 15
Italy 10 | United States 10

Table 1 Countries of origin of users accessing the Repository and Seal

at el

own user so.

The introduction page to the Seal of fers i mmddi
criteria included in the Seal to the fdkn
Seal Level 1

-, The EuroRec EHR Quality Seal Level 1 has been unveiled during the

High Level Interministerial eHealth 2008 Conference in Portoroz,

i * :"_ % Slovenia. The main objective of the EuroRec Seal Level 1 is to grant
EuroRec « | cross border certificates based on a mainly generic and minimal set of

),

View list of Criteria Seal level 1

Apply as EHR vendor for this seal.

Seal Level 2

quality criteria for EHR systems. This level of the EuroRec Seal focuses
on trustworthiness of the clinical data.

“* : Health Informatics Society Ireland Annual Conference in Dublin,

Level 2 of the EuroRec EHR Quality Seal has been published during the

November, 2009. This Seal encompasses 50 functional quality criteria,
addressing various essential functions of the EHR: access and security
management of the systems, basic functional requirements on
medication, clinical data management and the generic statements

focusing on trustworthiness of the clinical data already included in the

Level 1 Seal.
View list of Criteria Seal level 2

Apply as EHR vendor for this seal.

Rates for granting a Furorec Seal Level 2

Figure 5:

The | i st of criteri
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Introduction | Seal Level 1 | EuroRec Seal Level 2 | Admin

The EuroRec EHR Quality Seal Level 2

Choose a language: Foish -

- View B Add
ID Statement Status Weight - L Version -

1 | GS001512.1 Systemn umozliwia przypisanie roli do uzytkownika. Mandatory 1 s @ QB ]
Systemn przechowuje kluczowe informacje umozliwiajgce rozpoznanie kazdego

2 (G35001515.4 elektronicznego rekordu pacjenta, zawierajgce co najmnie] nazwisko, imie, pted | date Mandatory 1 < @ QU 0o
narodzin.

2 | Gs001523.3 Systern umozliwia przechowywanie wszystkich danych demograficznych pacjenta Mandatory . @ @ 45 ]
wymaganych przez prawo.

4 (G35001531.2 System wyswietla wszystkie biezgce zdrowotne problemy zwigzane z pacjentem. Mandatory 1 < @ QU 0o

Figure 6: Displaying the criteria of the Seal

6 Access to the Use Tools

The EuroRec Quality Assessment Suite is directly accessible on the home page.

& -
ree A&E&s to the
EuroRec Seal

&

EuroRec Use Tools

News

EuroRec presence at WoHIT2011

PS 16: EuroRec Session on EHRs and Strategic Developments ... more

09/03/2011

Welcome to MIE2011

MIE2011 is the 23rd International Conference of EFMI - the European Federation
for Medical Informatics, and takes place in Oslo August 28.-31. 2011. The
conference will cover various topics in the are ... more

27/01/2011

Letter to the Mational Authorities responsible for health IT and eHealth

Figure 7: Selecting EuroRec Use Tools

The Quality Assessment S
product documentation.

uite is intended to assist certification, procurement and

A special registration is required.

All the partners in the EHR-Q™ project have access for free, mainly for validation of the

tool.

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools 9/84
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EuroRec Use Tools™

EuroRec

The EuroRec Use Tools ™ suite enables the licensee to prepare and to manage certification, documentation Registered access

and procurement of Health IT products in general, actually mostly focused on Electronic Health Record systems. HLubieiEe s
Username:

The EuroRec Use Tools ™ are designed for professionals, using the EuroRec Repository, within the limits of s

the license agreement. Password:

The EuroRec Institute, owner of The EuroRec Use Tools ™" and the EuroRec Repository, offers on request @

consultancy services for starting certification of Health IT products as well as training services for The EuroRec
Use Tools ™.

For more information contact: services@eurorec.org

Back to the EuroRec site.

2011 EuroRec. All rights reserved.

Figure 8: Registered access to the EuroRec Use Tools

Validation of the Suite is scheduled during the Year 3 workshops.

7 User Comments

Comments may be fAquestionso as well as remar ks rega
previous comment.

Answers to questions and reactions to comments are provided using the same interface.

Comments can be deleted centrally by t he Asuper userso r
maintenance of the Repository. Comments cannot be deleted by standard users.

7.1 Comments into the Repository

The repository offers the possibility to add a comment to individual statements, Fine
Grained Statements as well as Good Practice Requirements.

Data entry of comment can be done when displaying a list of statements as illustrated
in figure 9.

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools 10/84
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Indi
ndices/ Add/update National o
ID Statement RS GPR Comment/ View Dictionary

Translation /Modify Statement
GS001523.02 | Thg systam enables to delete demographic data, identifying data excepted. e, &9 @ @ O @ ‘l i (AR}
GS001526.03  The system stores demographic information as discerste data into the EHR. €2 &3 @ ® O @ Q i (AR}
GS001527.01 | pats extraction tools can retrieve separately stored demographic information. 3 &P @ @ O @ Q [N] (]
GS001529.02 ::;:s.-:,am enables to define health issues associated with a patient as a P 0 o @ @ a if (AN}
GS001520.01 | The system distinguishes current and past problems associated with a patient. ) @ @ O @ Q [} (AR}
G5001531.02  The system displays all current health problems associated with a patient. &2 @ @ O @ =Y [} (AR}
GS001532.01 | The systam maintains a history of each problem associated with a patient. D2 @ ® O @ Q [N] a
GS001523.01  Thg system maintains a history of all the problems associated with a patient. & @ @ O @ Q i (AR}
GS001534.02  The system maintains the onset date of sach health event associated vith a e=: e=: 0 @ @ (TN ] (NI

patient.

Figure 9: List of Fine Grained Statements

)

Comments are added by clicking on the icon.

The following interface is offered to the user. The interface enables the standard user
to add a comment to the statement, using standard editing functions.

All Interpretations:
No interpretations added yet.

All Comments:

No comments addad yet.

Add Comment/Interpretation:
@ comment ' Interpretation
: Elsouree 2| [ [&|E £

B 7 U | x & IS Q

[ E o & s
He0O=0 8as
T N0 R E

bl

 Style ~ | Format

Y

What is exactly a "current” problem?

Figure 10: Standard editor for comments and/or interpretation data entry

The comment is immediately added to the statement.

All Interpretations:

All Comments:

1. 05/03/2011 - Devlies Jos

Comment given on version 1 of the statement o

What is exactly a "current” problem?

Add Comment/Interpretation:

@ Comment | Interpretation
 Elsouee 2| [ [& B E

IB 7 U | x £ iiS

B o & s
RO = @ &=
- %0 RE

=
@
R
@
Kl
o)
|

E Style - | Format

A
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Figure 11: The added comment into the repository

.. and a message is send to the users withir eposi t oryo mai ntenance righ

e

jos.devlies@eurorec.org
EuroRec Repository: new commentjinterpretation
Fine Grained Statement: Connected

4 X FGS <http:/fwww. eurorec.orgfimages repository fconnecte

Figure122. A message send to the fAredaction?od

A comment is always added to an identified version of a statement.

The purpose of a comment is mostly to improve the quality of the repository
through modifying one or more statements. The comment has mostly no

more sense once the statement (s) has been fAup
taking in account the comment(s) given.

The message is collected in the mailer of the redac
3 Postvak IN |search Postvak IN Prlx
B ¢l (@ From Subject Size Received % |E|
= Date: Today
| | jos.deviies@euror... EuroRec Repository: new comment/interpretation 14 KB za 5/03/2011 17:46

Figure 13: new comment/interpretation message in Outlook

The message is identifying the statement commented, the statement, the referenced

statements and the indices as well as the actual / new comment and previous
comments.

The message also displayst he #fAof ficiald interpretation given t

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools 12/84
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From: jos.deviies@eurorec.org Sent: za 5/03/2011 17:4%
To: inge lamote; jos devlies; Miet Dequae

Cco inge lamote

Subject: EuroRec Repository: new comment/interpretation

el

Fine Grained Statement: T
MD:GS001530. 01

Source; QREC ID:

Statement type:Fine Grained Statement

IIIsmem:

The system distmguishes current and past problems associated with 2 patient.
reated by Devlies Jos om 20/12°2006
[Last Updated by Daquas Mist on 13/032007
Referenced statements:
55000069. 01 - CCHIT-06 - 13 - The systzm shall display all current problems associated with a patient.
55002988. 01 - ALBO4 - 4.4.9 - Mazintains problem list using discrete data slements
Good Practice Requirements:
Indices:
Business Functions:
A02 EHR. Data Content
A03 EHF. Data Structuring
All Clmical Statements Management
Care settings:
B0 Generic or ubiquitous
E1 Health care enterprises
Component Tyvpes:
(C(0 EHE. fimetional component

All Comments/Interpretations:

1.  comment 05/03/2011 - Davliss Jos
Comment given on version 1 of the statement

‘What is exactly 2 "current” problem?

Figure 14: Content of the message

An answer to such a comment is given by adding a new comment, adding an
interpretation or by contacting directly the author of such a comment.

The members of the redaction are entitled to remove a comment when not anymore
relevant, e.g. because the statements has been modified / upgraded. This can be done

o
by clicking the icon. The red icon can be seen in figure 3.
A similar procedure and functionality is available for the Good Practice Requirements.

EUDD2659.02  Health items can be filtered and/or sorted according to the user responsible for the @
e @O"

=2 [N

data entry as well as according to the person responsible for the content.

EUD02660.02 Each wersion of a health issue has a status of activity, e.g. active or current, inactive, m

history or past, completed, discontinued, archived. This status is explicitly and =2 @ @ O @ Q [N
consistently displayed throughout the application.

EUD02661.02  Each version of a health item can be co-signed. The system stores the identity of each

e L
co-signing user as well as date and time of signature. @ @ @ @ Q [0

EUDD2664.04 Each health item can be completed, disputed and/or commented by or on behalf of the m
patient. The identity of the person completing, disputing and/or commenting the health
pater ; : =: Qe O" i
itamn is storad by the system. Health items complatad, disputad or commentad by or on
behalf of the patient are identified and displayed as such.

EUD0D2667.02  The system enables for each type of health item to specify if structured and/or coded m
data are required or not. The system allows free text data entry for each health item =z @ @ O @ Q [N ]
even if structured and coded pick lists or coding lists are offered.

Figure 15: Good Practice Requirements with and without comments / interpretation
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7.2 Number of Comments

76 comments were added to the Repository until now.

8 Interpretation

Interpretations are entered and managed in the same way as comments submitted to
the repository.

Interpretations are only added to the repository by members of the redaction.

Adding an interpretation to a EuroRec Statement also result in message to the partners
responsible for the translations and to the other members of the redaction.

All Interpretations:
No interpretations added yet.

All Comments:

No comments added yet.

Add Comment/Interpretation:
) Comment @ Interpretation

IElSource (2 [ [ [&[E 2 BREG o #ANGEBIBRBVYBEEEE:S
PB 7 U s x 1T IS = = | i@ 0= s s
‘E Style - | Format | MNormal ~ | Font - Size 'ETI' %'E = @l‘@

Acurrent problem is an "active” health issue labelled as such by a responsible healthcare professional. Current problems are actually affecting patient's health and require

care or are at leastinfluencing care processes and care decision support. Problems or health issues not affecting anymore patient's health orthe care processes are
considered as history.

Figure 16: Adding an interpretation

All Interpretations:

i. 05/03/2011 - Devlies Jos

Interpretation given on version 1 of the statement o

A current problem is an "active” health issue labelled as such by a responsible healthcare professional. Current problems are actually affecting

patient's health and require care or are at least influencing care processes and care decision support. Problems or health issues not affecting
anymore patient's health or the care processes are considered as history.

All Comments:

Add Comment/Interpretation:
©® comment @ Interpretation

i Esowee 2|1 [&]E

B 7 U | x 2 DiT S

BBV e B o F
QL IEAA0O=0 8
v Size 'E"f:i'%'é_]l@J@

‘é Style ~ | Format | Momal

Figure 17: Interpretation added to statement GS001530.01

A message is send to the members of the redaction as for comments.
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From: jos.deviies @eurarec.org Sent: za 5/03/2011 1f
To: inge lamote; jos deviies; Miet Dequae
Cc inge lamote
Subject: EuroRec Repository: new comment/interpretation
Fine Grained Statement: =2

MD:G3001530. 01
Source: QREC ID:
Statement type:Fine Grained Statement

Statement:

The system distmguishes current znd past problems asseciated with a patient.
reated by Devlies Jos on 200122006

[Last Updated by Dequae Miet om 13032007

Referenced statements:

35000069, 01 - CCHIT-06 - 13 - The system shall display all current problems assoctated with 2 patient.
SS002988. 01 - ALB04 - 4.4.9 - Mamtains problem list using discrete datz elements
(Good Practice Requirements:

ndices:
Business Functions:
A02 EHR. Data Content
A03 EHE. Data Stucturing
A1l Clinical Statements hmmagement
(Care settings:
B0 Generic or ubiquitous
E1 Health care enterprises
Component Tvpes:
(C0 EHF. functionz] component

All Comments/Interpretations:

1.  interprstation 05/03/2011 - Devliss Jos
Comment given on verzion 1 of the statement

A current problem 15 an "active” health issue labelled as such by a responsible healthcare professional. Current problems are actually affecting patient's
health and require care or are at least mfluencing care processes and care decision suppert. Problems or health issues not affectmg anymore patient's hezlth
of the care processes are considersd 2s history.

Figure 18: Message after adding an interpretation in the repository

9 Workshop Validations

9.1 Forms

A standard form, originally developed by the Luxembourg partner, has been made
available to the complete consortium.

The form can be adapted, e.g. by including the national language statements either
additionally or instead of the English statements.
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Legend:

Thematic Network EHR-Q™

Formulation: statement correctly formulated and understandable? (YES/NO)
Content: Is there content acceptable? (YES/NO)
Completeness: Completeness of the description of the functionalities chosen. (YES/NO)

Importance: score from 0 to 5 with 0 = without any importance, 1 = questionable, 2 = nice to have, 3 = interesting, 4 = important, 5 =
essential to have a trustworthy EHR.

EHR-Q"

Feasibility: ex pr essed in number of year from now: O = already i mpl e
Technical correctness: double statements? merge? granular statement or statement to be split?
Formula- Content Impor- Feasibili-
N° Eurorec ID Statement tion YIN tance ty Technical correctness and comments
Y/N 0-5 0-5,>5

1 GS001512.01 | The system enables to link a role to a user.

GS001519.04 | The system shall include the information necessary to identify each
2 patient, including the first name, surname, gender and date of birth.

GS001523.03 | The system enables the capture of all patient demographic data necessary
3 to meet legislative and regulatory requirements.
4 GS001531.02 | The system displays all current health problems associated with a patient.
5 GS001537.03 | Each version of a health item has a date and time of data entry.

GS001538.02 | Each version of a health item identifies the actor who has actually entered
6 the data.
; GS001539.02 | Each update of a health item results in a new version of that health item.

GS001544.04 | The system supports the use of clinical coding systems, where
8 appropriate, for data entry of health items.
9 GS001550.06 | The system presents a current medication list associated with a patient.
10 GS001559.02 | The system presents a medication history associated with a patient.
" GS001573.02 | The current medication list can be printed.
1 GS001577.03 | The system provides a catalogue of medicinal products.

GS001579.02 | Each version of a health item has a status of activity, e.g. active or current,
13 inactive, history or past, completed, discontinued, archived.

D4.4 Validation
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Thematic Network EHR-Q™

14 GS001590.02 | The systems presents a list of allergens with an active status.
GS001593.02 | Deletion of a health item results in a new version of that health item with a
15 status "deleted".
GS001594.02 | Each version of a health item has a person responsible for the content of
16 that version. The person responsible for the content can be a user or a
third party.
GS001595.01 | Each change of status of a health issue results in a new version of that
17 health issue.
18 GS001598.02 | A complete history of the versions of a health item can be presented.
19 GS001610.03 | The system enables to document a patient contact.
GS001611.01 | The system is able to present for one patient contact all the documentation
20 associated with that patient.
” GS001638.01 | The system presents a history of the results for discrete lab tests.
2 GS001901.02 | Each version of a health item has a date of validity.
23 GS001932.01 | The system supports concurrent use.
GS001947.02 | The system makes confidential information only accessible by
24 appropriately authorised users.
GS002175.02 | The system enables the implementation of a privilege and access
25 management policy.
26 GS002182.01 | The audit log contains the registration of users logging in or out.
7 GS002184.01 | The audit log contains the registration of security administration events.
o8 (GS002198.02 | Audit logs cannot be changed after recording.
29 GS002211.01 | The system enables a user to change his password.
30 GS002243.01 | Security service issues and operation of the system are well documented.
GS002265.01 | Each health item is uniquely and persistently associated with an identified
31 patient.
3 GS002266.01 | Each version of a health item is uniquely and persistently identified.
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Thematic Network EHR-Q™

33 GS002268.01 | Each user is uniquely and persistently identified.
GS002269.01 | The system enables to assign different access rights to a health item
34 (read, write,...) considering the degree of confidentiality.
35 GS002281.01 | All patient data can be accessed directly from the patient record.
GS002287. The system distinguishes administrators, privileged users and common
36 02 users. Administrators assign privileges and/or access rights to privileged
and common users. Privileged users assign privileges and/or access rights
to common users.
GS002300. The system is available in the languages required by the regulatory
37 | 02 authorities.
GS002307.02 | Each patient and his EHR is uniquely and persistently identified within the
38 system.
GS002312.01 | The system is able to make a distinction between patients with same
39 name, first name, gender and date of birth.
GS002415.04 | The system takes the access rights into account when granting access to
40 health items, considering the role of the care provider towards the patient.
GS002437.04 | The system offers to all the users nationally approved coding lists to assist
41 the structured and coded registration of health items.
GS002489.02 | Data entry is only done once. Entered health items are available
42 everywhere required.
GS002497.03 | The system displays patient identification (name, first name, age and sex)
43 on each data entry interface.
GS002582.02 | The system displays, when prescribing a medicinal product, known
44 allergies of the patient, if it does not alert the user for a specific allergen.
45 GS002625.01 | The system enables the user to modify patient's administrative data.
GS002638.01 | The system distinguishes actual or active medication items from past
46 medication items when including and displaying medication items in lists or
in a journal.
47 GS002639.01 | The system enables the user to modify health items, if legally admitted.
GS002655.02 | The system has a timeout function, terminating a session after a
48 configurable period of inactivity.
GS003787.01 | The system has a consistent way to present clinical alerts, e.g. red colour
49 for abnormally and/or high lab results.
GS004729.02 | A medication list presents at least the following elements: identification of
50 the medicinal product (package), starting date, date of the latest

prescription, dosing instructions (structured or as a textual expression)
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9.2 Addressed issues

9.2.1 Formulation

Correct formulation is a pre-requisite to easy understand and appropriate use of the
EuroRec Statements.

Formulation of the statements was defined as following in the validation template to
be used by the partners to report on their workshop:

Are they (the statements)  formulated correctly and understandable? The English formulation

forms the bas is for the evaluation. It is nevertheless important to validate the translations
through these iwor kshopso. This may affect the choice of domain

9.2.2 Content

Validation of the content of the statements was defined as following in the
validation template used by the partners to report and to manage their workshop:

Is the content acceptable, considering that EuroRec does not take a normative but a descriptive
approach of the different functions in an BEHR,holreaviiensgd t h
setting up labelling and certification by using these terms?

This also means that less than best practices should be describable by using EuroRec
statements.

9.2.3 Completeness

Completeness is rarely an issue for individual Fine Grained Statements.

Completeness can be evaluated for the statements indexed with the same index,
e.g. all the statements indexed A10.0: Medication selection and Item Content. Such

is set is on the other hand never fAcompletedo. The
collecti on or set address all the essenti al functi on
Compl eteness can also be defined for dAfinal setso
or Level 2. The question to be answered is then A
than the ones addressedtobei ncl uded, replacing |l ess essential

9.2.4 Technical Correctness

Technical correctness was defined as follow in the template offered to the EHR-Q™
partners:

This means that similar statements or content -wise double statements should be proposed for
merging or for deletion of the doubles. This means also that statements including several
aspects of one single function or several functions should be reported as candidate for splitting.

The Fine Grained Statemen ts are indeed intended to be granular, atomic statements requiring a
specific test / validation when included in a quality labelling session or a functionality described

in product documentation or procurement documentation.

9.2.5 Importance

Importance was described as follow in the template and the documentation
provided to the project partners:
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Some functions or aspects of particular functions are essential in such a way that an EHR

without that function or functions without these aspects implemented should b e considered as

inferior or not trustworthy. Ot her features should be cc¢
essential. The latter are mostly features that enable providers to differentiate themselves from

each other, e.g. configuration of some functions. At tention should be  paid to a possible option of

an EHR system to be composed out of different components.

This section seems particularly important for authorities completing the forms, especially as
part of a survey. The importance should be expressed as avalue ranging f rom 00 tot A50,
where 5 is considered to be an essential functionality

Please provide an average score obtained for each of the statements included in the Seal.
Provide also, if possible, some analysis of the distribution of the scores.

The documentation provided to the participants suggested five levels of
ii mportanceod:

without any importance for the care or managing the records
questionable

eventually of some added value to the application or module
interesting feature

important

= essential

0
1
2
3
4
5

=A =4 =8 -8 -4

Average scores are calculated per statement and for the complete evaluated set.

The higher the score, the more important a statement. 1t i s expected that Al
setso wildl obtain a | ower score than e.g. the Seal

9.2.6 Feasibility

Importance was described as follow in the template and the documentation
provided to the project partners:

Feasibility should be an estimate by the provider on possible availability of the function. The
feasibility should be expressed in number of year from now, Af0O0 being yet avail abl
A>50 not foreseen or not possible within a reasonabl e amot

This feasibility issue 1 to be considered as a quality assessment of the statements through a

kind of self assessment by the software vendo r - requires not only a good knowledge of the

actual application, it al so requires S 0 me praspestiveg h t infor
devel opmentso scheduled within the Anear future. Thi s m ¢
commercial staff should partic ipate.

Non-vendors s houl d not provide input on the Afeasibilityo of
function.

Please provide an average score obtained for each of the statements included in the Seal.
Provide also, if possible, some analysis of the distribution of the scores.

The feasibility average score is expected to give an idea of the maturity the local
market.

The lower the score the more probable that the set will be or can be implemented
in a relatively short period.
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10Qual ity assessment rbsydo itransl ato

Translating the EuroRec statements requires sufficient knowledge of medicine and of
IT application in the healthcare.

They were the first users of the system and are ind
statements.

Numerous suggestions for improvement and request for explanation were issued by
them.

This resulted in three new developments, new functions:

Possibility to add [/ t
Possibility to add [ t
statement (yet documented)

1 Possibility to provide definitions.

edit Acommentsodo (yet doc
edi t

1 )
i o} an Ainterpretationo

11 Translation monitoring

An important issue to be addressed is the consistency between the original English
statements and the translations.

Tools were developed to monitor the translations, more especially when modifying
formulation or even the content of a statement.

11.1 Modifying a yet translated statement

The person responsible for a modification needs to decide if this change may or may
not affect the translations.

Hereby a set of statements related to medication management.

G5005017.01 The systemn performs dose control using any component of a combination * m
o = Qe o © % i
G5005018.01  The system performs allergy control using any compenent of a combination * m
o Qe o@®n i
GS005019.01  The system performs contra-indication control using any component of 3 ¥ (AR}
combination drug. @ ® O @ Q’ i
G5005020.01  The system performs double medication contrel using any component of a * m
combination drug. @ @® D @ ;‘l’ L
Figure 19: List of statements to illustrate translations coordination
Let us modify statement 5017, replacing fAusing an
each componento.
Thi s i s a fime ani nThis uchange cwilla mgse .probably affect some

translations.
Clicking on the pen offers an overview of all the information related to that

statement: referenced statement, links Good Practice Requirements, version,
indices and the statement as such.
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All Comments:
Add comment: G:'

Mo comments added yet.

ersion control:

Current version: @ g MNext version: K2

Modify Fine Grained Statement:

The system performs dose control Wsing any component of a combination drua.

Figure 20: Maintenance interface

The interface informs us that the actual version of the statement is still version 1.

The user of system has to decide now if we are creating a new version or simply
correcting the statement, e.g. correcting a typing error.

As explained, we will create a new versioné by

The following message is displayed

ersion control:
Current version: ® 1 Next version: @ 2
Mational statements have to be checked:

an automatic email will be sent!
Modify translation: ® ves @ no @

Modify Fine Grained Statement:

The gystem performs dose control wusing any component of a combination drug.

Figure 21: Version control when editing a statement
This possibility to send a message to the different translators is only offered in case

translations exist. The existence of translations is illustrated by the @ icon.
Clicking on that icon will provide a list with all the translations.
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ersion control:

Current varsion: ':::' 1 MNaxt varsion: 'E' 2
National statements have to be checked:
an automatic email will be sent!

Modify translation: g, e =3 oy @

Modify Fine Grained Statement:
The gsystem performs dose control for each component of a combination drug.

Figure 22: Modified statement

A message is issued to the persons responsible for the different translated version.
Other users are not informed.

Only the translators of existing translations are informed that the statement was

changed.
From: administrator @eurorec.org Sent: za 5/03/2011 23:26
To: anina.dbulkova @gmail. com; jos devlies; mjesus. esteban @salud. madrid.org
Cc
Subject: Eurorec Repository

| > 1

- 2B
EUROKEC

Dear EuroRec partner,

A new version of statement GS005019 has been created by Jos Devlies. The translation should
be reviewed

Kind regards,
the BEuroRec team.

Figure 23: Message informing translators that a new version of statement has been
created

The statement to be updated is highlighted in

G5005017.02  The system performs dose control for each component B
i No translation yet
of a combination drug.

G5005018.02  The system performs allergy control for each compeonent | Het systeem controleert bij de allergiecontrole op elk qn Jos Devlies Update
of a combination drug. component van een combinatiepreparaat.

G5005019.02  The system performs contra-indication control for each Het systeem controleert elk component van een qn Jos Devlies Update
component of a combination drug. combinatieprep top gelijke teg ijzing

Figure 24: Translation viewer: interface for the translator, highlighting the statement.
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12 Translation validation

Quite some questions are related to the translations. Terminology (in the national
languages) and a correct matching with the concepts and English terms are most
frequently debated. Comments and suggestions related to translations are processed
byt he finational 0 partner

Most of these comments resulted in reformulating a translated statement, without
changing the meaning of the statement.

13 National Variants

It is sometimes required to be more precise for a given Fine Grained Statement,
considering national regulatory and/or legal context.

Examples are e.g. identifying legal dispositions regarding pharmaceutical
prescriptions, patient identification, healthcare professional organisation, data
privacy rul es, |l ab prescription restrictions etcé

Eur oRec of fers now the possibility to add and to
European Fine Grained Statements.

A national aut horised wuser may ad dperocountryii ofar i ant o
course limited to the languages foreseen for that country.

A variant may never include other or modified functions / functionality than what has
been defined within the European Fine Grained Statement.

A request for a new Fine Grained Statement should be made if there is a need to
modify such a Fine Grained Statements in order to meet required national legal or
regulatory aspects.

A national language variant requires always an English language version of that Fine
Grained Statement.

This is required in order to guarantee consistency with the European statements.
National variants in a national language will only be accepted after first entering an
English language version.

Adding a National Variant
Start by selecting the Fine Grained Statement to be completed with a National Variant,
using the standard function offered in the drop dow

This is the new display for the Fine Grained Statements, with a national flag displayed
in case of a pre-existing national statement.
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EUROREC: Repository www.eurorec.org

Home Statements FGS GPR Indices |Translations Dictionary | Documents Help

All Fine Grained Statements : 1 records found

Displaying 1 to 1 of 1 Records

the creation of tasks.

Indices/ ~
National
ID Statement RS GPR Comment/View Dictionary
s = Statement
Translation /Modify
1 GS001509.02  Th t bl [RR}
1 - e system enables
| ¥ &> @ e ©» @ LR

Displaying 1 to 1 of 1 Records

|www.eurorec.org Email EuroRec Terms of Use/Contact January 15, 2009 |

Figure 25: National Statement Flag in case of presence of such a statement

The flag remains grey as long as no National Variant has been added to the

Repository.
7~ Statements - Edit Fine Grained Statements - Windows laternet [xplorer (F 33
°<—- v e eurcrec.org ¥ 2 sex 2 Ajr
Fle £& View Favetes Tods el x @ -
Lz Fovortes | oy B CokPuson on Whaels Oocw . [ saumry ABeatil tlog S cokfusion 9 o - Google .., ] MINOVINGD < rovinge Ooet... T Documeetation < Mach L fy,.. 8 Coouments @8 L ] -
6 Sreverts - 8 Fre Grared Tatenerts B0 T oem v Pages Saetys Tocse @
EUrROREC: RQDOSltory WWW.EUTorec.org
Lestemerty ras (= InScen Translations | Dctonary | Documents Holp
All Fine Grained Statements : 1 records found New soach |
Indecan/
AL Statement RS R Commmirt | Vo Add [ wpdate Natunal Statement Ok tsanary
Trasatation /Moddy
0900190922 The system easbles the creation of tasks - Peo@n i -
WO, ERIOrRC.org Lmail LuroRes Terms of Use/Contact Jamuary 15, 2000
Dorm @ irterrat ia s Wwow -

0 rorem N - Moowd R Nt pemeres

Figure 26: National Statement Flag in absence of such a statement
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The application generates the following screen after clicking the flag. This interface
offers the possibility to add a national variant statement in the different national
languages, after first adding an English language version of that national variant
statement.

National statement
Fine Grained Statement:

GS001540.01 The system enables to list all the updates to the problem list with date and user ID.
I’ Language code: EN
G5001540.01-BEO0OOI.01

The system enables to list all the updates to problems and health issues.|

Figure 27: Data-entry of English version of a National Variant Statement

After saving the English version, an interface to add the different national language
variants.

National statement

Fine Grained Statement:

GS001540.01 The system enables to list all the updates to the problem list with date and user ID.
I Language code: EN

Mational statement has been added
G5001540.0 1—@E000_1.01
New version: @ No ) Yas

The system enables to list all the updates to problems and health issues.

I Language code: NL
G5001540.01-BEQOODZ.01

|I

Het systeem kan herbenoemingen van gegevens uit de probleemlijst en/of
zorgelementen oplijsten in de tijd, met identiteit van elke auteur.

I’ Language code: FR
G5001540.01-BEODOZ.01

I Language code: DE
G5001540.01-BEOOOZ2.01

Figure 28: Data-entry of national variants in the different national languages
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Maintaining the National Variants
A similar display is offered with the existing National Variants.

The system offers the possibility to edit and to save an updated version of the national
variants, by clicking on fAeditor pend, as described

Overview of existing National Overviews
The system enables the user to ask for a |ist of all
Nati onal F GS8 drojmdowrhraenu.

EUROREC: Repository

Home | Statements FGS P e [ pe—— S —— Help
All FGS
All Fine Grair. croatc/assion Fas ecords found

Add Free FGS

Displaying 1 to 1 of L LSy § | fist

Indices/
i3 Statement RS GPR  Comment/View National Dictionary
Translation /Modify Statements

GS001509.02 The system enables the creation of tasks. 2 @ e o@®n u L

Displaying 1 to 1 of 1 Records

Figure 29: Request a list of national variants for a given EuroRec Statement

All National FGS are displayed.

Home !Statements| FGS | GPR Indices Transl.’a’(ionsl Dictionary | Documents Help

National statements i1l
Choose a country: @

GS001509.3 The system enables the creation of tasks.

R GS001509.02-BE0001.01 NL Bcexku eneMeHT OT A3HHUTE
Q GS001509.03-BE0D02.01 FR Frangais

R GS5001509.02-BE0003.02 DE German 2

GS001510.4 The system enables to assign a task to an individual user.

The Fine Grained Statement has been updated since the national statement has been added.

Q GS001510.03-BE0020.01 NL GS001510.02-BE0020.01 nederlands
Q GS001512.08-BE000DS5.01 FR frans 2

Q GS001512.08-BE00D18.02 NL nederlands 3

Q GS001512.08-BE0019.05 DE Duits SA

Figure 30: Overview of existing National Variants

Clicking on the pen enables the user to edit a National Variant.
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Coordination between national and international statements

The national coordinator or responsible fauthoro wil
European Fine Grained Statement has been updated meanwhile, if the case. This is
also illustrated in Figure 30.

This is essential in order to maintain consistency
the finational 06 statements.

The person responsible for the National Variants needs then to carefully consider
updating of the National Variants. Should normally not be the case, but needs to be
verified.

National statement
Fine Grained Statement:

GS001510.03 The system enables to assign a task to an individual user.

# Language code: NL

The Fine Grained Statement has been updated since the national statement has been added.
GS001510.03-BE0020.01

New version: & No O Yes

GS001510.02-BE0020.01 nederlands

B Language code: FR
GS001510.03-BE0D21.01

Add

§ Language code: DE

GS001510.03-BE0021.01

Figure 31: Maintenance interface National Variants
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14Version Management

14.1 Version Management at Statement Level

The Repository has a strict version management. Each modification of a statement
results in a new version of that statement and a message send to the translators and
the persons maintaining the National Variants.

The creation of a inew versiono remains neverthe
authorised author. Corrections of typing errors or language errors (within impact on
the meaning) can be done without creation a new version.

The user interface enables anyone to display history of the versions.

14.2 Version Management at Set / Basket / Seal Level

It happens, as explained, that EuroRec Statement needs to be updated, improved.

This has as result i for sets or baskets of statements previously defined 1 that these

sets are no |l onger fAcomplianto, that some st atement
version.

The EuroRec Use Tools offer the possibility to update documents / set of criteria
selected by using the EuroRec Use Tools.

The next figure illustrates the poO&erbvierdsionsyf to #Aup
statements are then replaced by the last version.

r Dr. Jos Devlies
EuroRec Use Tools™ i
Composer Certifier Scripter Procurer Documenter Home EuroRec Logout
Step 4 of 4 - Select statements Documenter

EuroRec Seal Level 2 in English (03/2011) or. Jos Deviies - 13/03/2011

View by: wersion: 1

Create document

Basket: EuroRec Seal Level 2

[ check an
- ;;eirorriaithlrd’p;rt\;:i N T T i
Tl csooises.1 Each change of status of a health issue results in a new version of that health issue.
[ Gsooisss.z a complete history of the wversions of a health item can be presented.
Tl csooi1610.3 The system enables to document a patient contact.
[l Gsoois11.1 The system is able to present all the documentation associated to a contact for that patient. H
[ cson1638.3 The system is able to present the history of the individual results for discrete lab test.
[ Gso01901.2 Each version of a health item has a date of walidity.
[l Gso01932.1 The system supports concurrent use.
[ Gsooi1947.2 The system makes confidential information only accessible by appropriately authorised users.
O csop2175.2 The system enables the implementation of a privilege and access management policy.
| Gsoo2182.1 The audit trail contains the registration of users logging in or out. =
| Update document |

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools 29/84



CIP-ICT PSP-238912 Thematic Network EHR-Q™

Hereby statements modified since the previous Annual Report.

Statement GS001638.

In the previous report: EuroRec Seal 2010-2011

The systemn is able to present for one patient contact all the docurnentation
associated with that patient.

21 G5001628.1 The system presents a history of the results for discrete lab tests.
22 G5001901.2 Each version of a health iterm has a date of validity.

20 650016111

Actually in EuroRec Seal Level 2

535001611.1 The system is able to present all the documentation associated to a contact for that patient.
535001638.3 The system is able to present the history of the individual results for discrete lab test.
35001901.2 Each wversion of a health item has a date of validity.

535001932.1 The system supports concurrent use.

15Validation results

We are listing in this section all the comments given during the national workshops
focusing on the validation of the repository.

Where possible an answer is given.

A selected number of comments and answers related to single Fine Grained
Statements are included as comments into the repository.

15.1 Comments related to the Repository as a whole and its
structure

Comments addressing more general issues and/or not linked to an identified EuroRec
descriptive Fine Grained Statement are listed in this section.

The workshop of origin is identified for each comment as e.g. (WS28).

15.1.1 Comments reported in Deliverable D3.2: Workshops 22 i 27

1) We think that Health item should really be health data item (WS27)

Answer:
EHR systems do not contain something else than fAd
is a data elemen t.

2) What if the system is not problem oriented? (WS27)
Answer:

A system has not to be problem oriented if this means that every entry needs to
be organised around a problem, has to be linked to a problem.
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A requirement to be problem oriented means that the system shoul d be able to
define a problem |Iist and to |link 6servicesdé or 6
product prescription to such a problem.

"y

3) Some of the criteria contain (W38 concept HAAppropr.i

Remar k: fAappropr i atetabed boatlye opinign. of the person responsible

for the validation. It would be useful to define f
Answer:

The specification Awhen appropriated i s mostly use
that arendét al ways applicabl e.

Examplesarethest at ements 1666 fAThe system stores when aj
medi ci nal product prescribed the number of renewal
1667 AThe system stores when appropriate for each
the number of refill s rdfilpcda@medidihal prodeataeval s o

mandatory.

We should nevertheless consider reformulating some of these statements in order
to be more explicit.

4) What does it mean O6new versiond6, how tEVS2Hterpret
Answer:
Each update or modification of a health item or each change of any attribute of a
healthitem resultsi n a changed health item. We name that c
version of that itemo.

5) Is there a statement that explores metadata of systems? (WS27)

Answer:
Dependson t he definition of fAmetadataoo?

The repository contains several hundred statements describing the content of an
EHR: the kind of health items, their attributes and their relationships / links.
They are indexed A02.

6) Overall evaluation of section A09 Generic Data Properties (WS26)

Evaluation:

1 Cont enlltthefstatements have a descriptive approach of the different
functions in an EHR.0

T Compl et efhe sudierice assessed the statements completee nough o

1T Techni cal ¢ oThe audientefsund some statements very close, very
similar, it is sometimes necessary to look two times to see the difference. A new
representation of some functions, in the form of tree, could perhaps provide a
better understanding of all functionalities. »

Answer :

Indeed some statements are very similar to each other. We nevertheless need to
maintain the different statements because they address a different function or a
different variant of a function with differences in applicability.

1 Importance: Most of the statements wereconsi dered as fi mportanto v
average score of 3,8 on a scale from 0 to 5.
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1T Feasibility : most statements are considered as
ti meo, being in average 1,27 for over 90 criteri
within one year or less, 39 other statements between one and two years.

15.1.2 Comments reported for the Workshops 28 - 44

1)

2)

3)

4)

Including some headings (like business cases) for grouping the requirements will
facilitate a better view of the whole set. (WS28)

Answer
The indexingofil KS AYRA@GARdzrf adladSySyda Aa &Sd G2 o
statements. Indexing is yet done at up to four levels.

(V)

Complementary indexing might be useful. It requires additional resources.

The EuroRec Tools, more especiallydhe2 YLI2Z AaSNE 2FFSNAR &S GKS L
statements in whatever order the user would like them sorted.

Using this set of criteria for quality (self-) assessment requires a clear definition of
terms, and where the specifications are vague, better formulations. The necessary
explanations may be included in the set of criteria or could be offered separately, at
the request of developers for each individual case. (WS28)

Answer
We already have the possibility to add definitions for the terms ustn irepository. Some
are yet available.

l RRAY3 GAYGSNIINBGFGA2y e G2 GKS adlraSySyda oAt
and reduce ambiguity in interpretation.

The first 5 criteriaof EuroRec Seal Levelvgre extensively discussed. The Dutch and English
versions were inspectedt was concluded that a local more appropriate language need to be
used for use in Dutch and in the context of hospitals.

It became clear that there are differences between Flerdigtch and Dutch Dutci{WS34)

Answer
The repository offers the possibility to create an additional language in order to make a
distinction between both.

There is a need to be able to change texts in the Composer (leaving the original Dutch criteria
intact) to reflect better the terms used in the context of hospitals.

It must be possible to add more detailed information in the Composer. In this way more
technical details can be specified and handed over to vendors. The Scriptor is not the
appropriate tod to do this.(WS34)

Answer

9dzNBwSO ONBIFGSR (GKS LRaaroArAfAade G2 FRR ayl GAz2
FRR GAYOSNLINBGFGA2YE G2 GKS adGrdsSySyda vre az
Variants linked to the application domain / cont@ftuse of the EHR system are not foreseen

yet. Modifications to statements linked to their context of use can not be considered as
GOENRAFYyG&aedd 28 SELISOG 6S ySSR 2GKSNJ aidl GSYSyi
contexts in other countries too.
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The possibility to add comments to statements once selected by using the composer and being
part of the selected will be considered.

5) Several criteria need to be rephrased to reflect the Dutch law. (WS34)

Answer
This is perfectly possible by using the fledzy OG A2yt Ade 2F ayl A2yt @

6) It was valued as very positive that not only criteria from the USA were used and
that European criteria next to Canadian ones were included. (WS34)

7) Negatively was labeled the fact that there is no existing experievitde these criteria for
LINE OdzNBYSy o ! yR (KIG (KA&a 6Fa&a GKS FTANBRG WSEI
the HL7 Functional Model. It is a bigger organisation than EuroRec, they organise training
sessions, there is an Implementation guide awddait has been used in the Netherlands in
the cortext of Psychiatric hosptitalsin( that process, no single vendor, could be qualified)
(WS34)

Answer
Chicken and egg problem. On the other hand an increasing number of products are requiring a
Seal Level. This results in an increasing experience in using the tools and the context.

8) Due to the nature/reference/genesis of the individual fine grained statements it is
sometimes hard to assess an individual statement, and not taking into account the
original context where the statement comes from. (WS36)

Answer
We should consider reformulating the statement if needed, at least if adding some
fiinterpretationo wil/l not be sufficient.

9) During the assessment, some useful discussions took place on the meaning of
individual terms and concepts. The overall dictionary/thesaurus/description of
terms in English is desperately needed. It would be an asset if it was also in
Serbian. (WS36)

Answer
The repository has a tool to add and to manage definitions.

10) Everywhere where EHR is mentioned, shouldtt&allyEMR. Is it SO on purposé®/ S36)

Answer

Indeed on purpose. We are addressing the Electronic Health Record. An Electronic

Medi cal Record is one of the possible EHRHKes of a
PHR (Personal Health Record), EDR (Electronic Dental Record), ENR (Electronic

Nursing Record), even if some of these abbreviations are not frequently used.

15.2 Comments related to the EuroRec Seals

We are listing the comments and suggestions regarding EuroRec Seal Level 2 (and by
deduction also a large part of Level 1) as formulated during the Workshops, mainly of Year
2 of the project.

Most of the questions (and answers) are applicable to any kind of set of criteria.
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The workshop of origin is identified for each comment as e.g. (WS28).

15.2.1 Comments reported in Deliverable D3.2: Workshops 22 i 27

1) What happens if the system does not fulfill one or more of these requirements

because they are fAnot applicabl edWHabifant he domain o
application does not have these roles? (WS27)

Answer:

The application should meet all the applicable criteria included in the Seal. The non
applicability of a criterion, considering the domain(s) of application and intended

user group(s) listed, has to be documented and accepted by EuroRec, being 1 for
the Seal 1 the responsible certification authority.

2) What happens if a system fulfills only 49/50 criteria? Could we get the seal if no
Asevere pr obl aMhatdhappans ifithe system does not fulfill these
requirements? (WS27)

Answer:

The application should meet all the applicable criteria included in the Seal. This
statement does not preclude that a criterion can be met in different ways, even in a

different way than originally intended. How a criterion is met is irrelevant, even if

not the most user friendly way

3) How is a test result evaluated? (WS27)

Answer:
Compliance to a criterion is evaluated on running a test scenario . Self evaluation by
the supplier is not sufficient, at least not for the Seal.

A full documentation should be produced documenting how the application met
each of the criteria.

4) What is the definition of EHR? If we see EHR as a whole then the criteria make
sense. (WS27)

Answer *:
Any collection of patient health and care related data intended to be used to
manage a pat i eiqirplirgipld et@de tohsidered as an EHR.

AnNEHR system is the set of functionalities offered
care using his/her data.

The actual EuroRec Seals are indeed defined for
offering most of the functionalities of such an EHR system. Only some main or

essential aspects are addressed by the EuroRec Seal requirements, being a very

small (20) or small (50) selection out of over 1.700 EuroRec Functional Descriptive

Statements.

8) How were content, completeness, technical correctness, importance and feasibility
of the EuroRec Seal Level 2 statements fAevaluatedo

Answer :

! These definitions are only intended to be used in the context of interpreting the EuroRec Seals.
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The statements included in the EuroRec Seal Level 2 were selected by the EHR -Q™
members, out of a short list of 150 statements, focusing on reliability and
trustworthiness of EHR systems, on secure access management and on essential

functions of an EHR.

The EuroRec Seal Level was then made available on the EuroRec web site for
comme nts.

The first validation workshops were other opportunities to validate the EuroRec Seal
Level 2 as selection of essential functional statements. This was also confirmed
during one of the first real validation workshops:

fiThe content of the EuroRec Seal Level 2 seems OK, enough complete and
sufficiently granular, wi bfWb26) 6doubl e statement

9) It is important to have results of seal certification published. It would allow for
comparison on semantics. (WS27)

Answer:

EuroRec Seal evaluation is done o n request of the suppliers. They are free to decide
on the availability of the evaluation reports as these reports contain confidential
information regarding their application.

The EuroRec Seal only guarantees that an application has listed and described
functionality available. The report reveals how a given application meets those
requirements. There is for EuroRec no need to make that public.

This does not preclude that an authority deciding to make use of the EuroRec
statements for a quality labeling and certification of a given class of systems for use

in a given environment may decide I as an authority i to make that documentation
publically available.

The evaluation reports are kept by EuroRec and/or his National partner
organisation. They can be u sed and consulted in case of contestation of a Seal
granted to a particular EHR system.
10)What happens if the patient does not want some health item displayed? (WS27)
Answer:
The issue of getting access to patient data in order to validate an EHR system is an
issue to be solved by the supplier before submitting the application to quality
assessment in order to obtain the Seal or any other Certificate.
Quality Assessment can be done on Afictiveodo patier

representative for area | patient population in quantity and complexity.

15.2.2 Comments reported for the Workshops 28 - 44
11)The general opinion was that requirements included in Eurorec Seal Level 2 covers

basic functionality, many of them being essential for the implementation of an EHR
system. (WS28)

Completeness was defined in the Workshop reporting template as follow:
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Completeness should be evaluated considering the area of application / the functionalities chosen (see

next chapter). EuroRec is aware that most domains descriptio ns are not complete. Suggestions for
additional / complementary statements should be made. This does not relate to the EuroRec Seal Level

1set, being a special selection. The Seal does not intend to cover a functional domain. The Seal intends

to guarantee a common cross -border basic quality and functionality.

12)Some criteria are obviously derived from the very model of a DBMS (roles,
privileges), in consequence ease accepted by the developers, other criteria seems
to be too specific or too vague formulated. (WS28)

Answer
The EuroRec Institute reformulated yet numerous statements based on input of the
users.

The EuroRec Descriptive Statements needs to be precise as they need to be
« verifiable » and « testable ». One criterion should only address one specific
aspect of a function.

Adding an interpretation to an increasing number of statements is one of the ways
to be more precise, more concrete where neede d, as answer on the last part of the
comment.

13)The completeness of the seal is responding to the goal of the EuroRec Seal Level 2
and guarantees a common cross-border basic quality and functionality. (WS29)

14)All criteria appear to be relevant. It was observed that many need a more extensive text with

explanationgWS34)
Answer
Sas KIN®BBERZ K@2NKSHff26a FRRAY3I aAYGIGSNLINBGLF G,

5

added at each statement.

The repository offers also to add one or more definitions to selected keywords. The definitions
do not intend to be normative, but shouldf possibleg referto standard definition of those

can be used in the context of quality labeling and certificatiorHBf &/stems.

15) It is estimated that quite some products will not pass the Seal 2 criteria. (e.g. thearitiesit
no data must be deleted or overwritterf\(S34)

Answer

ThisOf S NI & AffdaAaGNIGSa GKS ySSR (2 adlFNI gAGK |
Fdz K2NRGASE NB O2y@AYOSR (KFG 1jdzAGS &a2YS LINE
Quality labelling and certification should not thewngraded to the level of the weakest

products.

16)The audience of the workshop was fione voiceo in afc
of included in EuroRec Seal Level 2 represent the minimum requirements. Without
meeting these criteria the EHR system should not be allowed to be used for clinical
purposes.(WS43)

Answer
Indeed.
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15.3 Comments related to the content of individual Fine Grained

C

Statements

omments and suggestions formulated during the workshops and related to individual

descriptive statements are

1 Either included in the specific Q&A section on the EuroRec web site

1 Or added as comment to individual Fine Grained Statements

1 Or both, listed on the web site and added as comment

1 Or simply answered on within this deliverable and made available to the
partners of the EHR-Q™ project.

We are listing now the most important comments and suggestions registered during
the National Workshops.

We are providing for most of the comments an answer, being the actual vision of

E

uroRec on the issue.

Questions are listed by Fine Grained Statement number.

1)

2)

3)

GS001531.02The system displays all current health problems associated with a
patient.

And

GS001550.06 The system presents a current medication list associated with a
patient.

Accessibility of such comprehensive data could be problematic and requiring need
of implementation of / link to other systems. (WS43)

Answer

The guestion sounds strange.

The current medication and the current problems are the actual medication and

problem list. An EHR system not able to display such essential patient related
information cannot be considered as an EHR.

GS001537.03 Each version of a health item has a date and time of data entry.

Aipermanent date and t (Wpd3)of data entryo

Answer
The criterion specifies an attribute of each version . A version cannot have a date

replaced or deleted. We should keep the statement as it is.

GS001544.04The system supports the use of clinical coding systems, where
appropriate, for data entry of health items.

Content not complete, use of clinical code systems must be specified (when what)
(WSs43)

Answer
The statement indicates that the system should be able to use clinical coding

schemes.
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When these coding schemes will be required and what coding schemes will be
required when is first of all a iregul atoryo and not a technical [
defined by the authority organizing a quality labeling and certification session.

When what coding scheme should be used also depends on the context of
utilisation, e.g. obstetric department or general p ractice, orthopaedic surgeon or
physiotherapist.

Listing the kind of health items that needs to be coded with what coding scheme in

a set of granul ar statements can be considered.
supports the use of ICPC2 for the coding of diag nostic statements in general

pr ac t.iltwikmevertheless result in an explosion of the number of statements

Some are defined in the EuroRec repository as &e.g. GS 0 0 Phe &ystem2 i
offers direct encoding to the ATC of the active ingredient(s) of a medication item or
at |l east a validated mappi mjothera t hose ATC codes. 0

The National Variants, as described in this deliverable, may enable an authority to
define / to precise this criterion for a given country.

4) GS001577.03 The system provides a catalogue of medicinal products.
up to date (approved) catalogue (otherwise useless) (WS43)

Answer
We have two complementary Fine Grained Statements addressing this issue:

1 GS004881.01The system informs the user about the ID and the date of the
version of the medicinal product database used for the patient safety and
quality surveillance.

1 GS004877.02 The system records for each prescribed medicinal product the
version and the ID of the medicinal product database used.

We have also criteria specifying that a code | ist should be the 6&éstanc
country or T if proprietary content wise compatible (with a validated mapping).

Adding these aspects to this statement makes it no longer a Fine Grained

Statement.

5) GS001594.02Each version of a health item has a person responsible for the content
of that version. The person responsible for the content can be a user or a third

party.
Who is Athird partyo? (WS43)

Answer
Everyone who is not a fiusero of the EHR system.

treatment  (in a hospital) or performing an act (surgeon).

6) GS001601.04The system enables to precise that a free text data entry is accepted
for that health item.

Define, if this really needs to be implemented for ALL health items, or may be only
for the selected ones. (WS36)
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Answer

The criterion only specifies i when selected in a certification basket - that it should

be Afunctionall ydo possible. The EuroRec approach
need to do in a given context for a particular certification session. T his means that

an authority initiating a certification session may not include this functionality
and/or precise the kind of health items for which free text entry should be enabled.

7) GS001611 The system is able to present all the documentation associated to a
contact for that patient.

Participants considered unclear the term Ac o nt & dttistabout the documentation

related to a personds contact or about an encounte
previous visit of the patient to the GP). (WS28)

Answer

This remark resulted in updating statement GS0016
patiento by Apatient contacto and adding definit
fipati ent contacto and fAencountero.

The definitions need to be interpreted from EHR syst em point of view.

8) GS001618.01 Each version of health item can be co-signed by one or more users.

More relevant for a secondary care level, where several physicians could be involved (in
LI NF € €SE0 Ay LWBIIASYGIQa GNBIFGYSy

Answer
Indeed

9) GS001711.01 The system stores an audit event each time a reminder is presented.
Define fireminderodo. (WS36)
AI"I§—WGF Lo L . . .
WSYAYRSNJ Aa dzaSR KSNB T2NJ lFyeée (1AYR 2F WYWgl NYAY
action to do, planned or not, a due date passa risk, a deviation from a protocol, an allergy
St OX
10)GS001932.01The system supports concurrent use.

What is precisely meant by concurrent use? (WS43)

Answer
Simultaneous

11)GS001935.03 The system prevents concurrent users to update simultaneously the
same record element.

AfRecord el ementd noWS36) ear/ defined.
Answer

Thi s statement shoul d be reformul at ed. | s not a
reference statement so.
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12)GS001945.01 The system enables the user to designate individual health items as
confidential.

What are the levels of confidentiality? Confident@aainst wh@ (other HC personnel,
LI GASYyGax 20KSNX0O 62{ocd?

Answer

This criterion does not require a level of confidentiality. This criterion only requires a low level

granularity: confidential or not confidential.

I 2y FARSYGALE YSIya (GKSy ay2d I @rAtlots G2

The second part of the question is not applicable in such a case.

by e

Other criteria should be made mandatory in case a more granular confidentiality management

is required.

13)GS002243.01 Security service issues and operation of the system are well
documented.

The participants argued abowell dwhcau meenxtaecdtol,y ammeda nvgh e

the documentation will not be considered enough? How could be this requirement
appreciated as passed or not passed? Proposed solution was to delete the word
Awel | o, the new f orSecurity service issuesi amd) opération of the
system are documentedo. (WS28)

Answer
We disagree with this proposal. It will be up to the certif ying authority to define
what is understood by ndAwell documentedo. Document

quality guarantees.

What is Awell dW838mentedo?
Answer
It wi || be up to the <certifying aut hority t

document edo
14)GS002270.02 The system enables to assign a degree of certainty to a health item.

Aterm "certainty"is not (clearly) defined(WS36)

Answer

Level or way of confirmation of a health item. This is one of the issues where a
(local) standard pick list should be agreed on. Candidate terms are: hypothesis,
probable, sure, confirmed, anatomopathologically confirmed. Other terms are
possible.

15)GS002272.02 The date of validity of a health item can be imprecise.

The term "date of validity" not definedWS36)

Answer

The meaning of the concept is explained in the interpretation linked to statement GS001901.

16)GS002275.01 The degree of confidentiality assigned to health items can be based
on its content.
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Who assigns the degree of conf, the systgWW536)

Answer_ ; . . i Lo i A o .
CAylLfte (GKS dzaASNE o0dzi aRSTFldAZ G¢ RSIANBSa 2F 02
RFEGIEZ So3d LIAEOKAIFIGNAO RIGEFEEZ 20aGSUGNRO RFEGIE Z

confidentiality are assigned by the system.

17)GS002280.01 The system enables to assign an importance to each version of
health item.

Importance to whom? And what are the levels of infg?S36)

Answer

Importance is the result of an evaluation done by the user responsible for assigning
that degree of importanc  e. This is another issue where a (local) standard pick list
should be agreed on.

18)GS002284.01 A default degree of confidentiality for read or write can be assigned
to a version of a health item based on the access rights of the user.

May be not for ALL hdth items. All versions or any versiorfVS36)

Answer
This statement should be removed. It seems to confuse access rights based on the
role of user towards a patient and the confidentiality attribute of a health item.

19)GS002307.02 Each patient and his EHR are uniquely and persistently identified
within the system.

The persistent identification makes sense only during individuals life. (WS43)

Answer

We disagree on this. Some / most countries require long term availability of data

even after ad emadthi,.en3dme countries ask for 33 yea
death.

On the other hand: this requirement may not be activated if not applicable in a
particular context.

The criterion is nevertheless part of the Seal and considered as an essential

attribute fo r reliability of a system.

20)GS002416.04 The system masks health items that are not accessible based on
access rights or confidentiality.

An example would be usef(lVS36)

Answer
A patient may e. g. request t hat Ai mpot encoed or i
fibankruptcyo or even flai dso or an fabortiono, e

healthcare professionals, should be hidden to other healthcare professionals.
Healthcare professionals that do not have access to that information should be
aware thatsomein f or mati on i snét di sclosed to them due tc
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The healthcare professional may then ask to the patient if he/she has to be
informed on a condition important for the actual problem of the patient.

21)GS002434.02 The system identifies local and/or personal items added to the
shared or distributed pick lists and/or reference tables differently.

Identifies internally or does it also display to us@N?S36)

Answer
The user as well as the system should be able to distinguish local/personal terms

and (standard) distributed terms.

22)GS002437.05The system offers to all the users nationally approved coding lists to
assist the structured and coded registration of health items.

Depends on size of EHR system and on availability of codes and updates (WS43)

Answer
The fact that a coding list is fAnationally approve

This criterion is without subject if no such coding list should exist.

The |l ink between the HfAsize of the EHR sagrisnt emo an
seems us irrelevant regarding that criterion. If such a nationally approved coding

list exists, then the EHR systems should use them. EHR systems not using them

can then not be considered as compliant to the Seal.

23)GS002524.02 A domain specific scenario can be a sequence of specific and non
specific interfaces.

Don't know what this means (WS36)

Answer
A domain specific scenario may be e.g. a follow -up scenario for diabetes type 2 or a
delivery. Such a scenario should then include a sequence of specifi ¢ screens for

display and data entry.

24)GS002582.02The system displays, when prescribing a medicinal product, known
allergies of the patient, if it does not alert the user for a specific allergen.

The mutual interactions of prescribed medicines would be welcome (could be a
separate statement) (WS43)

Answer
The repository has actually 14 different statement

about drug interactions.

25)GS002625.01 The system enables the user to modify patient's administrative
data.

fiTheusero i s considered too vague, because ntmt any us
modify patient's administrative data, but only the users granted with administrative
rights. (WS28)
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Answer
The user could be replaced by Athe authbouti sed user

authorisation and access management but about the functional ability to modify
administrative data.

26)GS002650.01 The system enables the user to label any kind of health item as a
health issue.

Health item can be a source of health issue, but not dutean be a health issue. (Example:
Medicaments are not health issue, but are health itegVg536)

Answer
The statement does not imply that each item becomes a health issue. A health

issue is defined as a health item for which care is provided.

27)GS002675.003 The mapping between a proprietary reference table or pick list and
the nationally or regionally agreed counterparts has been validated by enforced

authorities.
This is not a property of a S\WWS36)

Answer
We disagree. The software should only use validated reference tables and/or pcik

lists.

28)GS002838.03 The system enables to link one or more services to one or more
problems associated with a patient.

problem=health issue@PNS36)

Answer
A problem is indeed a health issue, considering that care is provided. On the other
hand not all the health issues can be considered .

dimension of complexity, importance and duration is added to a health issue to
become a problem, based on the (subjective) evaluation of the (treating)
healthcare professional. Di abetes is obviously a

considered as a problem?

29)GS003199 The system enables free text annotation or comment to any version of a
health item.

Not to any health item and not to any version, as thlder versions cannot be edite@®nly to
last version(WS36)

Answer
This statement intends a possibility to add comments to an actual or running
version of any health item.

30)GS003200.01 The system enables free text annotation or comment to any
permanent or original collection of health items, e.g. prescription items.

Concept of grouping data needs to be explain®dS36)

Answer
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Examples of collections are e.g. a set of prescribed medicinal products, a lab report
including sever al results, &

31)GS003714.01 The system enables patient-entered data to be approved by a EHR
responsible health care professional before inclusion in the EHR.

chart/encounter(WS36)

Answer
Remove the word Acharto. I s confusing here.

32)GS004017.01 The system offers a pick list to register the degree of severity of a
health item.

Please explain degree of sevel(ty/ S36)

Answer

Severity is an attribute of the disease, of the clinical condition as such. Pain may be
mild or severe, hypertension may be mild or severe, a depression may be mild or
severe to.

Severity is defined by the responsible healthcare professional.

Severity is up to a certain | evel Asubjectiveod, coc
a di sease or condition, based on fAobjective criter

33)GS004018.01 The system offers a pick list to register the degree of importance of a
health item.

What is the diff between severity and importance? An example would be uséfldase
explain degree of importance

Answer

The importance of a clinical condition refers to its impact on patient6é shealth or
overall condition.

Importance is defined by the responsible healthcare professional.

Severity is up to a certain | evel Asubjectiveo, C «
a disease or conditioncrbasedaon fAobjective

34)GS005436.01 The system stores each health event as a unique discrete entry.
Definition of 'health event'?

Answer
A definition is given in the Adefinitionsod section
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15.4 Comments and Validation related to the formulation

No remarks were made for a majority of the statements of the Seal Level 2 (57,33 of
the statements) and of other validation sets (A09-A10.0) (57,41% of the
statements).

We additionally recorded one single statement with a remark on the formulation for
25,61% of the Seal statements or 25,33% of the other validations sets.

This is a good result considering that the validation is done on the national language
version of the statement. It means of course that quality improvement remains
important.

15.5 Comments and Validation related to the content

The results regarding the ficontentodo of the statemer
formulation of the statements, with 74,33% of the EuroRec Seal Level 2 statements
without any remark. This percentage drops to 62,53% for the other validation sets.

We additionally recorded one single statement with a remark on the content for
18,67% of the Seal statements or 22,49% of the other validations sets.

15.6 Comments related the technical correctness of the statements

We are handling, in this section, remarks regarding the technical correctness of the
statements, mostly related to separate statements to be merged into a new statement
or actual statements to be split in separate new statements.

These remarks are very interesting and useful as they offer the opportunity to explain
background rules followed when creating the EuroRec Statements.

1) GS001539.2 Each update of a health item results in a new version of that health item
GS002639.1 The system enables the user to mbdifjth items, if legally admitted.
Motivation: update or modify health items have a similar meaning, the only add of the second

aalrasSySyida 0SAY3 GAT f S3lFffe FRYAGGOSRE = g KA
FTdy OiA2yFfAGED OfAYRYIVAYS GRS DEANAE@DdWRYEAS
GS001539.2

Proposal: GS002639.1 should be deleted (WS28)

Answer

The statements address two different aspects of one functionality, to be tested separately using
different procedures: the versiamanagement in case of modifying an item and the legal
context of any such modification.

It is not because modifying an item is legally allowed that we have by definition a correct
version management.

2) GS001550.6 The system presents a current medicatioh dissociated with a patient.
GS001559.2 The system presents a medication history associated with a patient.
GS002638.1 The system distinguishes actual or active medication items from past
medication items when including and displaying medication itemistsdr in a journal
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Motivation: GS002638.1 is already covered by GS001550.6 and GS001559.2, producing the
actual and the past medication list being possible only if the system could make the distinction
between them.

Proposal: GS002638.1 should be delgfé528)

Answer

The statements need to be as granular as possible. The first statement requires the possibility

G2 tArAad GKS GOdINNByié¢ YSRAOIGAZY®P ¢KS aSO2yR
2NJ aKAad2NRBé YSRA Oldstatgngnt indic&dsithatha disSrictioristhould BeS  § K A
made (in the presentation) when listing both current and past medication, either in a
medication or any list containing medication elements.

3) GS002268.1 Each user is uniquely and persistently identified.
GS002307.2 Each patient and his EHR is uniquely and persistently identified within the
system.
Motivation: The patient is a user of the system and obviously has an EHR (and only one)
associated. The fact that a user is uniquely and persistently identdgetito patient and his
EHR to be uniquely and persistently identified, as well.
Proposal: GS002307.2 should be deleted

Answer

User and patient are two different entities when interpreting the EuroRec statements. Not all

the users are patients. Auser hasi LISOA FA O NARIKGAE gAGKAY GKS ae
(some) patients.

LYRSSR GKS LI G

A déSNJ taz2z o0SAy3
KIS al dzaSNJ oS

Yré 0S5
: GAS

e

I
Sy

4) GS001519.4 The system shall include the infortian necessary to identify each patient, including
the first name, surname, gender and date of birth.
GS002307.2 Each patient and his EHR is uniquely and persistently identified within the system.
GS002312.1 The system is able to make a distinction betw@atients with same name, first name,
gender and date of birth.
Motivation: name, surname, gender and date of birth shall be used to identify each patient
(GS001519.4) and each patient is uniquely and persistently identified (GS002307.2), so the distinctio
between patients with same name, first name, gender and date of birth (GS002312.1) is already
covered.
Proposal: GS002312.1 should be deleted

Answer

We have again slightly different aspects of similar requirements. The first statement specifies
identifying information to be available in the system. This does not mean that the patient needs
to be identified that way withing the application: e.g. a national ID number can be used in
countries where this exists and where the use of that ID is allovesl last statement is more
related to the distinction that can be made between patients with same identifying attributes
e.g. in listings or at creation of a new record for a new patient with same name, surname,
gender and date of birth.

5) GS003654.01 The system enables patient-entered data to be approved by a EHR
responsible health care professional before inclusion in the EHR.
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This should be split in 2 criterdi@upport patient data entry and support verification by a
professional (WS36)

Answer
Goodsuggestion to split both.

15.7 Importance score given to the Statements of the EuroRec Seal

The importance of each individual“statement included in the EuroRec Sea| wpatd now¢
gt ARFGSR 0@ GSEGSNYIf OFfARFG2NEE AY ¢ RAFTS

This resultedn theresults displayed in the next table.
Each figure represents an average score for a given country.

The total average score is 4,03 on a maximum of 5. This means that in general the EuroRec Seal
Level 2 statements are considered as very imporfanthe quality of an EHR system.

The cross country average per statement varies frond 831,59.

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools 47/84



CIP-ICT PSP-238912 Thematic Network EHR-Q™

The three highest scores are for

The system displays all current health

GS001531.02 problems associated with a patient.

4,8 3,80 4,45 4,75 5,00 4,40
4,53

The system shall include the
GS001519.04 |nf0_rmat_|on necessary to identify each 5 3.80 4.90 5.00 4.30 4.80
patient, including the first name,

surname, gender and date of birth. 4,63

Each health item is uniquely and
GS002265.01 | persistently associated with an 5 4,00 4,81 5,00 4,70 4,50
identified patient. 4,67

Table 2 Three statements with highest scores for importance

The three lowest scores are for

The current medication list can be

GS001573.02 h
printed.

32 260 | 472 | 300 | 350 | 310 335

The system has a timeout function,

GS002655.02 | terminating a session after a. 3,2 2,20 3,81 4,00 4,30 3,70
configurable period of inactivity.

3,54

The system is available in the
GS002300.02 | languages required by the regulatory 4 2,00 4,81 4,00 4,30 2,50
authorities. 3,60

The average scores per country éaegely in line with each other with 3,37 for Belgium to 4,59
for Bulgaria.

Table 3 Three statements with lowest scores for importance

Luxemb.| Belgium| Bulgaria | CzechR | Portugal| Romania
3,94 3,37 4,59 4,38 4,22 3,71

Table 4 Average scores for importance for the Seal Statements

Itds interesting to compare these results with
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Eurorec ID Statement BelLux Belgium | Bulg. Czech Portugal | Romania
GS001573.02 | The current medication list can be printed. 3,2 2,60 4,72 3,00 3,50 3,10
GS002655.02 The_system ha.s_ a tlrr_leout_ functlon, terminating a session after a 32 220 381 4,00 4.30 3.70
configurable period of inactivity.

GS002300.02 The system is available in the languages required by the regulatory 4 2.00 481 4,00 4.30 2,50
authorities.

GS001901.02 | Each version of a health item has a date of validity. 2,8 4,50 4,90 4,33 2,50 2,70

GS003787.01 The system has a consistent way to present clinical alerts, e.g. red 36 2,60 463 4,00 4.20 270
colour for abnormally and/or high lab results.

GS002639.01 The _system enables the user to modify health items, if legally 25 3.50 4.90 3.50 4,00 3.70
admitted.

GS002184.01 ZC:ngudlt log contains the registration of security administration 28 2.40 4.90 450 4.20 3,30

GS002182.01 | The audit log contains the registration of users logging in or out. 3,4 3,20 4,63 3,75 4,30 3,00

GS001598.02 A complete history of the versions of a health item can be 28 3.00 454 4.25 4.70 3.10
presented.

GS001577.03 | The system provides a catalogue of medicinal products. 4,4 3,40 3,63 5,00 2,80 3,40
The system displays, when prescribing a medicinal product, known

GS002582.02 | allergies of the patient, if it does not alert the user for a specific 3,5 3,20 4,90 4,75 4,00 2,40
allergen.

GS001595.01 Each change of status of a health issue results in a new version of 32 3.20 472 433 4.20 3.20
that health issue.

GS002625.01 | The system enables the user to modify patient's administrative data. 4,8 3,40 4,54 4,75 2,20 3,20
Each version of a health item has a status of activity, e.g. active or

GS001579.02 current, inactive, history or past, completed, discontinued, archived. 25 3.20 481 4,00 4,50 4,00

GS001590.02 | The system presents a list of allergens with an active status. 3,6 3,40 4,63 3,00 4,20 4,60

GS001539.02 ilf:r%h update of a health item results in a new version of that health 31 3.40 4.45 4,00 4.30 4.20
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GS002437.04 Thg system offers to all the users n_atlon_ally approveq coding lists to 32 3.40 463 467 4.80 2.90
assist the structured and coded registration of health items.

GS001593.02 D_eletlon of a"health |tl(lem results in a new version of that health item 3.4 3.00 4.90 4,00 4.20 4.10
with a status "deleted".
The system distinguishes administrators, privileged users and

GS002287. common users. Administrators assign pr|V|_Ie_ges and/or access 38 3.00 472 4,00 450 3.80

02 rights to privileged and common users. Privileged users assign
privileges and/or access rights to common users.

GS002269.01 The system e_nables to assign different access r_|ghts_ to a health 32 3.40 454 450 4.30 3.90
item (read, write,...) considering the degree of confidentiality.
A medication list presents at least the following elements:

GS004729.02 identification of the r_ne_dlcmal p_rodu_ct (pac_kage), starting date, date 42 3.20 4.90 3.25 4.30 4,00
of the latest prescription, dosing instructions (structured or as a
textual expression)

GS002175.02 The system enables the implementation of a privilege and access 4.6 275 454 467 4.20 3.10
management policy.

GS001544.04 The system supports the use of _cI|n|caI coding systems, where 38 3.20 472 4.25 4.30 3.80
appropriate, for data entry of health items.

GS001638.01 | The system presents a history of the results for discrete lab tests. 4,2 3,40 3,72 4,50 4,30 4,10

GS002497.03 The system displays patient identification (name, first name, age 4 3.40 454 450 450 3.40
and sex) on each data entry interface.

(GS002198.02 | Audit logs cannot be changed after recording. 3,6 3,00 4,81 4,75 4,30 3,90

GS001611.01 The system is able_ to pr(_asent for one patient contact all the 43 3.00 481 4.50 4.20 370
documentation associated with that patient.

GS002266.01 | Each version of a health item is uniquely and persistently identified. 3,8 4,00 4,45 4,00 4,70 3,60
The system takes the access rights into account when granting

GS002415.04 | access to health items, considering the role of the care provider 3 3,75 4,54 4,67 4,00 4,70
towards the patient.
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GS001512.01 | The system enables to link a role to a user. 4,60 2,80 4,81 5,00 4,70 2,80

GS002281.01 | All patient data can be accessed directly from the patient record. 4,4 3,20 4,90 4,25 4,70 3,30

GS001610.03 | The system enables to document a patient contact. 4,3 4,00 4,90 3,75 4,20 3,60

GS001559.02 | The system presents a medication history associated with a patient. 4,2 4,00 3,63 4,25 4,30 4,40
The system distinguishes actual or active medication items from

GS002638.01 | past medication items when including and displaying medication 34 3,40 4,81 4,67 4,50 4,10
items in lists or in a journal.

GS002243.01 Security service issues and operation of the system are well 43 367 463 500 4.20 320

' documented. ’ ’ ’ ' ' '

GS002211.01 | The system enables a user to change his password. 4,8 3,00 4,54 4,50 3,80 4,40

GS001932.01 | The system supports concurrent use. 5 3,60 4,90 4,25 4,00 3,30

GS002489.02 Data entry is on_ly done once. Entered health items are available 4.6 3.00 4.90 475 4,00 3.80
everywhere required.

GS002307.02 E_ach patient and his EHR are uniquely and persistently identified 46 3.60 3.90 5.00 4.30 3.70
within the system.
Each version of a health item has a person responsible for the

GS001594.02 | content of that version. The person responsible for the content can 4 3,40 4,54 4,75 4,50 4,30
be a user or a third party.

GS001538.02 Each version of a health item identifies the actor who has actually 43 3.80 381 450 4.70 4.70
entered the data.
The system is able to make a distinction between patients with

GS002312.01 same name, first name, gender and date of birth. 4 4,00 472 5,00 4,30 3,80

GS001550.06 -;I)—gt?er?ﬁem presents a current medication list associated with a 44 4.00 454 4.25 4.30 4.40

GS001523.03 The system enables Fhe _capture of all patient 'demographlc data 5 467 4.00 4.50 4.50 3.40
necessary to meet legislative and regulatory requirements.

GS001947.02 The sy_stem makes_ confidential information only accessible by 48 3.40 481 500 4.30 3.90
appropriately authorised users.

GS001537.03 | Each version of a health item has a date and time of data entry. 4,1 3,80 4,63 4,50 4,70 4,60
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GS002268.01 | Each user is uniquely and persistently identified. 4,8 3,80 4,90 5,00 4,30 4,30
GS001531.02 'rlj'gﬁei)tlstem displays all current health problems associated with a 48 3.80 4.45 475 5.00 4.40
The system shall include the information necessary to identify each
GS001519.04 patient, including the first name, surname, gender and date of birth. 5 3.80 4.90 5.00 4,30 4,80
Each health item is uniquely and persistently associated with an
GS002265.01 identified patient, 5 4,00 4,81 5,00 4,70 4,50
Table 5 EuroRec Seal Level 2 scores for importance
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Figure 32: Importance of the EuroRec Seal Level 2 Statements
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15.81 mportance score given to the fAgenerico (/

Not all the partners that organised a validation workshop succeeded in validating a
second set of EuroRec Statements.

They could also select a different set. Three (the Belgian-Luxembourg joint
wor kshop, Serbia and (partially) Croatia selected
attributes of health items.

The results are displayed in the next table.
Each figure represents an average score for a given country.

The total average score is 3,5 on a maximum of 5. This means that in general the A09
statements are considered as important for the quality of an EHR system.

The results for Belgium and Serbia are very similar. The average score for Croatia is not
comparable as the could only validate a subset of the A09 statements, due to time
constraints.

ID Statement BeLux | Serbia | Croatia | Average
GS001537.03 Each version of a health item
has a date and time of data 4,10 5,00 4,90 4,67
entry.
(GS001538.04 Each version of health item
identifies the actor who has 4,30 5,00 5,00 4,77

actually entered the data.
GS001539.04 Each update of a health item

results in a new version of that 3,10 5,00 4,50 4,20
health item.

GS001578.04 The system enables to capture
the reason foremoval or 3,00 2,00 4,20 3,07

discontinuation of a health item

GS001579.03 Each version of a health item
has a status of activity.
GS001592.04 The system enables to specify
for each change of status of a 3,00 3,00 3,90 3,30
health item the reason why.

GS001593.07 Deletion of a health item results
in a new version of that health 3,40 4,66 3,90 3,99
item with a status "deleted".

GS001594.04 Each version of a health item
has a person responsible for th
content of that version. The
person responsible for the
content can be a user or a third
party.

GS001595.0] Each change of status of a
health issue results in a new 3,20 5,00 4,20 4,13
version of that health issue.

GS001598.04 A complete history of the
versionsof a health item can be

2,50 4,66 4,60 3,92

4,00 4,00 4,50 4,17

2,80 3,33 4,70 3,61
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GS001601.04

The system enables to precise
that a free text data entry is
accepted for that health item.

3,00

3,00

4,30

3,43

GS001602.04

The system enables to precise
that structured data are
requiredfor that health item.

3,70

3,00

4,30

3,67

GS001603.01

A health item can be the
absence of a condition for a
given patient.

3,20

3,00

3,70

3,30

GS001616.01

Each version of a health item
has a status of completion of
data entry; in progress or
completed.

3,80

1,00

3,70

2,83

GS001617.01

Updates to a version of a health
item "in progress" do not result
in a new version of that health
item.

3,20

1,00

3,70

2,63

GS001618.01

Each version of health item can
be co signed by one or more
users.

3,30

3,33

4,10

3,58

GS001619.07

The system stores the identity ¢
each user ceigning a version o
a health item.

3,30

1,00

4,60

2,97

GS001621.01

Health items can be filtered
and/or sorted according to the
user responsible for the data
entry.

3,00

4,00

4,60

3,87

GS001622.01

Health items can be filtered
and/or sorted according to the
user responsible for their
content.

3,20

3,33

4,40

3,64

GS001629.01

Each health item can be
disputed by or on behalf of the
patient andlabelledas such.

2,70

3,33

3,10

3,04

GS001631.07

The system identifies health
items completed by or on behal
the patient.

2,70

3,00

3,80

3,17

GS001711.01

The system stores an audit
event each time a reminder is
presented.

4,00

1,00

3,40

2,80

GS001901.07

Each version of a health item
has adate of validity.

2,80

4,33

4,10

3,74

GS001935.07

The system prevents concurren
users to update simultaneously
the same record element.

4,20

2,33

4,60

3,71

GS001945.01

The system enables the user tg
designate individual health
items as confidential.

3,70

3,66

4,30

3,89

GS001946.01

The system distinguishes
different degrees of

confidentiality.

3,00

2,66

4,10

3,25
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GS001948.01

The system takes the degree of
confidentiality into account
when granting access to health
items, considering the role of
the care provider towards the
patient.

3,30

2,66

Thematic Network EHR-Q™

4,80

3,59

GS002127.01

The system enables to uniquely
identify documents.

4,60

5,00

4,30

4,63

GS002261.01

The system distinguishes curre
and past data.

4,30

3,66

4,20

4,05

GS002265.01

Each health item igniquely and
persistently associated with an
identified patient.

5,00

4,66

4,90

4,85

GS002266.01

Each version of a health item is
uniquely and persistently
identified.

3,80

5,00

GS002267.01

Each health item is associated
with a label specifying its
nature.

3,70

1,00

GS002269.01

The system enables to assign
different access rights to a
health item (read, write,...)
considering the degree of
confidentiality.

3,20

4,66

GS002270.07

The system enables to assign &
degree of certainty to &ealth
item.

2,50

3,66

GS002271.07

The system enables to assign &
degree of severity to a health
item.

3,20

3,66

GS002272.07

The date of validity of a health
item can be imprecise.

3,50

3,00

GS002274.04

Each version of a health item
has a specified origin (practice,
third party, device...).

4,30

2,66

GS002275.01

The degree of confidentiality
assigned to health items can bg
based on its content.

2,70

2,00

GS002276.01

Each version of a health item
can have an access level.

2,20

1,33

GS002277.01

The system enables the author
of a version of a health item to
assign a level of access.

2,00

1,33

GS002278.01

The system enables to assign &
default level of access for each
user.

4,00

5,00

GS002279.01

Thesystem enables to assign a
different level of access for
reading or writing.

4,00

5,00

GS002280.01

The system enables to assign &
importance to each version of
health item.

3,00

2,00
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3,93
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3,43

3,25

3,48

2,35

1,77

1,67

4,50

4,50

2,50
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GS002284.01

A default degree of
confidentiality for reador write
can be assigned to a version of
health item based on the acces
rights of the user.

2,60

2,66

GS002307.07

Each patient and his EHR is
uniquely and persistently
identified within the system.

4,60

5,00

GS002379.07

The system is abl® label a
health item as a diagnostic
statement (problem, health
issue, hypothesis,...).

3,80

4,00

GS002416.04

The system masks health items
that are not accessible based o
access rights or confidentiality.

4,50

5,00

GS002433.07

The systenenables the user to

add local and/or personal items|
to the shared or distributed pick
lists and/or the reference tableg

3,80

3,50

GS002434.07

The system identifies local
and/or personal items added to
the shared or distributed pick
lists and/orreference tables
differently.

3,30

4,00

GS002435.07

The system does not allow to
erase the default items from a
distributed pick list or reference
table.

2,50

4,50

GS002436.07

The system enables the user tg
mask items of a default pick list
or reference table.

2,50

3,00

GS002438.07

The system guarantees a corre
code mapping when using a
proprietary term list to code
health items.

4,20

4,33

GS002439.04

The system enables the user tg
add terms to the proprietary
coding lists.

3,30

3,50

GS002524.07

A domain specific scenario can
be a sequence of specific and
non specific interfaces.

3,50

1,00

GS002621.01

It is possible to see if data has
been modified.

4,50

4,00

GS002648.01

The system is able to link all the
documentation (and services) o
one single patient contact
related to a defined care
approach (intended outcome)
for one single health issue. Thig
concept has been identified as
"partial contact".

3,00

4,00

GS002650.01

The system enables the user
label any kind of health item as
a health issue.

3,20

3,00
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2,63

4,80

3,90

4,75

3,65

3,65

3,50

2,75

4,27

3,40

2,25

4,25

3,50

3,10
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GS002651.07

The system stores the date and
time of cosigning a health item.

3,30

3,66

GS002662.04

Each version of a health item
can be commented by an
authorised and identifiedhird
party and will be labelled as
such.

3,20

3,00

GS002663.07

The system stores the identity ¢
the author of a comment on a
version of health item as well a4
date and time of registration of
that comment.

4,00

3,00

GS002672.03

The piclists and reference
tables offered by the system ar¢
the same for all the users of the
same application.

4,20

5,00

GS002673.07

The items of a pick list or
reference table are coded, to
improve interoperability.

4,00

5,00

GS002674.03

The itemsof a proprietary
reference table or pick list are
mapped to the nationally or
regionally agreed reference
table or pick list.

3,50

5,00

GS002675.04

The mapping between a
proprietary reference table or
pick list and the nationally or
regionallyagreed counterparts
has been validated by enforced
authorities.

3,80

5,00

GS002838.04

The system enables to link one
Or more services to one or morg
problems associated with a
patient.

3,80

5,00

GS003199.01

The system enables free text
annotation or comment to any
version of a health item.

2,50

2,66

GS003200.01

The system enables free text
annotation or comment to any
permanent or original collection
of health items, e.g. prescriptior
items.

2,50

2,00

GS003201.01

The systenenables free text
annotation or comment to any
document.

3,20

2,66

GS003654.01

The system enables patient
entered data to be approved by
a EHR responsible health care
professional before inclusion in
the EHR.

2,80

4,33

GS003714.01

The systenenables the user to
mark a chart/encounter note as

completed.

3,30

2,66
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3,48

3,10

3,50

4,60

4,50

4,25

4,40

4,40

2,58

2,25

2,93

3,57

2,98
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GS003763.07

The system accepts photograp
as EHR items.

4,30

3,00

GS003764.01

The system accepts scanned
images as EHR items.

4,50

3,00

GS003765.01

The systenaccepts recorded
speech fragments as EHR item

3,50

3,00

GS003952.04

The system does not display
deleted health items, audit trailg
excepted.

3,80

4,33

GS003953.01

The system does not include
deleted health items in clinical
documentation orexport, for
audit purposes excepted.

3,80

4,33

GS003954.07

The system does not take
deleted health items in
consideration when performing
decision support and practice
management algorithms.

4,30

4,33

GS004008.01

The system enables to erase
local and/or personal items of &
pick list or reference table,
provided that this item has not
been used in any patient file.

3,80

3,00

GS004011.01

The degree of confidentiality
assigned to health items can bg
based on their nature (textual
data,documents, clinical
statements, measurements
etc...).

3,20

3,33

GS004016.01

The system offers a pick list to
register the degree of certainty
of a health item.

3,20

3,00

GS004017.01

The system offers a pick list to
register the degree aseverity of
a health item.

3,50

3,33

GS004018.01

The system offers a pick list to
register the degree of
importance of a health item.

3,50

3,50

GS004024.01

Comments added to a health
item can be displayed together
with that health item.

3,80

3,33

GS004030.01

The system always offers the
possibility to represent data as
they were entered by means of
a data entry template.

4,30

2,33

GS004032.01

Health items with linked third
party comments can be
recognised as such when
displayed.

4,00

3,00

GS004977.01

The system enables the user tg
change the status of a health
item and to do this without re

entering the item.

4,50

4,33
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3,65

3,75

3,25

4,07

4,07

4,32

3,40

3,27

3,10

3,42

3,50

3,57

3,32

3,50

4,42
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GS004982.0] The system is able to display

health items by a user defined 2,50 3,66 3,08
sort order.

GS004983.0] The system is able to store for
each predefined list of health 2,50 3,00 2,75

items a user defined sort order.
GS005436.0] The system stores each health

) . 3,30 2,00 2,65
event as a unique discrete entry
GS005437.0] The system storelealth item
attributes as discrete data 3,50 4,00 3,75
elements.
GS005442.0] The system documents for eacl
3,30 3,50 3,40
data element the source.
GS005443.01 Each health item is stored as a
: 3,30 4,00 3,65
discrete element.
GS005723.01 Each version of a health item
can be commented by a
2,80 1,66 2,23

properly identified patient and
will belabelledas such.

Table 6 A09 statements: scores for importance

15.9 Feasibility score given to the Statements of the EuroRec Seal

The feasibility of each individual statement included in the EuroRec Seal w@$o now ¢

gt ARFGSR o6& AGSEUGSNYI LTt ARIFIG2NBE AY ¢ RAT
number of years. Asco ¥ n YSlIya &Sdé daaildl yRFENRE | OFAf Il o
means that it will take five years or more before this criterion will be met by the market.
Theresultsaredisplayed in the next table.

Each figure represents an average score for a gieentry.

The total average score is 1,39 on a maximum of 5. This means that in general the EuroRec Seal
Level 2 statements are considered to be implementable within a period of 17 months.

The cross country average per statement variegerthelessrom 0,32 to 3,08.

Luxemb.| Belgium| Bulgaria | CzecR | Portugal

0,60 0,32 3,03 0,66 2,39
Table 7 EuroRec Seal Level 2 average scores for feasibility

This huge difference indicates clearly a different degree of maturity of the mauikiet
a difference between Belgium, Luxembourg and the Czech Republic on one hand and
the Eastern Member States Bulgaria and Romania on the other hand.

The three first countries have criteria with a score 0,00 (= yet standard available)
while Bulgaria ad Romania
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The three criteria with the lowest average score, which means highest feasibility,

are:
The system shall include the information
GS001519.04 | necessary to identify each patient, 0,00 0,00 1,81 0,00 1,50 0,66
including the first name, surname, gender
and date of birth.
GS001512.01 32; system enables to link a role to a |, 0,20 2,27 0,00 1,70 0,87
Each patient and his EHR are uniquely
GS002307.02 | and persistently identified within the 0,00 0,00 2,36 0,00 2,30 0,93
system.
Table 8 EuroRec Seal Level 2 three best statements for feasibility
The difference between the mature markets and the Eastern European
countries is obvious.
The three criteria with the highesasttimedatakge scor e
before being generally implemented / available, are:
The system takes the access rights into
GS002415.04 | account when granting access to health 3,00 1,75 2,81 0,67 2,70 2,19
items, considering the role of the care
provider towards the patient.
GS001598.02 | A complete history of the versions of a 1,50 1,50 4,45 0,50 3,00 219
health item can be presented. '
The system enables to assign different
GS002269.01 | access rights to a health item (read, 3,00 1,80 3,36 0,75 3,00 2,38
write,...) considering the degree of
confidentiality.

Table 9 EuroRec Seal Level 2 three worst statements for feasibility

More especially selective access management seems to a difficult issue. This
is surely partially due to the lack of generally acceptable rules or guidelines
or options taken by the National of Regional Health Authorities on how to
i mpl ement a kkydproifvaicsyt ipcol i cyo.

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools 60/84



CIP-ICT PSP-238912

Thematic Network EHR-Q™

Eurorec ID Statement BelLux Belgium | Bulgaria | CZ Portugal | Average
GS001512.01 | The system enables to link a role to a user. 0,20 0,20 2,27 0,00 1,70 0,87
GS001s10.04 | [he=/tem shal e e lormaton necessany o detfy schpatert nokng | g0 | 000 | 1s | om0 | 1% | 066
GS001523.03 I'Lgtiesaltis\t;rgrfdn?é)gljﬁattr;erycraepgﬂirre;rc:]fee:]lisp.atient demographic data necessary to meet 0,00 0.00 236 0,50 2.30 1,03
GS001531.02 | The system displays all current health problems associated with a patient. 0,40 0,00 1,72 1,50 2,00 1,12
GS001537.03 | Each version of a health item has a date and time of data entry. 0,30 0,00 2,27 0,50 1,70 0,95
GS001538.02 | Each version of a health item identifies the actor who has actually entered the data. 0,40 0,20 2,45 0,50 1,70 1,05
GS001539.02 | Each update of a health item results in a new version of that health item. 1,50 0,20 3,36 1,00 2,30 1,67
GS001544.04 g:;ysz?tsglfﬁpi)tggtss- the use of clinical coding systems, where appropriate, for data 0.40 0.00 3,09 1,25 2.00 1,35
GS001550.06 | The system presents a current medication list associated with a patient. 0,20 0,20 3,09 1,75 2,00 1,45
GS001559.02 | The system presents a medication history associated with a patient. 0,00 0,00 2,81 1,25 2,30 1,27
GS001573.02 | The current medication list can be printed. 0,40 0,00 3,27 1,25 2,30 1,44
GS001577.03 | The system provides a catalogue of medicinal products. 0,00 0,00 3,18 0,00 2,30 1,10
Gs001s790.02 | AN ora el fo e st of a6 e creuten e, | ago | ogo |3 | 1m0 | 200 | 166
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GS001590.02 | The systems presents a list of allergens with an active status. 0,60 0,20 3,36 2,67 2,70 1,91
GS001593.02 %(—:éllittiggufjf a health item results in a new version of that health item with a status 1,30 1.25 3.36 075 230 1,79
Gsoossasca | SR ersn o st s s pen oo e comentof tatrson | g0 | oz | ze | 0@ | 20 | 140
GS001595.01 | Each change of status of a health issue results in a new version of that health issue. 2,10 0,40 3,27 0,67 1,70 1,63
GS001598.02 | A complete history of the versions of a health item can be presented. 1,50 1,50 4,45 0,50 3,00 2,19
GS001610.03 | The system enables to document a patient contact. 0,30 0,33 3,27 0,50 2,70 1,42
GS001611.01 \-mﬁ fggtt%rztgzne:Ple to present for one patient contact all the documentation associated 0,30 1,00 3.45 1,25 3.00 1,80
GS001638.01 | The system presents a history of the results for discrete lab tests. 0,50 0,20 2,81 0,50 2,70 1,34
GS001901.02 | Each version of a health item has a date of validity. 1,70 1,00 3,18 0,67 3,70 2,05
GS001932.01 | The system supports concurrent use. 0,00 0,00 2,90 1,25 1,00 1,03
GS001947.02 ;’S;zﬁfyu?earlgas confidential information only accessible by appropriately 0,20 0.40 3.45 0,75 1,70 1,30
GS002175.02 -FI)-SI?C?./Stem enables the implementation of a privilege and access management 0,20 0,50 2.90 033 170 1,13
GS002182.01 | The audit log contains the registration of users logging in or out. 0,20 0,20 3,09 0,00 1,70 1,04
GS002184.01 | The audit log contains the registration of security administration events. 1,40 0,60 2,90 0,25 2,30 1,49
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GS002198.02 | Audit logs cannot be changed after recording. 0,20 0,75 3,18 0,50 2,30 1,39

GS002211.01 | The system enables a user to change his password. 0,00 0,20 3,45 0,50 1,30 1,09

GS002243.01 | Security service issues and operation of the system are well documented. 0,80 0,75 3,27 0,00 2,70 1,50

GS002265.01 | Each health item is uniquely and persistently associated with an identified patient. 0,00 0,00 3,09 0,25 2,30 1,13

GS002266.01 | Each version of a health item is uniquely and persistently identified. 0,60 0,00 2,81 1,25 2,30 1,39

GS002268.01 | Each user is uniquely and persistently identified. 0,00 0,00 3,45 0,25 2,30 1,20
The system enables to assign different access rights to a health item (read, write,...)

GS002269.01 considering the degree of confidentiality. 3,00 1.80 3,36 0.75 3,00 2,38

GS002281.01 | All patient data can be accessed directly from the patient record. 0,00 0,20 2,81 0,50 3,30 1,36
The system distinguishes administrators, privileged users and common users.

GS002287.02 | Administrators assign privileges and/or access rights to privileged and common users. 0,20 0,50 2,27 1,00 2,70 1,33
Privileged users assign privileges and/or access rights to common users.

GS002300.02 | The system is available in the languages required by the regulatory authorities. 0,00 0,00 3,27 1,25 4,30 1,76

GS002307.02 | Each patient and his EHR is uniquely and persistently identified within the system. 0,00 0,00 2,36 0,00 2,30 0,93
The system is able to make a distinction between patients with same name, first

GS002312.01 name, gender and date of birth. 0,40 0,20 3,18 0,00 2,00 1,16
The system takes the access rights into account when granting access to health

GS002415.04 items, considering the role of the care provider towards the patient. 3,00 175 2,81 0.67 2,70 2,19
The system offers to all the users nationally approved coding lists to assist the

GS002437.04 structured and coded registration of health items. 1,20 0,00 327 0.33 3,00 1,56
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GS002489.02 | Data entry is only done once. Entered health items are available everywhere required. 0,00 0,00 2,81 0,00 2,70 1,10
GS002497.03 The system displays patient identification (name, first name, age and sex) on each 0,20 0.20 3.45 025 2.00 1.22
data entry interface. !
GS002582.02 Thg syst_e_m displays, when prescribing a me(_j!cmal product, known allergies of the 0.30 0.00 3.36 050 3.00 1.43
patient, if it does not alert the user for a specific allergen. !
GS002625.01 | The system enables the user to modify patient's administrative data. 0,00 0,00 3,27 0,25 2,50 1,20
GS002638.01 The system _dlstmgmshes aptual or actlve‘me‘dlce_ltlon |t_em_s from_pas_t medication 1,20 0.00 2.45 0,00 2.70 127
items when including and displaying medication items in lists or in a journal. !
GS002639.01 | The system enables the user to modify health items, if legally admitted. 1,30 0,00 3,27 0,25 3,00 1,56
GS002655.02 Th_e sys_t(_em has a timeout function, terminating a session after a configurable period 0,40 0.00 2.45 075 2.30 1.18
of inactivity. )
GS003787.01 The system has a consistent way to present clinical alerts, e.g. red colour for 0,20 0.00 3.45 075 2.70 1.42
abnormally and/or high lab results. !
A medication list presents at least the following elements: identification of the
GS004729.02 | medicinal product (package), starting date, date of the latest prescription, dosing 0,00 0,00 3,27 1,25 2,30 1,36
instructions (structured or as a textual expression)

Table 10 EuroRec seal Level 2 scores for feasibility

Graphically represented.
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Figure 33: Feasibility of EuroRec Seal Level 2 statements
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15.10 Feasibilitys cor e gi ven to t
We have only a |imited input f
in table.

or t

Thematic Network EHR-Q™

he

he

Afgenerico

nfeasi

As yet explained, the lower the score the less time required for the implementation
of the individual statements and the lower the average number of years required.

The figures for these A09 Generic statements are quite similar to the ones for the
EuroRec Seal level 2. This indicates that most of the functional requirement are
either yet implemented or implementable within a reasonable time.

N°

Eurorec ID

Statement

BeLux

Serbia

Croatia

Average

GS001537.03

Each version of a health item has a
date and time of data entry.

0,30

0,00

0,50

0,27

GS001538.07

Each version of a health item
identifies the actor whdas actually
entered the data.

0,40

0,00

0,50

0,30

GS001539.07

Each update of a health item resultg
in a new version of that health item.

1,50

0,00

0,70

0,73

GS001578.07

The system enables to capture the
reason for removal or
discontinuation of &ealth item.

1,00

0,66

1,10

0,92

GS001579.05

Each version of a health item has a
status of activity.

1,30

0,00

0,80

0,70

GS001592.02

The system enables to specify for
each change of status of a health
item the reason why.

1,00

0,33

0,90

0,74

GS001593.02

Deletion of a health item results in g
new version of that health item with
a status "deleted".

1,30

0,00

1,10

0,80

GS001594.02

Each version of a health item has a
person responsible for the content g
that version. The person responsiblg
for the content can be a user or a
third party.

0,80

1,00

0,50

0,77

GS001595.01

Each change of status of a health
issue results in a new version of tha
health issue.

2,10

0,00

0,80

0,97

10

GS001598.02

A complete history of the versions o
a healthitem can be presented.

1,50

0,66

0,70

0,95

11

GS001601.04

The system enables to precise that
free text data entry is accepted for
that health item.

0,30

0,00

0,30

0,20

12

GS001602.04

The system enables to precise that
structured data are required fahat
health item.

0,00

0,00

1,00

0,33

13

GS001603.01

A health item can be the absence o

a condition for a given patient.

1,30

0,00

1,40

0,90

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools

66/84

( AO ¢

N

tyo



CIP-ICT PSP-238912

14

GS001616.01

Each version of a health item has a
status of completion of data entry; i
progress or completed.

1,00

1,00

Thematic Network EHR-Q™

0,90

0,97

15

GS001617.01

Updates to a version of a health iten
"in progress" do not result in a new
version of that health item.

0,80

0,00

1,10

0,63

16

GS001618.01

Each version of health item can be
signed by one or more users.

1,30

2,00

1,10

1,47

17

GS001619.07

The system stores the identity of
each user cesigning a version of a
health item.

1,30

2,00

0,90

1,40

18

GS001621.01

Health items can be filtered and/or
sorted according to the user
responsible for the data entry.

1,50

0,66

0,50

0,89

19

GS001622.01

Health items can be filtered and/or
sorted according to the user
responsible for their content.

1,50

1,00

0,80

1,10

20

GS001629.01

Each health item can be disputed by
or on behalf of the patient and
labeled as such.

1,50

0,66

2,20

1,45

21

GS001631.02

The system identifies health items
completed by or on behalf the
patient.

1,50

2,00

1,60

1,70

22

GS001711.01

The system stores an audit event
each time a reminder is presented.

1,00

1,00

1,40

1,13

23

GS001901.07

Each version of health item has a
date of validity.

1,70

0,00

0,70

0,80

24

GS001935.07

The system prevents concurrent
users to update simultaneously the
same record element.

0,00

0,66

0,50

0,39

25

GS001945.01

The system enables the user to
designate individual healtitems as
confidential.

1,80

0,33

1,60

1,24

26

GS001946.01

The system distinguishes different
degrees of confidentiality.

2,00

1,33

1,60

1,64

27

(GS001948.01

The system takes the degree of
confidentiality into account when
granting access to health items,
considering the role of the care
provider towards the patient.

2,80

1,66

0,70

1,72

28

GS002127.01

The system enables to uniquely
identify documents.

0,00

0,00

0,60

0,20

29

GS002261.01

The system distinguishes current ar
past data.

0,80

0,00

0,70

0,50

30

GS002265.01

Each health item is uniquely and
persistently associated with an
identified patient.

0,00

0,00

1,10

0,37

31

GS002266.01

Each version of a health item is
uniquely and persistently identified.

0,60

0,00

0,30

32

GS002267.01

Each health itenis associated with a
label specifying its nature.

1,00

2,00

1,50

33

GS002269.01

The system enables to assign
different access rights to a health
item (read, write,...) considering the

degree of confidentiality.

0,50

0,00

0,25
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34

GS002270.07

The systenenables to assign a
degree of certainty to a health item.

1,00

1,66

Thematic Network EHR-Q™

1,33

35

GS002271.07

The system enables to assign a
degree of severity to a health item.

1,00

1,33

1,17

36

GS002272.04

The date of validity of a health item
can be imprecise.

1,00

1,50

1,25

37

GS002274.04

Each version of a health item has a
specified origin (practice, third party|
device...).

1,30

1,66

1,48

38

GS002275.01

The degree of confidentiality
assigned to health items can be
based on its content.

2,80

2,00

2,40

39

GS002276.01

Each version of a health item can
have an access level.

3,00

2,33

2,67

40

GS002277.01

The system enables the author of a
version of a health item to assign a
level of access.

3,00

2,33

2,67

41

GS002278.01

The system enables to assign a
default level of access for each use

2,00

0,00

1,00

42

GS002279.01

The system enables to assign a
different level of access for reading
or writing.

2,30

0,00

1,15

43

GS002280.01

The system enables to assign an
importance to each version of healtf
item.

2,70

1,00

1,85

44

GS002284.01

A default degree of confidentiality
for read or write can be assigned to
version of a health item based on th
access rights of the user.

3,70

2,00

2,85

45

GS002307.07

Each patient and his EHR is unique
and persistently identified within the
system.

0,00

0,00

0,00

46

GS002379.07

The system is able to label a health
item as a diagnostic statement
(problem, health issue,
hypothesis,...).

1,00

0,00

0,50

47

GS002416.04

The system masks health items tha
are not accessible based on access
rights or confidentiality.

1,00

0,00

0,50

48

GS002433.02

The system enables the user to add
local and/or personal items to the
shared or distributed pick lists
and/or the reference tables.

0,50

0,50

0,50

49

GS002434.02

The system identifies local and/or
personal items added to the shared
or distributed pick lists and/or
reference tables differently.

1,30

0,50

0,90

50

GS002435.02

The system does not allow to erase
the default items from a distributed
pick list orreference table.

1,30

0,00

0,65

51

GS002436.07

The system enables the user to ma
items of a default pick list or

reference table.

1,50

0,00

0,75
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52

GS002438.05

The system guarantees a correct
code mapping when using a
proprietary term list to coddnealth
items.

2,00

0,33

Thematic Network EHR-Q™

1,17

53

GS002439.04

The system enables the user to add
terms to the proprietary coding lists.

1,30

0,00

0,65

54

GS002524.07

A domain specific scenario can be g
sequence of specific and non specif
interfaces.

0,30

3,00

1,65

55

GS002621.01

It is possible to see if data has been
modified.

1,50

0,33

0,92

56

GS002648.01

The system is able to link all the
documentation (and services) of ong
single patient contact related to a
defined care approach (intended
outcome) for onesingle health issue.
This concept has been identified as
"partial contact".

1,80

0,00

0,90

57

GS002650.01

The system enables the user to labé
any kind of health item as a health
issue.

1,50

2,50

2,00

58

GS002651.02

The system stores the date atithe
of co-signing a health item.

1,50

1,33

1,42

59

GS002662.04

Each version of a health item can bq
commented by an authorised and
identified third party and will be
labelled as such.

2,00

1,66

1,83

60

GS002663.07

The system stores the identity of the
author of a comment on a version o
health item as well as date and timg
of registration of that comment.

2,00

1,33

1,67

61

GS002672.03

The pick lists and reference tables
offered by the system are the same
for all the users of the same
application.

0,30

0,00

0,15

62

GS002673.07

The items of a pick list or reference
table are coded, to improve
interoperability.

1,80

0,00

0,90

63

GS002674.03

The items of a proprietary reference
table or pick list are mapped to the
nationally or regionally agreed
reference table or pick list.

2,30

0,33

1,32

64

GS002675.03

The mapping between a proprietary,
reference table or pick list and the
nationally or regionally agreed
counterparts has been validated by
enforced authorities.

5,00

0,00

2,50

65

GS002838.03

The system enables to link one or
more services to one or more
problems associated with a patient.

1,30

0,00

0,65
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66

GS003199.01

The system enables free text
annotation or comment to any
version of a health item.

2,30

1,66

Thematic Network EHR-Q™

1,98

67

GS003200.01

Thesystem enables free text
annotation or comment to any
permanent or original collection of
health items, e.g. prescription items

3,50

2,00

2,75

68

GS003201.01

The system enables free text
annotation or comment to any
document.

1,30

0,33

0,82

69

GS003654.01

The system enables patieshtered
data to be approved by a EHR
responsible health care professiona
before inclusion in the EHR.

2,80

1,00

1,90

70

GS003714.01

The system enables the user to ma
a chart/encounter note as
completed.

1,30

0,33

0,82

71

GS003763.02

The system accepts photographs ag
EHR items.

0,00

0,33

0,17

72

GS003764.01

The system accepts scanned image
as EHR items.

0,00

0,33

0,17

73

GS003765.01

The system accepts recorded spee(
fragments as EHR items.

0,00

0,33

0,17

74

GS003952.03

The system does not display delete
health items, audit trails excepted.

1,00

0,00

0,50

75

GS003953.01

The system does not include delete
health items in clinical
documentation or export, for audit
purposes excepted.

1,00

0,00

0,50

76

GS003954.07

The system does not take deleted
health items in consideration when
performing decision support and
practice management algorithms.

1,00

1,00

1,00

7

GS004008.01

The system enables to erase local
and/or personal items of a pick list g
reference table, provided that this
item has not been used in any
patient file.

0,80

2,66

1,73

78

GS004011.01

The degree of confidentiality
assigned to health items can be
based on their nature (textual data,
documents, clinical statements,
measurementstc...).

2,80

2,50

2,65

79

GS004016.01

The system offers a pick list to
register the degree of certainty of a
health item.

2,50

2,00

2,25

80

GS004017.01

The system offers a pick list to
register the degree of severity of a
health item.

1,30

1,66

1,48

81

GS004018.01

The system offers a pick list to
register the degree of importance of

a health item.

1,50

2,50

2,00
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82

GS004024.01

Comments added to a health item
can be displayed together with that
health item.

1,30

1,00

1,15

83

GS004030.01

The systemalways offers the
possibility to represent data as they
were entered by means of a data
entry template.

0,30

0,00

0,15

84

GS004032.01

Health items with linked third party
comments can be recognised as su
when displayed.

1,30

2,33

1,82

85

GS004977.01

The system enables the user to
change the status of a health item
and to do this without resntering
the item.

0,00

0,33

0,17

86

GS004982.01

The system is able to display health
items by a user defined sort order.

1,50

1,00

1,25

87

GS004983.01

Thesystem is able to store for each
predefined list of health items a use
defined sort order.

1,00

1,66

1,33

88

GS005436.01

The system stores each health ever
as a unique discrete entry.

1,00

3,00

2,00

89

GS005437.01

The system stores health item
attributes as discrete data elements

1,50

0,66

1,08

90

GS005442.01

The system documents for each dat
element the source.

1,80

0,50

1,15

91

GS005443.01

Each health item is stored as a
discrete element.

1,30

0,50

0,90

92

GS005723.01

Each version of health item can be
commented by a properly identified
patient and will be labied as such.

3,00

1,00

2,00
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Initial validation of the A10.0 Statements (Medication i
Selection & Item Content)

The A10.0 Statements (Medication Selection & Item Content) was chosen by ProRec-
BE to be validated by the suppliers participating to the Belgian National Workshop
(for the Dutch speaking part of the country).

None of the other partners did choose the same set. Averages do not have any
senses, except the average score for importance for the complete set (3,20 = similar
to the A09 statements) and the average score for feasibility for the complete set
(0,78 = feasible within 10 months time)

Eurorec ID Statement Imp. | Feasib.
GS001549.04 The system enables to enter medication items. 4,80| 0,00
GS001551.03 The system records prescribing medicinal products. 4,60| 0,00
GS001553.01 :;2; identity of the prescriber is linked to each (version of eawdication 4.40| 0,00
GS001554.01 The 'sys.tem. stores the dates of the prescriptions linked to the appropriate 460| 0,40
medication item.

GS001555.0] Each medication item has a start date. 4,40 | 0,00

GS001556.0] Each medication item may have a datidast modification. 3,80 | 0,40

GS001557.03 Each medication item may have one or more dates of renewal. 3,20 1,00

GS001558.0] Each medication item can have an end date. 4,00| 0,40

GS001560.04 A med_lcat|on item can be entered by an authorised user othan the 400| 0,40
prescriber.

GS001561.04 A m(.adlc.anon item can be a prescription as well as ap@scription 420| 0,00
medication.

GS001562.01 A mgdmaﬂon item can be an over the counter product or a complementary| 3.80| 0,20
medicinal product.

GS001565.01 The system stores when appropriate for each medication item the dose or 400| 0,60
strength.

GS001566.01 The _system stores when appropriate for each medication item the route of 3.00| 0,80
administration.

GS001567.04 The _s;_/stem stores wheapproprlate for each medication item the number of 420| 0,00
medicinal product units per take and the number of takes per day.

GS001568.01 The s_ystem stores vvhen approprl|a_te.for each medication item the frequen 4.40| 0,00
applying the day regimen of administian.

GS001569 01 The s_ystem stores When approprlla_te for- each medication item the duration 400| 0,20
applying the day regimen of administration.

GS001570.04 The system stqres when appropriate for each medication item the number 260| 1,20
productunits dispensed.

GS001576.03 The system links a coded identifier to each medication item. 4,40 | 0,00

GS001577.03 The system provides a catalogue of medicinal products. 4,40 | 0,00

GS001581.01 The _system allows_ fr(?e tex_t or uncoded medm_ahlxmnns if z_in_d only if the 2.00| 0,80
medicinal product isn't available in the coded list of medicinal products.

GS001584.0] The system enables to enter that a patient takes no medication at all. 2,00| 2,00
The system accepts fully structured acatlified health items sent in a

GS001649.07 standardised format from an external source and integrates them in the 4,00| 0,25
patient's record.

GS001670.04 A coded list of medicinal products enables search on both the generic and 3.80| 0,40
brand name or part of the name.

GS001671.01 A coded list of medlcmal products enables to search on the price per pack 260| 0,60
and/or per product unit.

GS001674.03 The system stores when appropriate for each prescribed medicinal produc| 3,25 | 0,25
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prescribed number of medicingroduct units per take and the number of
takes per day.
GS001675.04 The system stores Fhe number of medicinal produpt units prescribed and/o 3.60| 0,00
the number of medicinal product packages prescribed.
GS001678.04 The system enablgs B};Iect a medlglnal product by therapeutic class, active 3.40| 0,60
ingredient or combination of ingredients.
The system enables the use of fractional amounts of medicinal product un
GS001697.04 a day regimen (at product level) as well asnedication administration 3,20| 0,60
overview (at patient level).
GS002401.01 The system oﬁers tp all the users the same coding list to assist the structu 375| 0,00
and coded registration of a medication item.
GS002438.0 The system guaranteescarrect code mapping when using a proprietary ter 400| 0,00
list to code health items.
The system is able to express the quantity prescribed as number of
GS002445.03 pharmaceutical product units or as a number of medicinal product packagg 3,40 | 0,20
with a numberof pharmaceutical product units per package.
GS002446.03 The system enables to register and to display irregular day regimens. 3,20| 0,80
GS002447 04 The system enables to register the relation between the prescribed medici 3.40| 0,20
products andmeals.
GS002450 .04 The me@cmal product database offers, at thg point of prescription, price 3.00| 0,00
information on the selected product and equivalents.
GS002452 04 The me@cmal product datab_ase offers, at the point of prescription, 2.80| 0,20
information on the therapeutic class of the product as well as the monogra
GS002458.01 The systgm offers a database of ingredients to enable an extratemporaneq 3.00| 080
prescription.
GS002459 04 The system store; the composition of extratemporaneous medicinal 3.80| 0,00
product as a text in the EHR.
GS002460.04 The syst_em stores the comp_osmon of an extratemporaneous medicinal 2.80| 1,40
product in a structured way in the EHR.
GS002463.04 The system enables the prescription of@ttratemporaneous medicinal 420| 0,00
product.
GS002469 04 Thg sy_stem offers a formulary <_)f _pfermatted prescriptions for a given 2.80| 1,60
indication at the point of prescription.
| The system offers direct encoding or a validated mappirg chemical
GS002555.07 substance as allergen using the CAS code of the substance. 225 2,50
| The system offers direct encoding to the ATC of the active ingredient(s) of
65002562.07 medication item or at least a validated mapping to those ATC codes. 2,80 0,60
1 The system offers direct encoding to the CAS code of the active substance
6S5002563.07 a medication item or at least a validated mapping to those CAS codes. L75| 2,50
The system offers when issuing a medicinal product package prescrifitémt
GS002564.03 encoding of the package or a validated mapping to the national medicinal | 3,00 | 0,25
product package code.
The system offers when issuing a medicinal product prescription direct
GS002566.03 encoding or a validated mapping to the CAS code ofittan) active 2,00| 2,50
substance(s).
GS002582 04 The sy.stem-d!splays, when prescribing a medmmgl product, known allergie 3.00| 0,20
the patient, if it does not alert the user for a specific allergen.
GS002841.01 The _|der_1t|ty_ of the origingbrescriber is linked to each (version of each) 3.20| 0,40
medication item.
GS003126.04 The_ system enables the prescrlp_tlon of a medlcmal product identified on th 3.80| 0,00
basis of the INN name of the active ingredient(s).
GS003183.04 The S)_/stem enablds capture the reason for modifying a medication item, e 2.80| 0,80
its regimen.
GS004558.01 T.he system gnables the user to enter that a patient takes no medication fo 220| 2.20
given health issue.
GS004578.0] The original prescriber ofmedication can be a user of the actual EHR systg 2,80 | 0,60
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The system enables to enter a textual expression as posology of a medicir]

GS004634.01 3,80| 0,20
product.
The medicinal product database offers, at the poinpadscription or

GS004642.04 administration as well as for medication management within the patient 2,50| 2,00
record, administration device related information.
The medicinal product database offers, at the point of prescription or

| administration as wellsfor medication management within the patient

6S004643.03 record, information on malleability, divisibility and solubility of the medicina 1,801 1,80
product.
The medicinal product database offers, at the point of prescription or

GS004645.0 adm|n|sFrat|on as weks fpr med|cat|on ma}nagement within the pqtlent 225| 0,50
record, information (qualitative and quantitative) on the composition of the
medicinal product.

GS004649 04 The medlc!nal product databas_,e_ offers, at the point of prescription, cross 1.40| 3,20
borderequivalents for the medicinal products.

GS004650 01 l"l'dh:VisC)gsstlclam enables the prescription of care or nursing products, bandage 3.00| 0,40

GS004788.01 Active substanges or mg_redlentr_s as well as (_ax0|p|ents can be registered ag 375| 0,50
allergens, causing allergic reactions to a patient.

GS004793.01 The list nor the order_of med|C|naI prqducts displayed for selection is 3.60| 0,00
influenced by promotional considerations.

GS004796.0] The coded list of medicinal products enalbdesirch on the ATC class. 3,20| 0,40

GS004797.04 The system enables to select a medicinal product by indication. 3,00| 2,25

GS004798.01 The syst_em enables the user to sort the listed medicinal products 3.20| 0,20
alphabetically.

GS004799 01 The §ystemanables to select a sort definition as his default sort of the list of 2.00| 1,00
medicinal products.
The system enables to display complementary social security related

GS004800.03 information while listing medicinal products e.g. per ATC Class or per 250 2,25
indication.

GS004801.01 The _system dl_splays origin and date of the information source when displa 200| 2,25
the list of medicinal products.
The system offers, in the national language(s), easily accessible informatig

GS004851.0] the meaning of icons, alert and information indicators provided by the systq 2,40 | 1,60
or from the medicinal product database.

GS004874.01 I1(':\1/((eelsystem identifies medicinal products by a national code, at (brand) na 450| 0,75

GS004875.0] The systenidentifies medicinal product packages by a national code. 3,40| 0,40

GS004877.01 The system re_c_ords for each prescribed medicinal product the version and 1.80| 1,80
ID of the medicinal product database used.

GS004880 01 The system do not present apwblicity for any product that can be 2.80| 0,00
prescribed.
The system informs the user about the ID and the date of the version of th¢

GS004881.01 medicinal product database used for the patient safety and quality 2,67| 2,67
surveillance.

GS004984.01 Thesystem storg; additional |QenF|W|ng information of th.e effectively 3.00| 325
dispensed medicinal product, if different from the prescribed one.

GS004993 .01 The §ystem |s_abl_e tp store both the_ br_ano! name and the generic name to 2.20| 0,20
identify a medicatioritem or a prescription item.

GS004994.01 The system_ indicate, Whep prescribing, t_he_ legal category of the medicinal 3.00| 0,40
product, being a prescription or ngorescription product.

GS004995.0] The system alerts the user when prescribinguaticensed medicinal product.| 2,25 | 1,25

GS005012.04 The system alerts the user on possible interactions between food (includin 3.00| 1.40

beverages) and prescribed medicinal products.
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Table 12 A10.0 Statements: scores for importance and feasibility

16 Validation by use
16.1 Quality Labelling against Seal Level 1 and Level 2

Several industrial products were validated against the EuroRec Seal Level 1 and
others against Seal Level 2.

Documenting the compliance with the EuroRec Seal criteria is at the same time
proving that the criteria are realistic and feasible.

No major problems rose for the suppliers. This does not mean that the products were
ready when starting the process. The suppliers of the yet labelled systems declared
they needed between one and three weeks development to meet all the criteria of
the Seal or at least to be able to document in a convincing way their compliance to
the different criteria.

By the certification of an EHR system in Denmark, some criteria were experienced as
difficult to verify. Thi s does not mean that these statements
issues. This is more especially the case for the following statements:

1 GS002265.1 Each health item is uniquely and persistently associated with
an identified patient.

1 GS002266.1 Each version of a health item is uniquely and persistently
identified.

1 GS002268.1 Each user is uniquely and persistently identified.

Theproblem is mainly how fAper si stcensdartiupndvilladsaussbe ver i
this issue at its next meeting in Lisboa, June 17-18, 2011.

The following products were validated.

Seal
productName version | Level | organisation orgaddressl | orgcity country
Health Ireland Ballynattin
Health One 6 1| Partners House Arklow Ireland
Helix Practice
Manager 1 1 | Helix Health Dublin Ireland
Waterloo
Complete GP 2.1 1| Complete GP House Mallow Ireland
ASBIC Institute
ofTechnology
Socrates 15 1| Technical Ideas Lt| Campus Ballinode | Ireland
ITH icoserve
technology for
Sense TM 2,0 1 | healthcare GmbH | Innrain 98 Innsbruck| Austria
version
2.0.3,,
build CSC Scandihealth| P.O. Pedersen:
CSC Clinical Suite | 600 2| AIS vei 2 Arhus N | Denmark
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version Tehnoloski
AxProFizioterapija | 2.6 2 | Audax d.o.o. park 18 Slovenia
version Tehnoloski
AxProPatronaza | 2.6 2 | Audax d.o.o. park 18 Slovenia
version Tehnoloski
AxProVrhniskiDEN]| 2.6 2 | Audax d.o.o. park 18 Slovenia
BIRPPIS21 6.05.23 2 | SRC Infonet Cesta talcev 39 Kranj Slovenia
1ISOZ21 7.02.02 2 | SRC Infonet Cesta talced9 | Kranj Slovenia
BIRPPIS21 6.05.23 2 | SRC Infonet Cesta talcev 39 Kranj Serbia
1ISOZ21 7.02.02 2 | SRC Infonet Cesta talcev 39 Kranj Serbia
Ministry of Health | 5 Doktora
HELIANT HIS 54.1 2 | Republic of Serbia| Subotica Str. | Beograd | Serbia
School of Electrica University of
HELIANT PHC 54.1 2 | Engineering Belgrade Beograd | Serbia

Table 13 Overview Granted EuroRec Seals

Up to six products are actually in a process of quality assessment against the
EuroRec Seal Level 2.

16.2 The Belgian experience

All the GP Information Systems are revalidated in 2010 against a set of criteria
defined by the eHealth Platform, the eHealth Platform being the public organisation
legally competent to define these criteria and to test compliance of the applications
with these criteria.

A mapping is done between the Belgian quality labelling and certification criteria and
the EuroRec Seal Level 1.

Considering a perfect match, EuroRec and ProRec-BE decided to grant a Level 1 Seal
to all the interested products that passed the Belgian 2010 certification.

The mapping table is available in Annex A.

16.3 The Serbian experience

The Serbian gover nment i ssued a ARul ebooko with
detailed contents of technological and functional requirement for establishing the
I ntegrated Health Information Systemo. The Rul eboo

Gazette of the Republic of Serbiad, no. 95/20009.

The Rulebook integrated the EuroRec Seal Level 1 statements as Serbian criteria and
referring to the EuroRec Fine Grained Statements.

A revision of the Rulebook is planned for June 2012, including at that moment the
EuroRec Seal Level 2 statements as Serbian criteria.
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RULEBOOK

ON MORE DETAILED CONTENTS OF
TECHNOLOGICAL AND FUNCTIONAL

REQUIREMENTS FOR THE ESTABLISHING THE
INTEGRATED HEALTH INFORMATION SYSTEM

("Official Gazette of the Republic of Serbia”, no. 95/2009)

Article 1

This Rulebook shall prescribe more detailed contents of technological and functional
requirements for the establishing the Integrated Health Information System.

Figure 34: Serbian Rulebook

Number | Requirements

2.3.1.1 The system offers to all users nationally approved code list as a support to
structured and coded registration of health data.
EuroRec GS002437.1%)

2312 Initialization and synchronization with code system CIS/HIF (Attachment 2).
2313 Selection lists and reference tables offered by the system are the same for all
users of one and the same application.
EuroRec GS002672.1
2.3.1.4 The system enables the allocation of different access rights (reading. entering.

efc.) taking into account a degree of confidentiality.
EuroRec GS002269.1

2.3.1.5 The system takes into account the access rights when it allows the access to
health data. with respect to the role of the healthcare service provider towards
a patient.
EuroRec G5002415.1
2316 The system enables the user to designate individual health items as

confidential.
EuroRec G5001945.1

[ ]
[
o

Each user is uniquely and persistently identified.
EuroRec GS002268.1

2318 The system ensures the initialization of internal code lists (organizational
structure, staff records. etc.)
2.3.1.9 The initialization and synchronization with the rules defined by legal
framework. recommendations and on the basis of referential. experienced or
logical values. On the basis of these rules. prohibitions. alerts. reports are
created, automatic messages sent. recommended choices displayed. etc).
2.3.1.10 | Each version of a health item is uniquely and persistently identified.
EuroRec GS002266.1
2.3.1.11 | Each version of a health item has a date and time of registration.
EuroRec GS001537.1
2.3.1.12 | Each version of a health item has a user responsible for the effective data

entry identified.

EuroRec GS001538.1

Figure 35: Extract of page 6 of the Serbian Rulebook
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Annex A
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The EuroRec Institute owns the intellectual property rights in the underly
HTML, text and other content that is made available to you, personally,
this Web SiteAny use, redistribution, or reproduction of any materials
herein, in part or in whole, without express written consent from EuroRe
strictly prohibited.

ID Original French Dutch Crit. Interpretation ofthe
compliance with the
Belgique / Frangais Belgié / Nederlands | Level 1 specification

GS001537.01 Each version of| Chaque version | Elke versie van een Chague version de Elke versie van een Level 1 requiremen
a health item de donnée a un | gezondheidsgegeven donnée est associée a U gegeven is geassocieerd | literally included in the
has a date and | moment (date, heeft eendatum en 4a auteur et un moment met een auteur en een national criterion,
time of heure, minute,..) | tijdstip van registratie. (date, heure) tijdstip (datum, uur) van | second part
registration. d'enregistrement. d'enregistrement. registratie.

(GS001538.0] Each version of| Chaque version | Elke versie van een Chaque version de Elke versie van een Level 1 requirement
a health item de donnée a un | gezondheidsgegeven donnée est associée a U gegeven is geassocieerd | literally included in the
has a user auteur heeft een auteur et un moment met een auteur en een national criterion, first
responsible for | responsable de s verantwoordelijke 4da (date, heure) tijdstip (datum, uur) van | part of the sentence
the effective saisie. voor de d'enregistrement. registratie.
data entry gegevensregistratie
identified. geidentificeerd.

GS001539.0] Each update of | Chaque mise a | Elke wijziging van een Chaque modification Elke wijziging genereert | First sentence include
a health item jour d'une gezondheidsgegeven donnée (a I'exception een nieuwe versie van ee| the same requirement
results in a new| donnéerésulte resulteert in een des notes personnelles | gegeven (met
version of that | en une nouvelle | nieuwe versie van dat du médecin) en génére | uitzondering van de
health item. version de cette | gezondheidsgegeven une nouvelle vesion. persoonlijke nota's vade

donnée. Dans ce cas, la arts). In dit geval dient he
4b suppression d'une weglaten van een

donnée doit étre
considérée comme une
modification et ne peut
entrainer la perte
physique de cette
donnée.

gegeven te worden
beschouwd als een
wijziging en mag dus niet
leiden tot het verdwijnen
ervan.
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Each version of

Chaque version

Elke versie van een

Thematic Network EHR-Q™

Chaque version de

Elke versie van een

Similar statement with

a health item d'une donnée de | gezondheidsprobleem donnée médicale a un | gezondheidsgegeven nationaloptions

has a status of | santé a un état | heeft een statut : heeft een status: regarding the possible
activity, e.g. d'activité, e.g. activiteitsstatus, bvb. Actif w ! OGAST labels to identify the
active or actuel ou actif, actief of lopend, niet PasgifRelevant | w t | -ZRaélév&hFvoor | status of a health item
current, inactif, actief, historiek of 5 pour la prise déision de besluitname

inactive, history| antécédent, vervallen, Passif Non w t | -NetnBer

or past, complétée, vervolledigd, relevant pour la prise relevant voor de

completed, arrétée ou onderbroken, décision besluitname

discontinued, archivée. gearchiveerd.

archived.

GS001593.07 Deletion of a Tout effacement | Het uitwissen van een Chague modification Elke wijziging genereert | Second sentence is
health item de donnée de gezondheidsgegeven donnée (a I'exception een nieuwe versie van ee| similar to the Level 1
results in a new| santé donne lieu | heeft de aanmaak var desnotes personnelles | gegeven (met statement
version of that | a la création een nieuwe versie var du médecin) en génére | uitzondering van de
health item d'unenouvelle dat une nouvelle version. persoonlijke nota's van dg
with a status version de cette | gezondheidsgegeven Dans ce cas, la arts). In dit geval dient he
"deleted". donnée avec tot resultaat met de 4b suppression d'une weglaten van een

l'attribut status "uitgewist". donnée doit étre gegeven te worden
"effacée". considérée comme une | beschouwd als een
modification et ne peut | wijziging en mag dus niet
entrainer la perte leiden tot het verdwijnen
physique de cette ervan.
donnée.

GS001594.074 Each version of| Chaque version | Elke versie van een Chaque vesion de Elke versie van een Tested in previous tes
a health item de donnée a un | gezondheidsgegeven donnée est associée a U gegeven is geassocieerd | sessions
has a person responsable de | heeft een persoon dig responsable identifié de| met een
responsible for | son contenu. Ce | verantwoordelijk is fagon univoque et verantwoordelijke die
the content of | responsable peut| voor de inhoud van indélébile. eenduidig geidentificeerd
that version. étre l'auteur de la| die versie. De 2004/11 en onwijzigbaar is.

The person
responsible for
the content can
be a user or a
third party.

saisie ou une
tierce personne.

persoon,
verantwoordelijk voor
de inhoud, kan de
gebruiker of een

derde zijn.
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A complete
history of the
versions of a

Le systeme peut
générer une
historique des

Een volledige historie
van alle versies van
een

Thematic Network EHR-Q™

Le systeme doit pouvoir
reconstituer I'historique
des versions successive

Het systeem moet de
historiek van de versies
van een gegeven die als

Same statemet

health item can | différentes gezondheidsgegeven 4 d'une donnée, gérées | volgt worden beheerd,
be presented. | versions de kan getoond worden selon les regles kunnen reconstrueren :
chacune des suivantes :
données.

GS001901.01 Each version of| Chaque version | Elke versie van een Chaque donnée Elk gezondheidsgegeven| Complementary to the
a health item de donnée a une | gezondheidsgegeven 3 médicale est associée a| geassocieerd met een date of the
has a date of date de validité. | heeft een une date de valeur. geldigheidsdatum. registration
validity. geldigheidsdatum.

GS001945.0] The system Le systeme Het systeem stelt de Le logiciel permet de De software maakt het Labelling an item as
enables the permet & gebruiker in staat om gérer des droits d'acces| mogelijk om confidential and
user to ['utilisateur de afzonderlijke sur base des paramétrey toegangsrechten te subsequently verifying
designate désigner une gezondheidsgegeven: suivants: beheren op basis van de | the access to that:
individual donnée als confidentiéel aan w LINPFAf RS| volgende parameters: only applications that
health items as | individuelle te duiden. (par exemple: profil w RS K2 SRI y A proved they manage
confidential. comme étant médical, profil gebruiker (bv.: medisch | confidentid

confidentielle. administratif) profiel, administratief information properly
- @ Y ddNB RS| profiel) | can be labeled
(par exemple: w RS FIINR O}
antécédents, notes (bv.: antecedenten,
personnelles, données | persoonijke nota's,
administratives, administratieve gegevens
allergies, etc ..;) allergieén, enz.)
w 8L RQFOw RS I NR dI
données : lire et écrire | bewerking van deze
gegevens: lezen en
schrijven

GS002265.0] Each health Chague donnée | Elk Chague donnée Elk gezondheidsgegeven| Same statement
item is uniquely| est associée a un| gezondheidsgegeven médicale est associée a| op eenduidige en
and persistently| identifiant is uniek erblijvend 1 un patient de maniére | blijvende wijze
associated with | univoque et verbonden aan een univoque et indélébile. | geassocieerd met een
an identified constant d'un geidentificeerde patiént.
patient. patient. patiént.
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Each version of
a health item is
uniquely and
persistently
identified.

Chaque version
de donnée est
identifiée de
facon univoque
et constante.

Elke versie van een
gezondheidsgegeven
is uniek en blijvend
geidentificeerd.

Thematic Network EHR-Q™

Technical issue

GS002268.01

Each user is
uniquely and
persistently
identified.

Chaque
utilisateur du
systeme est
associé a un
identifiant unique

Elke gebruiker is unie
en blijvend
geldentificeerd.

Plusieurs utilisateurs
peuvent accéder au
logiciel. Le logiciel
garantt la possibilité
d'identification univoque

Verschillende gebruikers
kunnen toegang krijgen
tot de software. De
software garandeert de
mogelijkheid tot

Second sentence is
similar to the Level 1
statement

et permanent. 8 et permanente de eenduidige en
chaque utilisateur permanente identiftatie
présent ou passé dans l{ van elke huidige of
logiciel. vroegere gebruiker van dq
software.

GS002269.0] The system Le systeme Naargelang de Le logiciel permet de De software maakt het This statement has
enables to assigne des droity confidentialiteitsgraad gérer des droits d'acces| mogelijk om been interpreted in its
assign different | d'acces (lire, van een sur base des parameétrey toegangsrechten te slimmest dimension:
access rights to| écrire, ..) gezondheidsgegeven suivants: beheren op basis van de | users not having
a health item individualisés & | kan het systeem w LINRPFAf RS| volgende parametersy H access to clinical
(read, write,...) | chaque donnée | verschillende (par exemple: prof hoedanigheid van de information will not be
considering the | en tenant compte| toegangsrechten tot médical, profil gebruiker (bv.: medisch | able to read / modify
degree of du degré de dat administratifyo Y I ¢ profiel, administratief clinical information.
confidentiality. | confidentialité. gezondheidsgegeven 13 la donnée (par exemple] profielw RS I | NJ Confidential

toewijzen (inlezen, antécédents, notes gegeven (bv.: information can only
bewerken,...). personnelles, données | antecedenten, be accessed bthe

administratives,
allergies, etc ..p (i & L
RQFOGAZ2Y 4&di
. lire et écrire

persoonlijke nota's,
administratieve gegevens
allergieén, enzp) RS
van de bewerkig van
deze gegevens: lezen en

schrijven

author.
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All patient data
can be accesse(
directly from

the patient
record.

Toutes les
données d'un
patient peuvent
étre accédées
directement sans
quitter le dossier
de ce patient.

Vanuit het
patiéntendossier kan
er rechtstreeks
toeganggenomen
worden tot alle
patiéntengegevens.

Thematic Network EHR-Q™

Toutes les données
patients sont accessible
directement au départ
d'une méme application,
Ceci est également le cg
pour les données
éventuellement
recueillies par une

Alle patiéntengegevens
zijn direct toegankelijk
vanuit eenzelfde
applicatie. Dit geldt
eveneens voor gegevens
eventueelopgeslagen
middels een derde
applicatie om in het

Similar statements

14 application tierce pour | hoofdprogramma
étre intégrée das opgenomen te worden.
I'applicationrmere. De gebruiker zal toegang
L'utilisateur pourra kunnen hebben tot de
accéder aux données dy patiéntgegevens in dat
patient dans ce second | tweede programma
programme, sans devoill zonder de patiént
réidentifier ce patient. opnieuw te moeten

identificeren.

GS002307.0] Each patient Chaque patient ef Elke patiént en zijn Le patient est identifié § De patiént wordt binnen | Same statement //
and its EHR is | son DMI sont elektronisch medisch l'intérieur du logiciel de de software Mainly a technical
uniquely and identifié de facon| dossier (EMD) is unie facon  univoque ef] geidentificeerd op een issueverified during
persistently univoque et en blijvend indélébile. eenduidige en the label 20162011,
identified indélébile dans le| geidentificeerd onuitwisbare manier. illustratin unique 1D
within the systéme. binnen het systeem. (sometimes a GUID).
system. 17 Also indirectky

covered by the control
on double records
based on
name-+firsthname+date
of birth+ gender or
based on the national
identification number.
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The system
takes the acces:!
rights into
account when
granting access
to health items,
considering the
role of the care

Le systéme tient
en autorisant
l'acceés aux
données de santé
des droits d'acces
reliés a ces
données tout en
tenant conpte de

Wanneer toegang
wordt verleend tot
gezondheidsgegeven
houdt het systeem
rekening met
toegangsrechten
verbonden aan de rol
die de zorgverstrekke

Thematic Network EHR-Q™

Le logiciel permet de
gérer des droits d'acces
sur base des paramétre
suivants:

W LINRBFACL
(par exemple: profil
médical, profil
administratif)

RS

De software maakt het
mogelijk om
toegangsrechten te
beheren op basis van de
volgende parameters:

w RS K2SRI yA
gebruike (bv.: medisch
profiel, administratief

One of the Belgian
requirements access
managementg based
on the role of the user

provider la relation heeft ten aanzien van 13 w Yyl GdzNBE RS profiel) o
towards the thérapeutique de paiént. (par exemple: w RS IIFNR gl
patient. entre le patient antécédents, notes (bv.: antecedenten,
et celui qui personnelles, données | persoonlijke nota's,
demande cet administratives, administratieve gegevens|
acces. allergies, etc ..;) allergieén, enz.)
w 8L RQFOw RS I NR dI
données : lire et écrire | bewerking van deze
gegevens: lezen en
schrijven
GS002437.03 The system Le systeme Het systeem biedt Les codes associés au | De codes die betrekking | The national
offers to all the | permet la saisie | nationaal conteru sont issus soit | hebben op de inhad zijn | requirement of using
users nationally| codée et goedgekeurde de la classification CISP| afkomstig ofwel van de | ICPC2 and ICD10.
approved structurée des codeerlijsten om te (ICPE) et ICBL0 qui ICP&-en de ICELO-
coding liststo | donnéesen gebruiken bij een peuvent étre téléchargéyq classificaties die
assist the utilisant des gestructureerde 36 via la plateforme gedownload kunnen
structured and | tables registratie en eHealth (voir les critéres worden via het eHealth
coded d'encodage codering van 42 et 43), soit d'un platform (zie criteria 42 er
registration of | nationalement gezondheidsgegeven: systeme de codification | 43), ofwel van een
health items. approuvées. of dossiergegevens. de référence ou referentie- of eigen
propriétaire. coderingssysteem.
GS002672.03 The pick lists Les tables de Alle gebruikersan Tous les utilisateurs du | Alle gebruikers van de
and reference | référence et les | eenzelfde systeem logiciel recoivent les software krijgen
tables offered | listes de choix gebruiken dezelfde mémes tables de standaard deelfde
by the system | offertes par le referentietabellen of 40 référence par défaut referentietabellen

are the same
for all the users
of the same

application.

systéeme sont les
mémes pour tous
les utilisateurs.

keuzelijsten.

dont le contenu ne peut
étre effacé.

waarvan de inhoud niet
gewist kan worden.
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The system
does not
display deleted
health items,
audit logs
excepted.

Le systéme ne
montre plus les
données
effacées, sauf en
cas d'un audit.

Het systeem toont
geenuitgewiste
gezondheidsgegeven
tenzij het controle
bestanden betreft.

Thematic Network EHR-Q™

Similar requirement as
for GS003952. This
requirement has been
tested by the
scenarios label 2010
2011

GS003953.01]

The system
does not
include deleted
health items in
clinical
documentation
or export, for
audit purposes
excepted.

Le systeme
n'inclus pas des
données effacées
lors de la
production ou de
I'exportation des
données, sauf en
cas d'un audit.

Het systeem neemt
geen uitgewiste
gezondheidsgegeven
op in klinische
documenttie of bij
export van gegevens,
tenzij het controle
opdrachten betreft.

Le systéme n'inclut pas
des données médicales
effacées lors de la
production ou de
I'exportation des
données, mais les
conservent bien dans la
base de données
d'origine.

Het systeenmeemt geen
verwijderde gezondheids
gegevens op bij de
productie of export van
gegevens, maar bewaart
ze wel in de originele
gegevensbank.
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