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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 

¶ in Validation Workshops, mainly by EHR system suppliers but also by domain 

experts 

¶ by translating the statements into up to 19 different languages 

¶ by including some of the statements in the EuroRec Seal Level 1 and Level 2 

sets 

¶ by offering free access to the repository and enabling any identified ñexpertò 

to provide comments. 

 

Validation of the EuroRec Use Tools is mainly done by the EHR-QTN 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  

¶ content wise during the Validation Workshops 

¶ 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: 

 

 
 

 
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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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. 

 

 
 

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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Figure 4: Info page about the Seal 

 

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

Level 1 and Seal Level 2. 

 

Actually more than 330 ñexpertsò out of 42 countries or territories were granted access 

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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Cyprus 6 Poland 5 

Czech Republic 5 Portugal 4 

Denmark 5 Rep. Moldova 1 

Estonia 9 Romania 12 

European Union 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 

 

The introduction page to the Seal offers immediately the ñview listò option for the set of 

criteria included in the Seal to the ñknown usersò. 

 

 

 
 

Figure 5: ñView list of criteriaò 

The list of criteria is displayed after clicking on ñView list of Criteria Seal Level 2ò, in 

English or after selecting a different language in any of the 19 languages. 
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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. 

 

 
 

Figure 7: Selecting EuroRec Use Tools 

The Quality Assessment Suite is intended to assist certification, procurement and 

product documentation. 

 

A special registration is required. 

 

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

tool. 
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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 ñquestionsò as well as remarks regarding a statement or regarding a 

previous comment. 

 

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

 

Comments can be deleted centrally by the ñsuper usersò responsible for the 

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. 
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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. 

 
 

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

 

The comment is immediately added to the statement. 
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Figure 11: The added comment into the repository 

 

.. and a message is send to the users with ñrepositoryò maintenance rights. 

 

 

 
 

Figure 12: A message send to the ñredactionò 

 

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 ñupgradedò to a new version, 

taking in account the comment(s) given. 

 

The message is collected in the mailer of the redaction membersé 

 

 
 

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 displays the ñofficialò interpretation given to the statement, if any. 
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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 

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. 

 

 

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. 

 

 
 

Figure 16: Adding an interpretation 

 

 
 

 
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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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: 

    
    

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.     

Feasibility:  expressed in number of year from now: 0 = already implemented and ñ>5ò means not foreseen or not possible.     

Technical correctness:  double statements? merge? granular statement or statement to be split?         

        

N° Eurorec ID Statement 
Formula-

tion 
Y/N 

Content 
Y/N 

Impor-
tance 
0 - 5 

Feasibili-
ty 

0 - 5, >5 
Technical correctness and comments 

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

          

2 
GS001519.04 The system shall include the information necessary to identify each 

patient, including the first name, surname, gender and date of birth.           

3 
GS001523.03 The system enables the capture of all patient demographic data necessary 

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. 

          

6 
GS001538.02 Each version of a health item identifies the actor who has actually entered 

the data.           

7 
GS001539.02 Each update of a health item results in a new version of that health item. 

          

8 
GS001544.04 The system supports the use of clinical coding systems, where 

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. 

          

11 
GS001573.02 The current medication list can be printed. 

          

12 
GS001577.03 The system provides a catalogue of medicinal products. 

          

13 
GS001579.02 Each version of a health item has a status of activity, e.g. active or current, 

inactive, history or past, completed, discontinued, archived.           
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14 
GS001590.02 The systems presents a list of allergens with an active status. 

          

15 
GS001593.02 Deletion of a health item results in a new version of that health item with a 

status "deleted".           

16 
GS001594.02 Each 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. 

          

17 
GS001595.01 Each change of status of a health issue results in a new version of that 

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. 

          

20 
GS001611.01 The system is able to present for one patient contact all the documentation 

associated with that patient.           

21 
GS001638.01 The system presents a history of the results for discrete lab tests. 

          

22 
GS001901.02 Each version of a health item has a date of validity. 

          

23 
GS001932.01 The system supports concurrent use. 

          

24 
GS001947.02 The system makes confidential information only accessible by 

appropriately authorised users.           

25 
GS002175.02 The system enables the implementation of a privilege and access 

management policy.           

26 
GS002182.01 The audit log contains the registration of users logging in or out. 

          

27 
GS002184.01 The audit log contains the registration of security administration events. 

          

28 
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. 

          

31 
GS002265.01 Each health item is uniquely and persistently associated with an identified 

patient.           

32 
GS002266.01 Each version of a health item is uniquely and persistently identified. 
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33 
GS002268.01 Each user is uniquely and persistently identified. 

          

34 
GS002269.01 The system enables to assign different access rights to a health item 

(read, write,...) considering the degree of confidentiality.           

35 
GS002281.01 All patient data can be accessed directly from the patient record. 

          

36 

GS002287. 
02 

The system distinguishes administrators, privileged users and common 
users. Administrators assign privileges and/or access rights to privileged 
and common users. Privileged users assign privileges and/or access rights 
to common users. 

          

37 
GS002300. 
02 

The system is available in the languages required by the regulatory 
authorities.           

38 
GS002307.02 Each patient and his EHR is uniquely and persistently identified within the 

system.           

39 
GS002312.01 The system is able to make a distinction between patients with same 

name, first name, gender and date of birth.           

40 
GS002415.04 The system takes the access rights into account when granting access to 

health items, considering the role of the care provider towards the patient.           

41 
GS002437.04 The system offers to all the users nationally approved coding lists to assist 

the structured and coded registration of health items.           

42 
GS002489.02 Data entry is only done once. Entered health items are available 

everywhere required.           

43 
GS002497.03 The system displays patient identification (name, first name, age and sex) 

on each data entry interface.           

44 
GS002582.02 The system displays, when prescribing a medicinal product, known 

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. 

          

46 
GS002638.01 The system distinguishes actual or active medication items from past 

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. 

          

48 
GS002655.02 The system has a timeout function, terminating a session after a 

configurable period of inactivity.           

49 
GS003787.01 The system has a consistent way to present clinical alerts, e.g. red colour 

for abnormally and/or high lab results.           

50 

GS004729.02 A medication list presents at least the following elements: identification of 
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  ñworkshopsò. This may affect the choice of domain for the validation. 

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 EHR, leaving the normative aspect to the ñauthoritiesò 
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 ñcompleteò. The issue to be addressed is ñdoes the 

collection or set address all the essential functional aspects?ò.  

 

Completeness can also be defined for ñfinal setsò as e.g. the EuroRec Seal Level 1 

or Level 2. The question to be answered is then ñAre some more important issues 

than the ones addressed to be included, replacing less essential statementsò. 

 

9.2.4 Technical Correctness 

 

Technical correctness was defined as follow in the template offered to the EHR-QTN 

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. Other features should be considered as ñnice to haveò but not 
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 a value ranging from ñ0ò tot ñ5ò, 
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 

ñimportanceò: 

 

¶ 0 = without any importance for the care or managing the records 

¶ 1 = questionable 

¶ 2 = eventually of some added value to the application or module 

¶ 3 = interesting feature 

¶ 4 = important 

¶ 5 = essential 

 

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

 

The higher the score, the more important a statement. It is expected that ñlarge 

setsò will obtain a lower score than e.g. the Seals. 

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, ñ0ò being yet available as such and 
ñ>5ò not foreseen or not possible within a reasonable amount of time. 

 
This feasibility issue ï 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 also requires some insight information on ñexpected and prospective  
developmentsò scheduled within the ñnear future. This means that ñtechnicalò rather than 
commercial staff should partic ipate.  

 
Non-vendors should not provide input on the ñfeasibilityò of the implementation of a 
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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10 Quality assessment by ñtranslatorsò 
 

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 indeed the first ñusersò of the original 

statements. 

 

Numerous suggestions for improvement and request for explanation were issued by 

them. 

 

This resulted in three new developments, new functions: 

 

¶ Possibility to add / to edit ñcommentsò (yet documented) 

¶ Possibility to add / to edit an ñinterpretationò linked to each individual 

statement (yet documented) 

¶ Possibility to provide definitions. 

 

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. 

 

 
 

Figure 19: List of statements to illustrate translations coordination 

 

Let us modify statement 5017, replacing ñusing any componentò with ñconsidering 

each componentò. 

 

This is a ñmeaningfulò change. This change will most 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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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 clicking / activating ñnext versionò. 

 

The following message is displayed 

 

 
 

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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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. 

 

 
 

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

 

The statement to be updated is highlighted in the ñviewerò of the translations. 

 

 

 
 

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 

by the ñnationalò 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 rules, lab prescription restrictions etcé 

 

EuroRec offers now the possibility to add and to manage national ñvariantsò of 

European Fine Grained Statements. 

 

A national authorised user may add one ñvariantò per language per country, of 

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 down menu ñFGSò. 

 

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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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. 

 

 
 

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. 

 

 
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. 

 

 
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 ñeditor penò, as described in the next session.  

 

Overview of existing National Overviews 

The system enables the user to ask for a list of all ñNational Variantsò by selecting ñAll 

National FGSò in the FGS drop down menu. 

 

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

All National FGS are displayed. 

 

 
 

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 ñauthorò will also be informed that the 

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 between the ñinternationalò and 

the ñnationalò 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. 

 

 
 

Figure 31: Maintenance interface National Variants 
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14 Version 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 ñnew versionò remains nevertheless the responsibility of the 

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 ï for sets or baskets of statements previously defined ï that these 

sets are no longer ñcompliantò, that some statements are not presented in their last 

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 possibility to ñupdateò a document. Older versions of 

statements are then replaced by the last version. 

 

 
 



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

 

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools                 30/84 

 

Hereby  statements modified since the previous Annual Report. 

 

Statement GS001638. 

 

In the previous report: EuroRec Seal 2010-2011 

 

 
 

Actually in EuroRec Seal Level 2 

 

 

15 Validation 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 ï 27 

 

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

 

Answer: 

EHR systems do not contain something else than ñdataò. Each element of an EHR 

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 list and to link óservicesô or óactionsô as e.g. issuing a medicinal 

product prescription to  such a problem.  

 

3) Some of the criteria contain the concept ñAppropriateò. (WS27) 

 

Remark: ñappropriateò may e.g. be related to the opinion of the person responsible 

for the validation. It would be useful to define ñappropriateò. 

  

Answer:  

The specification ñwhen appropriateò is mostly used for functions, for attributes 

that arenôt always applicable. 

Examples are the st atements 1666 ñThe system stores when appropriate for each 

medicinal product prescribed the number of renewals permittedò or statement 

1667 ñThe system stores when appropriate for each medicinal product prescribed 

the number of refills doneò. No renewals or refills of a medicinal product are 

mandatory.  

 

We should nevertheless consider reformulating some of these statements in order 

to be more explicit.  

 

4)  What does it mean ónew versionô, how to interpret and how to evaluate it? (WS27)    

 

Answer: 

Each update  or modification of a health item or each change of any attribute of a 

health item  result s in a changed health item. We name that changed item a ñnew 

version of that itemò. 

 

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

Answer: 

Depends on the definition of ñmetadataò? 

 

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: 

¶ Content ñAll the statements have a descriptive approach of the different 

functions in an EHR.ò 

¶ Completeness ñThe audience assessed the statements complete enoughò 

¶ Technical correctness ñThe audience found 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.  

 

¶ Importance: Most of the statements were considered as ñimportantò with an 

average score of 3,8 on a scale from 0 to 5.  
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¶ Feasibility : most statements are considered as ñfeasible within a reasonable 

timeò, being in average 1,27 for over 90 criteria.  37 statements can be realized 

within one year or less, 39 other statements between one and two years. 

15.1.2 Comments reported for the Workshops 28 - 44 

 

1) Including some headings (like business cases) for grouping the requirements will 

facilitate a better view of the whole set.  (WS28) 

Answer 
The indexing of ǘƘŜ ƛƴŘƛǾƛŘǳŀƭ ǎǘŀǘŜƳŜƴǘǎ ƛǎ ȅŜǘ ǘƻ ōŜ ŎƻƴǎƛŘŜǊŜŘ ŀǎ ŀ άƎǊƻǳǇƛƴƎέ ƻŦ ƛƴŘƛǾƛŘǳŀƭ 
statements. Indexing is yet done at up to four levels. 
 
Complementary indexing might be useful. It requires additional resources. 
 
The EuroRec Tools, more especially the ά/ƻƳǇƻǎŜǊέ ƻŦŦŜǊǎ ȅŜǘ ǘƘŜ Ǉƻǎǎƛōƛƭƛǘȅ ǘƻ άƻǊŘŜǊέ ǘƘŜ 
statements in whatever order the user would like them sorted. 

 

2) 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 used in the repository. Some 
are yet available. 
 
!ŘŘƛƴƎ άƛƴǘŜǊǇǊŜǘŀǘƛƻƴέ ǘƻ ǘƘŜ ǎǘŀǘŜƳŜƴǘǎ ǿƛƭƭ ŀƭǎƻ ƛƳǇǊƻǾŜ ǳƴŘŜǊǎǘŀƴŘƛƴƎ ƻŦ ǘƘŜ ǎǘŀǘŜƳŜƴǘǎ 
and reduce ambiguity in interpretation. 
 

3) The first 5 criteria of EuroRec Seal Level 1 were extensively discussed. The Dutch and English 
versions were inspected. It 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 Flemish Dutch and Dutch Dutch. (WS34)  

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

4) 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 tool to do this. (WS34) 

 
Answer 
9ǳǊƻwŜŎ ŎǊŜŀǘŜŘ ǘƘŜ Ǉƻǎǎƛōƛƭƛǘȅ ǘƻ ŀŘŘ άƴŀǘƛƻƴŀƭ ǾŀǊƛŀƴǘǎέ ƻŦ ǘƘŜ ǎǘŀǘŜƳŜƴǘǎΦ ¢ƘŜ Ǉƻǎǎƛōƛƭƛǘȅ ǘƻ 
ŀŘŘ άƛƴǘŜǊǇǊŜǘŀǘƛƻƴέ ǘƻ ǘƘŜ ǎǘŀǘŜƳŜƴǘǎ Ƴŀȅ ǎƻƭǾŜ ǎƻƳŜ ƻŦ ǘƘŜ ƛǎǎǳŜǎ ŀŘŘǊŜǎǎŜŘΦ 
Variants linked to the application domain / context of use of the EHR system are not foreseen 
yet. Modifications to statements linked to their context of use can not be considered as 
άǾŀǊƛŀƴǘǎέΦ ²Ŝ ŜȄǇŜŎǘ ǿŜ ƴŜŜŘ ƻǘƘŜǊ ǎǘŀǘŜƳŜƴǘǎΥ ǘƘŜ ǊŜǉǳƛǊŜŘ ŎƘŀƴƎŜǎ Ƴŀȅ ŀǇǇƭȅ ǘƻ ǎƛƳƛƭŀǊ 
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 new ŦǳƴŎǘƛƻƴŀƭƛǘȅ ƻŦ άƴŀǘƛƻƴŀƭ ǾŀǊƛŀƴǘǎέΦ 

 
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 experience with these criteria for 
ǇǊƻŎǳǊŜƳŜƴǘΦ !ƴŘ ǘƘŀǘ ǘƘƛǎ ǿŀǎ ǘƘŜ ŦƛǊǎǘ ΨŜȄǇŜǊƛƳŜƴǘΩ ŦƻǊ 9ǳǊƻwŜŎκtǊƻwŜŎΦ ¢ƘŜȅ ǎŜŜ ǾŀƭǳŜ ƛƴ 
the HL7 Functional Model. It is a bigger organisation than EuroRec, they organise training 
sessions, there is an Implementation guide available, it has been used in the Netherlands in 
the context of Psychiatric hosptitals. (in 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 2. 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 

ñinterpretationò will 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, should be actually EMR. Is it so on purpose? (WS36) 
 

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

Medical Record is one of the possible EHRôs of a patient. Other EHRôs are e.g. the 

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 ï 27 

 

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

because they are ñnot applicableò for the domain of application? What if an 

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 ï for 

the Seal ï the responsible certification authority.  

 

2) What happens if a system fulfills only 49/50 criteria? Could we get the seal if no 

ñsevere problemsò occur? What happens if the 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 1:  

Any collection of patient health and care related data intended to be used to 

manage a patientôs health is in principle  to be considered as an EHR.  

 

An EHR system is the set of functionalities offered to manage patientôs health and 

care using his/her data.  

 

The actual EuroRec Seals are indeed defined for ñcomprehensive EHR systemsò 

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 ñevaluatedò? (WS26) 

Answer :  

                                           
1
 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 -QTN 

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:  

 

ñThe content of the EuroRec Seal Level 2 seems OK, enough complete and 

sufficiently granular, without ódouble statementsô.ò (WS26) 

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 ï as an authority ï 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 ñfictiveò patient data. They should of course be 

representative for a rea l 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 
explanations (WS34). 
 

Answer 
¸ŜǎΣ ǘƘŀǘΩǎ ǿƘȅ ǘƘŜ ǊŜǇƻǎƛǘƻǊȅ ŀƭƭƻǿǎ ŀŘŘƛƴƎ άƛƴǘŜǊǇǊŜǘŀǘƛƻƴǎέ ŀǎ ǿŜƭƭ ŀǎ άŎƻƳƳŜƴǘǎέ ǘƻ ōŜ 
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 should ς if possible ς refer to standard definition of those 
can be used in the context of quality labeling and certification of EHR systems. 

 

15) It is estimated that quite some products will not pass the Seal 2 criteria. (e.g. the criterion that 

no data must be deleted or overwritten) (WS34) 

Answer 
This ŎƭŜŀǊƭȅ ƛƭƭǳǎǘǊŀǘŜǎ ǘƘŜ ƴŜŜŘ ǘƻ ǎǘŀǊǘ ǿƛǘƘ ǉǳŀƭƛǘȅ ƭŀōŜƭƭƛƴƎ ŀƴŘ ŎŜǊǘƛŦƛŎŀǘƛƻƴΧ ƛŦ ŜǾŜƴ ǘƘŜ 
ŀǳǘƘƻǊƛǘƛŜǎ ŀǊŜ ŎƻƴǾƛƴŎŜŘ ǘƘŀǘ ǉǳƛǘŜ ǎƻƳŜ ǇǊƻŘǳŎǘǎ Řƻ ƴƻǘ ƳŜŜǘ ǘƘŜǎŜ άōŀǎƛŎέ ǉǳŀƭƛǘȅ ŎǊƛǘŜǊƛŀΦ 
Quality labelling and certification should not be downgraded to the level of the weakest 
products. 

 

16) The audience of the workshop was ñone voiceò in agreement that all 50 statements 

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 

Statements 

 

Comments and suggestions formulated during the workshops and related to individual 

descriptive statements are 

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

¶ Or added as comment to individual Fine Grained Statements 

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

¶ Or simply answered on within this deliverable and made available to the 

partners of the EHR-QTN 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 

EuroRec on the issue. 

 

Questions are listed by Fine Grained Statement number. 

 

 

1) GS001531.02 The 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 question 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.  

 

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

ñpermanent date and time of data entryò (WS43) 

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.  

3) GS001544.04 The 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) 

(WS43) 

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 ñregulatoryò and not a technical issue. It should be 

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 granular statements can be considered. Examples may be ñThe system 

supports the use of ICPC2 for the coding of diag nostic statements in general 

practiceò. It will nevertheless result in an explosion of the number of statements . 

Some are defined in the EuroRec repository  as e.g. GS002562.02 ñThe system 

offers direct encoding to the ATC of the active ingredient(s) of a medication item or 

at least a validated mapping to those ATC codes.ò and others.  

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:  

¶ GS004881.01 The 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. 

¶ 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 list should be the óstandardô one in the 

country or ï if proprietary content wise compatible (with a validated mapping). 

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

Statement.  

5) GS001594.02 Each 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 ñthird partyò? (WS43) 

Answer  

Everyone who is not a ñuserò of the EHR system. It may be the person initiating a 

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

6) GS001601.04 The 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 ï when selected in a certification basket -  that it should 

be ñfunctionallyò possible. The EuroRec approach does not include what systems 

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 Ăcontactò ï it is about the documentation 

related to a personôs contact or about an encounter of that particular patient (e.g. a 

previous visit of the patient to the GP). (WS28) 

 

Answer  

This remark resulted in updating statement GS001611 replacing ñcontact for that 

patientò by ñpatient contactò and adding definitions for the concepts ñcontactò, 

ñpatient contactò and ñencounterò. 

 

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 
ǇŀǊŀƭƭŜƭύ ƛƴ ŀ ǇŀǘƛŜƴǘΩǎ ǘǊŜŀǘƳŜƴǘ. (WS36) 
 
Answer  

Indeed 
 

9) GS001711.01 The system stores an audit event each time a reminder is presented. 

Define ñreminderò. (WS36) 

 

Answer  

wŜƳƛƴŘŜǊ ƛǎ ǳǎŜŘ ƘŜǊŜ ŦƻǊ ŀƴȅ ƪƛƴŘ ƻŦ ΨǿŀǊƴƛƴƎΩ ƛǎǎǳŜŘ ōȅ ǘƘŜ ǎȅǎǘŜƳΦ ¢Ƙƛǎ Ƴŀȅ ōŜ ǊŜƭŀǘŜŘ ǘƻ ŀƴ 
action to do, planned or not, a due date passed, a risk, a deviation from a protocol, an allergy 
ŜǘŎΧ 

 

 

10) GS001932.01 The 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. 

ñRecord elementò not clear/defined. (WS36) 
 

Answer  

This statement should be reformulated. Is not a correct ñrewordingò of the 

reference statementsò. 
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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? Confidential against who? (other HC personnel, 
ǇŀǘƛŜƴǘǎΣ ƻǘƘŜǊΧύ ό²{осύ 

 

Answer  

This criterion does not require a level of confidentiality. This criterion only requires a low level 
granularity: confidential or not confidential. 
/ƻƴŦƛŘŜƴǘƛŀƭ ƳŜŀƴǎ ǘƘŜƴ άƴƻǘ ŀǾŀƛƭŀōƭŜ ǘƻ ŀƴȅƻƴŜ ōǳǘ ǘƘŜ ŀǳǘƘƻǊέΦ 
The second part of the question is not applicable in such a case. 
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 about what exactly means ñwell documentedò, and when 

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 

ñwellò, the new formulation being ñSecurity service issues and operation of the 

system are documentedò. (WS28) 

 

Answer  

We disagree with this proposal. It will be up to the certif ying authority to define 

what is understood by ñwell documentedò. Documented does not give sufficient 

quality guarantees.  

 

What is ñwell documentedò? (WS38) 

 

Answer  

It will be up to the certifying authority to define what is understood by ñwell 

documentedò. 

 

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

A term "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 defined. (WS36) 
 
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 system? (WS36) 
 

Answer  

Cƛƴŀƭƭȅ ǘƘŜ ǳǎŜǊΣ ōǳǘ άŘŜŦŀǳƭǘέ ŘŜƎǊŜŜǎ ƻŦ ŎƻƴŦƛŘŜƴǘƛŀƭƛǘȅ Ƴŀȅ ōŜ ŀǎǎƛƎƴŜŘ ǘƻ ǎƻƳŜ ƪƛƴŘ ƻŦ ƘŜŀƭǘƘ 
ŘŀǘŀΣ ŜΦƎΦ ǇǎȅŎƘƛŀǘǊƛŎ ŘŀǘŀΣ ƻōǎǘŜǘǊƛŎ ŘŀǘŀΣ ƭŀō ǊŜǎǳƭǘǎΣ όǘŜȄǘύ ŘƻŎǳƳŜƴǘǎ ŜǘŎΧ 5ŜŦŀǳƭǘ ŘŜƎǊŜŜǎ ƻŦ 
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 imp? (WS36) 
 

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 health items. All versions or any version? (WS36) 
 

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 a patientôs death. Some countries ask for 33 years after a patientôs 

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 useful (WS36) 
 
Answer  

A patient may e.g. request that ñimpotenceò or ñsocial problem after divorceò or 

ñbankruptcyò or even ñaidsò or an ñabortionò, essential information for some 

healthcare professionals, should be hidden to other healthcare professionals. 

Healthcare professionals that do not have access to that information should be 

aware that some in formation isnôt disclosed to them due to ñconfidentiality issuesò. 
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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 user? (WS36) 
 

Answer  

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

and (standard) distributed terms.  

 

 

22) GS002437.05 The 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 ñnationally approvedò implies that such a list exists. 

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

The link between the ñsize of the EHR systemò and this criterion or any criterion 

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 c screens for 

display and data entry.  

 

24) GS002582.02 The 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 statements on ñinteractionsò, most of them 

about drug interactions.  

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

data. 

ñThe userò is considered too vague, because not any user should have the right to 

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 ñthe authorised userò. This statement is not about 

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 sure if it can be a health issue. (Example: 
Medicaments are not health issue, but are health items) (WS36) 

 

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 SW. (WS36) 
 

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? (WS36) 
 
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 as a ñproblemò. A complementary 

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. Diabetes is obviously a (chronic) problem. Is ñfluò to be 

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 the older versions cannot be edited. Only 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 explained. (WS36) 
 

Answer  
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Examples of collections are e.g. a set of prescribed medicinal products, a lab report 

including several results, é 

 

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 ñchartò. Is 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 severity (WS36) 
 
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 level ñsubjectiveò, contrary to the ñstageò or ñstagingò of 

a disease or condition, based on ñobjective criteriaò. 

 

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 useful.  Please 
explain degree of importance. 

 

Answer  

The importance of a clinical condition refers to its impact on patientôs health or 

overall condition. 

 

Importance is defined by the responsible healthcare professional. 

 

Severity is up to a certain level ñsubjectiveò, contrary to the ñstageò or ñstagingò of 

a disease or condition, based on ñobjective criteriaò. 

 

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 ñdefinitionsò section of the repository. 
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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 ñcontentò of the statements is clearly better than for the 

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 modify health items, if legally admitted. 
Motivation: update or modify health items have a similar meaning, the only add of the second 
ǎǘŀǘŜƳŜƴǘǎ ōŜƛƴƎ άƛŦ ƭŜƎŀƭƭȅ ŀŘƳƛǘǘŜŘέΣ ǿƘƛŎƘ ƛǎ ƴƻǘ ŎƻƴǎƛŘŜǊŜŘ ǘƻ ōŜ ŀ ǇŀǊǘ ƻŦ ǘƘŜ 
ŦǳƴŎǘƛƻƴŀƭƛǘȅΦ 9ƭƛƳƛƴŀǘƛƴƎ άƛŦ ƭŜƎŀƭƭȅ ŀŘƳƛǘǘŜŘέ ƳŀƪŜ ǘƘŜ D{ллнсофΦм ǘƻ ōŜ ǿŜƭƭ ŎƻǾŜǊŜŘ ōȅ ǘƘŜ 
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 version management 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 medication list associated 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 items in lists or 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 deleted (WS28) 
 
Answer 
The statements need to be as granular as possible. The first statement requires the possibility 
ǘƻ ƭƛǎǘ ǘƘŜ άŎǳǊǊŜƴǘέ ƳŜŘƛŎŀǘƛƻƴΦ ¢ƘŜ ǎŜŎƻƴŘ ǎǘŀǘŜƳŜƴǘ ǊŜǉǳƛǊŜǎ ǘƘŜ Ǉƻǎǎƛōƛƭƛǘȅ ǘƻ ƭƛǎǘ ǘƘŜ άǇŀǎǘέ 
ƻǊ άƘƛǎǘƻǊȅέ ƳŜŘƛŎŀǘƛƻƴ όǎŜǇŀǊŀǘŜƭȅύΦ ¢ƘŜ ǘƘƛrd statement indicates that a distinction should be 
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 identified lead to 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. A user has άǎǇŜŎƛŦƛŎ ǊƛƎƘǘǎέ ǿƛǘƘƛƴ ǘƘŜ ǎȅǎǘŜƳ ŀƴŘ ǊŜƎŀǊŘƛƴƎ ǘƘŜ Řŀǘŀ ƻŦ 
(some) patients. 
 
LƴŘŜŜŘ ǘƘŜ ǇŀǘƛŜƴǘ Ƴŀȅ ōŜ ŀ ǳǎŜǊ ŀƭǎƻΣ ōŜƛƴƎ ǘƘŜƴ άŀ ǇŀǘƛŜƴǘ ǳǎƛƴƎ ǘƘŜ ŀǇǇƭƛŎŀǘƛƻƴέ ŀǎ ǿŜ Ƴŀȅ 
ƘŀǾŜ άŀ ǳǎŜǊ ōŜƛƴƎ ŀ ǇŀǘƛŜƴǘέΦ  
 

 
4) GS001519.4 The system shall include the information 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 between patients 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 distinction 
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 allowed. The 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 criteria - support patient data entry and support verification by a 
professional. (WS36) 

 

Answer 
Good suggestion 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 Seal was ς up to now ς 
ǾŀƭƛŘŀǘŜŘ ōȅ άŜȄǘŜǊƴŀƭ ǾŀƭƛŘŀǘƻǊǎέ ƛƴ с ŘƛŦŦŜǊŜƴǘ ŎƻǳƴǘǊƛŜǎΦ 
 
This resulted in the results 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 important for the quality of an EHR system. 
 
The cross country average per statement varies from 3,37 to 4,59. 
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The three highest scores are for  
 

  

Table 2 Three statements with highest scores for importance 

 
The three lowest scores are for  

 

GS001573.02 
The current medication list can be 
printed. 

3,2 2,60 4,72 3,00 3,50 3,10 3,35 

GS002655.02 

The system has a timeout function, 
terminating a session after a 
configurable period of inactivity. 

3,2 2,20 3,81 4,00 4,30 3,70 

3,54 

GS002300.02 
The system is available in the 
languages required by the regulatory 
authorities. 

4 2,00 4,81 4,00 4,30 2,50 
3,60 

 
The average scores per country are largely 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 Czech R Portugal Romania 

3,94 3,37 4,59 4,38 4,22 3,71 

 
Table 4 Average scores for importance for the Seal Statements 

 

Itôs interesting to compare these results with the figures on feasibility. 

 

 

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

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

GS001519.04 

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

5 3,80 4,90 5,00 4,30 4,80 

4,63 

GS002265.01 
Each health item is uniquely and 
persistently associated with an 
identified patient. 

5 4,00 4,81 5,00 4,70 4,50 
4,67 
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Eurorec ID Statement BeLux 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 has a timeout function, terminating a session after a 
configurable period of inactivity. 

3,2 2,20 3,81 4,00 4,30 3,70 

GS002300.02 
The system is available in the languages required by the regulatory 
authorities. 

4 2,00 4,81 4,00 4,30 2,50 

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 
colour for abnormally and/or high lab results. 

3,6 2,60 4,63 4,00 4,20 2,70 

GS002639.01 
The system enables the user to modify health items, if legally 
admitted. 

2,5 3,50 4,90 3,50 4,00 3,70 

GS002184.01 
The audit log contains the registration of security administration 
events. 

2,8 2,40 4,90 4,50 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 
presented. 

2,8 3,00 4,54 4,25 4,70 3,10 

GS001577.03 The system provides a catalogue of medicinal products. 4,4 3,40 3,63 5,00 2,80 3,40 

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

3,5 3,20 4,90 4,75 4,00 2,40 

GS001595.01 
Each change of status of a health issue results in a new version of 
that health issue. 

3,2 3,20 4,72 4,33 4,20 3,20 

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 

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

2,5 3,20 4,81 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 
Each update of a health item results in a new version of that health 
item. 

3,1 3,40 4,45 4,00 4,30 4,20 
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GS002437.04 
The system offers to all the users nationally approved coding lists to 
assist the structured and coded registration of health items. 

3,2 3,40 4,63 4,67 4,80 2,90 

GS001593.02 
Deletion of a health item results in a new version of that health item 
with a status "deleted". 

3,4 3,00 4,90 4,00 4,20 4,10 

GS002287. 
02 

The system distinguishes administrators, privileged users and 
common users. Administrators assign privileges and/or access 
rights to privileged and common users. Privileged users assign 
privileges and/or access rights to common users. 

3,8 3,00 4,72 4,00 4,50 3,80 

GS002269.01 
The system enables to assign different access rights to a health 
item (read, write,...) considering the degree of confidentiality. 

3,2 3,40 4,54 4,50 4,30 3,90 

GS004729.02 

A medication list presents at least the following elements: 
identification of the medicinal product (package), starting date, date 
of the latest prescription, dosing instructions (structured or as a 
textual expression) 

4,2 3,20 4,90 3,25 4,30 4,00 

GS002175.02 
The system enables the implementation of a privilege and access 
management policy. 

4,6 2,75 4,54 4,67 4,20 3,10 

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

3,8 3,20 4,72 4,25 4,30 3,80 

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 
and sex) on each data entry interface. 

4 3,40 4,54 4,50 4,50 3,40 

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 present for one patient contact all the 
documentation associated with that patient. 

4,3 3,00 4,81 4,50 4,20 3,70 

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 

GS002415.04 
The system takes the access rights into account when granting 
access to health items, considering the role of the care provider 
towards the patient. 

3 3,75 4,54 4,67 4,00 4,70 
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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 

GS002638.01 
The system distinguishes actual or active medication items from 
past medication items when including and displaying medication 
items in lists or in a journal. 

3,4 3,40 4,81 4,67 4,50 4,10 

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

4,3 3,67 4,63 5,00 4,20 3,20 

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 only done once. Entered health items are available 
everywhere required. 

4,6 3,00 4,90 4,75 4,00 3,80 

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

4,6 3,60 3,90 5,00 4,30 3,70 

GS001594.02 
Each 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. 

4 3,40 4,54 4,75 4,50 4,30 

GS001538.02 
Each version of a health item identifies the actor who has actually 
entered the data. 

4,3 3,80 3,81 4,50 4,70 4,70 

GS002312.01 
The system is able to make a distinction between patients with 
same name, first name, gender and date of birth. 

4 4,00 4,72 5,00 4,30 3,80 

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

4,4 4,00 4,54 4,25 4,30 4,40 

GS001523.03 
The system enables the capture of all patient demographic data 
necessary to meet legislative and regulatory requirements. 

5 4,67 4,00 4,50 4,50 3,40 

GS001947.02 
The system makes confidential information only accessible by 
appropriately authorised users. 

4,8 3,40 4,81 5,00 4,30 3,90 

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

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

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

5 3,80 4,90 5,00 4,30 4,80 

GS002265.01 
Each health item is uniquely and persistently associated with an 
identified patient. 

5 4,00 4,81 5,00 4,70 4,50 

 
Table 5 EuroRec Seal Level 2 scores for importance 

Graphically represented 

 

 
 

 
Figure 32: Importance of the EuroRec Seal Level 2 Statements
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15.8 Importance score given to the ñgenericò (A09) Statements 

 

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 

workshop, Serbia and (partially) Croatia selected the ñGenericò functionalities and 

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 they 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 
entry. 

4,10 5,00 4,90 4,67 

GS001538.02 Each version of a health item 
identifies the actor who has 
actually entered the data. 

4,30 5,00 5,00 4,77 

GS001539.02 Each update of a health item 
results in a new version of that 
health item. 

3,10 5,00 4,50 4,20 

GS001578.02 The system enables to capture 
the reason for removal or 
discontinuation of a health item. 

3,00 2,00 4,20 3,07 

GS001579.03 Each version of a health item 
has a status of activity. 

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

GS001592.02 The system enables to specify 
for each change of status of a 
health item the reason why. 

3,00 3,00 3,90 3,30 

GS001593.02 Deletion of a health item results 
in a new version of that health 
item with a status "deleted". 

3,40 4,66 3,90 3,99 

GS001594.02 Each 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. 

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

GS001595.01 Each change of status of a 
health issue results in a new 
version of that health issue. 

3,20 5,00 4,20 4,13 

GS001598.02 A complete history of the 
versions of a health item can be 

2,80 3,33 4,70 3,61 
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presented. 

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 
required for 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 

GS001619.02 The system stores the identity of 
each user co-signing a version of 
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 and labelled as such. 

2,70 3,33 3,10 3,04 

GS001631.02 The system identifies health 
items completed by or on behalf 
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 

GS001901.02 Each version of a health item 
has a date of validity. 

2,80 4,33 4,10 3,74 

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

4,20 2,33 4,60 3,71 

GS001945.01 The system enables the user to 
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 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 current 
and past data. 

4,30 3,66 4,20 4,05 

GS002265.01 Each health item is uniquely 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 

 

4,40 

GS002267.01 Each health item is associated 
with a label specifying its 
nature. 

3,70 1,00 

 

2,35 

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 

 

3,93 

GS002270.02 The system enables to assign a 
degree of certainty to a health 
item. 

2,50 3,66 

 

3,08 

GS002271.02 The system enables to assign a 
degree of severity to a health 
item. 

3,20 3,66 

 

3,43 

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

3,50 3,00 

 

3,25 

GS002274.02 Each version of a health item 
has a specified origin (practice, 
third party, device...). 

4,30 2,66 

 

3,48 

GS002275.01 The degree of confidentiality 
assigned to health items can be 
based on its content. 

2,70 2,00 

 

2,35 

GS002276.01 Each version of a health item 
can have an access level. 

2,20 1,33 

 

1,77 

GS002277.01 The system enables the author 
of a version of a health item to 
assign a level of access. 

2,00 1,33 

 

1,67 

GS002278.01 The system enables to assign a 
default level of access for each 
user. 

4,00 5,00 

 

4,50 

GS002279.01 The system enables to assign a 
different level of access for 
reading or writing. 

4,00 5,00 

 

4,50 

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

3,00 2,00 

 

2,50 
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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. 

2,60 2,66 

 

2,63 

GS002307.02 Each patient and his EHR is 
uniquely and persistently 
identified within the system. 

4,60 5,00 

 

4,80 

GS002379.02 The system is able to label a 
health item as a diagnostic 
statement (problem, health 
issue, hypothesis,...). 

3,80 4,00 

 

3,90 

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

4,50 5,00 

 

4,75 

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. 

3,80 3,50 

 

3,65 

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

3,30 4,00 

 

3,65 

GS002435.02 The system does not allow to 
erase the default items from a 
distributed pick list or reference 
table. 

2,50 4,50 

 

3,50 

GS002436.02 The system enables the user to 
mask items of a default pick list 
or reference table. 

2,50 3,00 

 

2,75 

GS002438.05 The system guarantees a correct 
code mapping when using a 
proprietary term list to code 
health items. 

4,20 4,33 

 

4,27 

GS002439.04 The system enables the user to 
add terms to the proprietary 
coding lists. 

3,30 3,50 

 

3,40 

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

3,50 1,00 

 

2,25 

GS002621.01 It is possible to see if data has 
been modified. 

4,50 4,00 

 

4,25 

GS002648.01 The system is able to link all the 
documentation (and services) of 
one single patient contact 
related to a defined care 
approach (intended outcome) 
for one single health issue. This 
concept has been identified as a 
"partial contact". 

3,00 4,00 

 

3,50 

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

3,20 3,00 

 

3,10 
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GS002651.02 The system stores the date and 
time of co-signing a health item. 

3,30 3,66 

 

3,48 

GS002662.04 Each version of a health item 
can be commented by an 
authorised and identified third 
party and will be labelled as 
such. 

3,20 3,00 

 

3,10 

GS002663.02 The system stores the identity of 
the author of a comment on a 
version of health item as well as 
date and time of registration of 
that comment. 

4,00 3,00 

 

3,50 

GS002672.03 The pick lists and reference 
tables offered by the system are 
the same for all the users of the 
same application. 

4,20 5,00 

 

4,60 

GS002673.02 The items of a pick list or 
reference table are coded, to 
improve interoperability. 

4,00 5,00 

 

4,50 

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. 

3,50 5,00 

 

4,25 

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. 

3,80 5,00 

 

4,40 

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

3,80 5,00 

 

4,40 

GS003199.01 The system enables free text 
annotation or comment to any 
version of a health item. 

2,50 2,66 

 

2,58 

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

2,50 2,00 

 

2,25 

GS003201.01 The system enables free text 
annotation or comment to any 
document. 

3,20 2,66 

 

2,93 

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 

 

3,57 

GS003714.01 The system enables the user to 
mark a chart/encounter note as 
completed. 

3,30 2,66 

 

2,98 
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GS003763.02 The system accepts photographs 
as EHR items. 

4,30 3,00 

 

3,65 

GS003764.01 The system accepts scanned 
images as EHR items. 

4,50 3,00 

 

3,75 

GS003765.01 The system accepts recorded 
speech fragments as EHR items. 

3,50 3,00 

 

3,25 

GS003952.03 The system does not display 
deleted health items, audit trails 
excepted. 

3,80 4,33 

 

4,07 

GS003953.01 The system does not include 
deleted health items in clinical 
documentation or export, for 
audit purposes excepted. 

3,80 4,33 

 

4,07 

GS003954.02 The system does not take 
deleted health items in 
consideration when performing 
decision support and practice 
management algorithms. 

4,30 4,33 

 

4,32 

GS004008.01 The system enables to erase 
local and/or personal items of a 
pick list or reference table, 
provided that this item has not 
been used in any patient file. 

3,80 3,00 

 

3,40 

GS004011.01 The degree of confidentiality 
assigned to health items can be 
based on their nature (textual 
data, documents, clinical 
statements, measurements 
etc...). 

3,20 3,33 

 

3,27 

GS004016.01 The system offers a pick list to 
register the degree of certainty 
of a health item. 

3,20 3,00 

 

3,10 

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

3,50 3,33 

 

3,42 

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

3,50 3,50 

 

3,50 

GS004024.01 Comments added to a health 
item can be displayed together 
with that health item. 

3,80 3,33 

 

3,57 

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 

 

3,32 

GS004032.01 Health items with linked third 
party comments can be 
recognised as such when 
displayed. 

4,00 3,00 

 

3,50 

GS004977.01 The system enables the user to 
change the status of a health 
item and to do this without re-
entering the item. 

4,50 4,33 

 

4,42 
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GS004982.01 The system is able to display 
health items by a user defined 
sort order. 

2,50 3,66 

 

3,08 

GS004983.01 The system is able to store for 
each predefined list of health 
items a user defined sort order. 

2,50 3,00 

 

2,75 

GS005436.01 The system stores each health 
event as a unique discrete entry. 

3,30 2,00 

 

2,65 

GS005437.01 The system stores health item 
attributes as discrete data 
elements. 

3,50 4,00 

 

3,75 

GS005442.01 The system documents for each 
data element the source. 

3,30 3,50 

 

3,40 

GS005443.01 Each health item is stored as a 
discrete element. 

3,30 4,00 

 

3,65 

GS005723.01 Each version of a health item 
can be commented by a 
properly identified patient and 
will be labelled as such. 

2,80 1,66 

 

2,23 

 
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 was ς up to now ς 
ǾŀƭƛŘŀǘŜŘ ōȅ άŜȄǘŜǊƴŀƭ ǾŀƭƛŘŀǘƻǊǎέ ƛƴ с ŘƛŦŦŜǊŜƴǘ ŎƻǳƴǘǊƛŜǎΦ ¢ƘŜ ŦŜŀǎƛōƛƭƛǘȅ ƛǎ ŜȄǇǊŜǎǎŜŘ ƛƴ 
number of years. A score ƻŦ л ƳŜŀƴǎ ȅŜǘ άǎǘŀƴŘŀǊŘέ ŀǾŀƛƭŀōƭŜ ƻƴ ǘƘŜ ƳŀǊƪŜǘΦ ! ǎŎƻǊŜ ƻŦ р 
means that it will take five years or more before this criterion will be met by the market. 
 
The results are displayed in the next table. 
 
Each figure represents an average score for a given country. 
 
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 varies nevertheless from 0,32 to 3,03.  
 

Luxemb. Belgium Bulgaria Czech R 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 market with 
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 and Romania   
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The three criteria with the lowest average score, which means highest feasibility, 

are: 

 

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

0,00 0,00 1,81 0,00 1,50 0,66 

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

0,20 0,20 2,27 0,00 1,70 0,87 

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

0,00 0,00 2,36 0,00 2,30 0,93 

 
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 highest average score, which means ñmost time to take 

before being generally implemented / available, are: 

 

GS002415.04 
The system takes the access rights into 
account when granting access to health 
items, considering the role of the care 
provider towards the patient. 

3,00 1,75 2,81 0,67 2,70 2,19 

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 

GS002269.01 
The system enables to assign different 
access rights to a health item (read, 
write,...) considering the degree of 
confidentiality. 

3,00 1,80 3,36 0,75 3,00 2,38 

 

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 

implement a kind of ñsticky privacy policyò.  
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Eurorec ID Statement BeLux 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 

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

0,00 0,00 1,81 0,00 1,50 0,66 

GS001523.03 
The system enables the capture of all patient demographic data necessary to meet 
legislative and regulatory requirements. 

0,00 0,00 2,36 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 
The system supports the use of clinical coding systems, where appropriate, for data 
entry of health items. 

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 

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

1,30 0,80 3,18 1,00 2,00 1,66 



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

 

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools                 62/84 

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

1,30 1,25 3,36 0,75 2,30 1,79 

GS001594.02 
Each 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. 

0,80 0,20 2,81 0,50 2,70 1,40 

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 
The system is able to present for one patient contact all the documentation associated 
with that patient. 

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 
The system makes confidential information only accessible by appropriately 
authorised users. 

0,20 0,40 3,45 0,75 1,70 1,30 

GS002175.02 
The system enables the implementation of a privilege and access management 
policy. 

0,20 0,50 2,90 0,33 1,70 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 

GS002269.01 
The system enables to assign different access rights to a health item (read, write,...) 
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 

GS002287.02 
The system distinguishes administrators, privileged users and common users. 
Administrators assign privileges and/or access rights to privileged and common users. 
Privileged users assign privileges and/or access rights to common users. 

0,20 0,50 2,27 1,00 2,70 1,33 

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 

GS002312.01 
The system is able to make a distinction between patients with same name, first 
name, gender and date of birth. 

0,40 0,20 3,18 0,00 2,00 1,16 

GS002415.04 
The system takes the access rights into account when granting access to health 
items, considering the role of the care provider towards the patient. 

3,00 1,75 2,81 0,67 2,70 2,19 

GS002437.04 
The system offers to all the users nationally approved coding lists to assist the 
structured and coded registration of health items. 

1,20 0,00 3,27 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 
data entry interface. 

0,20 0,20 3,45 0,25 2,00 1,22 

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

0,30 0,00 3,36 0,50 3,00 1,43 

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 distinguishes actual or active medication items from past medication 
items when including and displaying medication items in lists or in a journal. 

1,20 0,00 2,45 0,00 2,70 1,27 

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 
The system has a timeout function, terminating a session after a configurable period 
of inactivity. 

0,40 0,00 2,45 0,75 2,30 1,18 

GS003787.01 
The system has a consistent way to present clinical alerts, e.g. red colour for 
abnormally and/or high lab results. 

0,20 0,00 3,45 0,75 2,70 1,42 

GS004729.02 
A medication list presents at least the following elements: identification of the 
medicinal product (package), starting date, date of the latest prescription, dosing 
instructions (structured or as a textual expression) 

0,00 0,00 3,27 1,25 2,30 1,36 

 
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 Feasibility score given to the ñgenericò (A09) Statements 

 

 

We have only a limited input for the ñfeasibilityò of the A09 Statements, as displayed 

in table. 

 

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 

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

0,30 0,00 0,50 0,27 

2 GS001538.02 
Each version of a health item 
identifies the actor who has actually 
entered the data. 

0,40 0,00 0,50 0,30 

3 GS001539.02 
Each update of a health item results 
in a new version of that health item. 

1,50 0,00 0,70 0,73 

4 GS001578.02 
The system enables to capture the 
reason for removal or 
discontinuation of a health item. 

1,00 0,66 1,10 0,92 

5 GS001579.03 
Each version of a health item has a 
status of activity. 

1,30 0,00 0,80 0,70 

6 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 

7 GS001593.02 
Deletion of a health item results in a 
new version of that health item with 
a status "deleted". 

1,30 0,00 1,10 0,80 

8 GS001594.02 

Each 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. 

0,80 1,00 0,50 0,77 

9 GS001595.01 
Each change of status of a health 
issue results in a new version of that 
health issue. 

2,10 0,00 0,80 0,97 

10 GS001598.02 
A complete history of the versions of 
a health item can be presented. 

1,50 0,66 0,70 0,95 

11 GS001601.04 
The system enables to precise that a 
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 for that 
health item. 

0,00 0,00 1,00 0,33 

13 GS001603.01 
A health item can be the absence of 
a condition for a given patient. 

1,30 0,00 1,40 0,90 
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14 GS001616.01 
Each version of a health item has a 
status of completion of data entry; in 
progress or completed. 

1,00 1,00 0,90 0,97 

15 GS001617.01 
Updates to a version of a health item 
"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 co 
signed by one or more users. 

1,30 2,00 1,10 1,47 

17 GS001619.02 
The system stores the identity of 
each user co-signing 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 GS001901.02 
Each version of a health item has a 
date of validity. 

1,70 0,00 0,70 0,80 

24 GS001935.03 
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 health items 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 and 
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 item is 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 GS002270.02 
The system enables to assign a 
degree of certainty to a health item. 

1,00 1,66 
 

1,33 

35 GS002271.02 
The system enables to assign a 
degree of severity to a health item. 

1,00 1,33 
 

1,17 

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

1,00 1,50 
 

1,25 

37 GS002274.02 
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 user. 

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 health 
item. 

2,70 1,00 
 

1,85 

44 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. 

3,70 2,00 
 

2,85 

45 GS002307.02 
Each patient and his EHR is uniquely 
and persistently identified within the 
system. 

0,00 0,00 
 

0,00 

46 GS002379.02 

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 that 
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 or reference table. 

1,30 0,00 
 

0,65 

51 GS002436.02 
The system enables the user to mask 
items of a default pick list or 
reference table. 

1,50 0,00 
 

0,75 



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

 

D4.4 Validation of the EuroRec Statements and EuroRec Use Tools                 69/84 

52 GS002438.05 

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

2,00 0,33 
 

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 GS002524.02 
A domain specific scenario can be a 
sequence of specific and non specific 
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 one 
single patient contact related to a 
defined care approach (intended 
outcome) for one single health issue. 
This concept has been identified as a 
"partial contact". 

1,80 0,00 
 

0,90 

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

1,50 2,50 
 

2,00 

58 GS002651.02 
The system stores the date and time 
of co-signing a health item. 

1,50 1,33 
 

1,42 

59 GS002662.04 

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

2,00 1,66 
 

1,83 

60 GS002663.02 

The system stores the identity of the 
author of a comment on a version of 
health item as well as date and time 
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 GS002673.02 
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 
 

1,98 

67 GS003200.01 

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

2,80 1,00 
 

1,90 

70 GS003714.01 
The system enables the user to mark 
a chart/encounter note as 
completed. 

1,30 0,33 
 

0,82 

71 GS003763.02 
The system accepts photographs as 
EHR items. 

0,00 0,33 
 

0,17 

72 GS003764.01 
The system accepts scanned images 
as EHR items. 

0,00 0,33 
 

0,17 

73 GS003765.01 
The system accepts recorded speech 
fragments as EHR items. 

0,00 0,33 
 

0,17 

74 GS003952.03 
The system does not display deleted 
health items, audit trails excepted. 

1,00 0,00 
 

0,50 

75 GS003953.01 

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

1,00 0,00 
 

0,50 

76 GS003954.02 

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

1,00 1,00 
 

1,00 

77 GS004008.01 

The system enables to erase local 
and/or personal items of a pick list or 
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, 
measurements etc...). 

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 system always 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 such 
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 re-entering 
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 
The system is able to store for each 
predefined list of health items a user 
defined sort order. 

1,00 1,66 
 

1,33 

88 GS005436.01 
The system stores each health event 
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 data 
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 a health item can be 
commented by a properly identified 
patient and will be labelled as such. 

3,00 1,00 
 

2,00 

 
Table 11  A09 Statements scores for feasibility 
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15.11 Initial validation of the A10.0 Statements (Medication ï 

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 
The identity of the prescriber is linked to each (version of each) medication 
item. 

4,40 0,00 

GS001554.01 
The system stores the dates of the prescriptions linked to the appropriate 
medication item. 

4,60 0,40 

GS001555.01 Each medication item has a start date. 4,40 0,00 

GS001556.01 Each medication item may have a date of last modification. 3,80 0,40 

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

GS001558.01 Each medication item can have an end date. 4,00 0,40 

GS001560.02 
A medication item can be entered by an authorised user other than the 
prescriber. 

4,00 0,40 

GS001561.02 
A medication item can be a prescription as well as a non-prescription 
medication. 

4,20 0,00 

GS001562.01 
A medication item can be an over the counter product or a complementary 
medicinal product. 

3,80 0,20 

GS001565.01 
The system stores when appropriate for each medication item the dose or 
strength. 

4,00 0,60 

GS001566.01 
The system stores when appropriate for each medication item the route of 
administration. 

3,00 0,80 

GS001567.03 
The system stores when appropriate for each medication item the number of 
medicinal product units per take and the number of takes per day. 

4,20 0,00 

GS001568.01 
The system stores when appropriate for each medication item the frequency of 
applying the day regimen of administration. 

4,40 0,00 

GS001569.01 
The system stores when appropriate for each medication item the duration of 
applying the day regimen of administration. 

4,00 0,20 

GS001570.02 
The system stores when appropriate for each medication item the number of 
product units dispensed. 

2,60 1,20 

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 free text or uncoded medication items if and only if the 
medicinal product isn't available in the coded list of medicinal products. 

2,00 0,80 

GS001584.01 The system enables to enter that a patient takes no medication at all. 2,00 2,00 

GS001649.07 
The system accepts fully structured and codified health items sent in a 
standardised format from an external source and integrates them in the 
patient's record. 

4,00 0,25 

GS001670.02 
A coded list of medicinal products enables search on both the generic and the 
brand name or part of the name. 

3,80 0,40 

GS001671.01 
A coded list of medicinal products enables to search on the price per package 
and/or per product unit. 

2,60 0,60 

GS001674.03 The system stores when appropriate for each prescribed medicinal product the 3,25 0,25 
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prescribed number of medicinal product units per take and the number of 
takes per day. 

GS001675.02 
The system stores the number of medicinal product units prescribed and/or 
the number of medicinal product packages prescribed. 

3,60 0,00 

GS001678.02 
The system enables to select a medicinal product by therapeutic class, active 
ingredient or combination of ingredients. 

3,40 0,60 

GS001697.02 
The system enables the use of fractional amounts of medicinal product units in 
a day regimen (at product level) as well as in medication administration 
overview (at patient level). 

3,20 0,60 

GS002401.01 
The system offers to all the users the same coding list to assist the structured 
and coded registration of a medication item. 

3,75 0,00 

GS002438.05 
The system guarantees a correct code mapping when using a proprietary term 
list to code health items. 

4,00 0,00 

GS002445.03 
The system is able to express the quantity prescribed as number of 
pharmaceutical product units or as a number of medicinal product packages 
with a number of pharmaceutical product units per package. 

3,40 0,20 

GS002446.03 The system enables to register and to display irregular day regimens. 3,20 0,80 

GS002447.02 
The system enables to register the relation between the prescribed medicinal 
products and meals. 

3,40 0,20 

GS002450.02 
The medicinal product database offers, at the point of prescription, price 
information on the selected product and equivalents. 

3,00 0,00 

GS002452.02 
The medicinal product database offers, at the point of prescription, 
information on the therapeutic class of the product as well as the monograph. 

2,80 0,20 

GS002458.03 
The system offers a database of ingredients to enable an extratemporaneous 
prescription. 

3,00 0,80 

GS002459.03 
The system stores the composition of an extratemporaneous medicinal 
product as a text in the EHR. 

3,80 0,00 

GS002460.03 
The system stores the composition of an extratemporaneous medicinal 
product in a structured way in the EHR. 

2,80 1,40 

GS002463.02 
The system enables the prescription of an extratemporaneous medicinal 
product. 

4,20 0,00 

GS002469.02 
The system offers a formulary of "pre-formatted" prescriptions for a given 
indication at the point of prescription. 

2,80 1,60 

GS002555.02 
The system offers direct encoding or a validated mapping of a chemical 
substance as allergen using the CAS code of the substance. 

2,25 2,50 

GS002562.02 
The system offers direct encoding to the ATC of the active ingredient(s) of a 
medication item or at least a validated mapping to those ATC codes. 

2,80 0,60 

GS002563.02 
The system offers direct encoding to the CAS code of the active substance(s) of 
a medication item or at least a validated mapping to those CAS codes. 

1,75 2,50 

GS002564.03 
The system offers when issuing a medicinal product package prescription direct 
encoding of the package or a validated mapping to the national medicinal 
product package code. 

3,00 0,25 

GS002566.03 
The system offers when issuing a medicinal product prescription direct 
encoding or a validated mapping to the CAS code of the (main) active 
substance(s). 

2,00 2,50 

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

3,00 0,20 

GS002841.01 
The identity of the original prescriber is linked to each (version of each) 
medication item. 

3,20 0,40 

GS003126.02 
The system enables the prescription of a medicinal product identified on the 
basis of the INN name of the active ingredient(s). 

3,80 0,00 

GS003183.02 
The system enables to capture the reason for modifying a medication item, e.g. 
its regimen. 

2,80 0,80 

GS004558.01 
The system enables the user to enter that a patient takes no medication for a 
given health issue. 

2,20 2,20 

GS004578.01 The original prescriber of a medication can be a user of the actual EHR system 2,80 0,60 
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or an third party. 

GS004634.01 
The system enables to enter a textual expression as posology of a medicinal 
product. 

3,80 0,20 

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

2,50 2,00 

GS004643.03 

The medicinal product database offers, at the point of prescription or 
administration as well as for medication management within the patient 
record, information on malleability, divisibility and solubility of the medicinal 
product. 

1,80 1,80 

GS004645.02 

The medicinal product database offers, at the point of prescription or 
administration as well as for medication management within the patient 
record, information (qualitative and quantitative) on the composition of the 
medicinal product. 

2,25 0,50 

GS004649.02 
The medicinal product database offers, at the point of prescription, cross 
border equivalents for the medicinal products. 

1,40 3,20 

GS004650.01 
The system enables the prescription of care or nursing products, bandages and 
"devices". 

3,00 0,40 

GS004788.01 
Active substances or ingredients as well as excipients can be registered as 
allergens, causing allergic reactions to a patient. 

3,75 0,50 

GS004793.01 
The list nor the order of medicinal products displayed for selection is 
influenced by promotional considerations. 

3,60 0,00 

GS004796.01 The coded list of medicinal products enables search on the ATC class. 3,20 0,40 

GS004797.02 The system enables to select a medicinal product by indication. 3,00 2,25 

GS004798.01 
The system enables the user to sort the listed medicinal products 
alphabetically. 

3,20 0,20 

GS004799.01 
The system enables to select a sort definition as his default sort of the list of 
medicinal products. 

2,00 1,00 

GS004800.03 
The system enables to display complementary social security related 
information while listing medicinal products e.g. per ATC Class or per 
indication. 

2,50 2,25 

GS004801.01 
The system displays origin and date of the information source when displaying 
the list of medicinal products. 

2,00 2,25 

GS004851.01 
The system offers, in the national language(s), easily accessible information on 
the meaning of icons, alert and information indicators provided by the system 
or from the medicinal product database. 

2,40 1,60 

GS004874.01 
The system identifies medicinal products by a national code, at (brand) name 
level. 

4,50 0,75 

GS004875.01 The system identifies medicinal product packages by a national code. 3,40 0,40 

GS004877.01 
The system records for each prescribed medicinal product the version and the 
ID of the medicinal product database used. 

1,80 1,80 

GS004880.01 
The system do not present any publicity for any product that can be 
prescribed. 

2,80 0,00 

GS004881.01 
The 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. 

2,67 2,67 

GS004984.01 
The system stores additional identifying information of the effectively 
dispensed medicinal product, if different from the prescribed one. 

3,00 3,25 

GS004993.01 
The system is able to store both the brand name and the generic name to 
identify a medication item or a prescription item. 

2,20 0,20 

GS004994.01 
The system indicate, when prescribing, the legal category of the medicinal 
product, being a prescription or non-prescription product. 

3,00 0,40 

GS004995.01 The system alerts the user when prescribing an unlicensed medicinal product. 2,25 1,25 

GS005012.02 
The system alerts the user on possible interactions between food (including 
beverages) and prescribed medicinal products. 

3,00 1,40 
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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. This does not mean that these statements donôt address important 

issues. This is more especially the case for the following statements: 

 

¶ GS002265.1  Each health item is uniquely and persistently associated with 

an identified patient. 

¶ GS002266.1  Each version of a health item is uniquely and persistently 

identified. 

¶ GS002268.1  Each user is uniquely and persistently identified. 

 

The problem is mainly how ñpersistentlyò can be verified. The consortium will discuss 

this issue at its next meeting in Lisboa, June 17-18, 2011. 

 

The following products were validated. 

 

 

productName version 
Seal 
Level organisation orgaddress1 orgcity country 

Health One 6 1 
Health Ireland 
Partners 

Ballynattin 
House Arklow Ireland 

Helix Practice 
Manager 1 1 Helix Health   Dublin Ireland 

Complete GP 2.1 1 Complete GP 
Waterloo 
House Mallow Ireland 

Socrates 1.5 1 Technical Ideas Ltd 

ASBIC Institute 
ofTechnology 
Campus Ballinode Ireland 

Sense TM 2,0 1 

ITH icoserve 
technology for 
healthcare GmbH Innrain 98 Innsbruck Austria 

CSC Clinical Suite 

version 
2.0.3., 
build 
600 2 

CSC Scandihealth 
A/S 

P.O. Pedersens 
vei 2 Århus N Denmark 
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AxProFizioterapija 
version 
2.6 2 Audax d.o.o. 

Tehnoloski 
park 18   Slovenia 

AxProPatronaza 
version 
2.6 2 Audax d.o.o. 

Tehnoloski 
park 18   Slovenia 

AxProVrhniskiDENT 
version 
2.6 2 Audax d.o.o. 

Tehnoloski 
park 18   Slovenia 

BIRPPIS21 6.05.23 2 SRC Infonet Cesta talcev 39 Kranj Slovenia 

ISOZ21 7.02.02 2 SRC Infonet Cesta talcev 39 Kranj Slovenia 

BIRPPIS21 6.05.23 2 SRC Infonet Cesta talcev 39 Kranj Serbia 

ISOZ21 7.02.02 2 SRC Infonet Cesta talcev 39 Kranj Serbia 

HELIANT HIS 5.4.1 2 
Ministry of Health 
Republic of Serbia 

5 Doktora 
Subotica Str. Beograd Serbia 

HELIANT PHC 5.4.1 2 
School of Electrical 
Engineering 

University of 
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 government issued a ñRulebookò with as title ñRulebook on more 

detailed contents of technological and functional requirement for establishing the 

Integrated Health Information Systemò. The Rulebook was published in the ñOfficial 

Gazette of the Republic of Serbiaò, no. 95/2009. 

 

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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Figure 34:  Serbian Rulebook 

 
 

Figure 35:  Extract of page 6 of the Serbian Rulebook
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Annex A  
 
The EuroRec Institute owns the intellectual property rights in the underlying 
HTML, text and other content that is made available to you, personally, on 

this Web Site. Any use, redistribution, or reproduction of any materials 
herein, in part or in whole, without express written consent from EuroRec is 

strictly prohibited. 
 

      

ID Original French  Dutch Crit. 

Belgique / Français België / Nederlands 

Interpretation of the 
compliance with the 
Level 1 specification 

GS001537.01 Each version of 
a health item 
has a date and 
time of 
registration. 

Chaque version 
de donnée a un 
moment (date, 
heure, minute,..) 
d'enregistrement. 

Elke versie van een 
gezondheidsgegeven 
heeft een datum en 
tijdstip van registratie. 

4a 

Chaque version de 
donnée est associée à un 
auteur et un moment 
(date, heure) 
d'enregistrement. 

Elke versie van een 
gegeven is geassocieerd 
met een auteur en een 
tijdstip (datum, uur) van 
registratie. 

Level 1 requirement 
literally included in the 
national criterion, 
second part 

GS001538.01 Each version of 
a health item 
has a user 
responsible for 
the effective 
data entry 
identified. 

Chaque version 
de donnée a un 
auteur 
responsable de sa 
saisie. 

Elke versie van een 
gezondheidsgegeven 
heeft een 
verantwoordelijke 
voor de 
gegevensregistratie 
geïdentificeerd. 

4a 

Chaque version de 
donnée est associée à un 
auteur et un moment 
(date, heure) 
d'enregistrement. 

Elke versie van een 
gegeven is geassocieerd 
met een auteur en een 
tijdstip (datum, uur) van 
registratie. 

Level 1 requirement 
literally included in the 
national criterion, first 
part of the sentence 

GS001539.01 Each update of 
a health item 
results in a new 
version of that 
health item. 

Chaque mise à 
jour d'une 
donnée résulte 
en une nouvelle 
version de cette 
donnée. 

Elke wijziging van een 
gezondheidsgegeven 
resulteert in een 
nieuwe versie van dat 
gezondheidsgegeven. 

4b 

Chaque modification 
donnée (à l'exception 
des notes personnelles 
du médecin) en génère 
une nouvelle version. 
Dans ce cas, la 
suppression d'une 
donnée doit être 
considérée comme une 
modification et ne peut 
entraîner la perte 
physique de cette 
donnée. 

 Elke wijziging genereert 
een nieuwe versie van een 
gegeven (met 
uitzondering van de 
persoonlijke nota's van de 
arts). In dit geval dient het 
weglaten van een 
gegeven te worden 
beschouwd als een 
wijziging en mag dus niet 
leiden tot het verdwijnen 
ervan. 

First sentence includes 
the same requirement 
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GS001579.02 Each version of 
a health item 
has a status of 
activity, e.g. 
active or 
current, 
inactive, history 
or past, 
completed, 
discontinued, 
archived. 

Chaque version 
d'une donnée de 
santé a un état 
d'activité, e.g. 
actuel ou actif, 
inactif, 
antécédent, 
complétée, 
arrêtée ou 
archivée. 

Elke versie van een 
gezondheidsprobleem 
heeft een 
activiteitsstatus, bvb. 
actief of lopend, niet 
actief, historiek of 
vervallen, 
vervolledigd, 
onderbroken, 
gearchiveerd. 

5 

Chaque version de 
donnée médicale a un 
statut :   
·         Actif 
·         Passif ς Relevant 
pour la prise décision 
·         Passif ς  Non 
relevant pour la prise 
décision 

Elke versie van een 
gezondheidsgegeven 
heeft een status:     
ω !ŎǘƛŜŦ 
ω tŀǎǎƛŜŦ - Relevant voor 
de besluitname 
ω tŀǎǎƛŜŦ - Niet meer 
relevant voor de 
besluitname 

Similar statement with 
national options 
regarding the possible 
labels to identify the 
status of a health item 

GS001593.02 Deletion of a 
health item 
results in a new 
version of that 
health item 
with a status 
"deleted". 

Tout effacement 
de donnée de 
santé donne lieu 
à la création 
d'une nouvelle 
version de cette 
donnée avec 
l'attribut 
"effacée". 

Het uitwissen van een 
gezondheidsgegeven 
heeft de aanmaak van 
een nieuwe versie van 
dat 
gezondheidsgegeven 
tot resultaat met de 
status "uitgewist". 

4b 

Chaque modification 
donnée (à l'exception 
des notes personnelles 
du médecin) en génère 
une nouvelle version. 
Dans ce cas, la 
suppression d'une 
donnée doit être 
considérée comme une 
modification et ne peut 
entraîner la perte 
physique de cette 
donnée. 

 Elke wijziging genereert 
een nieuwe versie van een 
gegeven (met 
uitzondering van de 
persoonlijke nota's van de 
arts). In dit geval dient het 
weglaten van een 
gegeven te worden 
beschouwd als een 
wijziging en mag dus niet 
leiden tot het verdwijnen 
ervan. 

Second sentence is 
similar to the Level 1 
statement 

GS001594.02 Each 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. 

Chaque version 
de donnée a un 
responsable de 
son contenu. Ce 
responsable peut 
être l'auteur de la 
saisie ou une 
tierce personne. 

Elke versie van een 
gezondheidsgegeven 
heeft een persoon die 
verantwoordelijk is 
voor de inhoud van 
die versie. De 
persoon, 
verantwoordelijk voor 
de inhoud, kan de 
gebruiker of een 
derde zijn. 

2004/11 

Chaque version de 
donnée est associée à un 
responsable identifié de 
façon univoque et 
indélébile.  

Elke versie van een 
gegeven is geassocieerd 
met een 
verantwoordelijke die 
eenduidig  geïdentificeerd 
en onwijzigbaar is.  

Tested in previous test 
sessions 
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GS001598.01 A complete 
history of the 
versions of a 
health item can 
be presented. 

Le système peut 
générer une 
historique des 
différentes 
versions de 
chacune des 
données. 

Een volledige historiek 
van alle versies van 
een 
gezondheidsgegeven 
kan getoond worden. 

4 

Le système doit pouvoir 
reconstituer l'historique 
des versions successives 
d'une donnée, gérées 
selon les règles 
suivantes :  

Het systeem moet de 
historiek van de versies 
van een gegeven die als 
volgt worden beheerd, 
kunnen reconstrueren : 

Same statement 

GS001901.01 Each version of 
a health item 
has a date of 
validity. 

Chaque version 
de donnée à une 
date de validité. 

Elke versie van een 
gezondheidsgegeven 
heeft een 
geldigheidsdatum. 

3 

Chaque donnée 
médicale est associée à 
une date de valeur. 

Elk gezondheidsgegeven is 
geassocieerd met een 
geldigheidsdatum.  

Complementary to the 
date of the 
registration 

GS001945.01 The system 
enables the 
user to 
designate 
individual 
health items as 
confidential. 

Le système 
permet à 
l'utilisateur de 
désigner une 
donnée 
individuelle 
comme étant 
confidentielle. 

Het systeem stelt de 
gebruiker in staat om 
afzonderlijke 
gezondheidsgegevens 
als confidentiëel aan 
te duiden. 

13 

Le logiciel permet de 
gérer des droits d'accès 
sur base des paramètres 
suivants:                                                   
ω ǇǊƻŦƛƭ ŘŜ ƭϥǳǘƛƭƛǎŀǘŜǳǊ 
(par exemple: profil 
médical, profil 
administratif) 
ω ƴŀǘǳǊŜ ŘŜ ƭŀ ŘƻƴƴŞŜ 
(par exemple: 
antécédents, notes 
personnelles, données 
administratives, 
allergies, etc ..;) 
ω ǘȅǇŜ ŘΩŀŎǘƛƻƴ ǎǳǊ ŎŜǎ 
données : lire et écrire 

De software maakt het 
mogelijk om 
toegangsrechten te 
beheren op basis van de 
volgende parameters: 
ω ŘŜ ƘƻŜŘŀƴƛƎƘŜƛŘ Ǿŀƴ ŘŜ 
gebruiker (bv.: medisch 
profiel, administratief 
profiel) 
ω ŘŜ ŀŀǊŘ Ǿŀƴ ƘŜǘ ƎŜƎŜǾŜƴ 
(bv.: antecedenten, 
persoonlijke nota's, 
administratieve gegevens, 
allergieën, enz.) 
ω ŘŜ ŀŀǊŘ Ǿŀƴ ŘŜ 
bewerking van deze 
gegevens: lezen en 
schrijven 

Labelling an item as 
confidential and 
subsequently verifying 
the access to that: 
only applications that 
proved they manage 
confidential 
information properly 
can be labeled  

GS002265.01 Each health 
item is uniquely 
and persistently 
associated with 
an identified 
patient. 

Chaque donnée 
est associée à un 
identifiant 
univoque et 
constant d'un 
patient. 

Elk 
gezondheidsgegeven 
is uniek en blijvend 
verbonden aan een 
geïdentificeerde 
patiënt. 

1 

Chaque donnée 
médicale est associée à 
un patient de manière 
univoque et indélébile. 

Elk gezondheidsgegeven is 
op eenduidige en 
blijvende wijze 
geassocieerd met een 
patiënt.  

Same statement 
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GS002266.01 Each version of 
a health item is 
uniquely and 
persistently 
identified. 

Chaque version 
de donnée est 
identifiée de 
façon univoque 
et constante. 

Elke versie van een 
gezondheidsgegeven 
is uniek en blijvend 
geïdentificeerd. 

  

    Technical issue 

GS002268.01 Each user is 
uniquely and 
persistently 
identified. 

Chaque 
utilisateur du 
système est 
associé à un 
identifiant unique 
et permanent. 

Elke gebruiker is uniek 
en blijvend 
geïdentificeerd. 

8 

Plusieurs utilisateurs 
peuvent accéder au 
logiciel. Le logiciel 
garantit la possibilité 
d'identification univoque 
et permanente de 
chaque utilisateur 
présent ou passé dans le 
logiciel. 

Verschillende gebruikers 
kunnen toegang krijgen 
tot de software. De 
software garandeert de 
mogelijkheid tot 
eenduidige en 
permanente identificatie 
van elke huidige of 
vroegere gebruiker van de 
software. 

Second sentence is 
similar to the Level 1 
statement 

GS002269.01 The system 
enables to 
assign different 
access rights to 
a health item 
(read, write,...) 
considering the 
degree of 
confidentiality. 

Le système 
assigne des droits 
d'accès (lire, 
écrire, ..) 
individualisés à 
chaque donnée 
en tenant compte 
du degré de 
confidentialité. 

Naargelang de 
confidentialiteitsgraad 
van een 
gezondheidsgegeven 
kan het systeem 
verschillende 
toegangsrechten tot 
dat 
gezondheidsgegeven 
toewijzen (inlezen, 
bewerken,...). 

13 

Le logiciel permet de 
gérer des droits d'accès 
sur base des paramètres 
suivants:                                                  
ω ǇǊƻŦƛƭ ŘŜ ƭϥǳǘƛƭƛǎŀǘŜǳǊ 
(par exemple: profil 
médical, profil 
administratif)ω ƴŀǘǳǊŜ ŘŜ 
la donnée (par exemple: 
antécédents, notes 
personnelles, données 
administratives, 
allergies, etc ..;)ω ǘȅǇŜ 
ŘΩŀŎǘƛƻƴ ǎǳǊ ŎŜǎ ŘƻƴƴŞŜǎ 
: lire et écrire 

De software maakt het 
mogelijk om 
toegangsrechten te 
beheren op basis van de 
volgende parameters:ω ŘŜ 
hoedanigheid van de 
gebruiker (bv.: medisch 
profiel, administratief 
profiel)ω ŘŜ ŀŀǊŘ Ǿŀƴ ƘŜǘ 
gegeven (bv.: 
antecedenten, 
persoonlijke nota's, 
administratieve gegevens, 
allergieën, enz.)ω ŘŜ ŀŀǊŘ 
van de bewerking van 
deze gegevens: lezen en 
schrijven 

This statement has 
been interpreted in its 
slimmest dimension: 
users not having 
access to clinical 
information will not be 
able to read / modify 
clinical information. 
Confidential 
information can only 
be accessed by the 
author. 
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GS002281.01 All patient data 
can be accessed 
directly from 
the patient 
record. 

Toutes les 
données d'un 
patient peuvent 
être accédées 
directement sans 
quitter le dossier 
de ce patient. 

Vanuit het 
patiëntendossier kan 
er rechtstreeks 
toegang genomen 
worden tot alle 
patiëntengegevens. 

14 

Toutes les données 
patients sont accessibles 
directement au départ 
d'une même application. 
Ceci est également le cas 
pour les données 
éventuellement 
recueillies par une 
application tierce pour 
être intégrée dans 
l'application-mère. 
L'utilisateur pourra 
accéder aux données du 
patient dans ce second 
programme, sans devoir 
réidentifier ce patient. 

Alle patiëntengegevens 
zijn direct toegankelijk 
vanuit eenzelfde 
applicatie. Dit geldt 
eveneens voor gegevens 
eventueel opgeslagen 
middels een derde 
applicatie om in het 
hoofdprogramma 
opgenomen te worden. 
De gebruiker zal toegang 
kunnen hebben tot de 
patiëntgegevens in dat 
tweede programma 
zonder de patiënt 
opnieuw te moeten 
identificeren.  

Similar statements 

GS002307.01 Each patient 
and its EHR is 
uniquely and 
persistently 
identified 
within the 
system. 

Chaque patient et 
son DMI sont 
identifié de façon 
univoque et 
indélébile dans le 
système. 

Elke patiënt en zijn 
elektronisch medisch 
dossier (EMD) is uniek 
en blijvend 
geïdentificeerd 
binnen het systeem. 

17 

Le patient est identifié à 
l'intérieur du logiciel de 
façon univoque et 
indélébile. 

De patiënt wordt binnen 
de software 
geïdentificeerd op een 
eenduidige en 
onuitwisbare manier. 

Same statement // 
Mainly a technical 
issue verified during 
the label 2010-2011, 
illustratin unique ID 
(sometimes a GUID). 
Also indirectky 
covered by the control 
on double records 
based on 
name+firstname+date 
of birth+ gender or 
based on the national 
identification number. 
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GS002415.01 The system 
takes the access 
rights into 
account when 
granting access 
to health items, 
considering the 
role of the care 
provider 
towards the 
patient. 

Le système tient 
en autorisant 
l'accès aux 
données de santé 
des droits d'accès 
reliés à ces 
données tout en 
tenant compte de 
la relation 
thérapeutique 
entre le patient 
et celui qui 
demande cet 
accès. 

Wanneer toegang 
wordt verleend tot 
gezondheidsgegevens 
houdt het systeem 
rekening met 
toegangsrechten 
verbonden aan de rol 
die de zorgverstrekker 
heeft ten aanzien van 
de patiënt. 

13 

Le logiciel permet de 
gérer des droits d'accès 
sur base des paramètres 
suivants:                                                   
ω ǇǊƻŦƛƭ ŘŜ ƭϥǳǘƛƭƛǎŀǘŜǳǊ 
(par exemple: profil 
médical, profil 
administratif) 
ω ƴŀǘǳǊŜ ŘŜ ƭŀ ŘƻƴƴŞŜ 
(par exemple: 
antécédents, notes 
personnelles, données 
administratives, 
allergies, etc ..;) 
ω ǘȅǇŜ ŘΩŀŎǘƛƻƴ ǎǳǊ ŎŜǎ 
données : lire et écrire 

De software maakt het 
mogelijk om 
toegangsrechten te 
beheren op basis van de 
volgende parameters: 
ω ŘŜ ƘƻŜŘŀƴƛƎƘŜƛŘ Ǿŀƴ ŘŜ 
gebruiker (bv.: medisch 
profiel, administratief 
profiel) 
ω ŘŜ ŀŀǊŘ Ǿŀƴ ƘŜǘ ƎŜƎŜǾŜƴ 
(bv.: antecedenten, 
persoonlijke nota's, 
administratieve gegevens, 
allergieën, enz.) 
ω ŘŜ ŀŀǊŘ Ǿŀƴ ŘŜ 
bewerking van deze 
gegevens: lezen en 
schrijven 

One of the Belgian 
requirements: access 
managementg based 
on the role of the user 

GS002437.03 The system 
offers to all the 
users nationally 
approved 
coding lists to 
assist the 
structured and 
coded 
registration of 
health items. 

Le système 
permet la saisie 
codée et 
structurée des 
données en 
utilisant des 
tables 
d'encodage 
nationalement 
approuvées. 

Het systeem biedt 
nationaal 
goedgekeurde 
codeerlijsten om te 
gebruiken bij een 
gestructureerde 
registratie en 
codering van 
gezondheidsgegevens 
of dossiergegevens. 

36 

Les codes associés au 
contenu sont issus soit 
de la classification CISP-2 
(ICPC-2) et ICD-10 qui 
peuvent être téléchargés 
via la plate-forme 
eHealth (voir les critères 
42 et 43), soit d'un 
système de codification 
de référence ou 
propriétaire. 

De codes die betrekking 
hebben op de inhoud zijn 
afkomstig ofwel van de 
ICPC-2- en de ICD-10-
classificaties die 
gedownload kunnen 
worden via het eHealth-
platform (zie criteria 42 en 
43), ofwel van een 
referentie- of eigen 
coderingssysteem. 

The national 
requirement of using 
ICPC2 and ICD10. 

GS002672.03 The pick lists 
and reference 
tables offered 
by the system 
are the same 
for all the users 
of the same 
application. 

Les tables de 
référence et les 
listes de choix 
offertes par le 
système sont les 
mêmes pour tous 
les utilisateurs. 

Alle gebruikers van 
eenzelfde systeem 
gebruiken dezelfde 
referentietabellen of 
keuzelijsten. 

40 

Tous les utilisateurs du 
logiciel reçoivent les 
mêmes tables de 
référence par défaut 
dont le contenu ne peut 
être effacé.  

Alle gebruikers van de 
software krijgen 
standaard dezelfde 
referentietabellen 
waarvan de inhoud niet 
gewist kan worden. 
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GS003952.01 The system 
does not 
display deleted 
health items, 
audit logs 
excepted. 

Le système ne 
montre plus les 
données 
effacées, sauf en 
cas d'un audit. 

Het systeem toont 
geen uitgewiste 
gezondheidsgegevens, 
tenzij het controle 
bestanden betreft. 

  

    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 système 
n'inclus pas des 
données effacées 
lors de la 
production ou de 
l'exportation des 
données, sauf en 
cas d'un audit. 

Het systeem neemt 
geen uitgewiste 
gezondheidsgegevens 
op in klinische 
documentatie of bij 
export van gegevens, 
tenzij het controle 
opdrachten betreft. 

7 

Le système n'inclut pas 
des données médicales 
effacées lors de la 
production ou de 
l'exportation des 
données, mais les 
conservent bien dans la 
base de données 
d'origine. 

Het systeem neemt geen 
verwijderde gezondheids 
gegevens op bij de 
productie of export van 
gegevens, maar bewaart 
ze wel in de originele 
gegevensbank. 

  

 

 


