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Objectives 

 

Overview of the Assessment Process and Tools 

Description of the Operational Criteria 

Description of the Self-Assessment 



Assessment Manuals and Technical 
Toolboxes 



AMT for Applicants (Sample) 



Roles and responsibilities 

Key participants in preparing and submitting the application: 

Designate a Network Coordinator and Healthcare Provider 
Representatives 

Define how participants will work together 

 

Coordinating 
Member 
(Network 

Coordinator) 

Healthcare 
Provider Applicant 

(Lead) 

Healthcare 
Provider Applicant 

(Lead) 

Healthcare 
Provider Applicant 

(Lead) 

Healthcare 
Provider Applicant 

(Lead) 

Healthcare 
Provider Applicant 

(Lead) 

Healthcare 
Provider Applicant 

(Lead) 

Healthcare 
Provider Applicant 

(Lead) 

Healthcare 
Provider Applicant 

(Lead) 

Healthcare 
Provider Applicant 

(Lead) 



Assessment Process for Networks and 
Healthcare Provider Applicants 

Overview of the Process  

Objectives of Process 

Six-Stage Process & 6-8 month Timeline 

Tool: Operational Criteria 

 

Stage 1                              
Call for interest 

from EC 

Stage 2                               
(3 months) 
Application 

submitted to EC 

Stage 3           

(1 month) 
Application 

reviewed by EC 
then IAB 

Stage 4             

(2 months) 
Assessments 
and reports 

completed by 
IAB 

Stage 5           

(2 weeks) 
Assessment 

results sent to 
EC 

Stage 6            

(1 month)            
Final approval 

by BoMS 



Operational Criteria 

Foundation:  Commission Delegated Decision 2014/286/EU 
 
 
 
 
 
Source Documents: 

• Mapping Exercise:  
– Literature Review  
– Exhaustive Review (European and international)   
– On-site visits (x10 MS)  
– Written consultation questionnaire (30MS) 

• Other literature and good practice documents 

 



Operational Criteria 

Designed based on the following key 
principles: 

• To be objective 

• To be measurable 

• To be specific and clear 

• To be achievable  

• To improve patient and family experience 

• To encourage continuous quality improvement 

Consist of two sections:  one for Proposed 
ERNs and one for Member Applicants 

 



Operational Criteria 

 

 

Organisation of the Operational Criteria 

Networks Healthcare Providers 

General Criteria and Conditions to be fulfilled: 

1. Highly Specialised Healthcare 

2. Governance and Coordination 

3. Patient Care 

4. Multidisciplinary Approach 

5. Good Practice, Outcome Measures, and 

Quality Control 

6. Contribution to Research 

7. Continuous Education, Training, and 

Development 

8. Networking and Collaboration 

General Criteria and Conditions to be fulfilled: 

1. Patient Empowerment and Patient-Centred 

Care 

2. Organisation, Management, and Business 

Continuity  

3. Research, Education and Training 

4. Expertise, Information Systems, and e-

Health Tools 

5. Quality and Safety 

 

Specific Criteria and Conditions to be fulfilled: 

1. Competence, Experience and Outcomes of 

Care 

2. Human Resources 

3. Organisation of Patient Care 

4. Facilities and Equipment 

Defined in the Network proposal and 
fulfillment assessed for each applicant 
healthcare provider.   Based on the 
evidence and consensus of the 
scientific, technical and professional 
community  



Operational Criteria Format 

 

 

Theme 

Legislated Requirement: references to the condition(s) 
and sub-condition(s) in the legislation (2014/286/EU) 

Criteria: operational requirement linked to every 
condition(s) and/or sub-condition(s) in the legislation 

Measure: each 
criterion is  has one or 
more measures of 
performance that need 
to be in place to meet 
the criterion. 

Guideline: guidance and further explanation on how to 
reach the particular measure of performance 

Evidence: what will be collected and observed to 
determine if the measure of performance is met 

Method of Assessment: how the evidence will be collected 
and evaluated to determine compliance with the measure 



Operational Criteria (SAMPLE) 
General Criteria and Conditions to be fulfilled by Networks: 
 
GOVERNANCE AND COORDINATION 
Criteria 
1.2 The Network has a clear governance and coordination structure that includes 
mechanisms to support oversight and evaluation. 
Measure 
a) There is one Member within the Network designated as the Coordinating Member. One 
person is appointed by the Coordinating Member to act as the “Coordinator” of the 
Network. 
 

Guideline 
The Coordinating Member should be chosen on the basis of proven ability to coordinate and 
lead a Network as well as the medically relevant activities in the field of expertise.  The best 
Coordinating Member may not necessarily be the best center of expertise or the one with 
the largest volume of patients, rather the one that has the capacity to fulfil all the key 
functions of coordination and to develop, promote, and expand the Network, as necessary.  
The Coordinator is selected from among the health professionals belonging to the 
Coordinating Member.  The Coordinator, assisted by the Board, supports and facilitates 
coordination within the Network and with other Healthcare Providers. The Coordinator 
chairs the meetings of the Board and represents the Network.  The Coordinator may also be 
supported by a Steering or Coordination Committee. 
 

Evidence 
Name of Coordinating Member and Network “Coordinator”; Rationale for selecting the 
designated Coordinating Member; Documented role and responsibilities of the Coordinating 
Member and “Coordinator”; Terms of Reference for the Steering or Coordination 
Committee, as applicable 



Operational Criteria (SAMPLE) 
General Criteria and Conditions to be fulfilled by 
Healthcare Providers: 
 

PATIENT EMPOWERMENT AND PATIENT CENTRED CARE 
Legislated Requirement 
2014/286/EU Annex II (a) (i) 
Criteria 
1.1 The Healthcare Provider has strategies in place to ensure that care is 
patient-centred and that patients’ rights and preferences are respected. 
Measure 
a) The Healthcare Provider provides patients and their families with written 

information specific to the area of expertise, disease, or condition. 
Guideline 
The information should include, at a minimum, the following: services offered; 
the nature of the disease, treatment and possible complications, rights and 
obligations, how to access the center; information about the staff and 
collaborating consultants; other members in the Network, and local and 
national patient support organizations. 
Evidence 
Patient Brochures and Information 
 



Operational Criteria (SAMPLE) 
General Criteria and Conditions to be fulfilled by 
Healthcare Providers: 
 

PATIENT EMPOWERMENT AND PATIENT CENTRED CARE 
Measure 
b) The Healthcare Provider gives patients and families written information 

about their rights and responsibilities. 
Guideline 
Patient and family rights include the right to have privacy and confidentiality 
protected; be aware of how patient information is used; have access to their 
medical records; be treated with respect and care; maintain cultural practices; 
pursue spiritual beliefs; live at risk; and to be free from abuse, exploitation, 
and discrimination.  
  
Patients and families should be given information about their rights and 
responsibilities at the earliest possible point in their trajectory of care. 
Information is adapted to meet diverse needs such as language, culture, level 
of education, lifestyles, and physical or mental disability. 
Evidence 
Written Material Describing Patient and Family Rights 



Operational Criteria (SAMPLE) 
Specific Criteria and Conditions to be fulfilled by Healthcare 
Providers: 
 

COMPETENCE, EXPERIENCE, AND OUTCOMES OF CARE 
Legislated Requirement 
2014/286/EU Annex II 2 (a) (i-ii)   
Criteria 
1.1 The Healthcare Provider maintains its competence in the Network’s area of 
expertise and demonstrates good clinical care and outcomes. 
Measure 
a) The Healthcare Provider regularly monitors and documents its patient 

activity specific to the Network’s area of expertise, disease or condition. 
Guideline 
This includes, as an example, volume of activity such as number of prevalent and 
incident cases, number of referrals, and accumulated experience such as the 
number of published reports, peer-reviewed publications, grants, training 
activities, participation in projects, and clinical trials. 
Evidence 
Dashboard of Patient Activity Measures 

 



Operational Criteria (SAMPLE) 
Specific Criteria and Conditions to be fulfilled by Healthcare 
Providers: 
 

Measure 
b) To maintain its competency and expertise, the Healthcare Provider defines 

the minimum/optimal number of patients to be served and/or procedures to 
be completed per year according to professional/technical standards or 
recommendations. 

Guideline 
The Healthcare Provider documents the minimum/optimal number of patients to 
be served and/or procedures to be completed per year.  Competency may be 
systematically self-defined based on published evidence or the consensus of 
experts with validation from national or international experts. 
Evidence 
Policy, guideline or standard 
Evidenced based rationale  
Number of patients seen and/or procedures completed per year for the last three 
years 



Stage 1: Call for Interest 

Description 

First stage in the assessment process 

Published on the EUROPA website (DG Sante) 

Deadline for submission usually about 3 months 

National Endorsement by the Member State for 
each Healthcare Provider Applicant 

Define and agree on the specific disease(s) or 
condition(s) covered by the Network. 
 
Set up regular teleconferences to coordinate the 
application activities and exchange information. 

http://www.google.ca/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCOPE7Y-RpMgCFUlxPgodWNcC7g&url=http://www.cliparthut.com/helpful-tips-clipart.html&psig=AFQjCNEYURf957gdsXkLlASWkKey6DHuzw&ust=1443887201798411


Stage 2: Application Process 

Description 
Network should first review and define specific criteria 

Complete the Application Forms 

Complete the Self-Assessment and gather the evidence   

Tools: Application Forms, Self-Assessments, 
Documentation Checklist 

 

 

EC launches a 
call for interest 
for ERNs 

Network 
completes 
application form 
and self-
assessment 

Healthcare 
Provider provide 
application 
form, self-
assessment and 
MS letter of 
endorsement 

Network and 
Healthcare 
Provider 
complete 
checklists  

Application sent 
to EC  

EC confirms 
reception of 
application 



Application Forms 
Two separate application forms for Networks and 
Healthcare Providers 

 

 



Application Forms 
Application Forms include: 

• Description of the Network and Healthcare Provider, i.e. 
area of expertise, scope of services 

• Description of the disease(s) or condition(s)  

• Added-Value and objectives of the Network 

Combine application forms into one file for submission 

 

 

 

First, complete the Network Application and circulate to 
each Healthcare Provider. 
 

Second, each Healthcare Provider should complete the Form. 
 

Third, the Coordinator should review all the Forms to ensure 
consistency. 
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The Self-Assessment 
1. Create your team. 

 
2. Considering the Network’s vision, purpose, and objectives, 

review the Operational Criteria by theme. 
 

3. Discuss each individual element of the criteria and evidence 
required.   
 

4. Assess and rate against established criteria. 
 

5. Prior to finalizing the self-assessment, validate the results 
internally to ensure consistency and completeness.  

 
 



The Self-Assessment 

Operational 
Criteria 

Rating Scale 

Documentation 
Required 

Comments 



The Self-Assessment 



Application Checklist 
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Stage 3: Determining Eligibility for the 
Assessment 

Description 

Completed by both the EC then IAB  

EC: Structural validation 

IAB: Content verification  

 

 

 

 

 

 

 

 

 

EC completes 
the  first 
eligibility 
check of 
applications  

Results are 
available 
within 10 
working days 

Applicants 
that meet 
requirements 
are 
transferred 
to the IAB 

IAB 
completes 
the  second 
eligibility 
check of 
applications  

Results are 
available 
within 10 
working days 

Eligible 
applications 
progress to 
the technical 
assessment 



Stage 3: Determining Eligibility for the 
Assessment (continued) 

Validation of the Application by the EC (1st 
Decision Point) 

EC
 E

lig
ib

ili
ty

 C
h

ec
k 

Eligible 
Pending Review by 

the IAB 
Application Transfer 

to IAB 

Incomplete Ineligible Application Closed 

Ineligible Application Closed 



Stage 3: Determining Eligibility for the 
Assessment (continued) 

Validation of the Application by the EC (1st 
Decision Point) 

The proposed ERN includes a minimum of 10 
Member Applicants from 8 Member States 

The Network and all Healthcare Providers have 
completed the application forms and self-
assessments with all supporting documentation 

Each Healthcare Provider has a written statement 
of endorsement from its Member State  

 



Stage 3: Determining Eligibility for the 
Assessment (continued) 

Verification of the Application by the IAB (2nd 
Decision Point) 

IA
B

 E
lig

ib
ili

ty
 C

h
ec

k 

Eligible 
Ready for Technical 

Assessment 

Additional Information 
Required 

 Information Obtained 

Eligible 
Ready for Technical 

Assessment 

Ineligible Application Closed 

Information Not 
Obtained 

Application Closed 

Ineligible Application Closed 



Stage 3: Determining Eligibility for the 
Assessment (continued) 

Verification of the Application by the IAB (2nd Decision 
Point) 

The content of the application for Networks fulfills 
the requirements of Annex I 
The content of the application for each Healthcare 
Providers fulfills the requirements of Annex II 
The Network fulfills the requirement to provide 
highly specialised healthcare  
All Healthcare Providers share the same area of 
expertise related to specialised healthcare for rare or 
low prevalence complex diseases or conditions  
 



Stage 4: Technical Assessment 

Three components: 

Documentation review of Network and all Healthcare 
Providers 

Virtual interview with Network Coordinator and 
Members  

On-site visit – sample  

Peer Review  

 

 
An introductory 
web-conference 

is scheduled 

Documentation 
review  and 

virtual 
interviews 
completed      

Results available 
within about 20 

working days   

Eligible 
applications 

progress to the 
on-site visit 

On-site visits 
scheduled 

Sample of on-
site visits 

completed  

Results available 
within 15 

working days of 
on-site visits 



Stage 4: Technical Assessment 

Documentation Review and Virtual Interviews 
completed by the IAB Assessors 

Validate process used to complete self-assessment 
to ensure rigor 

Verify self-assessments completed in similar 
manner across Healthcare Providers 

Verify sufficient evidence 

Rate compliance 
 

Tools:  Guidelines for Conducting Virtual Interviews 
 

 



Stage 4: Technical Assessment 

Documentation Review and Virtual Interviews 
(3rd Decision Point) 

 

D
o

cu
m
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n

ta
ti
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n
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w
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w
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Network ≥ 70% 

At least 10 Applicant Healthcare 
Providers from 8 MS ≥ 70% (each) 

Ready for On-Site Visit 

Less than 10 Applicant Healthcare 
Providers from 8 MS ≥ 70% (each) 

Application Closed 

Network < 70% Application Closed 

Applicant Healthcare Provider < 
70% 

Application Closed for the Applicant 
Healthcare Provider 



Stage 4: Technical Assessment 
(continued) 

On-Site Visits (4th Decision Point) 
Assessor Activities (documentation review, chart 
audits, interviews with multidisciplinary  team 
members, patient tracer) 

Tools: On-Site Visit Checklist and Template, Patient 
Tracer Method 

 



Stage 4: Technical Assessment 
(continued) 

Sampling Methodology 

Specific role within the Network 

Highest and lowest compliance rate of the Operational 
Criteria based on the documentation review and virtual 
interviews 

Highest and lowest patient volume 

 

Additional Criteria (random) 

Geographic representation 

Disease grouping representation 
 



Patient Tracer 



Onsite Visit Checklist 
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Stage 4: Technical Assessment 
(continued) 

Assessment Results 

Assessment Reports for Network and Healthcare 
Providers 

Applicant Submission of Comments 

Tools: Report Templates for Networks and 
Healthcare Provider Applicants 

 

 

 



Stage 4: Technical Assessment 
(continued) 

Assessment Reports (Sample) 

 

 

13% 

17% 

70% 

Compliance with Criteria for Networks 

0: No Activity / Not
Implemented

1: Partially
Implemented

2: Fully
Implemented

20% 
10% 

35% 

50% 

75% 

60% 

35% 40% 

5% 
15% 

30% 

25% 

10% 

20% 

5% 
25% 

40% 25% 

35% 

50% 

50% 

65% 
55% 

30% 
20% 15% 

25% 
35% 

60% 

35% 

Site 1 Site 2 Site 3 Site 4 Site 5 Site 6 Site 7 Site 8 Ste 9 Site 10

Compliance with Criteria for Healthcare Providers 

0: No Activity / Not Implemented 1: Partially Implemented 2: Fully Implemented



Stage 4: Technical Assessment 
(continued) 

Assessment Reports (Sample) 

 

Legend 

0: No Activity / Not Implemented 

1: Partially Implemented 

2: Fully Implemented 

0 1 2

Governance and Coordination

Patient Care

Multidisciplinary Approach

Good Practice, Outcome Measures, and Quality Control

Contribution to Research

Continuous Education, Training, and Development

Networking and Collaboration

Network Compliance by Theme 



Approval of Network and Healthcare 
Provider Applicants 

Proposed decision guidelines: 
Overall compliance rate of ≥70% of the total maximum 
score  
For each theme, at least 70% compliance against the 
maximum score  
There should be no criteria under any theme rated as “0”.   
A rating of “1” for any given measurement element may be 
accepted provided there is a clear action plan, defined 
accountabilities, and timeline in place.  There should be no 
more than 2 criteria in any theme rated as “1”. 
All core measurement elements must achieve a rating of 2. 

 
Tool: Decision Guidelines 

 
 
 
 



Stage 5: Assessment Results Submitted  

Description: 

Transfer of Application Forms, Self-Assessment 
Forms and Positive Assessment Reports  

Review by Board of Member States 

 

 

European 
Commission 
launches a call 
for interest for 
ERNs 

Application 
submitted to 
European 
Commission 

Application 
reviewed by 
European 
Commission and 
Independent 
Assessment 
Body 

Assessment and 
report 
completed by 
Independent 
Assessment 
Body 

Assessment 
results sent to 
European 
Commission 

Final Approval 
by Board of 
Member States 



Stage 6: Final Approval 

Description: (5th  Decision Point) 

Board of Member States reviews the 
recommendation by the Independent Assessment 
Body 

Approval of ERN 

 

 

European 
Commission 
launches a call 
for interest for 
ERNs 

Application 
submitted to 
European 
Commission 

Application 
reviewed by 
European 
Commission and 
Independent 
Assessment 
Body 

Assessment and 
report 
completed by 
Independent 
Assessment 
Body 

Assessment 
results sent to 
European 
Commission 

Final Approval 
by Board of 
Member States 



Summary of Key Points 

Getting Ready…….  

Define your purpose and disease(s) or  

condition(s) based on supporting evidence 

Clear and well-defined governance and 
coordination structure 

Identify three objectives: actions, expected 
impacts, timelines 

As a Network, agree on the  

specific criteria thresholds for  

Healthcare Providers 



Thank you! 


