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Minimum
requirements:

% 10 Healthcare

Provider Applicants
from 8 Member
States

#  Member State

Endorsement

Network application:

Z  One Network

Application (x1)

% Application for

each Healthcare
Provider (minimum
of x10)
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Highly Specialised Healthcare, Centres and Networks:

3

#: Multidisciplinary approach is consistently present

)

i Greater inclusion of the patient voice seen as an improvement opportunity

3,

i Diversity of experience with variable involvement of local care systems
#: Focus on raising awareness, referral pathways and addressing delays in diagnosis
%+ Shared ambition to establish common, well-defined clinical data

% Sustainability of expertise and services provision is a priority

Existing national or regional healthcare assessment programmes:

2

#: Consistent themes, but diversity of structure, process and monitoring

23

i Shared approach to defined clinical areas of concern and conditions through
available evidence or consensus

23

i Variability in the maturity of assessment programmes

23

i Technical quality of the assessment process is valued by clinicians and support
improvement



Technical quality as a foundation for assessment proposal:

iy,

i+ Self-assessment with external validation optimise efficacy and improve the
quality of the services

i+ Effective assessment programme must involve multiple methods to assess
quality

)
sl
i

+ Patient involvement in the process of assessment improves the relevance
of the assessment to patient care

% Quality improvement framework supports sustainability
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Common content

Additional items in EC and IAB manual

Content for Applicants: Content for EC and IAB:
e Operational Criteria e Same Content as Applicant Manual
e Overview of Six-Stage Process e Instructions or Procedures from the EC & IAB’s
e Descriptions and Timelines perspective
e Instructions e Additional Sections:
e Tips e Conflicts of Interest
e Tools e Eligibility Procedures and Checklist
e References to EC Directives e Assessor Application and Selection Process
e Glossary e Assessor Training and Competency Review
e Assessor Checklists and Procedures
e Additional Technical Tools



Presenter
Presentation Notes
Applicant manual focuses content of application
IAB manual is procedural 


Organisation of the Operational Criteria

Networks Healthcare Providers
General Criteria and Conditions to be fulfilled: =~ General Criteria and Conditions to be fulfilled:
1. Highly Specialised Healthcare 1. Patient Empowerment and Patient-Centred
2. Governance and Coordination Care
3. Patient Care 2. Organisation, Management, and Business
4. Multidisciplinary Approach Continuity
5. Good Practice, Outcome Measures, and 3. Research, Education and Training
Quality Control 4. Expertise, Information Systems, and e-
6. Contribution to Research Health Tools
7. Continuous Education, Training, and 5. Quality and Safety
Development
8. Networking and Collaboration Specific Criteria and Conditions to be fulfilled:
Defined in the Network proposal and 1. Competence, Experience and Outcomes of
fulfillment assessed for each applicant Care
healthcare provider. Based on the 2. Human Resources

evidence and consensus of the
scientific, technical and professional
community 4. Facilities and Equipment

3. Organisation of Patient Care
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Foundation: 
Commission Delegated Decision 2014/286/EU


Network criteria 
Vision of role and responsibility of a network
Governance and coordination of networks
Other element (Louise to advise

HCP Applicant criteria
General criteria: overview
Specific criteria: Self-defined definition of expertise e.g.: no. of publications, no. of patients seen



FATIENT EMPOWERMENT AND PATIENT CENTRED CARE
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Crit=ria

11 The Healthcare Prowider has stratezi=s in plac= toensure that care is patient-o=ntred and that
patients’ rishts and preferenc=s are respected.

Pl = aswre

b

The Healthcare Provider's commibment to patient-c=nt=red care is formally and consisbeimthy
communicated with patients and families.

Guidelin=

This may be demanstrated in the Healthcre Prosider's mission and for core value s. Patient centersd
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Processes are in place toassist patients and families in knowing whao is providing their care, and the
rade of =ach person on the multidisdplinary care team.
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Presentation Notes
Operational Criteria: 
Stratification of important standards – new entry applications
Level of specificity and evidence that will be accepted
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 Network and one for HCP Applicants



Key participants in assessment of applications:
% Applicant — Network and Healthcare Providers
% Assessors — Independent Assessment Body(s)
Z+ Member States
# European Commission
% Board of Member States

Healthcare
Provider
Applicant

Independent
Assessment European Board of
Body Commission Member
States

Healthcare ERN

Provider (Network)
Applicant

EU Population


Presenter
Presentation Notes
European Commission:
Propose and maintain legislation for the establishment, assessment and approval of ERNs and their members 
Publish, call for interest, register and track applications
Verify that applicants meet the minimum requirements and transfer the eligible applications for technical assessment 
Transfer positive assessment reports to the Board of Member States for approval 

Board of Member States:
Review the assessment reports and recommendations from the technical assessment
Final approval of applications for ERNs

Independent Assessment Body
Completing technical assessment for all eligible applicants
Review eligibility checklist, documentation review, virtual interview and coordinate site visit 
Complete assessment reports and recommendations 

Member State:
Endorse Applicant Healthcare Provider certifying participation in a Network proposal 

Applicant:
Define level of expertise and specialised resources require for the network
Coordinate self-assessment and application proposal 
Composition of network and its governing board 



Assessment Manual and Toolbox for Applicants

Assessment Programme for Networks and
Healthcare Provider Applicants

Z: Operational Criteria

% Six-Stage Process

# Tools

Stage 4

Stage 3 Assessments

Application

Stage 5

Stage 1 Stage 2 Stage 6
Final approval

by BoMS

Assessment
results sent to
EC

and reports
completed by
IAB

Call for interest Application

from EC submitted to EC roslfseel 918

then IAB




Stage 1.
# First call for expressions of interest published
#: Network defines area of expertise

#: National endorsement of Healthcare Provider by the

Member State
‘ Final Approval

‘ by Board of

Assessment Member States
‘ results sent to
Assessment and European
‘ report Commission
Application completed by
‘ reviewed by Independent
Application European Assessment
] submitted to Commission and Body

European European Independent
Commission Commission Assessment
launches a call Body

for interest for
ERNs
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Points to highlight:
Description of national endorsement process
Guidance for Applicants re scope of disease(s)/condition(s) and themes 



Stage 2:

# Complete application form for the Network and
Healthcare Providers

#: Complete self-assessment check list with supporting

documentation
‘ Final Approval
‘ by Board of
Assessment Member States
‘ results sent to
Assessment and European
‘ report Commission
Application completed by
‘ ] reviewed by Independent
Application European Assessment
submitted to Commission and Body
European European Independent
Commission Commission Assessment
launches a call Body

for interest for
ERNs
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Points to highlight:
Internal validation – peer review


Stage 3:

# Structural validation - minimum requirements,
completed assessment and endorsement

# Content verification - full application and highly

specialised healthcare
‘ Final A I
inal Approva

‘ by Board of

Assessment Member States
‘ results sent to
Assessment and European
‘ ] report Commission
Application completed by
‘ reviewed by Independent
Application European Assessment
submitted to Commission and Body
European European Independent
Commission Commission Assessment
launches a call Body

for interest for
ERNs
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Points to highlight:
add



Stage 4.

#: Documentation review for Network and all Healthcare
Providers

# Virtual interview with Network Coordinator and

Healthcare Provider
y

# On-site visit — sample y by oapro
Assessment Member States
‘ ] results sent to
Assessment and European
‘ report Commission
Application completed by
‘ reviewed by Independent
Application European Assessment
submitted to Commission and Body
European European Independent
Commission Commission Assessment
launches a call Body

for interest for
ERNs
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Documentation review and virtual interview – make a decision on progressing to the on-site visit.
On-site visit is an external validation of evidence in the application
Decision guidelines - 

Specific Criteria for sample site visits (targeted)
Specialised role within the Networks including relatively high-risk diagnostic interventions and/or high-risk treatment interventions
Highest and lowest patient volume

Additional Criteria (random)
One site is selected from each unrepresented geographic area
One site is selected at random from each unrepresented 
       thematic disease grouping 



Stage 5:

#: Transfer of Application Forms, Self-Assessment Forms
and Assessment Reports to European Commission

# Independent Assessment Body’s Recommendation

‘ Final Approval

‘ ] by Board of
Assessment Member States

results sent to
European
Commission

‘ Assessment and

‘ report

Application completed by
‘ reviewed by Independent
Application European Assessment
submitted to Commission and Body
European European Independent
Commission Commission Assessment
launches a call Body

for interest for
ERNs
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Stage 6:

#: Board of Member States reviews the assessment
reports and recommendation by the Independent
Assessment Body

# Approval of ERN

Final Approval
by Board of
Assessment Member States
‘ results sent to
Assessment and European
‘ report Commission
Application completed by
‘ reviewed by Independent
Application European Assessment
submitted to Commission and Body
European European Independent
Commission Commission Assessment
launches a call Body

for interest for
ERNs
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Points to highlight:
The BoMS define the rules of procedure



Overview of technical assessment

Application

# Network and HCP application
forms

# Self-assessment and
supporting documentation
for Network and HCP

Assessment
# Vision and purpose

2

# Objectives and goals
% Experience and functionality

Method

i Documentation review
# Virtual interview of network

coordinator and HCP
applicants

St )

# On-site visit — sample
#+ Decision guidelines

Evidence

*

# Vision statement and mission

vt

# Strategic plan

)
i

+ Work plan and progress
report regarding themes in
operational criteria



Technical Tools

On-site visit Decision
) = | checklist N guidelines
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Checklist

Eligibility
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@ PACE-ERN

Thank you ... more to come
tomorrow!

E U RO R D I S Better Quality. Better Health.

Rare Diseases Europe

ACCREDITATION
Qﬁ’ * EUROPE
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